Tén thube - SPK

PHU LUC 1: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC
(kém theo vin ban s6 3950/QLD-GT ngay 20 thang 03 nim 2013)

Hoat chét - Him lwong - Quy céich

Patent - Chu s6 hiru - Pham vi bio ho

Tén doanh nghiép dé nghi cong bo:

Abbott L.aboratories
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.CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 3).

-y

.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong sd: 3)

1 . Brufen

SPK:VN-12140-11

2 . Brufen
SPK:VN-14886-12

3 . Brufen
SPK:VN-4694-07

2 Tén doanh nghiép dé nghi cong bo: Baxter Healthcare (Asia) Pte. Ltd

Ibuprofen-100mg/5ml
Hdn dich uéng, chai 60ml
-SX: PT Abbott Indonesialndonesia

Ibuprofen-600mg/vién
vién nén bao phim, hop 10 vi x 10 vién
-SX: PT Abbott Indonesialndonesia

Ibuprofen-600mg/goi
dang c6m, hop 20 gbi
-SX: Abbott S.p.Altaly

PATENT: US 3385886 (Boots Pure Drug Company
Ltd)

PHAM VI: US: phenyl propionic acid (Diém yéu cau
bao ho 1; Hoat chat Ibuprofen)

Diém 1 yéu cau bao ho ciia patent US 3 385 886 xac
1ap pham vi bao ho cho hoat chét ibuprofen.Két luan:
Dap tng quy dinh vé patent cip cho hoat cht.

PATENT: US 3385886 (Boots Pure Drug Company
Ltd) _

PHAM VI: US: phenyl propionic acid (Diém yéu cau
béo ho 1; Hoat chét Ibuprofen)

Diém 1 yéu cau bao ho cia patent US 3 385 886 xac
1ap pham vi bao ho cho hoat chat ibuprofen.Két ludn:
Dap tmg quy dinh vé patent cip cho hoat chit.

PATENT: US 3385886 (Boots Pure Drug Company
Ltd)

PHAM VI: US: phenyl propionic acid (Piém yéu ciu
bao ho 1; Hoat chat Ibuprofen)

Diém 1 yéu ciu bao ho cia patent US 3 385 886 x4c
1ap pham vi bao hd cho hoat chét ibuprofen.Két luan:
Dap tng quy dinh vé patent cip cho hoat chét.

Quyén sé hiru, chuyén giao patent

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 4).

2.1 Bo sung tii lidu vé viéc chuyén nhwong Patent (Tong so: 1)

CHU SO HU'U SP: Abbott Laboratories

1. Boots Pure Drug Company Ltd

2.Coéng ty giai trinh phan Pharma cta Boots dugc Knoll mua
lai va sau d6 Abbott Laboratoties di mua lai Knoll -> Dé nghi
Cong ty cung cip tai liéu ching minh

3. Giai trinh vé viéc PT Abbott Indonesia san xudt theo ty
quyén va tiéu chuan cua Abbott Laboratories

CHU SO HU'U SP: Abbott Laboratories

1. Boots Pure Drug Company Ltd

2.Cong ty gidi trinh phin Pharma ctia Boots duge Knoll mua
lai va sau d6 Abbott Laboratoties dd mua lai Knoll -> Dé nghi
Cong ty cung cip tai liéu chirng minh

3. Giai trinh vé viéc PT Abbott Indonesia san xudt theo ty
quyén va tiéu chuan ciia Abbott Laboratories

CHU SO HUU SP: Abbott Laboratories

1. Boots Pure Drug Company Ltd

2.Cong ty giai trinh phan Pharma cta Boots dwoc Knoll mua
lai va sau d6 Abbott Laboratoties dd mua lai Knoll -> Dé nghi
Cong ty cung cAp tai liéu chimg minh

3. Giai trinh vé viéc Abbott S.p.A san xuit theo ty quyén va
tiéu chudn ciia Abbott Laboratories
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S6  Tén thubc - SPK Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi biao hd
1 . Sevoflurane Sevoflurane-100% (250ml) PATENT: US 3,689,571 (Baxter Laboratories)
SPK:VN-5211-08 Chai 250ml PHAM VI: US: Phat minh chit tong h(rp méi su

-SX: Baxter Healthcare of Puerto RicoMy dung 1am tac nhan gay mé (Piém yéu cau bao ho 1;
Hoat chat sevoflurane)
Diém 1 yéu cau bao ho ciia patent US 3689571 xéc
1ap pham vi bao ho cho hoat chét Sevoflurane.Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

2.2 Pham vi bio hé 1a dang bao ché (Tong so: 3)

1 . Clinoleic 20% dau oliu, ddu dau nanh-hdn hop dau oliu PATENT: US 5840757 (Baxter International Inc)
SPK:VN-6926-08 80% + dau dau nanh 20%; 200g/1 PHAM VI: US 5840757: Nhil twong hoa lipid dung
Nhii twong d& tiém truyén, tai 100ml, trong dinh dudng trong va ngoai duong tiéu hoa ->
250ml, 500ml Pham vi bao hd 1a dang bao ché, khong phai cho hoat
-SX: Baxter S.ABi chét
2 . OliClinomel N4-  Lipid, Aminoacid, Glucose-10%, 5.5%, PATENT: US 5,577,369 (Baxter International Inc)
550E 20% US 5840757 (Baxter International Inc)
Tui 11 ¢6 3 ngan: 0.21 lipid 10% + 0.41 PHAM VI: US 5,577,369: Phuong phap tong hop va
aminoacid 5.5% + 0.4l glucose 20%. Tai dong goi bao bi nhidu ngan -> Pham vi bao ho
1.51 ¢6 3 ngan: 0.31 lipid 10% + 0.61 khong phai cho hdn hop hoat chat
aminoacid 5.5% + 0.61 glucose 20%. Tui 21
¢6 3 ngan: 0.41 lipid 10% + 0.81 US 5840757: Nhii tuong hoa lipid dung trong dinh
aminoacid 5.5% + 0.81 glucose 20% dudng trong va ngoai duong ti€u hdéa -> Pham vi bao

ho 1a dang bao ché, khong phai cho hoat chat

3 . OliClinomel N7-  Lipid, Aminoacid, Glucose-20%, 10%, PATENT: US 5,577,369 (Baxter International Inc)
1000E 40% US 5840757 (Baxter International Inc)
SPK:VN-5004-10 Tai 11 ¢6 3 ngan: 0.21 lipid 20% + 0.41 PHAM VI: US 5,577,369: Phuong phép tong hop va
aminoacid 10% + 0.41 Glucose 40%. Tui dong goi bao bi nhiéu ngin -> Pham vi bao hd
1.51 ¢6 3 ngn: 0.31 lipid 20% + 0.61 khong phai cho hdn hop hoat chét

aminoacid 10% + 0.6 glucose 40%. Ti 21
¢6 3 ngan: 0.41 lipid 20% + 0.81 aminoacid ~ US 5840757: Nhii twong hoéa lipid dung trong dinh
10% + 0.81 glucose 40% dudng trong va ngoai dudng tiéu hoéa -> Pham vi bao
ho 1a dang bao ché, khong phai cho hoat chat

3 Tén doanh nghiép dé nghi cong b6: Bayer (South East Asia) Pte. Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 4).
3.1 B0 sung ti lidu vé viéc chuyén nhuwong Patent (Tong so: 2)

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Baxter Healthcare

1. Baxter Laboratories

2.Giai trinh vé viéc chuyén nhuong Patent giita Baxter
Laboratories va Baxter Healthcare.

3. Pé nghi Cong ty gidi trinh vé viéc Baxter Healthcare of
Puerto Rico san xuit theo ty quyén va tiéu chuan cta Baxter
Laboratories

CHU SO HU'U SP: Baxter Healthcare
Baxter International Inc

CHU SO HU'U SP: Baxter Healthcare

Baxter International Inc

CHU SO HU'U SP: Baxter Healthcare
Baxter Healthcare Inc



Tén thube - SDK

1 . Androcur
SPK:VN-5855-08

2 . Qlaira
SPK:VN1-530-11

Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

Cyproterone acetate-50mg
Hop 5 vi x 10 vién nén
-SX: Delpharm Lille SASPhap

Estradiol velerate/Dienogest-3mg + 0 mg,
2mg + 2mg, 2mg + 3mg, Img + Omg
Hop 1 vi x 28 vién nén bao phim

-SX: Schering GmbH & Co. Produktions
KFbuc

3.2 Khéng dap tng quy dinh (Tong sb: 1)

1 . Bonefos

SDK:VN-14920-12

Disodium clodronate-400mg
Hop 10 vi x 10 vién nang
-SX: Bayer OYPhin Lan

PATENT: US 3 234 093 (Schering AG)

PHAM VI: US: Hop chét va thanh phan 6-chloro-
1,2alpha-methylene-delta6-17alpha-hydroxy-
progesteron (Diém yéu cAu bao hd 4; hoat chét
Cyproterone)

Diém 4 yéu cau bao ho ciia patent US 3234093 xac
1ap pham vi bao ho cho hoat chét Cyproterone
acetate.Két luan: Pap tmg quy dinh vé patent cip cho
hoat chit.

PATENT: US 8 071 577 (Bayer Pharma AG)
PHAM VI: US: Thanh phan két hop trong ché phim
thudc tranh thai da pha ... (Diém yéu cau bao ho 2;
Hdn hop 2 hoat chat)

Diém 2 yéu cau bao ho cua patent US 8071577 xac
1ap pham vi bao ho cho thudc tranh thai da pha chira
hoat chét Estradiol Velerate va Dienogest.Két luan:
bap ung quy dinh vé patent cAp cho hon hop hoat
chat.

PATENT: US 5237094 (Leiras OY)

EP 0490907B1 (Leiras OY)

PHAM VI: US, EP: Quy trinh san xuét hoat chét
Clodronate va cong dung méi -> PHam vi bao h¢ la
quy trinh bao ché va tic dung didu tri

Patent US 5 237 094 va patent EP 0490907B1 xac
1ap pham vi bao ho cho quy trinh diéu ché axit
methylenebisphosphonic, khong xac 1ap pham vi bao
hé truc tiép cho hoat chat disodium clodronate Két
luan: Khong déap tng quy dinh vé patent cap cho hoat
chat. Huéng khic phuc: Xac dinh chinh xac patent
xac 1ap pham vi bao h truc tiép cho hoat chat
disodium clodronate.

3.3 Pham vi bio ho 12 dang bao ché (Tong s6: 1)

1 . Mirena
S})K:VN-SOOS-IO

Lenovorgestrel-52mg
Hop 1 dung cy dat tr cung
-SX: Bayer OYPhén Lan

PATENT: US 5400804 (Leiras OY)

PHAM VI: US: Dung cu tranh thai dat tr cung ->
Pham vi bao ho 1a dang bao ché, khong phai 14 hoat
chat Lenovorgestrel
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uyén s& hiru, chuyén giao patent

CHU SO HUU SP: Bayer AG

1. Schering AG

2. Cong ty c6 cong van xac nhan doi tén tir Schering AG thanh
Bayer Schering Pharma AG

3. Giai trinh vé viéc Delpharm Lille SAS san xuét theo ty
quyén va tiéu chuan cua Schering AG

CHU SO HUU SP: Bayer AG

1. Bayer Pharma AG (la cong ty thudc tap doan Bayer AG)
2.Dé nghi Cong ty giai trinh v€ viéc Schering GmbH & Co.
Produktions KF san xuit theo Uy quyén va tiéu chuan cia
Bayer AG

CHU SO HU'U SP: Bayer AG

1. Leiras OY

2. Cong ty cung cap tai liéu doi tén cong ty Leiras OY thanh
Schering OY va sau d6 thanh Bayer Schering Pharma OY va
hién nay la Bayer OY

CHU SO HUU SP: Bayer AG

1. Leiras OY

2. Cong ty cung cap tai liéu ddi tén tir Leiras OY thanh Bayer
OY;; tir Bayer Schering Pharma OY thanh Bayer OY (Cong van
ddng ¥ ciia Cuc QLD)



Tén thube - SDK Hoat chit - Him lwong - Quy cich

Tén doanh nghiép dé nghi céng bé:

Patent - Chii sé hitu - Pham vi bdo ho
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Quyén s¢ hiru, chuyén giao patent

Boehringer-Ingelheim International GmbH

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1).
4.1 BO sung ti liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 . Trajenta
SPK:VN1-748-12

linagliptin-5mg
vién bao phim, hop 3 vi x 10 vién
-SX: Boehringer Ingelheim Roxance IncUSA

5 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 2308878 (Boehringer ingelheim CHU SO HU'U SP: Boehringer ingelheim international GMBH

Pharma GMBH & Co0.KG) 1. Boehringer ingelheim Pharma GMBH & Co.KG

AU 2010201384 (Boehringer ingelheim Pharma 2. Giai trinh va cung cap tai liéu lam rd mdi lién hé gitra
GMBH & Co0.KG) Boehringer Ingelheim Roxance Inc va Boehringer ingelheim
VN 8520 (Boehringer ingelheim Pharma GMBH & Pharma GMBH & Co.KG

Co.KG)

PHAM VI: EP: Hop chét 8-[ 3-amino-piperidin-1-
y1]-xanthin, phwong phéap diéu ché, duoc phdm chira
hop chét nay va sit dung hop chét nay dé bao ché
thudc -> Khong c6 noi dung Patent ddy du

VN: Diém yéu cAu bao hd 7; Hoat chit Linagliptin
Diém 7 yéu cau bao ho cia patent VN 8520 xac 1ap
pham vi bao ho cho hoat chat linagliptin. Két luan:
Dap tmg quy dinh vé patent cip cho hoat chit.

Cong ty Cadila Pharmaceuticals Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG,

GIAI TRINH (Téng s6 thube: 1).

5.1 Pham vi bio hé 13 dang bao ché (Tong so: 1)

1 . Rabeloc 1.V

SDK:VN-4878-07

Rabeprazole Sodium-20mg
Lo bot pha tiém
-SX: Cadila Pharmaceuticals LtdIndia

6 Tén doanh nghiép dé nghi cong bo:

CHU SO HU'U SP: Cadila Pharmaceuticals Ltd
Cadila Pharmaceuticals Ltd

PATENT: GB 2404856 B (Cadila Pharmaceuticals
Ltd) > Co quan SHTT Anh khong ndm trong danh
muc 14 Co quan SHTT dugc cong nhan

PHAM VI: GB: Ché phém duogc phém 6n dinh chira
Rabeprazole -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chat Rabeprazole

Cong ty CP Dwoc phim Duy Tén

B. CAC HO SO PA XEM XET YEU CAU BO SUNG,

GIAI TRINH (Tdng s6 thube: 2).

6.1 Xin v kién Hoi dong (Tong sb: 2)
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . Cebrex
SPK:VN-14051-11

2 .Cebrex S
SPK:VN-14052-11

cao kho 14 Ginkgo Biloba-40mg/vién

Hop 1 vi hodc 6 vi x 20 vién nén bao phim
-SX: Dr. Willmar Schwabe GmbH & Co.
KGbruc

cao kho 14 Ginkgo Biloba-80mg/vién
Hop 6 vi x 20 vién nén bao phim

-SX: Dr. Willmar Schwabe GmbH & Co.
KGbuce

7 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 0431 535 B1 (Dr. Willmar Schwabe
GmbH & Co)

PHAM VI: EP: Chiét xuét tir 1a cdy Ginkgo biloba,
phuong phap va ché pham chira chiing (Piém yéu cau
bao ho 1; Hon hop hoat chét)

Diém 1 va 2 yéu cau bao ho ciia patent EP 0431535
B1 x4c lap pham vi bao hd cho san phdm chiét tir 1a
cay Ginkgo biloba.Két luan: Dép tng quy dinh vé
patent cip cho hoat chét.

PATENT: EP 0431 535 B1 (Dr. Willmar Schwabe
GmbH & Co)

PHAM VI: EP: Chiét xuit tir 1a cdy Ginkgo biloba,
phuong phap va ché phim chira ching (Diém yéu cau
bao ho 1; Hon hop hoat chét)

Diém 1 va 2 yéu cau bao ho cia patent EP 0431535
B1 xac 1ap pham vi bao ho cho san pham chiét tir 14
ciy Ginkgo biloba.Két luan: Péap tng quy dinh vé
patent cap cho hoat chat.

Cong ty Hyphens Pharma Pte. Ltd

Quyén sé hitu, chuyén giao patent

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 1).

7.1 BO sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 1)

1 .Ella
SPK:VN1-751-12

Ulipristal acetate-30mg/vién
Hop 1 vi chira 1 vién thube
-SX: CenexiPhap

8 Tén doanh nghiép dé nghi coéng bo:

PATENT: US 4954490 (Research Triangle Institue)

PHAM VI: US: Céc hop chit 11beta-aryl-19-
norprogesteron steroid (Diém yéu cau bao ho 4, Hoat
chét Ulipristal)

Diém 4 yéu cau bao ho cua patent US 4954490 xac
1ap pham vi bao ho cho hoat chét Ulipristal acetate.
Két luan: Pap tmg quy dinh vé patent cip cho hoat

Cong ty Roussel Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 2).

8.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

CHU SO HU'U SP: Dr. Willmar Schwabe GmbH & Co

1. Dr. Willmar Schwabe GmbH & Co

2. Ngay luu hanh lan dau trén CPP: ngay 11/5/1999

-> Pé nghi Cong ty cung cap bd sung tai liéu dé ching minh
thudc duoc luu hanh 1an dau trén thi truong

CHU SO HU'U SP: Dr. Willmar Schwabe GmbH & Co

1. Dr. Willmar Schwabe GmbH & Co

2. Ngay luu hanh 1an dau trén CPP: ngay 11/5/1999

-> Pé nghi Cong ty cung cap bd sung tai liéu dé chimg minh
thubc duge luu hanh lan dau trén thi truong

CHU SO HU'U SP: Laboratoire HRA Pharma
1. Research Triangle Institue _
2.Cong ty cung cAp tai liéu vé viéc chuyén nhuong Patent gilra
Research Triangle Institue va Vaneau va gitra Vaneau va
Laboratoire HRA Pharma

3. Dé nghi Cong ty giai trinh va cung cap tai lidu vé viéc
Cenexi san xut theo ty quyén va tiéu chuén cta Laboratoire
HRA Pharma
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S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

1 . Rulid Roxithromycin-150mg

SPK:VD-6557-08 Vién bao phim, Hop 1 vi, vi 10 vién
-SX: Cong ty Roussel Viét NamVi¢t Nam

PATENT: EP 0033255 B1 (Roussel Uclaf)

PHAM VI: EP: Biém yéu ciu bao ho 7; Hoat chét
Roxithromycin

Piém 7 yéu cau bao ho cia patent EP 0033255 B1
xac 1ap pham vi bao hd cho hoat chét Roxithromycin.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

8.2 Pham vi bao hé 13 dang bao ché (Tong so: 1)

1 . Claforan Natri cefotaxim-1 g

SPK:GC-0204-12 Thudc tiém bot; hop 1 lo thude tiém bot +
1 1o dung méi (nude cét)
-SX: Sx thudc bot: Patheon UK Limited.
Sx dung mdi: CTCPDP TW VidipharSx
thude bot: UK. Sx dung méi: Viét Nam

9 Tén doanh nghiép dé nghi cong b6: Coéng ty TNHH DKSH Viét Nam

PATENT: EP-0001024-B1 (Roussel Uclaf)

PHAM VI: EP: Dang tinh thé mudi Natri cua din
xuit oxyimino-7-aminothiazolylacetamido-
cephalosporanic acid -> Pham vi bdo hg la dang tinh
thé (dang D) ctia hoat chit cefotaxim

Quyén sé hitu, chuyén giao patent

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 5).

9.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 3)

1 . Gasmotin Tablets 5 Mosapride citrate-5mg

mg Vién nén, hop 3 vi x 10 vién

SPK:VN-11564-10 -SX: Dainippon Sumitomo Pharma Co.,
LtdJapan

2 . Vesicare Solifenacine succinate-5mg

SPK:VN1-533-11 Hop 3 vi PVC/ nhém x 10 vién nén bao
phin

PATENT: US 4.870.074 (Dainippon Pharmaceutical
CO., Ltd)

PHAM VI: US: Piém yéu ciu bao ho 4; Hoat cht
Mosapride

Diém 14 yéu cu bao ho cua patent US 4870074 x4c
1ap pham vi bao ho cho hoat chat Mosapride Két
luan: Pap tmg quy dinh vé patent cap cho hoat chit.

PATENT: US 6017927 (Yamanouchi Pharmaceutical
Co Ltd)

PHAM VI: Dan xuat Quinuclidine va ché pham chira
chung (diém yéu cau bao ho 6, Hoat chat Solifenacine
- Tra ctru wikipedia)

Diém 6 yéu ciu bao ho cua patent US 6017927 xac
1ap pham vi bao hd cho hoat chét Solifenacine.Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

CHU SO HUU SP: Roussel

1.Roussel Uclaf

2.Cong ty cung cip hop dong chuyén nhuong san pham giira
Aventis Pharma va Roussel Viét Nam

3.Dé nghi cong ty giai trinh lam 6 viéc chuyén nhugng Patent
gitta Roussel Uclaf va Aventis Pharma

CHU SO HUU SP: Roussel

1. Roussel Uclaf

2. Cong ty cung cap hop dong chuyén nhuong giita Aventis
Pharma va Roussel Viét Nam

3.bé nghi cung cAp tai liéu vé viéc chuyén nhuong Patent giita

Roussel Uclaf va Aventis Pharma
4. Giai trinh vé viéc Patheon UK Limited san xuat theo ity
quyén va tiéu chuan cua Aventis Pharma

CHU SO HU'U SP: Dainippon Pharmaceutical Co., Ltd

1. Dainippon Pharmaceutical Co., Ltd

2. Dé nghi Cong ty giai trinh vé mbi lién hé giita chu sé hiru
Patent (Dainippon Pharmaceutical Co., Ltd) va nha san xuét
(Dainippon Sumitomo Pharma Co., Ltd)

CHU SO HU'U SP: Astellas Pharma Europe B.V

1. Tai Patent chu sé hitu: Yamanouchi Pharmaceutical Co Ltd.
2. Tai gidy gia han Patent chu s hitu: Astellas Pharma Inc.->
Giai trinh 1am 13 viéc chuyén quyén so hitu Patent tir
Yamanouchi Pharmaceutical Co Ltd cho Astellas Pharma Inc.
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S6  Tén thubc - SPK Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi biao hd
3 . Vesicare Solifenacine succinate-10mg PATENT: US 6017927 (Yamanouchi Pharmaceutical
SPK:VN1-534-11 Hop 3 vi PVC/ nhém x 10 vién nén bao Co Ltd) )
phin PHAM VI: Dan xuat Quinuclidine va ché pham chtra

9.2 Khéng dap tng quy dinh (Tong sb: 1)

1 . Myonal Eperisone HCL-50mg
SPK:VN-9194-09 Hop 3 vi x 10 vién nén
-SX: Eisai Co.,LtdJapan

chung (diém yéu cau bao ho 6, Hoat chat Solifenacine
- Tra ctru wikipedia)

Diém 6 yéu cau bao ho cua patent US 6017927 xac
1ap pham vi bao hd cho hoat chét Solifenacine.Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: JP 1037738 (Eisai Co.,Ltd)

PHAM VI: din xuét thay thé amino cua
propiophenon -> B sung ndi dung Patent dé ching
minh pham vi bao ho trong Patent chinh 14 hoat chat
Eperisone.

GT: Cong ty cung cip Patent US 4181830 (Eisai Co
Ltd) -> Patent US 4181830 hé diéu khién bay dung
cho may bay. Patent nay khong xac 1ap pham vi bao
h6 cho hoat chat Eperisone HC1.Két luan: Khong dap
g quy dinh vé patent cap cho hdn hop hoat chat.

9.3 Pham vi bio hé 13 dang bao ché (Tong sb: 1)

1 . Aricept evess Smg Donepezil hydrochloride-5mg
SPK:VN-15328-12 Vién nén tan trong miéng, hop 2 vi x 14
vién

PATENT: US 7,727,548 B2 (Eisai R&D
Management Co Ltd)

PHAM VI: US: Vién gidi phong nhanh chira
polyvinylalcohol -> Pham vi bao ho 1a dang bao ché
vién giai phong nhanh, khong phai 1a hoat chét
Donepezil

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Astellas Pharma Europe B.V

1. Tai Patent chu sé hitu: Yamanouchi Pharmaceutical Co Ltd.
2. Tai gidy gia han Patent chu s¢ hiru: Astellas Pharma Inc.->
Giai trinh 1am 13 viéc chuyén quyén so hitu Patent tir
Yamanouchi Pharmaceutical Co Ltd cho Astellas Pharma Inc.

CHU SO HUU SP: Eisai Co.,Ltd
Eisai Co.,Ltd

CHU SO HUU SP: Eisai Co., Ltd

1. Eisai R&D Management Co Ltd

2. Giai trinh va cung cap tai liéu lam rd mdi lién h¢ giita Eisai
R&D Management Co Ltd va Eisai Co.,Ltd

10 Tén doanh nghiép dé nghi cong bé: Coéng tv TNHH Duwoc pham va Hoéa chat Nam Linh

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 4).

10.1 Pham vi bao hé 13 dang bao ché (Tong so: 4)
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . Anzatax paclitaxel Paclitaxel-100mg/16.7ml
100mg/16.7ml Hop 1 lo 16.7ml, Dung dich tiém
SPK:VN-12308-11 -SX: Hospira Australia Pty LtdUc

2 . Anzatax paclitaxel Paclitaxel-150mg/25ml
150mg/25ml Hop 1 1o 25ml, Dung dich tiém
SPK:VN-12309-11 -SX: Hospira Australia Pty LtdUc

3 . Anzatax paclitaxel Paclitaxel-300mg/50ml
300mg/50ml Hop 1 lo 50ml, Dung dich tiém
SPK:VN-12310-11 -SX: Hospira Australia Pty LtdUc

4 . Anzatax Paclitaxel Paclitaxel -30mg/5ml
30mg/5ml Hop 1 lo 5ml, Dung dich tiém
SPK:VN-13010-11 -SX: Hospira Australita Pty LtdUc

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bao h¢ khong
phai 14 hoat chat Paclitaxel

US con lai: Pham vi bao hé 1a quy trinh diéu ché va
dang bao ché

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bao h¢ khong
phai 14 hoat chit Paclitaxel

US con lai: Pham vi bao hé 1a quy trinh diéu ché va
dang bao ché

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bao h¢ khong
phai 14 hoat chit Paclitaxel

US con lai: Pham vi bao hé 1a quy trinh diéu ché va
dang bao ché

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bao ho khong
phai 14 hoat chit Paclitaxel

US con lai: Pham vi bao hg 1a quy trinh diéu ché va
dang bao ché

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Hospira Australia Pty Ltd

1. Napro Bio Therapeutics

2. Cong ty cung cap tai liéu x4c nhan viéc Mayne Pharma Inc
mua lai toan bd ddy chuyén san xuit Paclitaxel ciia Napro Bio
Therapeutics va viéc d6i tén Mayne Pharma Inc thanh Hospira
Australita Pty Ltd

CHU SO HU'U SP: Hospira Australia Pty Ltd

1. Napro Bio Therapeutics

2. Cong ty cung cap tai liéu xac nhan viéc Mayne Pharma Inc
mua lai toan bd ddy chuyén san xuit Paclitaxel ciia Napro Bio
Therapeutics va viéc d6i tén Mayne Pharma Inc thanh Hospira
Australita Pty Ltd

CHU SO HU'U SP: Hospira Australia Pty Ltd

1. Napro Bio Therapeutics

2. Cong ty cung cap tai liéu xac nhan viéc Mayne Pharma Inc
mua lai toan bd ddy chuyén san xuit Paclitaxel ciia Napro Bio
Therapeutics va viéc d6i tén Mayne Pharma Inc thanh Hospira
Australita Pty Ltd

CHU SO HU'U SP: Hospira Australita Pty Ltd

1. Napro Bio Therapeutics

2. Cong ty cung cap tai liéu xac nhan viéc Mayne Pharma Inc
mua lai toan bd ddy chuyén san xuit Paclitaxel ciia Napro Bio
Therapeutics va viéc d6i tén Mayne Pharma Inc thanh Hospira
Australita Pty Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 1).

11.1 Bo sung ti liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 Tén doanh nghiép dé nghi cong bé: Coéng ty TNHH Duwoc Pham Viét Phap
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S6  Tén thubc - SPK Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi biao hd Quyén s6 hitu, chuyén giao patent

1 . Aloxi Palonosetron-0,25mg PATENT: VN 8781 (Helsinn Birex Pharmaceuticals CHU SO HU'U SP: Helsinn Birex Pharmaceuticals Ltd
SPK:VN-13469-11 dung dich tiém hép 1 1o 5 ml Ltd) 1. Syntex
-SX: Helsinn Birex Pharmaceuticalss US 5202333 (Syntex) 2. Cong ty cung cap tai liéu chuyén quyén s hiru Patent tir
Ltd.Ireland PHAM VI: VN: Dugc pham dang l6ng chira Syntex cho Roche Palo Alto LLC.
Palonosetron -> Pham vi bao ho 14 dang bao ché, 3. Pé nghi Cong ty cung cip tai liéu chuyén nhuong Patent
khong phai 1a hoat chat Panolosetron gitta Roche Palo Alto LLC va Helsinn Birex Pharmaceuticalss

USf DPiém yéu péu bao ho 30; Hoat chét Palonosetron Ltd hoajc giai trinh V‘é‘ viéc Helsinn WBirex Pharmaceuticalss Ltd.
biém 30 yéu cau bao ho cua patent US 5202333 xac san xuat theo uy quyén va tiéu chuan ciia Roche Palo Alto LLC
1ap pham vi bao hd cho hqat chat pa}lonosetron.Ké,t
luan: Bap ung quy dinh vé patent cap cho hoat chat.

12 Tén doanh nghiép dé nghi cong bo: Cong ty TNHH Dugc Thuan Gia

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 2).

12.1 Co quan cap patent khong nam trong DS 14 nwéc dwogc cong nhin. (Tong so: 2)

1 . Polygynax neomycin sulfat, polymycin B sulfat, PATENT: OMPI 351005 -> Co quan nay khong CHU SO HUU SP:
SPK:VN-10139-10 nystatin-Mdi vién chita neomycin sulfat nam trong danh séch 14 co quan SHTT dugc cong

35.000 IU, polymycin B sulfat 35.000 IU, nhan. Dé nghi Cong ty bo sung Patent theo quy dinh

nystatin 100.000 [U PHAM VI:

Hop 2 vi x 6 vién nang mém dit am dao
-SX: Innothera ChouzyFrance

2 . Tothema Sét gluconate, Mangan gluconate, ddng PATENT: OMPI 187518 -> Co quan nay khong CHU SO HUU SP:
SDK:VN-5182-10 gluconate-M&i éng chira st 50mg, mangan  nam trong danh séch 14 co quan SHTT dugc cong
1.33mg, dong 0.7mg nhan. D& nghi Cong ty bo sung Patent theo quy dinh
Hop 20 6ng x 10ml. Dung dich udng PHAM VI:

-SX: Innothera ChouzyFrance

13 Tén doanh nghiép dé nghi cong bé: CTY CO PHAN DUQC PHAM PHU THOQ

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 3).
13.1 B6 sung tii liéu vé viéc chuyén nhwong Patent (Tong s6: 3)
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Patent - Chi sé hiru - Pham vi bao ho

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

London 1094876 -> Co quan SHTT Anh khong nam
trong danh sach 14 Co quan SHTT dugc cong nhén
PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Piém yéu cau bao ho 1: hoat chat
Acid Transamic)

Diém 1 yéu ciu bao ho cua patent US 3950405 xac
1ap pham vi bao hd cho hoat chét Acid Tranexamic.
Ké:[ luan: Pap umg quy dinh vé patent cip cho hoat
chat.

S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

1 . Transamin

SDK:VN-6110-08

Tranexamic Acid-500mg

vién nén bao phim, hop 10 vi x 10 vién
-SX: Olic - Nhwong quyén Daiichi
SankyoThai Lan

2 . Transamin
SPK:VN-6616-08

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

London 1094876 -> Co quan SHTT Anh khong nim
trong danh sach 14 Co quan SHTT dugc cong nhan
PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Diém yéu ciu bao ho 1: hoat chét
Acid Transamic)

Diém 1 yéu cau bao ho cua patent US 3950405 xac
1ap pham vi bao ho cho hoat cht Acid Tranexamic.
Ké} luan: Péap ting quy dinh vé patent cap cho hoat
chat.

Tranexamic Acid-250mg

vién nang, Hop 10 vi x 10 vién
-SX: Olic - Nhuong quyén Daiichi
SankyoThai Lan

3 . Transamin injectionTranexamic Acid-250mg/5ml PATENT: US 3.950.405 (Mitsubishi Chemical

Quyén sé hitu, chuyén giao patent

Dung dich tiém IM, IV; Hop 10 6ng
-SX: Olic - Nhuong quyén Daiichi
SankyoThai Lan

14 Tén doanh nghiép dé nghi cong bé:

Industries Ltd)

London 1094876 -> Co quan SHTT Anh khong nam
trong danh sach 14 Co quan SHTT dugc cong nhan
PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Piém yéu cau bao ho 1: hoat chat
Acid Transamic)

Diém 1 yéu cau bao ho ciia patent US 3950405 xéac
1ap pham vi bao ho cho hoat chét Acid Tranexamic.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

CHU SO HU'U SP: Daichi Sankyo Co. Ltd

1. Theo patent thi chu s& hitu: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé cua
céc chit s¢ hiru ddi vai Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd la dong chu so hitu v6i Mitsubishi Chemical
Industries Ltd -> Dé nghi Cong ty cung cAp tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a dong chu s& hiru

3. Giai trinh viéc OLIC Thailand Limited duogc san xuét theo
iy quyén cua Daichi Sankyo Co. Ltd.

CHU SO HU'U SP: Daichi Sankyo Co. Ltd

1. Theo patent thi chd s& hitu: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé cua
cac chii s¢ hiru d6i véi Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd 1a ddng chu s& hitu v6i Mitsubishi Chemical
Industries Ltd -> D& nghi Cong ty cung cép tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a ddng chu s hitu Patent

3. Giai trinh viéc Olic Thailand Limited duoc san xuét theo uy
quyén va tiéu chuan cta Daichi Sankyo Co. Ltd.

CHU SO HU'U SP: Daichi Sankyo Co. Ltd

1. Theo patent thi chu s& hitu: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé cua
cac chu s hiru ddi véi Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd la ddng chu s& hitu v6i Mitsubishi Chemical
Industries Ltd -> D& nghi Cong ty cung cép tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a dong chui s& hiru

3. Giai trinh viéc OLIC Thailand Limited dwgc san xuit theo
Uiy quyén cta Daichi Sankyo Co. Ltd.

Cty Invida (Singapore) Private Limited

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 3).

14.1 Co quan cip patent khong nim trong DS 14 nwéc_dwoce cong nhin. (Tong sb: 3)
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . Fucicort

SDK:VN-14208-11

2 . Fucidin
SPK:VN-14209-11

3 . Fucidin H
SPK:VN-5148-07

15 Tén doanh nghiép dé nghi cong bo:

Acid Fusidic; betamethasone valerate-2%

va 0.1%
Kem, hop 1 tuyp 15g, 5g
-SX: Leo Laboratories LimitedIreland

Acid Fusidic-2%
Kem, hop 1 tuyp 15g, Sg
-SX: Leo Laboratories LimitedIreland

Acid Fusidic; Hydrocortison acetat-
20mg/g; 10mg/g

Kem, hop 1 tuyp 15¢g

-SX: Leo Laboratories LimitedIreland

PATENT: London patent 930786 -> Co quan SHTT
Anh khong nam trong danh sach 114 co quan SHTT
dugc cong nhan

PHAM VI

PATENT: London patent 930786 -> Co quan SHTT
Anh khong nam trong danh sach 114 co quan SHTT
dugc cong nhan

PHAM VI:

PATENT: London patent 930786 -> Co quan SHTT
Anh khong nam trong danh sach 114 co quan SHTT
dugc cong nhan

PHAM VI:

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Leo Pharmaceutical Product Ltd A/S

CHU SO HU'U SP: Leo Pharmaceutical Product Ltd A/S

CHU SO HU'U SP: Leo Pharmaceutical Product Ltd A/S

CTY TNHH MTV VIMEDIMEX Binh Duong

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 16).

15.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Téng s6: 11)

1 . Cialis Tab 20mg
SPK:VN-5522-08

2 . Dung dich nhé mit
Cravit
SPK:VN-5621-10

Tadalafil-20mg
Hop 2 vién nén
-SX: Eli Lilly del Caribe, IncM¥y

Levofloxacin-5mg/ml

Hop 1 1o 5ml

-SX: Céng ty dugc phdm Santen (Nhat
Ban)Nhat Ban

PATENT: US 5859006 (Icos Corporation)

PHAM VI: Dan xuét Tetracyclic, quy trinh didu ché
va su dung

Diém 13 yéu cu bao ho cua patent US 5859006 x4c
1ap pham vi bao ho cho hoat chét Tadalafil. Két luan:
Dap tmg quy dinh vé patent cip cho hoat chit.

PATENT: JP H3-027534B (Daiichi Pharmaceutical
Co Ltd)

PHAM VI: Pyridinium benzoxazine phai sinh (diém
yéu cau bao ho 1, Hoat chat Levofloxacin - Tra ctru
Martindale)

Diém 1 yéu cau bao ho ciia patent JP H3-027534B
xac 1ap pham vi bao hd cho hoat chit Levofloxacin.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

CHU SO HU'U SP: Eli Lilly Nederland B.V

1. Eli Lilly mua lai Icos nam 2007

2. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién hé gitra Eli Lilly del Caribe, Inc va Eli Lilly Nederland B.V

CHU SO HU'U SP: Santen Pharmaceuticasl Co Ltd

Dé nghi Cong ty cung cip tai lidu tai liéu xac nhan viéc chuyén
quyén s hitu Patent tir Daiichi Pharmaceutical Co Ltd cho
Santen Pharmaceuticasl Co Ltd
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So

Tén thube - SDPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

3 . Ganfort
SPK:VN-4959-10

4 . Harnal
OCAS®0,4mg
SPK:VN-9643-10

5 . Lumigan
SDK:VN-4706-07

6 . Pantoloc
SPK:VN-5171-08

Bimatoprost and Timolol-Bimatoprost
0.3mg/ml and Timolol 5Smg/ml

hop 1 1o 3ml

-SX: Allergan Pharmaceutical

Tamsulosin HCL-0,4mg

Hop 3 vi x 10 vién nén bao phin phong
thich cham

-SX: Astellas Pharma Europe B.VHa lan

Bimatoprost-0.03%
hop 1 1o 3ml
-SX: Allergan Sales, LLCUSA

Pantoprazole-Pantoprazole 40 mg
Hop 1 vi x 7 nén vién tan trong rudt
-SX: NYCOMED GmbHGermany

PATENT: EP 1392319B1 (Allergan Inc)

PHAM VI: EP :Piém yéu ciu bao ho 1; Hon hop 2
hoat chat Bimatoprost and Timolol

Diém 6 yéu cau bao ho ciia patent EP 1392319 B1
xac 1ap pham vi bdo h cho duogc phém chira
Bimatoprost va Timolol.Két luan: Pap tung quy dinh
vé patent cp cho hoat chét.

PATENT: US 7255876 B2; US 7442387B2; US
7575762B2; US 8197846B2; US 8128958 B2
(Astellas Pharma Inc, Tokyo)

PHAM VI: Cac Patent c6 pham vi bao ho la dang
bao ché hodc quy trinh san xut/diéu ché (khong phai
14 bao ho cho hoat chit Tamsulosine)

Diém 14 yéu cu bao ho ctia patent US 4703063 xac
1ap pham vi bao ho cho hoat chat Tamsulosin.Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 6403649 B1; US 8017655 B2; US
7851504 B2; US 5688819 (Allergan Inc)

PHAM VI: US 5688819: Dan xuit cyclopentane
heptanoic acid, 2-cycloalkyl hodc arylkyl (diém yéu
cau bao hd 10, Hoat chat Bimatoprost - Tra ctru
Martindale)

Diém 1 yéu cau bao ho cia patent US 6403649 B1
xac 1ap pham vi bao ho hoat chét Bimatoprost.Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 4758579 (BYK Gulden Lomberg
Chemische Fabrik GmbH)

PHAM VI: Fluoroalkoxy thay thé Benzimidazole c6
tac dung nhu chét &rc ché da day (diém yéu cu bao ho
22, Hoat chét Pantoprazole - Tra ciru Martindale)
Diém 22 yéu cu bao ho cua patent US 4758579 xac
1ap pham vi bao ho cho hoat chét Pantoprazole.Két
luan: Péap ting quy dinh vé& patent cép cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Allergan Inc

1. Allergan Inc

2. Giai trinh va cung cap tai liéu lam rd mdi lién hé gitra
Allergan Pharmaceutical Ireland va Allergan Inc.

CHU SO HU'U SP: Astellas Pharma Europe B.V, The
Netherlands

Astellas Pharma Inc, Tokyo -> Dé nghi Cong ty cung cap tai
lidu 1am r& mbi lién hé gitra Astellas Pharma Europe B.V, The
Netherlands va Astellas Pharma Inc, Tokyo

GT: Cong ty cung cp vin ban cam két cua Astellas Pharma Inc
vé viéc Yamanouchi Pharmaceutical Co., Ltd va Fujisawa
Pharmaceutical Co., Ltd sap nhap ndm 2005 thanh Cong ty
Astellas Pharma Inc va Astellas Pharma Europe B.V 1a cong ty
con, nha méy san xuét cho Astellas Pharma Inc -> Dé nghi
cung cAp tai lidu cu thé

CHU SO HU'U SP: Allergan Inc

Allergan Inc -> P& nghi Cong ty giai trinh va cung cip tai liéu
lam rd mbi lién h¢ giira Allergan Sales, LLC va Allergan Inc?
GT:Cong ty cung cap thu xac nhan ctia Allergan Inc vé viéc
Allergan Sales, LLC 1a cong ty phu trach san xuat mot s san
pham cho Allergan Inc va phu thudc toan bo vao Allergan Inc -
> Pé nghi Cong ty cung cap tai liéu theo quy dinh

CHU SO HU'U SP: Cong ty Altana Pharma AG chuyén dbi
thanh NYCOMED GmbH

1. Tai Patent: Chu s¢ hiru l1a BYK Gulden Lomberg Chemische
Fabrik GmbH

2. Tai gidy gia han Patent kém theo: Chii s& hitu: Altana
Pharma AG

GT: Cong ty giai trinh viéc gia han cac Patent lién quan dén
viéc doi tén tir BYK Gulden Lomberg Chemische Fabrik GmbH
thanh Altana Pharma AG va tir Altana Pharma AG thanh
Nycomed GmbH -> D& nghi Cong ty cung cép tai liéu xac nhan
cho viéc ddi tén cong ty
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich Patent - Chi sé hiru - Pham vi bao ho

7 . Pantoloc IV
SPDK:VN-5171-08

8 . Thudc mé& tra mit
Oflovid Ointment
SPK:VN-7944-09

9 . Thudc mé& tra mit
Oflovid Solution
SPK:VN-5622-10

10 . Vesicare
SPK:VN1-534-11

Pantoprazole-Pantoprazole 40

mg(Pantoprazole sodium 42,3 mg) Chemische Fabrik GmbH)
Hop 1 lo thude bét pha dung dich tiém VN 7195 (Altana Pharma AG) )
truyén 42,3mg PHAM VI: US: Fluoroalkoxy thay thé

-SX: NYCOMED GmbHGermany

Tra ctru Martindale)

VN: Quy trinh bao ché ché pham chira Pantoprazol
duoc lam dong kho nhanh va thude tiém thu dugc tir

ché phdm nay

Diém 22 yéu cau bao ho cua patent US 4758579 xéc
1ap pham vi béo ho cho hoat chat Pa}ntoprazole.Ké:[
luan: Bap ung quy dinh vé patent cap cho hoat chat.

Ofloxacin-3mg/ml PATENT: JP S62-56154B (Daiichi Pharmaceutical

Hop 1 tuyp 3,5¢ Co Ltd)

-SX: Céng ty dugc pham Santen (Nhat PHAM VI: Piride benzoxazine phéi sinh (diém yéu

Ban)Nhat Ban cau bao hd 1, Hoat chat Ofloxacin - Tra ctru
Martindale)

Diém 1 yéu cau bao ho cua patent JP S62-56154B
xac 1ap pham vi bao ho cho hoat ch'glt Ofloxacin. Két
luan: PBép ung quy dinh vé patent cap cho hoat chat.

Ofloxacin-3mg/ml PATENT: JP S62-56154B (Daiichi Pharmaceutical

Hop 1 1o 5ml Co Ltd)

-SX: Céng ty dugc pham Santen (Nhat PHAM VI: Piride benzoxazine phéi sinh (diém yéu

Ban)Nhat Ban cau bao hd 1, Hoat chat Ofloxacin - Tra ctru
Martindale)

Diém 1 yéu cau bao ho cua patent JP S62-56154B
xac 1ap pham vi bao ho cho hoat ch'glt Ofloxacin. Két
luan: Bap ung quy dinh vé patent cap cho hoat chat.

Solifenacine succinate-10mg

Hop 3 vi PVC/ nhém x 10 vién nén bao Co Ltd)
phim PHAM VI: Dan xuat Quinuclidine va ché pham chura
-SX: Astellas Pharma Europe B.VHa lan chung (diém yéu cau bao hd 6, Hoat chat Solifenacine

- Tra ctru wikipedia)

Diém 6 yéu cau bao ho cua patent US 6017927 xéc
1ap pham vi bao hd cho hoat chat Solifenacine.Két
luan: Bap ung quy dinh vé patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

PATENT: US 4758579 (BYK Gulden Lomberg

Benzimidazole c6 tac dung nhu chét trc ché da day
(diém yéu cau bao h 22, Hoat chat Pantoprazole -

PATENT: US 6017927 (Yamanouchi Pharmaceutical

CHU SO HU'U SP: Cong ty Altana Pharma AG chuyén dbi
thanh NYCOMED GmbH

1. Tai Patent: Chu s¢ hiru la BYK Gulden Lomberg Chemische
Fabrik GmbH

2. Tai giy gia han Patent kém theo: Chu so hitu: Altana
Pharma AG

GT: Cong ty giai trinh vi¢c gia han cic Patent lién quan dén
viéc ddi tén tir BYK Gulden Lomberg Chemische Fabrik GmbH
thanh Altana Pharma AG va tir Altana Pharma AG thanh
Nycomed GmbH -> Dé nghi Cong ty cung cép tai liéu xac nhan
cho viéc ddi tén cong ty

CHU SO HU'U SP: Santen Pharmaceutical Co Ltd

Dé nghi Cong ty cung cap tai lidu xac nhan viéc chuyén quyén
so hitu Patent tir Daiichi Pharmaceutical Co Ltd cho Santen
Pharmaceuticasl Co Ltd

CHU SO HU'U SP: Santen Pharmaceutical Co Ltd

Dé nghi Cong ty cung cip tai liéu xac nhan viéc chuyén quyén
so hitu Patent tir Daiichi Pharmaceutical Co Ltd cho Santen
Pharmaceuticasl Co Ltd

CHU SO HU'U SP: Astellas Pharma Europe B.V

1. Tai Patent chii s& hiru:Yamanouchi Pharmaceutical Co Ltd.
(Tai gidy gia han Patent chu s hitu: Astellas Pharma Inc.) ->
Giai trinh 1am r3 viéc chuyén quyén so hitu Patent tir
Yamanouchi Pharmaceutical Co Ltd cho Astellas Pharma Inc.
2. GT: Coéng ty cung cép thu x4c nhan cta Astellas Pharma Inc.
vé viéc Yamanouchi Pharmaceutical Co Ltd va Fujisawa
Pharma Inc sap nhap thanh Astellas Pharma Inc. -> D& nghi
Cong ty cung cAp tai lidu dé 1am rd
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

Quyén sé hitu, chuyén giao patent

11 . Vesicare
SPK:VN1-533-11

Solifenacine succinate-5mg

Hoép 3 vi PVC/ nhém x 10 vién nén bao
phim

-SX: Astellas Pharma Europe B.VHa lan

PATENT: US 6017927 (Yamanouchi Pharmaceutical

Co Ltd)

PHAM VI: Dan xu‘ét Quinuclidine va cbé pham chua
chung (diém yéu cau bao hd 6, Hoat chat Solifenacine

- Tra ctru wikipedia)

Diém 6 yéu cau bao h¢ cua patent US 6017927 xéc
1ap pham vi bao hd cho hqat chat Sglifenacine.Kég
luan: PBép ung quy dinh vé patent cap cho hoat chat.

15.2 Pham vi béo h 13 dang bio ché (Tong sb: 5)

1 . Acular

SDK:VN-4151-07

2 . Acuvail
SPK:VN-15194-12

3 . Ozurdex
SPDK:VN1-644-12

4 . Refresh liquigel
SPK:VN-14430-12

5 . Refresh tears
SPK:VN-8418-09

Ketorolac tromethamine-0.50%
Box 01 bottle 5ml
-SX: Allergan Pharmacetical

Ketorolac tromethamine-0.45%
Hop 1 chai Sml
-SX: Allergan Sales, LLCUSA

Dexamethasone-0.7mg
hop 1 chai 15ml
-SX: Allergan Pharmaceutical

Carboxymethylcellulose -1%
Hop 1 chai 15ml
-SX: Allergan Sales, LLCUSA

Natri carboxymethylcellulose-0.50%
hop 1 chai 15ml
-SX: Allergan Sales, LLCUSA

16 Tén doanh nghiép dé nghi cong bo:

PATENT: US7842714 B2 (Allergan Inc)

PHAM VI: US: Thanh phan ketorolac trolamin diéu
tri dau mét -> Pham vi bao ho 1a thanh ph?m dung
dich nho mit (dang bao ché), khong phai 1a hoat chat

Ketorolac

PATENT: US 7842714 B2 (Allergan Inc)

PHAM VI: US: Thanh phén ketorolac trolamine dé
diéu tri dau mat -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chéat Ketorolac tromethamine

PATENT: US 6899717 B2 (Allergan Inc)

US 8034370 B2 (Allergan Inc)
US 8043628 B2 (Allergan Inc)

PHAM VI: US: Phglm vi bao ho cac Patent la phuong
phép dang bao ché (phuong phap dua thudc vao co

thé), khong phai bao hd cho hoat chét.

PATENT: EP 1753461B1 (Allergan Inc)

PHAM VI: EP: Thanh phén 6n dinh c¢6 chtra haotj
chét ¢6 tac dung, acid citric ... -> Pham vi bao h la
dang bao ché, khong phai cho hoat chét Natri

carboxymethylcellulose

PATENT: EP 1753461B1 (Allergan Inc)

PHAM VI: EP: Thanh phan 6n dinh c¢6 chtra haotj
chét co tac dung, acid citric ... -> Pham vi bao h la
dang bao ché, khong phai cho hoat chét Natri

carboxymethylcellulose

CHU SO HU'U SP: Astellas Pharma Europe B.V

1. Tai Patent chu sé hiru: Yamanouchi Pharmaceutical Co Ltd.
(Tai gidy gia han Patent chu sg hitu: Astellas Pharma Inc.) ->
Giai trinh 1am 13 viéc chuyén quyén so hitu Patent tir
Yamanouchi Pharmaceutical Co Ltd cho Astellas Pharma Inc
2. GT: Cong ty cung cép thu xac nhan ciia Astellas Pharma Inc.
vé viéc Yamanouchi Pharmaceutical Co Ltd va Fujisawa
Pharma Inc sap nhép thanh Astellas Pharma Inc. -> Dé nghi
Cong ty cung cip tai liéu dé lam 5

CHU SO HU'U SP: Allergan

1. Allergan Inc

2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam 16 mdi
lién h¢ gitta Allergan Inc va Allergan Pharmacetical Ireland

CHU SO HU'U SP: Allergan Inc

1. Allergan Inc

2. Bé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién hé gitta Allergan Inc va Allergan Sales, LLC

CHU SO HU'U SP: Allergan Inc

1. Allergan Inc

2. Pé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién h¢ gitta Allergan Inc va Allergan Pharmaceutical Ireland

CHU SO HUU SP: Allergan Inc

1. Allergan Inc

2. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitta Allergan Inc va Allergan Sales, LLC

CHU SO HU'U SP: Allergan Inc

1. Allergan Inc

2. Pé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién h¢ gitta Allergan Inc va Allergan Sales, LLC

Daewoong Pharmaceutical Co., Ltd.

Page 14 of 61



S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 3).

16.1 Pham vi bao ho 13 dang bao ché (Tong so: 3)

1 . Luphere Leuprorelin acetatei-3.75mg
SPK:VN-14660-12 Bot pha tiém. Hop 1 1o + 1 bom tiém chua
dung méi
-SX: Daewoong Pharmaceutical Co.,
LtdHan Quéc

2 . Uruso 100mg
SPK:VN-14659-12

Acid Ursodeoxycholic-100mg

x 10 vién.
-SX: Daewoong Pharmaceutical Co.,
LtdHan Quéc

3 . Uruso 300mg
SPK:VN-7120-08

Acid Ursodeoxycholic-300mgl/ml

-SX: Daewoong Pharmaceutical Co.,
LtdHan Quéc

17 Tén doanh nghiép dé nghi cong bo:

Vién nén. Hop 3 vi, hop 6 vi va hop 10 vi

Vién nén. Hop 3 vi va hop 6 vi x 10 vién.

PATENT: KR 722607 (Daewoong Pharmaceutical
Co., Ltd)

PHAM VI: KR: Pham vi bao ho 1a dang bao ché vi
cau chtra Leuprorelin, khong phai bao ho cho hoat
chat Leuprorelin

PATENT: KR 10-0368936 (Daewoong Co., Ltd)
PHAM VI: KR: Pham vi bao h¢ 1a cong thirc ¢6 chura
hoat chit Acid Ursodeoxycholic, khong phai bao ho
cho hoat chét Acid Ursodeoxycholic

PATENT: KR 10-0368936 (Daewoong Co., Ltd)
PHAM VI: KR: Pham vi bao h¢ 1a cong thirc ¢6 chura
hoat chit Acid Ursodeoxycholic, khong phai bao ho

cho hoat chat Acid Ursodeoxycholic

Daiichi Sankyo Co., Ltd.

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 3).

17.1 B6 sung tai liéu vé viéc chuyén nhuwong Patent (Téng s6: 3)

1 . Transamin 250mg Acid Transamic-250mg
SPK:VN-6616-08 Vién nang 10 vi x 10 vién/hdp
-SX: OLIC Thailand LimitedThai Lan

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Diém yéu ciu bao ho 1: hoat chét
Acid Transamic)

Diém 1 yéu cau bao ho cua patent US 3950405 xac
1ap pham vi bao ho cho hoat chat Acid Tranexamic.
Ké:[ luan: Dap umg quy dinh vé patent cip cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Daewoong Pharmaceutical Co., Ltd
Daewoong Pharmaceutical Co., Ltd

CHU SO HU'U SP: Daewoong Pharmaceutical Co., Ltd

1. Daewoong Co., Ltd

2. Dé nghi Cong ty giai trinh va cung cép tai lidu lam rd mbi
lién h¢ gitta Daewoong Co., Ltd va Daewoong Pharmaceutical
Co., Ltd

CHU SO HU'U SP: Daewoong Pharmaceutical Co., Ltd.

1. Daewoong Co., Ltd

2. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta Daewoong Co., Ltd va Daewoong Pharmaceutical
Co., Ltd

CHU SO HU'U SP: Daiichi Sankyo Co., Ltd.

1. Theo patent thi chd s& hitu: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé cua
cac chii s¢ hiru d6i véi Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd la ddng chu s& hitu v6i Mitsubishi Chemical
Industries Ltd -> D& nghi Cong ty cung cép tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a ddng chu s hitu Patent

3. Giai trinh viéc Olic Thailand Limited dugc san xuét theo uy
quyén va tiéu chuan cta Daichi Sankyo Co. Ltd.
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

2 . Transamin 500mg Acid Transamic-500mg
SPK:VN-6110-08 Thudc vién nén 10 vi x 10 vién/ hop
-SX: OLIC Thailand LimitedThai Lan

3 . Transamin InjectionAcid Transamic-250mg/5ml
Thubc tiém 10 éng x 5ml/hop
-SX: OLIC Thailand LimitedThai Lan

18 Tén doanh nghiép dé nghi cong bo:

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Piém yéu cau bao ho 1: hoat chat
Acid Transamic)

Piém 1 yéu cau bao ho cua patent US 3950405 xac
1ap pham vi bao hd cho hoat chét Acid Tranexamic.
Ké} luan: Dap ung quy dinh vé patent cip cho hoat
chat.

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

PHAM VI: US: Trans-4-aminomethylcyclohexane-1-
carboxylic acid (Piém yéu cau bao ho 1: hoat chat
Acid Transamic)

Piém 1 yéu cau bao ho cua patent US 3950405 xac
1ap pham vi bao ho cho hoat chéat Acid Tranexamic.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

Diethelm&Co..Ltd

B. CAC HO SO DA XEM XET YREU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).

18.1 Khéng dap irng quy dinh (Tong sb: 1)

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Daiichi Sankyo Co., Ltd.

1. Theo patent thi chu s& hitu: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé cua
céc chit s¢ hiru di vai Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd 1a dong chu so hitu v6i Mitsubishi Chemical
Industries Ltd -> Dé nghi Cong ty cung cp tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a dng chi s6 hiru Patent

3. Giai trinh viéc Olic Thailand Limited dugc san xuét theo uy
quyén va tiéu chuan cua Daichi Sankyo Co. Ltd.

CHU SO HU'U SP: Daiichi Sankyo Co., Ltd.

1. Theo patent thi cht s¢ hiru: Mitsubishi Chemical Industries
Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giai trinh mdi lién hé ctia
cac chu s¢ hiru ddi véi Patent US 3.950.405, trong d6 Daichi
Sankyo Co. Ltd la dong chu so hitu v6i Mitsubishi Chemical
Industries Ltd -> D& nghi Cong ty cung cap tai liéu chimg minh
Daichi Sankyo Co. Ltd 1a ddng chii s¢ hiru Patent

3. Giai trinh viéc Olic Thailand Limited dugc san xuét theo uy
quyén va tiéu chuan cua Daichi Sankyo Co. Ltd.
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S6  Tén thubc - SPK Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi biao hd

1 . Artrodar Diacerein -50mg PATENT: US 5670695 (Laboratoire Medidom S.A)
SPK:VN-11017-10 Hop 3 vi x 10 vién nang
-SX: TRB Pharma S.AArgentina PHAM VI: Quy trinh di€u ché Diacerein -> Pham vi

bao ho cac Patent do Cong ty cung cap chi 1a quy
trinh diéu ché khong phai 1a hoat chét.

GT: Cong ty cung cap Patent South Africa 27/1627
(Co quan SHTT khéng nim trong danh sach 14 Co
quan SHTT duoc cong nhan); US 4244968, US
5864048 (Pham vi bao hd 2 Patent nay 1a phuong
phap diéu tri va quy trinh san xuét) -> Patent US
4244968 x4c 1ap pham vi bao ho cho dén phuong
phap diéu tri cac triéu chimg cua bénh viém khép,
patent US 5864048 xac 1ap pham vi bao hd cho quy
trinh diéu ché dén xuét rhein. Tuy nhién, hai patent
nay khong xéc lap pham vi bao ho cho hoat chit
Diacerein.Két luan: Khong dép tmg quy dinh vé
patent cip cho hoat chat.Hudéng khic phuc: Xéc dinh
chinh xéc patent xac 14p pham vi bao hé cho hoat
chét Diacerein (néu co).

19 Tén doanh nghiép dé nghi cong b6: Egis Pharmaceuticals PLC

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thudc: 1).
19.1 Co quan cip patent khong nim trong DS 14 nuéc_dwoc cong nhin. (Tong s6: 1)

Quyén sé hitu, chuyén giao patent

1 . Grandaxin tofisopam-50mg PATENT: Hung 225411, 227044 -> Co quan SHTT
SPK:VN-15893-12 hop 2 vi x 10 vién nén, khong nam trong danh sach 114 co quan SHTT
-SX: Egis Pharmaceuticals PLCHungary dugc cong nhan
PHAM VI:

20 Tén doanh nghiép dé nghi cong bo: Ever Neuro Pharma GmbH

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 1).
20.1 Khong dap wng quy dinh (Téng s6: 1)

CHU SO HUU SP: TRB Pharma S.A

1. Laboratoire Medidom S.A

2. Laboratoire Medidom S.A 1a mét cong ty thanh vién cua
TRB Chemedica Int. Group

-> Pé nghi Cong ty giai trinh va cung cap tai liéu lam rd mdi
lién h¢ gitta TRB Pharma S.A va TRB Chemedica Int. Group

CHU SO HU'U SP: Egis Pharmaceuticals PLC
Egis Pharmaceuticals PLC

Page 17 of 61



S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

1 . Cerebrolysin Cerebrolysin-215.2mg/ml
SPK:VN-15431-12 Hop 10 dng x 1ml; hop 5 dng x Sml; hop 5
6ng x 10ml. Dung dich tiém/ dung dich
dém dic pha dung dich tiém truyén
-SX: Ebewe Pharma
Ges.m.b.H.Nfg. KGAutria

1 Tén doanh nghiép dé nghi cong bo:

PATENT: VN 8970 (Ever Neuro Pharma GmbH)
PHAM VI: VN: Hop chit bao vé than kinh va dugc
pham chira n6

Patent 8970 khong xac 14p pham vi bao ho cho hoat
chat Cerebrolysin (trong patent nay, cerebrolysin duoc

mo ta 1a san pham da biét). Két luan: Khong dép

g quy dinh vé patent cip cho hoat chat. Hudng khic
phuc: Xac dinh chinh xac patent xac 1ap pham vi
bao ho cho hoat chit Cerebrolysin (néu c6).

Fresenius kabi Asia Pacific Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 3).

21.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 1)

1 . Voluven Hydroxyethyl Starch 6%-6%, 500ml
SPK:VN-5360-10 Dung dich tiém truyén tinh mach
-SX: Fresenius Kabi Deutschland

GmbHDrc

PATENT: EP 0402724B2 (Fresenius AG)

PHAM VI: EP: Dung dich bdi hoan thé tich huyét
tuong Hydroxyethyl starch va qua trinh san xuat
(Diém yéu cau bao ho 1; Hoat cht Hydroxyethyl
Starch)

Piém 1 yéu cau bao ho cia patent EP 0402724B2
(yéu cau bao ho co hiéu luc & cac nuée Ao, Bi, Thuy
Sy, Ha Lan, Thuy Dién, v.v.) xac lap pham vi bao
ho cho hoat chit Hydroxyethyl Starch.Két luan: Dap
mg quy dinh vé patent cip cho hoat chét.

21.2 Co quan cép patent khong nim trong DS 14 nuéc_dwoc cong nhin. (Tong sb: 2)

1 . Ketosteril Céc keto acid va acid amin-600mg
SDK: Vién nén, hop 100 vién
-SX: Labesfal - Laboratorios Almiro,
S.APortugal

2 . Ketosteril Céc keto acid va acid amin-600mg
SPK:VN-4443-07 Vién nén, hop 100 vién
-SX: Beijing Fresenius Kabi
Pharmaceutical Co., LtdTrung Quéc

22 Tén doanh nghiép dé nghi cong bo:

PATENT: PS 2531299 -> Co quan SHTT buc
khong nam trong danh sach 114 co quan SHTT duoc
cong nhan

PHAM VI

PATENT: PS 2531299 -> Co quan SHTT Btrc
khong ndm trong danh sach 114 co quan SHTT duoc
cong nhan

PHAM VI:

GE Healthcare AS

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 4).

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Ever Neuro Pharma GmbH

1. Ever Neuro Pharma GmbH

2. Giai trinh v& viéc Ebewe Pharma Ges.m.b.H.Nfg KG san
xudt theo ty quyén va tiéu chuan ciia Ever Neuro Pharma

CHU SO HU'U SP: Fresenius Kabi

1. Fresenius AG

2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam 6 mdi
lién hé gitra Fresenius AG S.A va Fresenius Kabi Deutschland
GmbH

CHU SO HUU SP: Fresenius kabi

CHU SO HU'U SP: Fresenius kabi
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

22.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 3)

1 . Omnipaque
SPK:VN-10688-10

2 . Omnipaque
SPK:VN-10687-10

3 . Visipaque
SPK:VN1-765-12

Iohexol-350mgl/ml

Dung dich pha tiém, Hop 10 chai x 50ml;
Hop 10 chai x 100ml

-SX: GE Healthcare IrelandIreland

Iohexol-300mgl/ml

Dung dich pha tiém, Hop 10 chai x 50ml;
Hop 10 chai x 100ml

-SX: GE Healthcare IrelandIreland

Iodixanol-320mgl/ml
box of 10 bottles, Box of 10 bottles x100ml

22.2 Khéng dap tng quy dinh (Téng sb: 1)

PATENT: US 4,250,113 (Nyegaard & Co. A/S)
PHAM VI: US: Hop chét hoa hoc (Piém yéu cau bao
ho 3; hoat chét Tohexol)

Piém 3 yéu cau bao ho cuia patent US 4250113 xéac
1ap pham vi bao ho cho hoat chat Tohexol (5-(N-2,3-
dihydroxypropylacetamido)-2,4,6-triiodo-N,N'-bis-
(2,3-dihydroxypropyl)isophtalamide). Trong diém 3
yéu ciu bao hd cua patent US 4250113, tén hod hoc
ctia Iohexol bi thiéu tir acetamido (xem cong thirc
chung néu trong diém 1 yéu ciu bao ho va hop chat
néu trong Vi du 2). Két luan: Pap tmg quy dinh vé
patent cip cho hoat chét.

PATENT: US 4,250,113 (Nyegaard & Co. A/S)
PHAM VI: US: Hop chét hoa hoc (Piém yéu cau bao
h 3; hoat chét Iohexol)

Piém 3 yéu cau bao ho cua patent US 4250113 xac
1ap pham vi bao ho cho hoat chét Iohexol (5-(N-2,3-
dihydroxypropylacetamido)-2,4,6-triiodo-N,N'-bis-
(2,3-dihydroxypropyl)isophtalamide). Trong diém 3
yéu clu bao hd cua patent US 4250113, tén hoa hoc
ctia Tohexol bi thiéu tir acetamido (xem cong thire
chung néu trong diém 1 yéu ciu bao hd va hop chat
néu trong Vi du 2). Két luan: Pap Gmg quy dinh vé
patent cap cho hoat chat.

PATENT: US 5,349,085 (Nycomed Imaging AS)
PHAM VI: US: T4c nhan chéng tia X (Piém yéu cu
béo ho 1; Hoat chét Iodixanol)

Piém 1 yéu cau bao ho cua patent US 5349085 xac
1ap pham vi bao ho cho hoat chét Todixanol. Két ludn:
Dap tmg quy dinh vé patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: GE Healthcare

1. Nyegaard & Co. A/S

2.Cong ty cung cAp tai liéu xac nhan Nyegaard & Co. A/S 1a

tén trudc day cua Nycomed AS va Nycomed AS 1a tén trude day
cua GE Healthcare AS

3. P& nghi Cong ty giai trinh va cung cip tai lidu 1am & mbi

lién hé gitta GE Healthcare AS va GE healthcare Ireland

CHU SO HUU SP: GE Healthcare AS

1. Nyegaard & Co. A/S

2.Cong ty cung cap tai liéu xac nhan Nyegaard & Co. A/S la

tén trudc day cua Nycomed AS va Nycomed AS 1a tén trude day
cua GE Healthcare AS

3. D& nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi

lién h¢ gitta GE Healthcare AS va GE healthcare Ireland

CHU SO HUU SP: GE Healthcare AS

1. Nycomed Imaging AS

2.Céng ty cung cap tai lidu xac nhan Nycomed Imaging AS la
tén trudc day cuia GE Healthcare AS

3. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién hé gitta GE Healthcare AS va GE healthcare Ireland
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S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

Gadodiamide-0.5 mmol/ml
Dung dich pha tiém, Hop 10 éng x 10ml
-SX: GE Healthcare IrelandIreland

1 . Omniscan
SPK:VN-10689-10

23 Tén doanh nghiép dé nghi cong bo:

PATENT: US 5087439 (Salutar C.Quay)

EP 6191262 B1 (Nycomed Saluta Inc)

PHAM VI: EP: Thanh phan Chelate

Patent US 5087439 xac 1ap pham vi bao h cho quy
trinh chup cong hudng tir sir dung hop chit chira hoat
chat gadodiamit. Tuy nhién, patent nay khong xéac
1ap pham vi bao hd cho hoat chit Dadodiamide.
Thong tin patent EP 6191262 B1 1a khéng chinh xac
do khong c6 patent nay.Patent US 6191262 (cAp cho
Nycomed Imaging As, khong phai la EP 6191262)
xéc 1ap pham vi bao ho cho quy trinh diéu ché phuc
chat lathanide. Tuy nhién, patent nay khong xac lap
pham vi bao h¢ cho hoat chét Dadodiamide.Két luan:
Khong dap tmg quy dinh vé patent cép cho hoat

chat. Hudng khic phuc: Xac dinh chinh x4c patent xac

1ap pham vi bao hd cho hoat chéit Gadodiamide (néu
co).

Gedeon Richter PLC

Quyén sé hitu, chuyén giao patent

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
23.1 Pham vi bio hd 13 dang bao ché (Téng sb: 1)

CHU SO HU'U SP: GE Healthcare

1. Nycomed Saluta Inc

2. Bé nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gitta Nycomed Saluta Inc va GE Healthcare AS

3. Pé nghi Cong ty gidi trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta GE Healthcare AS va GE healthcare Ireland

CHU SO HUU SP: Gedeon Richter Plc

1 . Postinor 1
SPK:VN-9219-09

Levonogestrel-1.5mg
Vién nén, Hop 1 vix 1 vién
-SX: Gedeon Richter PlcHungary

PATENT: VN 5509 (Richter Gedeon Vegyezeti Gyar

RT)
PHAM VI: VN: Dugc pham tranh thai chira

Levonorgestrel va ing dung -> Pham vi bao h¢ la
dang bao che, khong phai 1a hoat chat

24 Tén doanh nghiép dé nghi cong b6: Hyphens Pharma Pte. Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 2).
24.1 Pham vi bio hd 13 dang bao ché (Tong sb: 2)

PATENT: US 6,685,958 (Insite Vision
Incorporated)

PHAM VI: US: THanh phan quinolon carboxylic
acid va cac phuwong phap diéu tri ¢ lién quan ->

1 . Besivance besifloxacin-besifloxacin 6,63mg/ml(0,6%)
SPK:VN1-686-12
hop 1 lo 5ml hdn dich thudc nhé mét vo

trung

Pham vi bao ho 1a dang bao ché va phuong phap diéu

tri

Richter Gedeon Vegyezeti Gyar RT (Cong ty cung cAp tai liéu
giai thich tén viét tat ctia Richter Gedeon Vegyezeti Gyar RT
tai cac nudce va tai Anh la Gedeon Richter Plc )

CHU SO HU'U SP: Bausch & lomb inc

1. Insite Vision Incorporated

2. Cong ty cung cap tai liéu chuyén nhuong vé mit Patent giita
Insite Vision Incorporated va Bausch & lomb inc
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So

Tén thube - SDPK Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

2 . Fenosup Lidose
SPK:VN-6691-08

Fenofibrate-Fenofibrate 160mg

hop 3 vi x 10 vién, vién nang ciing
-SX: SMB Technology S,AFamenne-
Belgium

25 Tén doanh nghiép dé nghi cong bo:

PATENT: EP1414433B1 (Laboratoires SMB SA)
PHAM VI: EP: Thanh phan thudc dugc cai tién co
chira tic nhan hoat héa thy thé alpha PPAR va quéa
trinh bao ché -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chat Fenofibrate

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Laboratoires SMB SA

1.Laboratoires SMB SA

2. Dé nghi Cong ty cung cap tai liéu vé viéc SMB Technology
S,A san xuét theo ity quyén va tiéu chuan cua Laboratoires
SMB SA

Invida (Singapore) Private Limited

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).

25.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 1)

1 . Mestinon S.C.
SPK:VN-5718-10

Pyridostigmine Bromide-60mg
Hop 1 1o 150 vién nén

-SX: United Biomedical, Inc., AsiaTaiwan

26 Tén doanh nghiép dé nghi cong bo:

PATENT: US 2,572,579 (Hoffmann-La Roche Inc)
PHAM VI: US: Piém yéu ciu bao ho 2; hoat chét
Pyridostigmine Bromide

Piém 2 yéu cau bao ho cua patent US 2572579 xac
1ap pham vi bao ho cho hoat chét Pyridostigmin
Bromide Két luan: Péap tng quy dinh vé patent cip
cho hoat chét.

Laboratoire Chauvin

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).

26.1 Pham vi bio ho 13 dang bao ché (Tong sb: 1)

indomethacin-indomethacin 0,1%
hop 119 5 ml thudc nho mét
-SX: Laboratoire ChauvinPhap

1 .indocollyre
SPK:VN-12548-11

27 Tén doanh nghiép dé nghi coéng bo:

PATENT: US 5,744,154 (Laboratoire Chauvin SA)

PHAM VI: US: Dung dich nhé mét chira
Indomethacin -> Pham vi bao h¢ 1a dang bao che,

Les Laboratoires Servier

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 7).

27.1 Khéng dap ving quy dinh (Tong sb: 7)

CHU SO HU'U SP: Valeant Pharmaceuticals
Benelux&Scandinavia BV

1. Hoffmann-La Roche Inc

2.Cong ty giai trinh Hoffmann-La Roche Inc 1a tén truéc day cua
ICN Pharmaceuticals Inc va sau d6 d6i tén thanh Valeant
Pharmaceuticals Benelux&Scandmawa BV

3. Dé nghi Cong ty giai trinh vé viéc United Biomedical, Inc.,
Asia san xudt theo ty quyén va tiéu chin ciia Valeant
Pharmaceuticals Benelux&Scandinavia BV

CHU SO HU'U SP: Laboratoire Chauvin
Laboratoire Chauvin SA
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

1 . Bi Preterax

SDK:VN-3070-07

2 . Bi Preterax ArgininePerindopril Arginine 5mg & Indapamide

3 . Coversyl Plus
SPK:VN-13762-11

Perindopril tert-butylamine 4mg,
Indapamid 1,25mg-Perindopril tert-
butylamine 4mg, Indapamid 1,25mg
Hop 1 vi 30 vién nén

-SX: Les Laboratoires Servier

1,25mg-Perindopril Arginine Smg &
Indapamide 1,25mg

Hop 1 10 30 vién nén

-SX: Les Laboratoires Servier

Perindopril tert-butylamine 4mg,
Indapamid 1,25mg-Perindopril tert-
butylamine 4mg, Indapamid 1,25mg
Hop 1 vi 30 vién nén

-SX: Les Laboratoires Servier

Patent - Chi sé hiru - Pham vi bdo hd Quyén s6 hitu, chuyén giao patent
PATENT: US 6,653,336 B2 (Les Laboratoires CHU SO HU'U SP: Les Laboratoires Servier
Servier) Les Laboratoires Servier

PHAM VI: US: Su két hop cua chét trc ché enzyme
chuyén dbi cao huyét ap véi mot thude loi tidu dé
diéu tri rdi loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phép diéu tri rbi loan vi tudn hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hén hop hoat chét gém
Perindopril tert-butylamine va Indapamid.Két luan:
Khéng dap tmg quy dinh vé patent cap cho hdn hop
hoat chét.Hu('mg khéc phuc: Xac dinh chinh xac
patent xac 1ap pham vi bao ho cho hdn hgp gém
Perindopril tert-butylamine va Indapamid.

PATENT: US 6653336 (Les Laboratoires Servier) CHU SO HU'U SP: Les Laboratoires Servier
PHAM VI: US: Su két hop cua chét trc ché enzyme Les Laboratoires Servier
chuyén dbi cao huyét ap véi mot thude loi tiéu dé

diéu tri rdi loan vi tudn hoan

Patent US 6653336B2 xac lap pham vi bao hd cho

phuong phap diéu tri réi loan vi tuan hoan dong

mach - mao mach. Tuy nhién, patent nay khong xac

1ap pham vi bao ho cho hdn hop hoat chat gom

Perindopril Arginine va Indapamid.Két luan: Khong

dap ung quy dinh vé patent cap cho hdn hop hoat

chat. Hudng khic phuc: Xac dinh chinh x4c patent xac

1ap pham vi bao ho cho hén hop gdm Perindopril

Arginine va Indapamid.

PATENT: US 6,653,336 B2 (Les Laboratoires CHU SO HU'U SP: Les Laboratoires Servier
Servier) Les Laboratoires Servier
PHAM VI: US: Su két hop cua chét trc ché enzyme

chuyén dbi cao huyét ap véi mot thude loi tiéu dé

diéu tri rdi loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bao hd cho

phuong phap diéu tri réi loan vi tuan hoan dong

mach - mao mach. Tuy nhién, patent nay khong xac

1ap pham vi bao ho cho hdn hop hoat chat gdm

Perindopril tert-butylamine va Indapamid.Két luan:

Khong dap tmg quy dinh vé patent cap cho hdn hop

hoat chét.Hu('mg khéc phuc: Xac dinh chinh xéc

patent xac 1ap pham vi bao ho cho hon hop gém

Perindopril tert-butylamine va Indapamid.



Tén thube - SDK

4 . Coversyl Plus
10mg/2.5mg
SPK:VN-11942-11

5 . Coversyl Plus
Arginine
SPK:VN-7730-09

6 . Preterax
SPK:VN-13763-11

Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

Perindopril Arginine 10, Indapamid
2,5mg-Perindopril Arginine 10,
Indapamid 2,5mg

Hop 1 1o 30 vién nén bao phim

Perindopril Arginine 5Smg & Indapamide
1,25mg-Perindopril Arginine Smg &
Indapamide 1,25mg

Hop 1 1o 30 vién nén bao phim

-SX: Les Laboratoires Servier

Perindopril tert-butylamine 2mg,
Indapamid 0,625mg-Perindopril tert-
butylamine 2mg, Indapamid 0,625mg
Hop 1 vi x 30 vién

-SX: Les Laboratoires Servier

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier)

PHAM VI: US: Su két hop cua chét trc ché enzyme
chuyén dbi cao huyét ap véi mot thude loi tiéu dé
diéu tri réi loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phap diéu tri réi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent ndy khong xac
1ap pham vi bao ho cho hdn hop hoat chat gdm
Perindopril Arginine va Indapamid. Két luan: Khong
dap tng quy dinh vé patent cdp cho hdn hop hoat
chét.Huc’mg khic phuc: Xac dinh chinh x4c patent x4c
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier)

PHAM VI: US: Su két hop cua chét wre ché enzyme
chuyén dbi cao huyét ap véi mot thude loi tidu dé
diéu tri r6i loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bdo ho cho
phuong phép diéu tri rbi loan vi tudn hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao ho cho hdn hop hoat chit gom
Perindopril Arginine va Indapamid.Két luan: Khong
dap ung quy dinh vé patent cap cho hdn hop hoat
chat. Hudng khic phuc: Xac dinh chinh x4c patent xac
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.

PATENT: US 6,653,336 (Les Laboratoires Servier)
PHAM VI: US: Su két hop cua chét trc ché enzyme
chuyén dbi cao huyét ap véi mot thude loi tiéu dé
diéu tri rdi loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phap diéu tri réi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent ndy khong xac
1ap pham vi bao ho cho hdn hop hoat chat gom
Perindopril tert-butylamine va Indapamid.Két luan:
Khong dap tmg quy dinh vé patent cap cho hdn hop
hoat chét.Hu('mg khéc phuc: Xac dinh chinh xéc
patent xac 1ap pham vi bao ho cho hon hop gém
Perindopril tert-butylamine va Indapamid.
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S6  Tén thubc - SPK Hoat chit - Him lrong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

7 . Preterax Arginine
SPK:VN-7731-09

Perindopril Arginine 2,5mg, Indapamid
0,625mg-Perindopril Arginine 2,5mg,
Indapamid 0,625mg

Hop 1 1o 30 vién nén bao phim

-SX: Les Laboratoires Servier

28 Tén doanh nghiép dé nghi cong bo:

PATENT: US 6,653,336 (Les Laboratoires Servier)
PHAM VI: US: Su két hop cua chét trc ché enzyme
chuyén dbi cao huyét ap véi mot thude loi tiéu dé
diéu tri rdi loan vi tudn hoan

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phap diéu tri réi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nady khong xac
1ap pham vi bao ho cho hdn hop hoat chat gdm
Perindopril Arginine va Indapamid.Két luan: Khong
dap tng quy dinh vé patent cdp cho hdn hop hoat
chat. Huéng khic phuc: Xac dinh chinh x4c patent x4c
lap pham vi bao ho cho hdn hop gém Perindopril
Arginine va Indapamid.

Meiji Seika Pharma Co., Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 2).

28.1 Khong dap g quy dinh (Tong sd: 2)

1 . Fosmicin for 1.V.UseFosfomycin Sodium-1g/éng
1g thudc tiém
SPK:VN-13784-11 -SX: Meiji Seika Pharma Co., LtdJapan

2 . Fosmicin for 1.V.UseFosfomycin Sodium-2g/6ng
2g thudc tiém
SPK:VN-13785-11 -SX: Meiji Seika Pharma Co., LtdJapan

PATENT: US 3639590 (Merck&Co Inc)

PHAM VI: US: Khang khuén chua (-) cis-1,2-
epoxypropyl phosphoric acid

Patent US 3639590 xac 14p pham vi bao h cho dugc
pham khang khuén chtra hoat chit Fosfomycin hodc
mudi duge dung cua n6. Tuy nhién, patent nay
khong xac 1ap pham vi bao hd cho chinh hoat chét
Fosfomycin.Két luan: Khong dap tmg quy dinh vé
patent cp cho hoat chit.Huéng khic phuc: Xac dinh
chinh x4ac patent xac 1ap pham vi bao ho cho hoat
chat Fosfomycin.

PATENT: US 3639590 (Merck&Co Inc)

PHAM VI: US: Khang khuan chua (-) cis-1,2-
epoxypropyl phosphoric acid

Patent US 3639590 xac 1ap pham vi bao ho cho dugc
phim khang khuén chira hoat chit Fosfomycin hodc
mudi duge dung cua n6. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho chinh hoat chét
Fosfomycin.Két luan: Khong dap tmg quy dinh vé
patent cip cho hoat chat.Huéng khic phuc: Xac dinh
chinh xac patent xac 1ap pham vi bao ho cho hoat
chat Fosfomycin.
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CHU SO HU'U SP: Les Laboratoires Servier
Les Laboratoires Servier

CHU SO HU'U SP: Meiji Seika Pharma Co., Ltd

1. Merck&Co Inc

2. Cong ty cung cap hop dong chuyén giao patent gitra
Merck&Co Inc va Meiji Seika Kaisha

CHU SO HU'U SP: Meiji Seika Pharma Co., Ltd

1. Merck&Co Inc

2. Cong ty cung cap hop dong chuyén giao patent gitra
Merck&Co Inc va Meiji Seika Kaisha
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S6  Tén thubc - SPK Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi biao hd Quyén s6 hitu, chuyén giao patent

29 Tén doanh nghiép dé nghi cong b6: Rottapharm S.p.A

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).
29.1 B sung tai liéu ve viée chuvén nhwong Patent (Téng s6: 2)

1 . Viartril-s glucosamine sulfate-1500mg PATENT: US 5847107 (Rotta Research B.V) CHU SO HUU SP: Rottapharm S.p.A
SPK:VN-14800-12 powder for oral solution (sachets) Patent cua cac nudc Bi, Phap, Tay Ban Nha, Btc, Hy 1. Rotta Research B.V
-SX: Rottapharm LtdIreland Lap -> Céc co quan SHTT cua cac nudc nay khong 2.bé nghi Cong ty gidi trinh va cung cAp tai liéu 1am ré mdi
nim trong danh muc 14 co quan SHTT dugc cong lién h¢ gitra Rotta Research B.V va Rottapharm S.p.A;
nhan Rottapharm Ltd

PHAM VI: US: Pham vi bao hd 1a phuong phap, quy
trinh bao ché, khong phai 13 hoat chét

Diém 1 yéu cau bao ho ciia patent US 4642340 xéac
1ap pham vi bao ho cho mudi hdn hop cia
glucosamine sulfate va sodium chloride & dang bot
két tinh ¢6 diém nong chay trén 3000C. Mudi nay
tuong duong véi hoat chat glucosamine sulfate c6 mat
trong san pham Viartril-S.Két luan: Dap tung quy
dinh vé patent cap cho hoat chat.

2 . Viartril-s glucosamine sulfate-250mg PATENT: US 5847107 (Rotta Research B.V) CHU SO HUU SP: Rottapharm S.p.A
SPK:VN-14801-12 capsules Patent cuia cac nudce Bi, Phap, Tay Ban Nha, Ptic, Hy 1. Rotta Research B.V
-SX: Rottapharm LtdIreland Lap -> Cac co quan SHTT cua cac nudc nay khong 2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam 6 mdi
nam trong danh muc 14 co quan SHTT dugc cong lién hé gilra Rotta Research B.V va Rottapharm S.p.A;
nhéan Rottapharm Ltd

PHAM VI: US: Pham vi bao hd 1a phuong phap, quy
trinh bao ché, khong phai 1a hoat chét

Piém 1 yéu cau bao ho cua patent US 4642340 xac
1ap pham vi bao hd cho mubi hdn hop ctua
glucosamine sulfate va sodium chloride & dang bot
két tinh c6 diém nong chay trén 3000C. Mubi nay
turong duong v6i hoat chat glucosamine sulfate c6 mit
trong san pham Viartril-S.Két luan: Pap tmg quy
dinh vé patent cép cho hoat chat.

30 Tén doanh nghiép dé nghi cong bé: Sanofi Aventis Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 4).
30.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)
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Patent - Chi sé hiru - Pham vi bao ho

PATENT: US 4,486,425 (Sankyo)

PHAM VI: US: Piém yéu ciu bao ho 5; Hoat chit
Cefpodoxime

Diém 6 yéu cau bao ho cua patent US 4486425 xac
1ap pham vi bao ho cho hoat chét Cefpodoxim
proxetil. Két luan: Pap tmg yéu cau vé patent cap cho
hoat chét.

Tén thube - SDPK

1 . Orelox
SPK:VN-9851-10

Hoat chit - Him lwong - Quy cich

Cefpodoxime-100mg
Hop 1 vi x 10 vién nén bao phim
-SX: sanofi Winthrop IndustrieFrance

30.2 Co quan cép patent khong nim trong DS 14 nwéc_dwoe cong nhan. (Tong sb: 1)

Quyén sé hitu, chuyén giao patent

1 . Fludara PATENT: WO 99/29710 -> WO khong nim trong
SPK:VN-8453-09 danh sach 14 co quan SHTT dugc cong nhan

Dé nghi cung cip Patent ctia co quan SHTT nam
trong danh sach theo quy dinh

PHAM VI

Fludarabin Phosphate-50mg
Hop 5 1o bot pha tiém
-SX: Baxter Oncology GmbHDuc

30.3 Pham vi bio hd 13 dang bao ché (Tong sb: 2)

PATENT: US 8,039,006 (Sanofi)

PHAM VI: US: Ché phdm dang rén chtra bao tir vi
khuén khong gay bénh dang Bacillus -> PHam vi bao
ho 1a dang bao ché

1 . Enterogermina
SPK:VN-6799-08

Bacillus clausii, spores of polyantibiotic-
resistant-2 ty bao tir/5ml

Hop 1 viva 2 vi x 10 éng 5ml, hdn dich
udng

-SX: Unither NormandyFrance

PATENT: EP 0615746B1 (Rhone-poulenc Rorer)
PHAM VI: EP: Hé liposome nudc va quy trinh diéu
ché -> Pham vi bao ho 1a dang bao ché, khong phai
1a hoat chét.

2 . Essentiale
SPK:VN-11314-10

Phospholipid from soya-beans-300mg

Hop 1 1o x 50 vién nang, hop 5 vi x 10

vién nang

-SX: A. Nattermann & Cie.GMbHGermany

31 Tén doanh nghiép dé nghi cong bé: Unico Alliance Co., Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
31.1 Pham vi bio hd 13 dang bao ché (Téng sb: 1)

1 . Nissel PATENT: KR 10-0137602 (Pharmaking Co Ltd)
SPK:VN-4657-07 PHAM VI: KR: Cong thirc phong ngira va diéu tri
bénh gan -> Pham vi bao hd 1a dang bao ché, khong
phai 14 hoat chat Biphenyl dimethyl dicarboxylate

Biphenyl dimethyl dicarboxylate-25mg
Hop 50 vi x 20 vién nén (10 goi x 100
vién)

CHU SO HU'U SP: Sanofi Aventis

1. Sankyo

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
patent giita Sankyo va Sanofi-Aventis

3. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta sanofi Winthrop Industrie va Sanofi-Aventis

CHU SO HU'U SP: Sanofi Aventis

CHU SO HU'U SP: Sanofi Aventis

1. Sanofi

2. Sanofi da sap nhép voi Aventis thanh Sanofi-Aventis

3. Be nghi Cong ty giai trinh vé viéc Unither Normandy san
xudt theo ty quyén va tiéu chuén cta Sanofi-Aventis

CHU SO HUU SP: Sanofi Aventis

1. Rhone-poulenc Rorer

2. Cong ty cung cap tai liéu xac nhan Rhone-poulenc Rorer d
sap nhap vao Sanofi-Aventis

3. Dé nghi Cong ty giai trinh vé viéc A. Nattermann &
Cie.GMDbH san xuét theo ty quyén va tiéu chuén cta Sanofi-
Aventis

CHU SO HU'U SP: PharrmaKing Co.,Ltd
Pharmaking Co Ltd
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

3

Quyén sé hitu, chuyén giao patent

2 Tén doanh nghiép dé nghi cong b6: Vin phong dai dién B.Braun Medical Industries Snd.Bhd tai Ha Noi

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 5).

32.1 B6 sung tai lidu vé viéc chuyén nhwong Patent (Tong sé: 3)

1 . LIPOFUNDIN
MCT/LCT
SPK:VN 3382-07

2 . LIPOFUNDIN
MCT/LCT
SDK:VN 3383-07

3 . LIPOFUNDIN
MCT/LCT
SPDK:VN 3382-07

32.2 Co quan cép patent khong nim trong DS 14 nwéc_dwoc cong nhan. (Tong so: 1)

Triglyceride chudi trung binh (MCT)+
Triglyceride chudi dai (LCT)-10%
500ml

-SX: BBraun Melsungen AGGermany

Triglyceride chudi trung binh (MCT)+
Triglyceride chudi dai (LCT)-20%
100ml

-SX: BBraun Melsungen AGGermany

Triglyceride chudi trung binh (MCT)+
Triglyceride chudi dai (LCT)-10%
250ml

-SX: BBraun Melsungen AGGermany

PATENT: EP 0071995 B1 (Intermedicat GmbH)
PHAM VI: EP: Nhii twong chit béo (Piém yéu cau
bao ho 1; Hon hop 2 Triglyceride)

Diém 1 yéu cau bao ho cua patent EP 0071995 B1
x4c 1ap pham vi bao ho cho nhil twong chit béo
MCT/LCT.Két luan: Pap tng quy dinh vé patent cip
cho hdn hop hoat cht.

PATENT: EP 0071995 B1 (Intermedicat GmbH)
PHAM VI: EP: Nhii twong chit béo (Piém yéu cau
bao ho 1; Hon hop 2 Triglyceride)

Piém 1 yéu cau bao ho ciia patent EP 0071995 B1
xac 1ap pham vi bao ho cho nhil twong chit béo
MCT/LCT.Két luan: Dap ting quy dinh vé patent cap
cho hdn hop hoat chét.

PATENT: EP 0071995 B1 (Intermedicat GmbH)
PHAM VI: EP: Nhii twong chit béo (Piém yéu cau
bao ho 1; Hon hop 2 Triglyceride)

Diém 1 yéu cau bao ho cuia patent EP 0071995 B1
xéc 1ap pham vi bao ho cho nhil twong chit béo
MCT/LCT.Két luan: Dap tng quy dinh vé patent cip
cho hdn hop hoat chét.

1 . NUTRIFLEX LIPIDAcid Amine + Carbohydrat(Glucose)+
Lipid-10% Acid Amine + 13,5%Glucose +

20%Lipid
1250ml
-SX: BBraun Medical AGSwitzerland

PATENT: Ba Lan 340,991 -> Ba Lan khong nim
trong danh sach 14 co quan SHTT dugc cong nhan
PHAM VI:

32.3 Pham vi biao hé 1a dang bao ché (Tong sb: 1)

1 . Gelofusine
SPK:VN-13504-11

Succinylated Gelatin-4%, 500ml

Hop 10 chai nhya x 500ml, Dung dich tiém

truyén tinh mach
-SX: B.Braun MalaysiaMalaysia

PATENT: US 3984391 (Laboratorien Hausmann
AG)

PHAM VI: US: Keo dong vat bién d6i bang cach
giam nhiét d¢ nong chay cta keo -> Pham vi bao hd

CHU SO HU'U SP: B.Braun Medical Industries

1. Intermedicat GmbH

2.Dé nghj Cong ty cung cp tai liéu vé viéc chuyén quyén s&
hiru Patent tir Intermedicat GmbH cho B.Braun Medical
Industries

CHU SO HU'U SP: B.Braun Medical Industries

1. Intermedicat GmbH.

2. Dé nghi Cong ty cung cap tai lidu vé viéc chuyén quyén s
httu Patent tir Intermedicat GmbH cho B.Braun Medical
Industries

CHU SO HU'U SP: B.Braun Medical Industries

1. Intermedicat GmbH

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén quyén s
hiru Patent tir Intermedicat GmbH cho B.Braun Medical
Industries)

CHU SO HU'U SP: .Braun Medical Industries

CHU SO HU'U SP: B.Braun Medical Industries

1. Laboratorien Hausmann AG

2. Pé nghi Cong ty cung cap tai lidu vé viéc B.Braun Malaysia
san xuat theo iy quyén va tiéu chudn ctia Laboratorien
Hausmann AG
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3 Tén doanh nghiép dé nghi cong bo:

Quyén sé hitu, chuyén giao patent

VPDD Alcon Pharmaceuticals Ltd.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 5).

33.1 Pham vi bio hd 13 dang bao ché (Tong sb: 5)

1 . Betoptic S Drop
0.25% Sml
SPK:VN-10718-10

Betaxolol 0.25%-0.25%, Sml
Hon dich nhé mét
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

2 . Duotrav Drop 2.5mlTravoprost; Timolol-40mcg/ml; 5Smg/ml
2.5ml
Hdn dich nho mét
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

3 . Duotrav Drop 2.5ml Travoprost; Timolol-40mcg/ml; 5mg/ml
(Bak Free) 2.5ml
SPK:VN-5725-08 Hdn dich nho mét

-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

4 . Pataday Drop
SPK:VN1-232-10

Olopatadine Hydrochloride-2.5ml
Hon dich nhé mét
-SX: Alcon Laboratories Inc - USAMY

5 . Vigadexa Sol Sml 1sMoxifloxacin HCL; Dexamethasone
phosphate-0.5%;0.1%; Sml
Hdn dich nho mét
-SX: Alcon Laboratories do Brazil
LtdaBrazin

PATENT: EP 590786 (Alcon Laboratories Inc)
PHAM VI: EP: Sir dung chét dién hoat anion dé cai
thién tac dung khang khuén cua thanh phan nhé mét -
> Pham vi bao ho 1a dang bao ché hdn dich nho mét
su dung chét dién hoat anion, khong phai bao ho cho
hoat chét Betaxolol

PATENT: EP 1,920,764 (Alcon Laboratories Inc)
PHAM VI: EP: Ester Fluprostenol isopropyl str dung
dé didu tri glaucom -> Pham vi bao h¢ 1a dang bao
ché c6 thanh phan cong thirc chita Travoprost;
Timolol

PATENT: EP 1,920,764 (Alcon Laboratories Inc)
PHAM VI: EP: Ester Fluprostenol isopropyl st dung
dé didu tri glaucom -> Pham vi bao hé la dang bao
ché c6 thanh phan cong thirc chira Travoprost;
Timolol

PATENT: US 7,402,609 (Alcon Inc)

PHAM VI: US: Coéng thirc chira Olopatadine chi dinh
dung cho mit -> Pham vi bao ho 14 cong thirc bao
ché, khong phai 1a hoat chit Olopatadine

PATENT: US 7888370B2 (Alcon Research Ltd)
PHAM VI: US: Pham vi bao ho la c‘éng thirc bao ché
dang dung dich c6 chira 2 thanh phan

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
Alcon Laboratories Inc

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
Alcon Laboratories Inc

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
Alcon Laboratories Inc

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
Alcon Inc

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
Alcon Research Ltd

34 Tén doanh nghiép dé nghi cong b6: VPPD AstraZeneca Singapore Pte., Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 5).

34.1 B0 sung tai lidu vé viéc chuyén nhwong Patent (Tong sé: 2)
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1 . Cubicin
SPK:VN- 6898-08

2 .Emla
SPK:VN- 9940-10

Daptomycin-Daptomycin 500mg

Bot dong kho pha tiém/ truyén, hop 1 lo
(lo ¢6 thé tich 10ml)

-SX: Co s6 san xuét: Hospira., Inc. Co s&
dong goi : AstraZeneca UK Limited1-Hoa
Ky 2-Anh

Lidocaine, Prilocaine-5 % (2,5% lidocaine
& 2,5 % prilocaine)

kem, hop 5 tuyp nhdom x 5g kem

-SX: Recipharm Karlskoga ABThuy Dién

34.2 Khong dap vng quy dinh (Tong so: 3)

1 . Bricanyl
SPK:VN-10736-10

Terbutaline sulphate-0,5mg/ml

Dung dich dé tiém va pha tiém truyén,hop
56ng x 1 mL

-SX: Cenexi Phap

2 . Bricanyl expectorantTerbutaline sulphate, guaifenesin-1,5

mg/66,5mg mdi SmL Xi-rd
Xi-r6,hdp chira 1 chai 60 mL
-SX: Interphil Laboratories, Inc.,

PATENT: USRE39,071 (Eli Lilly and Company)
PHAM VI: Anhydro and isomer-A-21978C Cyclic
peptide (Piém yéu cau bao ho 2,7,16; Hoat chét
Daptomycin)

Piém 10 yéu cau bao ho cua patent US RE39071E

xdc lap pham vi bao h cho hoat chat Daptomycin.
Két luan: Bap tmg quy dinh v€ patent cap cho hoat
chat.

PATENT: US4,529,601 (Astra Lakemedel AG)
PHAM VI: Hon hop gay té cuc b dung tai chd, quy
trinh bao ché va phuong phap géy t€ cuc bo (Piém
yéu cau bao ho 1; Hn hop 2 hoat chat Prilocain va
Lidocain)

Diém 1 yéu cau bao ho cuia patent US 4529601 xéc
1ap pham vi bao ho cho hdn hop gdm hai hoat chét
Lidocaine va Prilocaine.

Két luan: Dap tmg quy dinh vé patent cip cho hon
hop hoat chét.

PATENT: US3,937,838 (Aktiebolaget Draco)
PHAM VI: Hop chat bronchospasmolytic tac dung
dudng ubng

Diém 5 yéu cau bao ho cua patent US 3937838 xac

1ap pham vi bao ho cho ché pham chira terbutaline ma

khong xac 1ap pham vi bao h tryc tiép cho hoat‘chét
terbutaline. K€t ludn: Khong déap ing quy dinh vé
patent cap cho hoat chat.

PATENT: US3,937,838 (Aktiebolaget Draco)
PHAM VI: Hop chét bronchospasmolytic tac dung
duong udng

Diém 5 yéu cau bao ho ciia patent US 3937838 xac

1ap pham vi bao ho cho ché pham chira terbutaline ma

khong xac lélp pham vi bao h¢ truc tiép cho hoat‘chét
terbutaline. K€t luan: Khong dap ing quy dinh vé
patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Cubist Pharmaceutical Inc

1.Eli Lilly and Company (Cong ty cung cép tai liéu xac nhan
viéc chuyén giao Patent tir Eli Lilly and Company cho Cubist
Pharmaceutical Inc)

2. Cong ty cung cap tai liéu uy quyén ciia Cubist

Pharmaceutical Inc cho AstraZeneca AB va AstraZeneca
Singapore luu hanh thude tai Viét Nam

3. Be nghi Cong ty cung cAp tai liéu vé viéc Hospira Inc. san
xudt theo iy quyén va tiéu chuén ctia Cubist Pharmaceutical Inc

CHU SO HU'U SP: AstraZeneca

1. C6 tai liéu xac nhan Astra Lakemedel AG 1a cong ty con cua
Astrazeneca AB va AstraZeneca AB la cong ty thudce tap doan
AstraZeneca

2. Giai trinh v& viéc Recipharm Karlskoga AB san xuat theo ty
quyén va tidu chun cia AstraZeneca

CHU SO HU'U SP: AstraZeneca Singapore Pte, Ltd

1. Co tai liéu xac nhan Aktiebolaget Draco la cong ty con cua
Astrazeneca AB va AstraZeneca AB 1a cong ty thudc tap doan
AstraZeneca

2.Pé ngh1 Cong ty cung cp tai lidu gidi trinh vé viéc Cenexi
san xudt theo t uy quyén va tiéu chuédn ctia Astrazeneca.

CHU SO HU'U SP: AstraZeneca

1. Co tai liéu xac nhan Aktiebolaget Draco la cong ty con cua
Astrazeneca AB va AstraZeneca AB la cong ty thudc tap doan
AstraZeneca

2. DBé nghi Cong ty cung cap tai liéu giai trinh vé viée Interphil
Laboratories, Inc., san xuat theo iy quyén va tiéu chudn cta
Astrazeneca.
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3 . Nexium IV Esomeprazole sodium-Esomeprazole PATENT: US6,143,771 (Astrazeneca AB) CHU SO HU'U SP: AstraZeneca Singapore Pte, Ltd
SPK:VN-3842-07 sodium 42,5 mg, twong duong PHAM VI: Pham vi bao ho cho cac dang mudi, chua Cong ty cung cAp tai liéu xac nhan Astrazeneca AB -Sweden,
esomeprazole 40 mg. 13 cho hoat chét esomeprazole sodium. AstraZeneca Singapore Pte, Ltd 1a cong ty con ctia AstraZeneca
Bt pha dung dich tiém /truyén tinh mach, Diém 1 yéu cau bao ho cua patent US 6143771 xac Plc
hop 1 lo x 5mL 1ap pham vi bao ho cho duogc phém chura hoat chét

-SX: AstraZeneca ABThuy Dién
Esomeprazole sodium. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho cho chinh hoat chét
Esomeprazole sodium.Két luan: Khong dép Gmg quy
dinh vé patent cép cho hoat chat. Hudng khic phuyc:
Xéc dinh chinh xac patent xac 1ap pham vi bao ho
cho hoat chat Esomeprazole sodium.

35 Tén doanh nghiép dé nghi cong b6: VPDD AstraZenneca Singapore Pte., Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
35.1 Khong dap vng quy dinh (Tong sd: 1)

1 . PLENDIL PLUS  Felodipine, metoprolol succinate- PATENT: US4,942,040 (AB Hassle) CHU SO HU'U SP: AstraZeneca

SDK:VN-9937-10 Felodipine 5 mg, Metoprolol succinate PHAM VI: US: Ché pham dugc phiam va quy trinh AB Hassle (Cong ty cung cép tai liéu xac nhan AB Hassle sap
47,5 mg tuong duwong véi metoprolol diéu ché nhap vao Astrazeneca AB - tai lidu kém theo thudc Imdur va tai
tartrate 50 mg Céc diém 4 va 7 cua patent US 4942040 xéc lap liéu xac nhan AstraZeneca Singapore Pte Ltd, AstraZeneca AB
Vién nén phong thich kéo dai.chai 30 vién pham vi bao ho cho dwoc pham giai phong co kiém la cong ty con cua tap doan AstraZeneca)

soat chtra hdn hop gdm Felodipine va Metoprolol
succinate, trong d6 Metoprolol succinate dugc bao
trong mang polyme khong tan trong nudc, felodipine
duogc phan tan trong chét hoa tan khong ion. Tuy
nhién, patent nay khong xac 1ap pham vi bao ho cho
chinh hdn hgp gdm Felodipine va Metoprolol
succinate (khong bao gom ta duoc va dang bao ché).
Két luan: Khong dap tmg quy dinh vé patent cip cho
hdn hop hoat chat.

36 Tén doanh nghiép dé nghi cong bé: VPDD Berlin Chemie AG

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 1).
36.1 Khong dap tng quy dinh (Tong sb: 1)
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1 . Nebilet
SPK:VN-9949-10

Nebivolol hydrochloride-5mg
Vién nén, 1 vi,2 vi x 14 vién
-SX: Berlin Chemie AGGermani

37 Tén doanh nghiép dé nghi cong bo:

PATENT: EP95/00489 (Janssen Pharmaceutica N.V)

PHAM VI: Ché pham dugc phdm c6 chira micro
nebivolol -> Pham vi bao ho 1a dang bao ché khong
phai 14 hoat chit.

GT: Cong ty cung cap Patent EP 01450671B1 va EP
0334429B1 (Janssen Pharmaceutica NV) -> Patent
EP 01450671B1 xac 1lap pham vi bao h¢ cho phuong
phap do quang sai & mat. Piém 3 yéu cau bao ho cua

patent EP 0334429B1 xéac 1ap pham vi bao hd cho
viée str dung hop chét dé san xuét thubce ting cuong
tac dung cta thudc 1am giam huyét ap c6 hoat tinh
adrenergic va gidn mach. Hai patent nay khong xac
lap pham vi bao ho cho hoat chat Nebivolol
hydrochloride.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hoat chét.
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Quyén s¢ hiru, chuyén giao patent

CHU SO HU'U SP: Menarini International Operations
Luxembourg S.A da cho phép Berlin Chemie AG quyén dang
ky va s& hitu tai VN

1. Janssen Pharmaceutica N.V da chuyén quyén s hitu cho
Menarini International Operations Luxembourg S.A

2. Dé nghi Cong ty giai trinh vé viéc Berlin Chemie AG san
xudt theo ty quyén va tiéu chuén ciia Menarini International
Operations Luxembourg S.A

VPDD Glaxosmithkline Pte L.td tai Tp. HCM

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 23).

37.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 13)

1 . Clamoxyl
SPK:VN-7688-09

amoxicilin (dang trihydrat)-250mg
Hop 1 2 goi bot pha hdn dich ubng
-SX: Glaxo Wellcome ProductionPhap

salmeterol xinafoat + fluticason furoat-

2 . Seretide 500

Acuhaler 50mcg+500meg
SPK:VN-4932-07 Bot hit phan lidu. Hop chita 1 accuhaler 60
lidu

-SX: Glaxo operations UK LtdAnh

PATENT: US 3,674,776 (Beecham Group Ltd)
PHAM VI: p-hydroxyampicillin va dang mudi (Diém
yéu cau bao ho 1, Hoat chat Amoxicillin)

Diém 1 yéu cau bao ho cua patent US 3674776 xac
1ap pham vi bao hé cho hoat chat amoxicilin. Két
luan: Péap tng quy dinh vé& patent cép cho hoat chat.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(Piém yéu cau bao ho 1; Hon hop 2 hoat chét
salmeterol va fluticason)

Diém 2 yéu cau bao ho cua patent EP 0416951 B1
xéc 1ap pham vi bao ho cho duge phim dung dé xong
chira Salmeterol 1-hydroxy-2-naphthoate (tirc 1a
Salmeterol Xinafoate) va Fluticason Propionate. Két
ludn: Pap tmg quy dinh vé patent cip cho hdn hop
hoat chét.

CHU SO HU'U SP: Glaxosmithkline Group

1.Cong ty cung cAp tai liéu xac nhan viéc sap nhap giira
SmithKline Beecham Corporation va Glaxo Wellcome Inc (Hai
cong ty nay déu thudc tap doan GSK)

2. Bé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién hé gitta Glaxo Wellcome Production; Beecham Group Ltd
va SmithKline Beecham Corporation

CHU SO HUU SP: GlaxoSmithkline Pte Ltd

1. Cong ty tu xac nhan Glaxo Group Limited va Glaxo
Operations UK Ltd déu 1a cong ty thudc tap doan GSK

2. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitra Glaxo operations UK Ltd va Glaxo Group Limited
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3 . Seretide Accuhaler salmeterol xinafoat + fluticason furoat-
50/250mcg 50mcg+250meg
SPK:VN-15447-12
liu
-SX: Glaxo operations UK LtdAnh

salmeterol xinafoat + fluticason furoat-
25meg+125meg

Hbn dich xit dinh liéu, Binh xit 120 liéu
-SX: Glaxo Wellcome ProductionPhap

4 . Seretide evohaler
25/125mcg
SPK:VN-8711-09

salmeterol xinafoat + fluticason furoat-
25mceg+250meg

Hbn dich xit dinh lidu, Binh xit 120 liéu
-SX: Glaxo Wellcome ProductionPhap

5 . Seretide evohaler
25/250mceg
SPK:VN-8712-09

salmeterol xinafoat + fluticason furoat-
25mceg+50meg

Hon dich xit dinh liéu, Binh xit 120 liéu
-SX: Glaxo Wellcome ProductionPhép

6 . Seretide evohaler
25/50meg
SPK:VN-8712-09

Bot hit phan lidu. Hop chita 1 accuhaler 60

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(Diém yéu cau bao ho 1; Hon hop 2 hoat chét
salmeterol va fluticason)

Diém 2 yéu cau bao ho ciia patent EP 0416951 B1
xéc 1ap pham vi bao ho cho dugc pham ding dé xong
chtra Salmeterol 1-hydroxy-2-naphthoate (trc 1a
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pép ung quy dinh vé patent cdp cho hdn hop
hoat chét.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thubc chira salmeterol va Fluticason
(Diém yéu cau bao ho 1; Hon hop 2 hoat chét
salmeterol va fluticason)

Diém 2 yéu cau bao ho ciia patent EP 0416951 B1
xac 1ap pham vi bao ho cho dugc pham ding dé xong
chura Salmeterol 1-hydroxy-2-naphthoate (tirc la
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pép ung quy dinh vé patent cAp cho hdn hop
hoat chét.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(DPiém yéu cau bao ho 1; Hon hop 2 hoat chit
salmeterol va fluticason)

Diém 2 yéu cau bao ho cua patent EP 0416951 Bl
xac 1ap pham vi bao ho cho dugc pham dung dé xong
chira Salmeterol 1-hydroxy-2-naphthoate (turc 1a
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pap tmg quy dinh vé patent cip cho hdn hop
hoat chit.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(Diém yéu cau bao ho 1; Hon hop 2 hoat chit
salmeterol va fluticason)

Diém 2 yéu cau bao ho cua patent EP 0416951 Bl
xac 1ap pham vi bao ho cho duoc phém dung dé x0ng
chira Salmeterol 1-hydroxy-2-naphthoate (tirc 1a
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Péap tig quy dinh vé& patent cép cho hdn hop
hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty ty xac nhan Glaxo Group Limited va Glaxo
operations UK Ltd déu 1a cong ty thudc tap doan GSK

2. Bé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi

lién h¢ gitta Glaxo operations UK Ltd va Glaxo Group Limited

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty ty xac nhan Glaxo Group Limited va Glaxo
Wellcome Production déu 1a cong ty thudc tap doan GSK

2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam & mdi
lién hé gitrta Glaxo Wellcome Production va Glaxo Group
Limited

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty tu xac nhan Glaxo Group Limited va Glaxo
Wellcome Production déu 1a cong ty thudc tap doan GSK

2. Bé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién hé gitra Glaxo Wellcome Production va Glaxo Group
Limited

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty tu xac nhan Glaxo Group Limited va Glaxo
Wellcome Production déu 1a cong ty thudc tip doan GSK

2. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién hé gitra Glaxo Wellcome Production va Glaxo Group
Limited
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7 . Seretide evohaler DCsalmeterol xinafoat + fluticason furoat-
25/125mcg 25mceg+125meg
SDK:VN-15448-12 Thudc phun mu hé hdn dich dé hit qua
dudng miéngBinh xit 120 lidu
-SX: Glaxo Wellcome SASpain

8 . Seretide Evohaler
DC 25/250mcg
SPK:VN-14683-12

Salmeterol xinafoate; Fluticasone furoate-
25meg; 250meg/1 liéu xit

Binh xit 120 liéu

-SX: Glaxo Wellcome SASpain

9 . Seretide Evohaler
DC 25/50mcg
SPK:VN-14684-12

Salmeterol xinafoate; Fluticasone furoate-
25meg; 50meg/1 lidu xit

Binh xit 120 liéu

-SX: Glaxo Wellcome SASpain

10 . Ventolin
SPK:VN-7689-09

salbutamol sulfat-100mcg/ liéu

Hop 1 binh xit 200 lifuHuyén dich xit qua
binh dinh liéu diéu 4p

-SX: Glaxo Wellcome SASpain

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(Diém yéu cau bao ho 1; Hon hop 2 hoat chét
salmeterol va fluticason)

Diém 2 yéu cau bao ho ciia patent EP 0416951 B1
xéc 1ap pham vi bao ho cho dugc pham ding dé xong
chtra Salmeterol 1-hydroxy-2-naphthoate (trc 1a
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pép ung quy dinh vé patent cAp cho hdn hop
hoat chét.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thubc chira salmeterol va Fluticason
(Diém yéu cau bao ho 1; Hon hop 2 hoat chét
salmeterol va fluticason)

Diém 2 yéu cau bao ho ciia patent EP 0416951 B1
xac 1ap pham vi bao ho cho dugc pham ding dé xong
chura Salmeterol 1-hydroxy-2-naphthoate (tirc la
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pép ung quy dinh vé patent cAp cho hdn hop
hoat chét.

PATENT: EP 0416951B1 (Glaxo Group Limited)
PHAM VI: Thudc chira salmeterol va Fluticason
(DPiém yéu cau bao ho 1; Hon hop 2 hoat chit
salmeterol va fluticason)

Diém 2 yéu cau bao ho cua patent EP 0416951 Bl
xac 1ap pham vi bao ho cho dugc pham dung dé xong
chira Salmeterol 1-hydroxy-2-naphthoate (turc 1a
Salmeterol Xinafoate) va Fluticason Propionate.Két
luan: Pap tmg quy dinh vé patent cip cho hdn hop
hoat chit.

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khéng ndm trong
danh sach 14 co quan SHTT dugc cong nhan
PHAM VI: Dan xuét Phenylaminoethanol (diém yéu
cAu bao ho 3, Hoat chit Salbutamol - Tra ciru
martindale)

Diém 2 yéu cau bao ho cua patent US 3644353 xac
1ap pham vi bao ho cho hoat chét Salbutamol. Két
luan: Péap tng quy dinh vé& patent cép cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty xac nhan Glaxo Group Limited va Glaxo Wellcome
SA déu la cong ty thudc tap doan GSK

2. Pé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién h¢ gitta Glaxo Wellcome SA va Glaxo Group Limited

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty ty xac nhan Glaxo Group Limited va Glaxo
Wellcome SA déu la cong ty thudc tap doan GSK

2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam & mdi
lién hé gilta Glaxo Wellcome SA va Glaxo Group Limited

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Cong ty tu xac nhan Glaxo Group Limited va Glaxo
Wellcome SA déu la cong ty thudc tap doan GSK

2. P& nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién hé gitra Glaxo Wellcome SA va Glaxo Group Limited

CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Ltd 14 cong ty thudc tdp doan GSK Plc)

1. Cé tai li€u cua GSK xac nhan Allen and Hanbury's Ltd 1a
cong ty thudc tdp doan GSK Plc (Allen and Hanbury's Ltd da
sap nhdp vao Glaxo nam 1978).

2. Cong ty ty xac nhan Glaxo Wellcome SA 1a cong ty san xuat
thudc tap doan GSK Plc

3. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién hé gitra Glaxo Wellcome SA va GSK PLC
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11 . Ventolin neblues
SPK:VN-11572-10

salbutamol sulfat-2.5mg/2,5ml
Dung dich khi dung. Hop 6 vi 5 éng
-SX: GlaxoSmithKline Australia Pty LtdUc

12 . Ventolin neblues
SPK:VN-13701-11

salbutamol sulfat-5mg/2,5ml
Dung dich khi dung. Hop 6 vi 5 éng 2,5ml
-SX: GlaxoSmithKline Australia Pty LtdUc

13 . Ventolin syrup
SPK:VN-10266-10

salbutamol sulfat-2mg/5ml
Hop 1 chai 60ml siro

-SX: SmithKline Beecham
PharmaceuticalsPhilipin

37.2 Khong dap tng quy dinh (Tong sd: 8)

1 . Arixtra

SDK:VN-14177-11

fondaparinux-2,5mg/0,5ml
Hop 10 bom tiém déng san
-SX: Glaxo Wellcome ProductionPhap

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khong nim trong
danh sach 14 co quan SHTT duoc cong nhan
PHAM VI: Dan xuat Phenylaminoethanol (diém yéu
cau bao hd 3, Hoat chéat Salbutamol - Tra ciru
martindale)

Diém 2 yéu ciu bao ho cua patent US 3644353 xac
1ap pham vi bao ho cho hoat chét Salbutamol. Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khéng ndm trong
danh sach 14 co quan SHTT dugc cong nhan
PHAM VI: Dan xuét Phenylaminoethanol (diém yéu
cAu bao ho 3, Hoat chit Salbutamol - Tra ciru
martindale)

Diém 2 yéu cau bao ho ciia patent US 3644353 xéac
1ap pham vi bao ho cho hoat chét Salbutamol.Két
luan: Péap tng quy dinh vé& patent cép cho hoat chat.

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khong nim trong
danh sach 14 co quan SHTT duoc cong nhan
PHAM VI: Dan xuat Phenylaminoethanol (diém yéu
cau bao hd 3, Hoat chéat Salbutamol - Tra ciru
martindale)

Diém 2 yéu ciu bao ho cua patent US 3644353 xac
1ap pham vi bao ho cho hoat chét Salbutamol. Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 4,818,816 (Choay, S.A) (4/4/1989)
PHAM VI: Qué trinh tong hop hitu co cua
oligosaccharides va dan chat ctia n6 (Diém yéu cau
bao ho: 60, Hoat chét Fondaparinux)

Diém 60 yéu cau bao ho cua patent US 4818816 xac
1ap pham vi bao ho cho hoat chét ¢6 ciu trac khac voi
fondaparinux & nhém OH gén vao vong
glucopyranosyl, thay vi nhom OCH3 gén vao vong
glucopyranosyl trong hoat chét fondaparinux. Két
luén: Khong dép tung quy dinh vé patent cp cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Ltd 1a cong ty thudce tap doan GSK Plc)

1. Cé tai liéu cua GSK xac nhan Allen and Hanbury's Ltd 1a
cong ty thude tap doan GSK Plc (Allen and Hanbury's Ltd da
sap nhap vao Glaxo nam 1978).

2. Co6 tai liéu cua GSK xac nhan GlaxoSmithKline Australia
Pty Ltd 1a cong ty san xuét thudc tap doan GSK Plc

3. D& nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitta GlaxoSmithKline Australia Pty Ltd va GSK Plc

CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Ltd 14 cong ty thudc tdp doan GSK Plc)

1. Cé tai li€u cua GSK xac nhan Allen and Hanbury's Ltd 1a
cong ty thudc tap doan GSK Plc (Allen and Hanbury's Ltd da
xac nhép vao Glaxo nam 1978).

2. Cong ty GSK tu xac nhan GlaxoSmithKline Australia Pty
Ltd 1a cong ty san xuat thudc tap doan GSK Plc

3. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién hé gitta GlaxoSmithKline Australia Pty Ltd va GSK Plc

CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Ltd 1a cong ty thudce tap doan GSK Plc)

1. Cé tai liéu cua GSK xac nhan Allen and Hanbury's Ltd 1a
cong ty thude tap doan GSK Plc (Allen and Hanbury's Ltd da
xac nhap vao Glaxo nim 1978).

2. Co6 tai liéu cia GSK xac nhan SmithKline Beecham
Pharmaceuticals 1a cong ty san xuét thudc tap doan GSK Plc

3. D& nghi Cong ty giai trinh va cung cép tai lidu lam rd mbi
lién h¢ gitta SmithKline Beecham Pharmaceuticals va GSK Plc

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Choay, S.A (Céng ty cung cép hop dong chuyén giao giira
Sanofi-Synthelabo véi Glaxo Group Ltd, Glaxo Wellcome
Production SAS, GSK Plc)

2. Pé nghi Cong ty cung cap tai liéu v& viéc chuyén quyén s
hiru Patent tir Choay, S.A cho GSK; giai trinh vé viéc Glaxo
Wellcome Production san xudt theo ty quyén ctia Choay, S.A
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2 . Augmentin
SPK:VN-4459-07

3 . Augmentin
SPK:VN-7187-08

4 . Augmentin 625g
tablets
SPK:VN-11057-10

Amoxicillin(dudi dang Amoxicillin
trihydrate). Acid clavulanic (dudi dang
kali clavulanate)-Amoxicillin 500mg/Acid
clavulanic 62.5mg

Hop 12 gbi bot pha hdn dich

-SX: Glaxo Wellcome ProductionPhap

amoxicilin (dang trihydrat); acid
clavulanic (dang kali clavulanat)-
250mg+31,25MG

Hop 12 goi bot pha hdn dich udng

Amoxicillin(dudi dang Amoxicillin
trihydrate). Acid clavulanic (dudi dang
kali clavulanate)-Amoxicillin 500mg/Acid
clavulanic 125mg

Hop 2 vi X 7 vién nén bao phim

-SX: SmithKline Beecham
PharmaceuticalsAnh

PATENT: EP 0758235B1 (SmithKline beecham
Corporation)

PHAM VI: Vién bao polyme chira Amoxicillin va
Clavulanate

Patent EP 0758235B1 xac lap pham vi bao hd cho

vién nén chira amoxycillin va clavulanat véi ty 1€
nam trong khoang tir 6:1 dén 8:1. Tuy nhién, patent
nay khong xac 1ap pham vi bdo h¢ cho goi bot pha
hdn dich chira amoxycillin va clavulanat. Két luan:
Khoéng dap tng diéu kién vé patent cap cho hdn hop
hoat chat.Huéng khic phuc: Xac dinh chinh xac
patent xé4c 14p pham vi bao hd cho hdn hop gém
amoxycillin va clavulanat.

PATENT: EP 0758235B1 (SmithKline beecham
Corporation)

PHAM VI: Vién bao polyme chira Amoxicillin va
Clavulanate

Patent EP 0758235B1 xac lap pham vi bao hd cho
vién nén chira amoxycillin va clavulanat véi ty 1&
nam trong khoang tir 6:1 dén 8:1. Tuy nhién, patent
nay khong xac 1ap pham vi bdo h¢ cho goi bot pha
hdn dich chira amoxycillin va clavulanat. Két luan:
Khong dap tmg diéu kién vé patent cap cho hdn hop
hoat chat.Huéng khic phuc: Xac dinh chinh xac
patent xé4c 14p pham vi bao hd cho hdn hop gém
amoxycillin va clavulanat.

PATENT: EP 0758235B1 (SmithKline beecham
Corporation)

PHAM VI: Vién bao polyme chira Amoxicillin va
Clavulanate (Diém yéu cau bao ho 1; Hon hop 2 hoat
chat Amoxicillin va Clavulanate)

Piém 1 yéu cau bao ho ciia patent EP 0758235 Bl
xac 1ap pham vi bao ho cho ché pham dang vién nén
chtta amoxyclin va clavulanate véi ty 1¢
amoxyclin:clavulanate ndm trong khoang tir 6:1 dén
8:1. Ty 1¢ amoxyclin:clavulanate trong san phim
Augmentin 625g tablets 1a 4:1 va nam ngoai ty 1¢
néu trén. Do d6, patent EP 0758235 B1 khong xac
1ap pham vi bao ho cho san pham Augmentin 625g
tablets. Két luan: Khong dap ung quy dinh vé patent
cép cho hdn hop hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. SmithKline beecham Corporation (Cong ty cung cip tai liéu
sap nhdp gitta SmithKline beecham Corporation va Glaxo
Wellcome Inc)

2. Cong ty cung cap tai liéu x4c nhan Glaxo Wellcome Inc va

Glaxo Wellcome Production 1a 2 cong ty thudce tap doan GSK

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. SmithKline beecham Corporation (Cong ty cung cip tai liéu
sap nhdp gitta SmithKline beecham Corporation va Glaxo
Wellcome Inc)

2. Cong ty cung cap tai liéu x4c nhan Glaxo Wellcome Inc va
Glaxo Wellcome Production 1a 2 cong ty thudce tap doan GSK

CHU SO HUU SP: Glaxosmithkline Pte Ltd

SmithKline beecham Corporation (Cong ty cung cép tai lidu sap
nhap gilra SmithKline beecham Corporation va Glaxo
Wellcome Inc)



So.

Tén thube - SDK

5 . Augmentin SR
SPK:VN-13130-11

6 . Fraxiparin 0,3ml
SDK:VN-14178-11

7 . Fraxiparin 0,4ml
SPK:VN-14682-12

Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

Amoxicillin(duédi dang Amoxicillin
trihydrate va Amoxicillin Sodium). Acid
clavulanic (duéi dang kali clavulanate)-
Amoxicillin 1000mg/Acid clavulanic
62.5mg

Hop 7 vi X 4 vién nén bao phim

-SX: Glaxo Wellcome ProductionPhap

nadroparin calcium-2850 anti Xa [U/0,3ml

Hop 10 bom tién déng sin 0,3 ml dung
dich tiém

nadroparin calcium-3800 anti Xa 0,4ml
Hop 10 bom tién dong sin 0,4ml dung

dich tiém

-SX: Glaxo Wellcome ProductionPhap

PATENT: EP 0758235B1 (SmithKline beecham
Corporation)

PHAM VI: Vién bao polyme chira Amoxicillin va
Clavulanate

Diém 1 yéu cau bao ho ciia patent EP 0758235 B1

xac 1ap pham vi bao ho cho ché phim dang vién nén
chura amoxyclin va clavulanate voi ty 1€
amoxyclin:clavulanate ndm trong khoang tir 6:1 dén
8:1. Ty 1¢ amoxyclin:clavulanate trong san pham
Augmentin SR 13 16:1 va nim ngoai ty 1& néu trén.
Do @6, patent EP 0758235 B1 khong xac 1ap pham
vi bao ho cho san phrflm Augmentin SR. Két luan:
Khoéng dap tng quy dinh vé patent cAp cho hdn hop
hoat chét.

PATENT: EP 0623629B1 (Choay SA)

PHAM VI: Phan doan Heparin tinh khiét, quy trinh
didu ché va ché pham dugc pham cé chira ching
Patent EP 0623629B1 khong xéc 1ap pham vi bao ho
cho hoat chat Nadroparin Calcium. Cu thé, nhu duogc
thé hién tai dong 17, trang 1 cua patent nay,
Nadroparin Calcium 1a hoat chét da biét. Do do,
patent nay khong thé x4c 1ap pham vi bao ho cho
hoat chat Nadroparin Calcium.Két luan: Khong déap
{mg quy dinh v& patent cdp cho hoat chét.

PATENT: EP 0623629B1 (Choay S.A)

PHAM VI: Phan doan Heparin tinh khiét, quy trinh
didu ché va ché pham dugc pham cé chira ching
Patent EP 0623629B1 khong xac 1ap pham vi bao ho
cho hoat chét Nadroparin Calcium. Cy thé, nhu dugc
thé hién tai dong 17, trang 1 cua patent ny,
Nadroparin Calcium 14 hoat chat d biét. Do d6,
patent nay khong thé xac 1ap pham vi bao ho cho
hoat chat Nadroparin Calcium.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chét.
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CHU SO HUU SP: Glaxosmithkline Pte Ltd
1. SmithKline beecham Corporation (Cong ty cung cip tai liéu
sap nhap gitta SmithKline beecham Corporation va Glaxo
Wellcome Inc)
2. Cong ty cung cap tai liéu x4c nhan Glaxo Wellcome Inc va

Glaxo Wellcome Production 1a 2 cong ty thudc tap doan GSK

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Choay, S.A (Céng ty cung cap hop dong chuyén giao gitra
Sanofi-Synthelabo véi Glaxo Group Ltd, Glaxo Wellcome
Production SAS, GSK Plc)

2. Cong ty chua cung cép tai liéu vé viéc chuyén quyén s hiru
Patent tir Choay, S.A cho GSK

CHU SO HUU SP: Glaxosmithkline Pte Ltd

1. Choay, S.A (Céng ty cung cap hop dong chuyén giao gitra
Sanofi-Synthelabo véi Glaxo Group Ltd, Glaxo Wellcome
Production SAS, GSK Plc)

2. Cong ty chua cung cip tai liéu vé viéc chuyén quyén s hiru
Patent tu Choay, S.A cho GSK
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8 . Ventolin expectorantSalbutamol sulfat, Guaiphenesin-

Img/50mg/5ml
Hop 1chai 60ml siro
-SX: SmithKline BeechamPhilippines

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khong nim trong
danh sach 14 co quan SHTT dugc cong nhan

PHAM VI: UK: Dan xuét Phenylaminoethanol

GT: Cong ty cung cap Patent US 3644353 (Allen
and Hanbury's Limited) -> Diém 2 yéu cau bao ho
cua patent US 3644353 xac lap pham vi bao hg cho
hoat chit Salbutamol, khong phai cho hdn hop 2 hoat
chat Salbutamol sulfat, Guaiphenesin .Két luan:
khong dap Gmg quy dinh vé patent cap cho hoat chit.

37.3 Pham vi bio ho 13 dang bao ché (Tong sb: 2)

1 . Hepsera
SPK:VN-5374-10

2 . Rotarix
SPK:QLVX-HO01-
0491-12

Adefovir dipivoxil-10mg

Hop 1 10 30 vién nén

-SX: GlaxoSmithKline (Tianjin) Co.,
LtdTrung Qudc

Rotavirus ngudi sdng gidm doc luc ching
RIX4414-Liéu 1.5ml chira Rotavirus
ngudi sdng giam doc lyc ching RIX4414
khong dudi 1076.0 CCID50

Hoép 1,5,10,25,50,100 6n~g x 1.5ml. Hop 1
tuyp, 10 tuyp x 1.5ml. Hon dich uong
-SX: GlaxoSmithKline Biologicals S.ABi

38 Tén doanh nghiép dé nghi cong bo:

PATENT: US 6,541,340 B1 (Gilead Sciences Inc)
PHAM VI: US: Nucleotide analog compositios ->
Pham vai bao hd 1a dang tinh thé cua Adefovir
dipivoxil

PATENT: EP 1 863 526 B1 (GlaxoSmithKline
Biologicals)

PHAM VI: EP: Vaccin rotavirus giam dong luc song
sir dung dudng udng -> Pham vi bao ho 1a dang bao
ché san phdm

VPBDD Hoffmann - L.a Roche Ltd.
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Quyén s& hiru, chuyén giao_patent
CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Ltd 1a cong ty thudc tdp doan GSK Plc)
1. Co tai liéu cia GSK xac nhan Allen and Hanbury's Ltd 1a
cong ty thudc tap doan GSK Plc (Allen and Hanbury's Ltd da
xac nhap vao Glaxo nam 1978).
2. C6 tai liéu ctia GSK xac nhan SmithKline Beecham
Pharmaceuticals 1a cong ty san xuat thudc tap doan GSK Plc

CHU SO HUU SP: GlaxoSmithkline Pte Ltd

1. Gilead Sciences Inc

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gitta Gilead Sciences Inc va GSK Plc va cung cap tai liéu
1am rd mdi lién hé giita GlaxoSmithKline (Tianjin) Co., Ltd

va GSK Plc

CHU SO HU'U SP: GlaxoSmithKline Pte., Ltd
GlaxoSmithKline Biologicals

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 14).

38.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 10)

1 . Dilatrend
SPK:VN-11871-11

Carvedilol-12,5 mg
Hop 3 vi x 10 vién nén
-SX: Roche S. p. Altaly

PATENT: EP 0004920 B1 (Boehringer Mannheim
BmbH, Germany)

US 4,503,067(Bochringer Mannheim BmbH,
Germany)

PHAM VI: US: Hoat chat Carbazolyl - (4)-
Oxypropanolamine (Carvedilol - Martindal) (diém
yéu cau bao ho 8, hoat chat Carvedilol)

Piém 8 yéu cau bao ho cua patent US 4503067 xac
1ap pham vi bao ho cho hoat chét Carvedilol. Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

CHU SO HU'U SP: S6 hitu: F. Hoffomann La Roche Ltd.
Switzerland.

1. Bé nghi Cong ty cung cap tai lidu xac nhan chuyén giao
quyén s hitu patent ciia Boehringer Mannheim BmbH,
Germany cho chii s¢ hitu san pham (F. Hoffomann La Roche
Ltd.).

2. Giai trinh vé viéc Roche S. p. A san xuét theo tiy quyén va
tiéu chuan cua F. Hoffomann La Roche Ltd.
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2 . Dilatrend
SPK:VN-11871-11

3 . Dilatrend
SPK:VN-11871-11

4 . Herceptin
SPK:VN-5532-08

5 . Herceptin
SPK:VN-8688-09

Carvedilol-6,25 mg
Hop 3 vi x 10 vién nén
-SX: Roche S. p. Altaly

Carvedilol-25 mg
Hop 3 vi x 10 vién nén
-SX: Roche S. p. Altaly

Trastuzumab-150mg

Hop 1 1o B0t ¢6 dac dé pha dung dich tiém
truyén 150 mg

-SX: Roche Diagmostics GmbHThuyy Sy

Trastuzumab-440mg

Hop 1 1o bt va 1 1o 20 ml nude pha tiém
Bot c6 diic dé pha dung dich tiém truyén
440mg

-SX: Genetech IncAmerica

PATENT: EP 0004920 B1 (Boehringer Mannheim
BmbH, Germany)

US 4,503,067(Bochringer Mannheim BmbH,
Germany)

PHAM VI: US: Hoat chat Carbazolyl - (4)-
Oxypropanolamine (Carvedilol - Martindal) (diém
yéu cau bao ho 8, hoat chét Carvedilol)

Diém 8 yéu ciu bao ho cua patent US 4503067 xac
1ap pham vi bao ho cho hoat chat Carvedilol.Két
luan: Pap tmg quy dinh vé patent cap cho hoat chit.

PATENT: EP 0004920 B1 (Boehringer Mannheim
BmbH, Germany)

US 4,503,067(Bochringer Mannheim BmbH,
Germany)

PHAM VI: US: Hoat chat Carbazolyl - (4)-
Oxypropanolamine (Carvedilol - Martindal) (diém
yéu cAu bao ho 8, hoat chat Carvedilol)

Piém 8 yéu cau bao ho cua patent US 4503067 xac
1ap pham vi bao ho cho hoat chét Carvedilol. Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: EP 0590058 B1 (Genetech Inc. US)
PHAM VI: Humanized Heregulin Antibody
(Trastuzumab - Merck Index 2011) -> Giai trinh lam
rd pham vi bao ho 1a hoat chét Trastuzumab

Diém 10 yéu cdu bao ho cua patent EP 0590058 B1
xac 1ap pham vi bao hd cho hoat chét Trastuzumab.
Ké} luan: Péap tng quy dinh vé patent cap cho hoat
chat.

PATENT: EP 0590058 B1 (Genetech Inc. US)
PHAM VI: Humanized Heregulin Antibody
(Trastuzumab - Merck Index 2011)

Diém 10 yéu cau bao ho cua patent EP 0590058 Bl
xac 1ap pham vi bao hd cho hoat chét Trastuzumab.
Ké} luan: Dap tmg quy dinh vé patent cip cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: S6 hitu: F. Hoffomann La Roche Ltd.
Switzerland.

1. Bé nghi Cong ty cung cap tai lidu xac nhan chuyén giao
quyén so hitu patent ciia Boehringer Mannheim BmbH,
Germany cho chil s6 hitu san pham (F. Hoffomann La Roche
Ltd.).

2. Giai trinh v& viéc Roche S. p. A san xuét theo Gy quyén va
tiéu chuan ctia F. Hoffomann La Roche Ltd.

CHU SO HU'U SP: S6 hitu: F. Hoffomann La Roche Ltd.
Switzerland.

1. Bé nghi Cong ty cung cap tai lidu xac nhan chuyén giao
quyén s¢ hitu patent ctia Boehringer Mannheim BmbH,
Germany cho chii s¢ hitu san pham (F. Hoffomann La Roche
Ltd.).

2. Giai trinh vé viéc Roche S. p. A san xuét theo uy quyén va
tiéu chuan cua F. Hoffomann La Roche Ltd.

CHU SO HU'U SP: Chii s6 hitu Trademark: Genetech Inc US.
Chu s¢ hitu san phim: F. Hoffmann-La Roche Ltd Switzerland.
San xuét tai My: Genetech Inc US. (theo CPP US FDA cip).

1. Vin ban ctua Roche vé phan phéi doc quyén san pham tai
Viét Nam.

2. Giai trinh v& viéc Roche Diagmostics GmbH san xuat theo
lly quyén va tiéu chuan cta Genetech Inc va giai trinh vé viéc
chuyén nhuong Patent giita Genetech Inc. US va F. Hoffmann-
La Roche Ltd

CHU SO HU'U SP: Chii s6 hitu Trademark: Genetech Inc US.
Chu s¢ hitu san pham: F. Hoffmann-La Roche Ltd Switzerland.
San xuét tai My: Genetech Inc US. (theo CPP US FDA cép).

1. Vin ban cta Roche vé phan phdi doc quyén san pham tai
Viét Nam. _

2. Dé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Genetech Inc. US va F. Hoffmann-La Roche Ltd
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6 . Herceptin
SDK:VN-10292-10

7 . Tamiflu
SPK:VN-7670-09

8 . Tamiflu
SPK:VN-7669-09

9 . Tamiflu
SPK:VN-7670-09

10 . Tamiflu
SPK:VN-8396-09

Trastuzumab-150mg
Hop 1 lo Bot pha dung dich truyén 150mg
-SX: F. Hoffmann-La Roche Ltdbtc

Oseltamivir-75mg
Hop 1 vix 10 vién nang 75 mg
-SX: Cenexi SASFrance

Oseltamivir-75mg
Hop 1 vi x 10 vién nang 75 mg
-SX: Cenexi SASFrance

Oseltamivir-75mg

Hop 1 vi x 10 vién nang 75 mg
-SX: Catalent Germany schorndorf
GmbHGermany

Oseltamivir-75mg
Hop 1 vi x 10 vién nang 75 mg
-SX: F. Hoffmann-La Roche LtdThuy S§

PATENT: EP 0590058 B1 (Genetech Inc. US)
PHAM VI: Humanized Heregulin Antibody
(Trastuzumab - Merck Index 2011) -> Giai trinh 1am
rd pham vi bao hé 1a hoat chét Trastuzumab

Diém 10 yéu cau bao ho cua patent EP 0590058 B1
xac 1ap pham vi bao hd cho hoat chét Trastuzumab.
Ké} luan: Dap tmg quy dinh vé patent cip cho hoat
chat.

PATENT: EP 0759917 B1 (Gilead Sciences Inc.)
PHAM VI: Hoat chét &rc ché chon loc neuraminidaza
virus hodc vi khuan (diém yéu cau bao ho 99, Hoat
chét Oseltamivir)

Diém 99 yéu cau bao ho cua patent EP 0759917 B1
xac 1ap pham vi bao ho cho hoat cht Oseltamivir.Két
luan: Dap tmg quy dinh vé patent cip cho hoat chét.

PATENT: EP 0759917 B1 (Gilead Sciences Inc.)
PHAM VI: Hoat chét trc ché chon loc neuraminidaza
virus hodc vi khudn (diém yéu cau bao ho 99, Hoat
chat Oseltamivir)

Diém 99 yéu cau bao ho cua patent EP 0759917 Bl
xac 1ap pham vi bao hd cho hoat chat Oseltamivir.Két
luan: Pap ung quy dinh vé patent cip cho hoat chat.

PATENT: EP 0759917 B1 (Gilead Sciences Inc.)
PHAM VI: Hoat chét trc ché chon loc neuraminidaza
virus hodc vi khuin (diém yéu cAu bao ho 99, Hoat
chat Oseltamivir)

Diém 99 yéu cu bao ho ctia patent EP 0759917 B1
xac 1ap pham vi bao hd cho hoat chét Oseltamivir.Két
luan: Pap tng quy dinh vé patent cap cho hoat chat.

PATENT: EP 0759917 B1 (Gilead Sciences Inc.)
PHAM VI: Hoat chét trc ché chon loc neuraminidaza
virus hodc vi khuan (diém yéu cau bao ho 99, Hoat
chét Oseltamivir)

Diém 99 yéu cau bao ho cua patent EP 0759917 B1
xac 1ap pham vi bao ho cho hoat chat Oseltamivir. Két
luan: Péap tng quy dinh vé patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Chii s6 hitu Trademark: Genetech Inc US.
Chu s¢ hitu san pham: F. Hoffmann-La Roche Ltd Switzerland.
San xuét tai My: Genetech Inc US. (theo CPP US FDA cap).

1. Vin ban cta Roche vé phan phdi doc quyén san pham tai
Viét Nam.

2. Pé nghi Cong ty giai trinh va cung cap tai liéu vé viéc
chuyén nhuong Patent gitra Genetech Inc. US va F. Hoffmann-
La Roche Ltd

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

1. Chua c6 tai liéu chimg nhan chuyén quyén so hitu Patent tir
Gilead Sciences Inc. cho F. Hoffmann - La Roche Ltd. -> B
sung tai liéu

2. Giai trinh vé viéc Cenexi SAS san xuét theo iy quyén cta F.
Hoffmann - La Roche Ltd.

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

1. Chua c6 tai liéu chirng nhan chuyén quyén s& hiru Patent tir
Gilead Sciences Inc. cho F. Hoffmann - La Roche Ltd. -> B
sung tai li¢u

2. Giai trinh v& viéc Cenexi SAS san xuét theo tiy quyén cua F.
Hoffmann - La Roche Ltd.

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

1. Chua c6 tai liéu chirng nhan chuyén quyén s& hiru Patent tir
Gilead Sciences Inc. cho F. Hoffmann - La Roche Ltd. -> B6
sung tai liu

2. Giai trinh vé viéc Catalent Germany schorndorf GmbH san
xuét theo lly quyén va tiéu chuan cua F. Hoffmann - La Roche
Ltd.

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

Chua c6 tai liéu chung nhan chuyén quyén s& hitu Patent tir
Gilead Sciences Inc. cho F. Hoffmann - La Roche Ltd. -> Bb
sung tai liéu
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38.2 Khéong dap &ng quy dinh (Tong sb: 4)

1 . Mabthera
SPK:VN1-567-11

2 . Mabthera
SPK:VN1-566-11

3 . Mabthera
SPK:VN-5536-08

Rituximab-10mg/ml

Hop 1 1o 50ml c6 dac dé pha dung dich
truyén

-SX: Roche Diagnostics GmbHDirc

Rituximab-10mg/ml

Hop 2 lo 10ml c6 dic dé pha dung dich
truyén

-SX: Roche Diagnostics GmbHDuc

Rituximab-10mg/ml

Hop 2 lo 10ml 6 dic dé pha dung dich
truyén

-SX: F.Hoffmann-La Roche Ltd.Thuy S§

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 1a quy trinh didu ché khong phai 1a hoat chét.
GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 xac lap pham vi bao ho cho khang thé khang
CD20 dang khdm c6 hoat tinh mién dich dugc tao ra
tur transfectoma chira khang CD20 trong TCAESR (v6i
s6 hidu luu gitr ATCC 6919). Do thiéu thong tin vé
phuong phap san xuit Rituximab nén chua thé dua ra
két luan 1a patent VN 989 c6 xac 1ap pham vi bao ho
cho hoat chat RItuximab hay khong Két luan: Khong
dap tung quy dinh vé patent cip cho hoat chat.

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 1a quy trinh diéu ché khong phia 1a hoat chét.
GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 xac lap pham vi bao ho cho khang thé khang
CD20 dang khdm c6 hoat tinh mién dich dugc tao ra
tir transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu luu giir ATCC 6919). Do thiéu thong tin vé
phuong phap san xuat Rituximab nén chua thé dua ra
két luan 1a patent VN 989 c6 xac 1ap pham vi bao hod
cho hoat chét RItuximab hay khong. Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 14 quy trinh diéu ché khong phai 14 hoat chat.
GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 x4c lap pham vi bao ho cho khang thé khang
CD20 dang khdm c6 hoat tinh mién dich dugc tao ra
tir transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu luu giir ATCC 6919). Do thiéu thong tin vé
phuong phap san xuit Rituximab nén chua thé dua ra
két luan l1a patent VN 989 c6 xac 1ap pham vi bao ho
cho hoat chét RItuximab hay khong. Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: F.Hoffmann-La Roche Ltd.

1. Cé tai li€u xac nhan sy sap nhap Biogen Idec Inc. vao
Genetich Inc. va tir Genetich Inc. vao F.Hoffmann-La Roche Ltd.
2. P& nghi Cong ty giai trinh va cung cép tai liéu lam rd mbi

lién hé gitta Roche Diagnostics GmbH va F.Hoffmann-La Roche
Ltd.

CHU SO HU'U SP: F.Hoffmann-La Roche Ltd.
Co tai liéu xac nhan sy sap nhap Biogen Idec Inc. vao Genetich
Inc. va tir Genetich Inc. vao F.Hoffmann-La Roche Ltd.

CHU SO HU'U SP: F.Hoffmann-La Roche Ltd.
Co tai liéu xac nhan sy sap nhap Biogen Idec Inc. vao Genetich
Inc. va tir Genetich Inc. vao F.Hoffmann-La Roche Ltd.
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Rituximab-10mg/ml

Hop 1 lo 50ml c¢6 dic dé pha dung dich
truyén

-SX: F.Hoffmann-La Roche Ltd.Thuy S§

4 . Mabthera
SPK:VN-5535-08

39 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 1a quy trinh diéu ché khong phai 1a hoat chét.
GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 xac lap pham vi bao ho cho khang thé khang
CD20 dang kham cé hoat tinh mién dich dugc tao ra
tur transfectoma chira khang CD20 trong TCAES (véi
s6 hiéu luu giit ATCC 6919). Do thiéu thong tin vé
phuong phép san xuét Rituximab nén chua thé dua ra
két luan 1a patent VN 989 c6 xac 1ap pham vi bao ho
cho hoat chét RItuximab hay khong. Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.

VPDD Ipsen Pharma

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 3).

39.1 Pham vi bio ho 13 dang bao ché (Tong sb: 2)

1 . Diphereline 3.75mg Triptorelin-3.75mg
Hop dung 1 lo thude bot, 1 bng dung moéi,
1 6ng tiém va 2 kim tiém
-SX: Ipsen Pharma BiotechPhap

2 . Dysport
SPK:VN-9461-10

Clostridium botulium type A toxin-
hemagglutinin complex-500U

Hop chira 1 lo dung thudc bot dong kho
pha tiém

-SX: Ipsen Biopharrma LTdAnh

39.2 Xin v kién Hoi dong (Tong sb: 1)

Dich chiét ginkgo biloba-40mg
Vién nén bao film. Hop 2 vi x 15 vién
-SX: Beaufor Ipsen IndustriePhap

1 . Tanakan
SPK:VN-3853-07

PATENT: EP 1343808B1 (Ipsen Manufacturing
Ireland Ltd)

EP 2246063A1

PHAM VI: EP 1343808B1: Quy trinh tong hop
LHRH peptide -> Pham vi bao h¢ 1a quy trinh bao
ché, khong phai 1a hoat chét Triptorelin

PATENT: EP 2269631A2 (Ipsen Biopharrma Ltd)
PHAM VI: EP: Ché pham duoc pham chira
botulinum neurotoxin st dung lam thudc va my
pham -> Pham vi bao ho 1a dang bao ché, khong phai
1a hoat chét Clostridium botulium type A

PATENT: EP 0431 535B1 (Dr. Willimar Schabe
GmbH&Co)

PHAM VI: EP 0431 535B1: Chiét xuét tir 14 cay
ginkgo biloba, phuong phép didu ché va ché pham
dugc phim chira chiét xuat (Diém yéu ciu bao ho 1;
Hdn hop hoat chat trong dich chiét ginkgo biloba)
Diém 1 va 2 yéu cau bao ho ciia patent EP 0431535
B1 xac 1ap pham vi bao ho cho san pham chiét tir 14
ciy Ginkgo biloba.Két luan: Péap tng quy dinh vé
patent cp cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: F.Hoffmann-La Roche Ltd.
Co tai liéu xac nhan sy sap nhap Biogen Idec Inc. vao Genetich
Inc. va tir Genetich Inc. vao F.Hoffmann-La Roche Ltd.

CHU SO HU'U SP: Ipsen Pharma

1. Ipsen Manufacturing Ireland Ltd

2.D¢é nghi Cong ty giai trinh va 1am rd mbi lién hé giira Ipsen
Pharma Biotech va Ipsen Manufacturing Ireland Ltd

CHU SO HU'U SP: Ipsen Pharma
Ipsen Biopharrma Ltd

CHU SO HU'U SP: Ipsen Pharma

1. Ipsen S.A.

2. Cong ty cung cap hop déng chuyén quyén s hitu Patent tir
Dr. Willimar Schabe GmbH&Co cho Ipsen SA tai thi truong
Phéap nam 2006

3. Ngay luu hanh lan dau trén CPP: ngay 28/6/1990

-> Pé nghi Cong ty bo sung, gidi trinh vé viéc duogc chuyén
nhuong Patent nim 2006 (sau thoi diém luu hanh 1dn dau nim
1990)
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Sb.
4

0 Tén doanh nghiép dé nghi cong bo:

VPDD Janssen-Cilag L.td.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 8).

40.1 B6 sung tai lidu vé viéc chuyén nhwong Patent (Tong sé: 7)

1 . Prograf 0.5mg
SPK:VN- 14708-12

2 . Prograf 1mg
SPK:Vn-14709-12

3 . Prograf Smg/ml
SPK:VN-15475-12

Tacrolimus-0.5mg
Hop 5 vi x 10 vién nang
-SX: Astellas Ireland Co., LtdIreland

Tacrolimus-1mg
Hop 5 vi x 10 vién nang
-SX: Astellas Ireland Co., LtdIreland

Tacrolimus-5mg/ml
Hop 10 éng dung dich tiém
-SX: Astellas Ireland Co., LtdIreland

PATENT: US 4,894,366 (Fujisawa Pharmaceutical
Company Ltd)

PHAM VI: US: Hop chét Tricyclo, quy trinh san
xudt va ché pham duoc phim (Piém yéu ciu bao ho
5; Hoat chit Tacrolimus)

Piém 5 yéu cau bao ho cua patent US 4894366 xac
lap pham vi bao ho cho hoat chat Tacrolimus (xem:
hop chét ¢ trang 17, dong 5-25, phan mé ta).Két
luan: Péap tng quy dinh vé& patent cép cho hoat chat.

PATENT: US 4,894,366 (Fujisawa Pharmaceutical
Company Ltd)

PHAM VI: US: Hop chét Tricyclo, quy trinh san
xudt va ché pham duoc pham (Piém yéu ciu bao ho
5; Hoat chét Tacrolimus)

Diém 5 yéu cau bao ho ciia patent US 4894366 xéac
1ap pham vi bao ho cho hoat chét Tacrolimus (xem:
hop chét & trang 17, dong 5-25, phan mo ta). Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 4,894,366 (Fujisawa Pharmaceutical
Company Ltd)

PHAM VI: US: Hop chat Tricyclo, quy trinh san
xuét va ché pham dugc pham (Piém yéu ciu bao ho
5; Hoat chét Tacrolimus)

Diém 5 yéu cau bao ho ciia patent US 4894366 xéac
14p pham vi bao h¢ cho hoat chat Tacrolimus (xem:
hop chit & trang 17, dong 5-25, phan mo ta).Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Janssen- Cillag Ltd 9theo ty quyén cua
Atellas Pharma Inc)

1. Chu s¢ hitu trén Patenet: Fujisawa Pharmaceutical Company
Ltd (nay la Atellas Pharma Inc)

2. Cong ty cung cip gidy iy quyén cta chu s hitu patent
Astellas Pharma Inc (Fujisawa Pharmaceutical Company Ltd da
sap nhap v6i Yamanouchi Pharmaceutical Co Ltd va déi tén
thanh Astellas Pharma Inc) cho Janssen- Cillag Ltd 1a cht s&
hitu san phém tai Viét Nam

3. Dé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitta Astellas Ireland Co., Ltd va Atellas Pharma Inc

CHU SO HU'U SP: Janssen- Cillag Ltd (theo iy quyén cua
Atellas Pharma Inc)

1. Chu s¢ hitu trén Patenet: Fujisawa Pharmaceutical Company
Ltd (nay la Atellas Pharma Inc)

2. Cong ty cung cap gidy iy quyén cua chi s¢ hiru patent
Astellas Pharma Inc (Fujisawa Pharmaceutical Company Ltd da
sap nhap voi Yamanouchi Pharmaceutical Co Ltd va ddi tén
thanh Astellas Pharma Inc) cho Janssen- Cillag Ltd 1a chu s&
hiru san phém tai Viét Nam

3. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta Astellas Ireland Co., Ltd va Atellas Pharma Inc

CHU SO HU'U SP: Janssen- Cillag Ltd (theo sy iy quyén cta
Atellas Pharma Inc)

1. Chu so hitu trén Patenet: Fujisawa Pharmaceutical Company
Ltd (nay la Atellas Pharma Inc)

2. Cong ty cung cap gidy iy quyén ciia chu sd hitu patent
Astellas Pharma Inc (Fujisawa Pharmaceutical Company Ltd da
sap nhap voi Yamanouchi Pharmaceutical Co Ltd va ddi tén
thanh Astellas Pharma Inc) cho Janssen- Cillag Ltd 1a chu sé
hiru san phém tai Viét Nam

3. D& nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitta Astellas Ireland Co., Ltd va Atellas Pharma Inc

Page 42 of 61



S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

4 . Protopic 0.03%
SPK:VN-9711-10

5 . Protopic 0.1%
SPK:VN-9712-10

6 . Velcade
SPK:VN-12515-11

7 . Velcade
SPK:VN-8765-09

Tacrolimus hydrate, trong duong 3mg
Tacrolimus-0.03%

Hop 1 tuyp 10g thudec ma

-SX: Astellas Toyama Co., Ltd. Toyama
PlantNhat Ban

Tacrolimus hydrate, tuong duong 10mg
Tacrolimus-0.10%

Hop 1 tuyp 10g thubc m&

-SX: Astellas Toyama Co., Ltd. Toyama
PlantNhat Ban

Bortezomib-3.5 mg

Hop 1 lo. Bot pha dung dich tiém
-SX: Pierre Fabre Medicament
ProductionPhap

Bortezomib-1 mg
Hop 1 1o 1mg. Bt pha tiém
-SX: Ben Venue Laboratories IncUSA

PATENT: US 4,894,366 (Fujisawa Pharmaceutical
Company Ltd)

PHAM VI: US: Hop chat Tricyclo, quy trinh san
xudt va ché pham duoc pham (Piém yéu ciu bao ho
5; Hoat chat Tacrolimus)

Piém 5 yéu cau bao ho cuia patent US 4894366 xac
1ap pham vi bao ho cho hoat chét Tacrolimus (xem:
hop chit ¢ trang 17, dong 5-25, phan mo ta).Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 4,894,366 (Fujisawa Pharmaceutical
Company Ltd)

PHAM VI: US: Hop chat Tricyclo, quy trinh san
xudt va ché pham duoc pham (Piém yéu ciu bao ho
5; Hoat chét Tacrolimus)

Diém 5 yéu cau bao ho ciia patent US 4894366 xéac
14p pham vi bao h¢ cho hoat chat Tacrolimus (xem:
hop chit & trang 17, dong 5-25, phan mo ta).Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 5,780,454 (ProScript Inc)

PHAM VI: US: Cac hop chat ester va acid boronic
(Dlem yéu ciu bao ho 17; Hoat chat Bortezomib)
Diém 17 yéu ciu bao ho cua patent US 5780454 xac
1ap pham vi bao hd cho hoat chit Bortezomib.Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 5,780,454 (ProScript Inc)

PHAM VI: US: Cac hop chit ester va acid boronic
(Diém yéu cau bao ho 17; Hoat chit Bortezomib)
Diém 17 yéu cu bao ho cua patent US 5780454 x4c
1ap pham vi bao hd cho hoat chit Bortezomib.Két
luan: Pap tmg quy dinh vé patent cap cho hoat chit.

40.2 Pham vi biao ho 13 dang bao ché (Tong sb: 1)

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Janssen- Cillag Ltd (theo sy iy quyén cta
Atellas Pharma Inc)

1. Chu so hitu trén Patenet: Fujisawa Pharmaceutical Company
Ltd (nay la Atellas Pharma Inc)

2. Cong ty cung cap glay uy quyen cua chu sé hitu patent
Astellas Pharma Inc (Fujisawa Pharmaceutical Company Ltd da
sap nhap v&i Yamanouchi Pharmaceutical Co Ltd va ddi tén
thanh Astellas Pharma Inc) cho Janssen- Cillag Ltd 1a chu s&
htru san phém tai Viét Nam

3. P& nghi Cong ty giai trinh va cung cip tai lidu 1am & mbi
lién h¢ gitta Astellas Toyama Co., Ltd. Toyama Plant va
Atellas Pharma Inc

CHU SO HU'U SP: Janssen- Cillag Ltd (theo sy Gy quyén cua
Atellas Pharma Inc)

1. Chu so hitu trén Patenet: Fujisawa Pharmaceutical Company
Ltd (nay la Atellas Pharma Inc)

2. Cong ty cung cap gidy iy quyén ciia chu s¢ hitu patent
Astellas Pharma Inc (Fujisawa Pharmaceutical Company Ltd da
sap nhap v6i Yamanouchi Pharmaceutical Co Ltd va dbi tén
thanh Astellas Pharma Inc) cho Janssen- Cillag Ltd 1a chu sé
hiru san phém tai Viét Nam

3. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta Astellas Toyama Co., Ltd. Toyama Plant va
Atellas Pharma Inc

CHU SO HU'U SP: Janssen-Cilag Ltd

1. ProScript Inc

2.Cong ty cung cip gidy uy quyén Janssen Biotech Inc cho
Janssen-Cilag Ltd _

3.bé nghi Cong ty cung cAp tai liéu vé viéc chuyén nhuong
Patent gitra ProScript Inc va Janssen Biotech Inc; va viéc Pierre
Fabre Medicament Production san xuét theo tiy quyén cta
ProScript Inc

CHU SO HU'U SP: Janssen-Cilag Ltd

1. ProScript Inc

2.Cong ty cung cip giéy ity quyén Janssen Biotech Inc cho
Janssen-Cilag Ltd _

3.bé nghi Cong ty cung cp tai liéu vé viéc chuyén nhuong
Patent gitta ProScript Inc va Janssen Biotech Inc va viéc Ben
Venue Laboratories Inc san xuat theo iy quyén cua ProScript
Inc
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1 . Caelyx
SPK:VN-14212-11

Doxorubicine HCI-2mg/ml

Dung dich ddm déc pha tiém truyén tinh
mach. Hop 1 6ng 10ml

-SX: Ben Venue Laboratories IncM¥y

41 Tén doanh nghiép dé nghi cong bé:

PATENT: US 5013556 (Liposome Technology)
PHAM VI: US: Liposome vdi viéc tang thoi gian
tuan hoan -> Pham vi bao ho 1a dang bao ché, khong
phai 14 hoat chat Doxorubicine

VPDD Merck KGaA

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).

41.1 Pham vi bio ho 13 dang bao ché (Téng sb: 1)

1 . Saizen
SPK:VN-3964-07

Somatropin-10 IU (3.33mg)
Hop chira 1 1o bot va 1 lo dung mdi
-SX: Merck Serono S.AThuy S§

PATENT: EP 0 804 223 B1 (Appiled Research
Systems AS holding) i
PHAM VI: EP: Ch¢ pham dugc pham chira HGH ->

Pham vi bao hd 1a dang bao ché, khong phai cho hoat

chét Somatropin

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Janssen-Cilag Ltd (theo ity quyén cta Alza
Corporation)

1. Liposome Technology

2.Cong ty cung cip tai lidu xac nhan Liposome Technology
sap nhap thanh Alza Corporation

CHU SO HUU SP: Merck KGaA

1. Appiled Research Systems AS holding

2.Cong ty xac nhén Appiled Research Systems AS holding la
cong ty con 100% cta Merck Serono SA va Merck Serono SA
la cong ty con cia Merck KGaA

42 Tén doanh nghiép dé nghi cong b6: VPDPD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 31).

42.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 12)

1 . Aerius Syrup 60mL,Desloratadine-60 mL
H/1 chai Sird; Hop 1 chai
SPK:VN-14268-11 -SX: Schering - Plough Labo N.V.Bi

2 . Aerius Tab Smg, Desloratadine -5mg
H/10 vién Vién nén bao mang phim; Hop 1 vi X 10
SPK:VN-6309-08 vién

-SX: SP Labo N.V.Bi

PATENT: EP 0152897 B1 (Schering Corporation)
PHAM VI: EP: Piém yéu ciu bao ho 1; Hoat chét
Desloratadine

Diém 1 yéu cau bao ho cua patent EP 0152897 Bl
xac 1ap pham vi bao ho cho hoat chét desloratadine.
Ké} luan: Dap umg quy dinh vé patent cip cho hoat
chat.

PATENT: EP 0152897 B1 (Schering Corporation)
PHAM VI: EP: Biém yéu ciu bao ho 1; Hoat chét
Desloratadine

Diém 1 yéu cau bao ho ciia patent EP 0152897 B1
xac 1ap pham vi bao hd cho hoat chét desloratadine.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

CHU SO HU'U SP: Merck Sharp & Dohme

1. Schering Corporation

2. Pé nghi Cong ty cung cap tai lidu vé viéc chuyén nhuong
Patent gitra Schering Corporation va Merck Sharp & Dohme
Corporation; giai trinh v& viéc SP Labo N.V. san xuit theo ay
quyén va tiéu chuin cia Merck Sharp & Dohme Corporation

CHU SO HU'U SP: Merck Sharp & Dohme

1. Schering Corporation

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gilta Schering Corporation va Merck Sharp & Dohme
Corporation; giai trinh vé viéc SP Labo N.V. san xuit theo ay
quyén va tiéu chuan cta Merck Sharp & Dohme Corporation
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3 . Clarityne Syr 60ml Loratadine-60 mL
SPK:VN-11320-10 Syrup; Mbi hop chira 1 chai
-SX: PT Schering Plough Indonesia
TbkIndonesia

4 . Clarityne Tab 10mg,Loratadine -10 mg
H/10 vién Vién; Mbi hop chira 10 vién
SPK:VN-8888-09 -SX: PT Schering Plough Indonesia
TbkIndonesia

5 . Cozaar 50 mg, H/30 Losartan-50 mg
vién Vién nén bao phim; Hop 2 vi x 15 vién nén
SPK:VN-10414-10 bao phim

-SX: Merck Sharp & Dohme Ltd.Anh Quéc

6 . Gracial
SPK:VN-15549-12

Desogestrel; Ethinyl Estradiol-Vi 7 vién
xanh (0,025mg/0,04mg) + 15 vién tring
(0,125mg/ 0,03mg)

Vién nén; Hop chira vi 7 vién xanh
(0,025mg/0,04mg) + 15 vién tring
(0,125mg/ 0,03mg)

-SX: ORGANON (IRELAND)
LIMITEDIreland

7 . Livial 2.5mg, H/28
vién
SPK:VN-12583-11

Tibolone 2,5mg-2,5 mg
Vién; Mdi hop chira 28 vién
-SX: N.V. ORGANONHa Lan

PATENT: EP 0042544 B1 (Schering Corporation)
PHAM VI: EP: Novel antihistamines, process for
their preparation and pharmaceutical compositions
containing them

Diém 10 yéu cau bao ho cua patent EP 0042544 B1
xac 1ap pham vi bao hd cho hoat chit Loratadine. K ét
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: EP 0042544 B1 (Schering Corporation)
PHAM VI: EP: Novel antihistamines, process for
their preparation and pharmaceutical compositions
containing them (Piém yéu cau bao ho 10)

Diém 10 yéu cau bao ho cua patent EP 0042544 B1
xac 1ap pham vi bao ho cho hoat chét Loratadine. Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 5138069 (E.I Du pont de Nemours
and Company)

PHAM VI: US: Angiotensin II receptor blocking
imidazoles (Piém yéu cau bao hd 5; Hoat chat
Losartan)

Diém 5 yéu ciu bao ho cua patent US 5138069 xac
1ap pham vi bao hd cho hoat chét Losartan.Két luan:
Pap tmg quy dinh vé patent cip cho hoat chit.

PATENT: US 4378356 (Akzon NV)

PHAM VI: US: Multi-phase combination-type
sequential preparation for oral contraception and
method of oral contraception (diém yéu ciu bao ho 1;
Hbn hop 2 hoat chét Desogestrel va Ethinyl

Estradiol)

Diém 1 yéu ciu bao ho cua patent US 4378356 xac
1ap pham vi bao ho cho hdn hop gdm hai hoat chét

Desogestrel va Ethinyl Estradiol. Két luan: Dap tmg

PATENT: US 3340279 (Organon Inc)

PHAM VI: US: 7alpha-methyl-steroids ctia oestrane
(Diém yéu cAu bao ho 3; hoat chét Tibolone )

Diém 3 yéu cau bao ho cuia patent US 3340279 xéac
1ap pham vi bao hé cho hoat chét Tibolone.Két luan:
Dap tmg quy dinh vé patent cip cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

1. Schering Corporation

2. Cong ty Merck & Co Inc xac nhén da sap nhép vadi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

3. Pé nghi Cong ty giai trinh vé viéc PT Schering Plough
Indonesia Tbk san xudt theo uy quyén va tiéu chuén ciia Merck
Sharp & Dohme Corporation

CHU SO HU'U SP: Merck Sharp & Dohme

1. Schering Corporation

2. Cong ty Merck & Co Inc xéc nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

3. Dé nghi Cong ty giai trinh vé viéc PT Schering Plough
Indonesia Tbk san xudt theo uy quyén va tiéu chuén ciia Merck
Sharp & Dohme Corporatio

CHU SO HU'U SP: Merck Sharp & Dohme

1. E.I Du pont de Nemours and Company

2. Pé nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gitta E.I Du pont de Nemours and Company va Merck
Sharp & Dohme Corpporation

CHU SO HU'U SP: Merck Sharp & Dohme

1.Akzon NV

2. Pé nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gitta Akzo NV va Merck Sharp & Dohme Corpporation
3. Giai trinh vé viéc ORGANON (Ireland) Limitted.san xuat

theo iy quyén va tiéu chun cua Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

1. Organon Inc

2.D¢é nghi Cong ty giai trinh vé viéc chuyén nhuong Patent giita
Organon Inc va Merck Sharp & Dohme va viéc N.V.
ORGANON san xuit theo y quyén va tiéu chuén ctiia Merck
Sharp & Dohme
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Montelukast-4 mg
Cém uéng; Hop 7 gobi; 28 goi cém uéng
-SX: Merck Sharp & Dohme Corp.Hoa Ky

8 . Singulair - com
uong

9 . Singulair Chewable Montelukast-4 mg
4mg, H/28 vién Vién nhai; Hop 4 vi x 7 vién nhai
SPK:VN-15095-12 -SX: Merck Sharp & Dohme Ltd.Anh Quéc

10 . Singulair Chewable Montelukast-5 mg
5mg, H/28 vién Vién nhai; Hop 4 vi x 7 vién nhai
SPK:VN-14266-11 -SX: Merck Sharp & Dohme Ltd.Anh Quéc

11 . Singulair Tab 10mg,Montelukast-10 mg
H/28 vién Vién nén bao phim; Hop 4 vi x 7 vién nén
SDK:VN-14267-11 bao phim
-SX: Merck Sharp & Dohme Ltd.Anh Quéc

12 . Temodal 100mg, H/5Temozolomide 100mg-100 mg
vién Vién; Mbi hop chira 5 vién
SPK:VN-4686-07 -SX: Orion PharmaPhéan Lan

PATENT: US 5565473 (Merck Frosst Canada Inc)
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Diém yéu cau bao ho
7, 18 (cu thé), 19 (dang mubi Natri); Hoat chat
Montelukast)

Diém 18 yéu cu bao ho ctia patent US 5565473 xéc
1ap pham vi bao ho cho hoat chat Montelukast. Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 5565473 (Merck Frosst Canada Inc)
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Piém yéu cdu bao ho
7, 18 (cu thé), 19 (dang mubi Natri); Hoat chat
Montelukast)

Diém 18 yéu cau bao ho ctia patent US 5565473 xéac
1ap pham vi bao ho cho hoat chat Montelukast. K ét
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 5565473 (Merck Frosst Canada Inc)
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Diém yéu cau bao ho
7, 18 (cu thé), 19 (dang mubi Natri); Hoat chit
Montelukast)

Diém 18 yéu cau bao ho cua patent US 5565473 xac
1ap pham vi bao ho cho hoat chit Montelukast. K ét
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

PATENT: US 5565473 (Merck Frosst Canada Inc)
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Diém yéu cau bao ho
7, 18 (cu thé), 19 (dang mubi Natri); Hoat chit
Montelukast)

Diém 18 yéu cau bao ho cua patent US 5565473 xac
1ap pham vi bao ho cho hoat chat Montelukast. K ét
luan: Pép ung quy dinh vé patent cAp cho hoat chét.

PATENT: US 5260291 (Cancer Research Campaign
Technology)

PHAM VI: US: Tetrazine derivatives (Diém yéu ciu
bao ho 13; Hoat chit Temozolomide)

Piém 13 yéu cau bao ho cua patent US 5260291 xac
1ap pham vi bao ho cho hoat chit Temozolomide Két
luan: Pép ung quy dinh vé patent cAp cho hoat chét.
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CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck Frosst Cnada Inc

2. P& nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitta Merck Frosst Canada Inc va Merck Sharp & Dohme
Corporation

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck Frosst Canada Inc

2. P& nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gilta Merck Frosst Canada Inc va Merck Sharp & Dohme
Corpporation

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck Frosst Cnada Inc

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gilta Merck Frosst Canada Inc va Merck Sharp & Dohme
Corpporation

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck Frosst Canada Inc

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gilta Merck Frosst Cnada Inc va Merck Sharp & Dohme
Corpporation

CHU SO HU'U SP: Merck Sharp & Dohme

1.Cancer Research Campaign Technology

2. Pé nghj Cong ty cung cép tai lidu vé viéc chuyén nhugng
Patent gitta Cancer Research Campaign Technology va Merck
Sharp & Dohme Corpporation

3. Giai trinh vé viéc Orion Pharma san xudt theo ty quyén va
tiéu chuén cua Merck Sharp & Dohme Corp.
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42.2 Co quan cép patent khong nim trong DS 14 nwéc_dwoe cong nhin. (Tong so: 2)

1 . Deca-Durabolin,
Inj., SOmg/1ml, H/1
ong
SPK:VN-3704-07

Nandrolone decanoate-50 mg/1 ml

Dung dich dau dung dé pha tiém; Mdi hop
chira 1 éng

-SX: N.V. OrganonHa Lan

2 . Remeron 30mg, H/10Mirtazapine 30mg-30 mg
vién Vién; Mdi hop 10 vién
SPK:VN-0533-06 -SX: N.V. ORGANON: Kloosterstraat 6,
5349 AB Oss, The NetherlandsHa Lan

42.3 Khéng dap &ng quy dinh (Téng sb: 10)

1 . Arcoxia Tab. 120mgEtoricoxib-120 mg
Vién nén bao phim; Hop 3 vi x 10 vién nén
bao phim
-SX: Merck & Co., Inc.Hoa Ky

PATENT: GB 840957 (Organon Laboratories Ltd) ->
Co quan SHTT Anh khéng nam trong danh sach 14
co quan SHTT duogc cong nhan

PHAM VI

PATENT: GB 1543171 (Azko NV) -> Co quan
SHTT Anh khong ndm trong danh sach 14 co quan
SHTT dugc cong nhan

PHAM VI: GB: Tetracyclic compounds

PATENT: VN 4418 (Merck&Co Inc)

PHAM VI: VN: Pham vi bao hd 1a dang hop chit da
hinh cua Etoricoxib, khong bao hd cho cong thirc
hoat chét Etoricoxib

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib ¢
mit trong san phdm Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chua c6 thong tin cho thay hoat
chit etoricoxib c6 mit trong san phim Arcoxia &
dang da hinh V.

Két’ luan: Khoéng dap ung quy dinh vé patent cho hoat
chat.

Hudng khic phuc: Xéac dinh chinh xéac patent xac 1ap
pham vi bao ho tryc tiép cho hoat chét etoricoxib
hodc chung minh etoricoxib c6 mat trong Arcoxia &
dang da hinh V.
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CHU SO HU'U SP: Merck Sharp & Dohme
Organon Laboratories Ltd

CHU SO HU'U SP: Merck Sharp & Dohme

1.Azko NV

2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent giltta Akzo NV va Merck Sharp & Dohme Corpporation
3. Giai trinh vé viéc N.V. ORGANON san xuét theo uy quyén
va tiéu chuan ctia Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck & Co Inc

2. Cong ty Merck & Co Inc xac nhén da sap nhdp vadi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
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2 . Arcoxia Tab. 120mgEtoricoxib-120 mg
Vién nén bao phim; Hop 3 vi x 10 vién nén
bao phim
-SX: Frosst Iberica S.A.Tay Ban Nha

3 . Arcoxia Tab. 30mg Etoricoxib-30 mg
Vién nén bao phim; Hop 3 vi x 10 vién nén
bao phim
-SX: Merck & Co., Inc.Hoa Ky

PATENT: VN 4418 (Merck&Co) -> B sung noi
dung Patent

PHAM VI: Hop chat 5-clo-3-(4- metasulfonylphenyl)-
6'-methyl-[2,3']bipyridinyl dang tinh thé tinh khiét va
quy trinh

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chét etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, dudng nhu hoat chét etoricoxib c6
mit trong san pham Arcoxia 1a hdn hop cua 5 dang
da hinh, trong khi chua c6 thong tin cho thiy hoat
chat etoricoxib c6 mit trong san phim Arcoxia &
dang da hinh V.

Két luan: Khong dap tmg quy dinh vé patent cho hoat
chat.

Huéng khic phuc: Xac dinh chinh xac patent xac 1ap
pham vi bao ho truc tiép cho hoat chét etoricoxib
hodc chiing minh etoricoxib c6 mat trong Arcoxia &
dang da hinh V.

PATENT: VN 4418 (Merck&Co) -> B sung noi
dung Patent

PHAM VI: Hop chat 5-clo-3-(4-metasulfonylphenyl)-
6'-methyl-[2,3']bipyridinyl dang tinh thé tinh khiét va
quy trinh

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib ¢
mit trong san phdm Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chua c6 thong tin cho thay hoat
chit etoricoxib c6 mit trong san phim Arcoxia &
dang da hinh V.

Két’ luan: Khong déap tng quy dinh vé patent cho hoat
chat.

Hudng khic phuc: Xéac dinh chinh xac patent xac 1ap
pham vi bao h¢ tryc tiép cho hoat chit etoricoxib
hodc chung minh etoricoxib c6 mat trong Arcoxia &
dang da hinh V.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd

Chua co tai liéu ching nhén chuyén quyén s¢ hiru patent tir
Mercké&Co cho Merck Sharp & Dohme (Asia) Ltd -> B6 sung
tai liu

CHU SO HU'U SP: Merck Sharp & Dohme (Asia) Ltd

Chua c6 tai liéu chung nhan chuyén quyén so hitu patent tir
Merck&Co cho Merck Sharp & Dohme (Asia) Ltd -> B6 sung
tai liu
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4 . Arcoxia Tab. 60mg Etoricoxib-60 mg PATENT: VN 448 (Merck&Co Inc) CHU SO HU'U SP: Merck Sharp & Dohme
Vién nén bao phim; Hop 3 vix 10 viennén ~ PHAM VI: VN: Pham vi bao hd la dang hop chit da 1. Merck & Co Inc
bao phim hinh cua Etoricoxib, khong bao hd cho cong thirc 2. Cong ty Merck & Co Inc xac nhan da sap nhap vdi Schering
-SX: Merck & Co., Inc.Hoa Ky hoat chat Etoricoxib plough Corporation va ddi tén thanh Merck Sharp & Dohme
Patent VN 4418 xac 1ap pham vi bao hd cho hoat Corporation vao nam 2009.

chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib ¢
mit trong san phdm Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chwa c6 thong tin cho thiy hoat
chit etoricoxib c6 mit trong san phim Arcoxia &
dang da hinh V.

Két luan: Khong dap tng quy dinh vé patent cho hoat
chét.

Hudng khic phuc: Xéac dinh chinh xéac patent xac 1ap
pham vi bao h¢ tryc tiép cho hoat chit etoricoxib
hodc chung minh etoricoxib c6 mat trong Arcoxia &

dang da hinh V.
5 . Arcoxia Tab. 60mg Etoricoxib-60 mg PATENT: VN 4418 (Merck&Co) -> B sung noi CHU SO HU'U SP: Merck Sharp & Dohme (Asia) Ltd
Vién nén bao phim; Hop 3 vi x 10 viénnén  dung Patent ) Chua co tai li¢u ching nhén chuyén quyen s¢ hiru patent tir
bao phim PHAM VI: Hop chét 5-clo-3-(4-metasulfonylphenyl)- ~ Merck&Co cho Merck Sharp & Dohme (Asia) Ltd -> Bo sung
-SX: Frosst Iberica S.A.T4y Ban Nha 6'-methyl-[2,3"]bipyridinyl dang tinh thé tinh khiét va  tai liu
quy trinh

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib c6
mat trong san phém Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chwa c6 thong tin cho thiy hoat
chét etoricoxib c6 mit trong san pham Arcoxia &
dang da hinh V.

Két luan: Khong dap tmg quy dinh vé patent cho hoat
chat.

Hudng khac phuc: Xéac dinh chinh xéac patent xac lap
pham vi bao ho truc tiép cho hoat chét etoricoxib
hoéc chirng minh etoricoxib c6 mat trong Arcoxia &
dang da hinh V.
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6 . Arcoxia Tab. 90mg Etoricoxib-90 mg
Vién nén bao phim; Hop 3 vi x 10 vién nén
bao phim
-SX: Frosst Iberica S.A.Tay Ban Nha

7 . Arcoxia Tab. 90mg Etoricoxib-90 mg
Vién nén bao phim; Hop 3 vi x 10 vién nén
bao phim
-SX: Merck & Co., Inc.Hoa Ky

PATENT: VN 4418 (Merck&Co Inc)

PHAM VI: VN: Pham vi bao ho 1a dang hop chét da
hinh cua Etoricoxib, khong bao hd cho cong thirc
hoat chét Etoricoxib

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib ¢
mit trong san phdm Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chwa c6 thong tin cho thiy hoat
chit etoricoxib c6 mit trong san phim Arcoxia &
dang da hinh V.Két luan: Khong dap tmg quy dinh vé
patent cho hoat chat.Huéng khic phuc: Xac dinh
chinh xac patent xac 1ap pham vi bao h truc tiép cho
hoat chét etoricoxib hodc chimg minh etoricoxib c6
mat trong Arcoxia & dang da hinh V.

PATENT: VN 4418 (Merck&Co) -> B6 sung ndi
dung Patent

PHAM VI

Patent VN 4418 xac 1ap pham vi bao hd cho hoat
chat etoricoxib & dang da hinh V ma khong xac lap
pham vi bao hd cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, dudng nhu hoat chét etoricoxib c6
mat trong san phém Arcoxia 12 hdn hop cua 5 dang
da hinh, trong khi chwa c6 thong tin cho thiy hoat
chét etoricoxib c6 mit trong san pham Arcoxia &
dang da hinh V.

Két luan: Khong dap tng quy dinh vé patent cho hoat
chat.

Hudng khac phuc: Xéac dinh chinh xéac patent xac 1ap
pham vi bao ho truc tiép cho hoat chét etoricoxib
hoéc chirng minh etoricoxib c6 mat trong Arcoxia &
dang da hinh V.
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Quyén sé hiru, chuyén giao patent
CHU SO HU'U SP: Merck Sharp & Dohme (Asia) Ltd
1. Merck & Co Inc
2. Cong ty Merck & Co Inc xac nhén da sap nhédp vadi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
3. Giai trinh vé viéc Frosst Iberica S.A. san xuat theo iy quyén
va tiéu chuan ctia Merck Sharp & Dohme Corp.

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd

Chua co tai liéu ching nhén chuyén quyén s¢ hiru patent tir
Mercké&Co cho Merck Sharp & Dohme (Asia) Ltd -> B0 sung
tai li¢u



So.

Tén thube - SDK Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

8 . Fosamax
SPK:VN-8834-09

Alendronate 70mg-70 mg
Vién; Moi hop chira 2 vién

-SX: Merck Sharp & Dohme (Italia) S.p.AY

9 . Fosamax Plus

Tablet D3) -70 mg/ 2800 UI

Vién nén; Hop 1 vi X 2 vién; Hop 1 vi X 4

vién nén
-SX: Frosst Iberica S.A.Tay Ban Nha

10 .Invanz 1g, H/1 19
SDK:VN-8831-09

Ertapenem Sodium 1g-1 g

Bot pha tiém; Hop 1 1o Bot pha tiém

-SX: Laboratoire Merck Sharp & Dohme -
Chibret (Mirabel)Phap

Alendronate Natri, Colecalciferol (Vitamin

PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
Bo sung ndi dung Patent

PHAM VI: VN 5715: Thanh phdm duoc chira hop
chat Biphosphonat c6 tac dung e ché tiéu xuong.
VN 5734: St dung acid alendronic hodc mubi duge
dung ctia n6 dé san xuat thude e ché tiéu xuong.
GT: Cong ty cung cip Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xéc 1ap pham
vi bao hd cho quy trinh diéu ché dan xuét acid
biphosphonic. Tuy nhién, patent nay khéng xac 1ap
pham bao ho cho hoat chét Alendronate.

Két ludn: Khoéng dap tng quy dinh vé& patent cdp cho
hoat chét Alendronate (néu co).

PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
B6 sung ndi dung Patent

PHAM VI: VN 5715: Thanh phdm duoc chira hop
chat Biphosphonat ¢6 tac dung trc ché tiéu xuong

VN 5734: St dung acid alendronic hodc mubi duge
dung ctia n6 dé san xuat thude e ché tiéu xuong.
GT: Cong ty cung cap Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xéc 1ap pham
vi bao hd cho quy trinh diéu ché dan xuét acid
biphosphonic. Tuy nhién, patent nay khéng xac 1ap
pham bao ho cho hdn hop hoat chét gém Alendronate
Natri va Colecalciferol. Két luan: Khong dap ung quy
dinh vé patent cip cho hdn hop hoat chat. Hudng
khéc phuc: Xac dinh chinh xac patent xac 1ap pham
vi bao h¢ cho hdn hgp hoat chit gdm Alendronate
Natri va Colecalciferol (néu c6).

PATENT: US 5952323 (Merck&Co Inc)

PHAM VI: US: Khang sinh Carbapenem (Piém yéu
cau bao ho 1; Hoat chat Ertapenem)

Piém 1 yéu cau bao ho cia patent US 5952323
khong xac 14p pham vi bao h cho hoat chét
Ertapenem. Hop chét néu trong diém 1 yéu cau bao
ho cua patent US 5952323 duoc thé nhom carboxy
gan vi tri 1 ctia vong pyrrolidine, trong khi hoat chét
Ertapenem chira nguyén tir H & vi tri nay.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

42.4 Pham vi bao hé 13 dang bao ché (Tong sb: 7)
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CHU SO HU'U SP: Merck Sharp & Dohme (Asia) Ltd
Chua c6 tai liéu ching nhan chuyén quyén s hitu patent tir
Merck&Co Inc cho Merck Sharp & Dohme (Asia) Ltd -> B
sung tai liu

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd

Chua co tai li¢u ching nhén chuyén quyen s¢ hiru patent tir
Merck&Co cho Merck Sharp & Dohme (Asia) Ltd -> B6 sung
tai liéu

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck&Co Inc

2. Cong ty Merck & Co Inc x4c nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

3. D& nghi Cong ty giai trinh viéc Laboratoire Merck Sharp &
Dohme - Chibret (Mirabel) san xuét theo ity quyén ctuia Merck
Sharp & Dohme Corporation



So.

Tén thube - SDK Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

1 . Implanon, Que céy Etonogestrel 68mg-68 mg/mL
68mg/mL, H/1 que Que cy; M&i hop chira 1 que
SPK:VN-7295-08 -SX: N.V. ORGANONHa Lan

2 . Peg-Intron 50mcg,
H/1 lg+dung moi
SPK:VN-6307-08

Peginterferon alfa-2b-50 mcg

Bot pha tiém; Hop 1 1o bot va mot lo dung
moi pha tiém

-SX: Schering - Plough (Brinny) Co.Ireland

3 . Peg-Intron 80mcg,
H/1 lp+dung moi
SPK:VN-6308-08

Peginterferon alfa-2b-80 mcg

Bot pha tiém; Hop 1 1o bot va mot lo dung
moi pha tiém

-SX: Schering - Plough (Brinny) Co.Ireland

4 . Peg-Intron Redipen Peginterferon alfa-2b-100 mcg
100mcg, H/1 but Bt tiém; Hop mot but tiém dong sin Bot
SPK:VN-8276-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

5 . Peg-Intron Redipen Peginterferon alfa-2b-50 mcg
50mcg, H/1 bt But tiém; Hop mot but tiém dong san Bot
SPK:VN-8277-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

6 . Peg-Intron Redipen Peginterferon alfa-2b-80 mcg
80mcg, H/1 biit But tiém; Hop mot but tiém dong san Bot
SPK:VN-8278-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

PATENT: EP 0303306B1 (Akzo N.V)

PHAM VI: Contraceptive implant -> Pham vi bao ho
1a dang bao ché (que cdy), khong phai bao hd cho
hoat chat Etonogestrel

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao h¢ la dang
bao ché, khong phai bao ho cho hoat chét.

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao ho 1a dang
bao ché, khong phai bao ho cho hoat chét.

PATENT: EP 1066059B1 (Schering Corporation)
(Chua c6 ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> Bd sung noi dung
Patent dé chirng minh pham vi bao h 1a hoat chét
Peginterferon alfa-2b.

PATENT: EP 1066059B1 (Schering Corporation)
(Chua c6 ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> B6 sung nodi dung
Patent dé chung minh pham vi bao hd 1a hoat chét
Peginterferon alfa-2b.

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao h¢ la dang
bao ché, khong phai bao ho cho hoat chét.
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Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: N.V. ORGANON
1. Akzo NV
2. P& nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitta Akzo NV va Merck Sharp & Dohme Corpporation
3. Giai trinh vé viéc N.V. ORGANON san xuét theo uy quyén
va tiéu chuan ctia Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

1.Schering Corporation

2. Cong ty Merck & Co Inc xac nhén da sap nhép vai Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

CHU SO HU'U SP: Merck Sharp & Dohme

1.Schering Corporation

2. Cong ty Merck & Co Inc xac nhén da sap nhép vadi Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

CHU SO HU'U SP: Schering - Plough Ltd.

Chura c6 tai liéu xac nhan viéc chuyén quyén sé hiru Patent tir
Schering Corporation cho Merck Sharp & Dohme (Asia) Ltd ->
Dé nghi b sung tai liéu

GT: Cong ty Merck & Co Inc xac nhén da sap nhap vai
Schering plough Corporation va ddi tén thanh Merck Sharp &
Dohme Corporation vao nam 2009.

CHU SO HU'U SP: Schering - Plough Ltd.

Chua c6 tai liéu xac nhan viéc chuyén quyén sé hiru Patent tir
Schering Corporation cho Merck Sharp & Dohme (Asia) Ltd ->
Dé nghi b sung tai liéu

GT: Cong ty Merck & Co Inc xac nhan da sap nhap véi
Schering plough Corporation va dbi tén thanh Merck Sharp &
Dohme Corporation vao nam 2009.

CHU SO HU'U SP: Merck Sharp & Dohme

1. Schering Corporation

2.Cong ty Merck & Co Inc xac nhan da sap nhap véi Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.



S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chii sé hitu - Pham vi bdo ho

7 . RotaTeq
SPK:QLVX-0394-11 gia-Liéu 2mL

Vic xin dung dich uéng; Hop 1 tuyp véc
xin don lidu 2 mL déng géi trong thi
-SX: Merck & Co., Inc.Hoa Ky

43 Tén doanh nghiép dé nghi coéng bo:

Vac xin virus song phong Rotavirus, ngii

PATENT: US 5932223 (Merck&Co Inc)

PHAM VI: US: Céng thirc vaccin rotavirus -> Pham
vi bao ho 1a dang bao ché, khong phai bao hd cho
hoat cht
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Quyén s¢ hiru, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

1. Merck & Co Inc

2. Cong ty Merck & Co Inc xac nhén da sap nhédp vadi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

VPDD Novartis Pharma Services AG tai TPHCM

B. CAC HO SO DA XEM XET YREU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 15).

43.1 B6 sung tai liéu vé viéc chuyén nhuwong Patent (Tong s6: 11)

1 . EXELON

SPDK:VN-7774-09

Rivastigmine hydrogen tartrate-6mg
Hop 1 chai 60 vién nang
-SX: Novartis Farmaceutica S.A.Y

2 . EXELON
SDK:VN-7773-09

Rivastigmine hydrogen tartrate-4,5mg
Hop 1 chai 60 vién nang
-SX: Novartis Farmaceutica S.A.Y

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

PHAM VI: US 4,948,807: Phenyl carbamate (Piém

yéu cau bao ho: 3, Hoat chat Rivastigmine - Tra ciru

Martindale)

US 5602176: Phenyl carbamate (Diém yéu cau bao

hé: 2, Dang mudi tartrate)

Piém 3 yéu cau bao ho cua patent US 4948807 xac

1ap pham vi bao hd cho hoat chét Rivastigmine.
Két luan: Pap tmg quy

dinh vé patent cép cho hoat chit.

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

PHAM VI: US 4,948,807: Phenyl carbamate (Piém

yéu cau bao ho: 3, Hoat chit Rivastigmine - Tra ctru
Martindale)

US 5602176: Phenyl carbamate (Diém yéu cau bao
ho: 2, Dang mudi tartrate)

Diém 3 yéu ciu bao ho cua patent US 4948807 xac
1ap pham vi bao hd cho hoat chét Rivastigmine.
Két luan: Pap Gmg quy

dinh vé patent cép cho hoat chat.

CHU SO HUU SP: Novartis AG o
Proterra AG (Chua c6 tai li¢u xdc nhén viéc chuyén quyén s6
hitu Patent tir Proterra AG cho Novartis AG) -> D¢ nghi bo

CHU SO HUU SP: Novartis AG

1. Proterra AG (Chua c6 tai liéu x4c nhan viéc chuyén quyén s&
hiru Patent tir Proterra AG cho Novartis AG) -> Dé nghi bd sung
2. Giai trinh vé& viéc Novartis Farmaceutica S.A. san xuit theo
iy quyén va tiéu chuan cua Novartis AG
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

3 .EXELON
SPK:VN-7772-09

4 . EXELON
SDK:VN-7771-09

5 . Exelon Patch 10
SPK:VN1-500-11

Rivastigmine hydrogen tartrate-3mg
Hop 1 chai 60 vién nang
-SX: Novartis Farmaceutica S.A.Y

Rivastigmine hydrogen tartrate-1,5mg
Hop 1 chai 60 vién nang
-SX: Novartis Farmaceutica S.A.Y

rivastigmine base-18mg/ miéng 10 cm2
Hop 30 miéng dan hip thu qua da

-SX: LTS Lohmann Therapie-Systeme
AGDuc

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

PHAM VI: US 4,948,807: Phenyl carbamate (Piém
yéu ciu bao ho: 3, Hoat chit Rivastigmine - Tra ctru
Martindale)

US 5602176: Phenyl carbamate (Piém yéu cau bao
hd: 2, Dang mudi tartrate)

Diém 3 yéu ciu bao ho cua patent US 4948807 xac
1ap pham vi bao hd cho hoat chét Rivastigmine.
Két luan: Dap ung quy

dinh vé patent cép cho hoat chat.

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

PHAM VI: US 4,948,807: Phenyl carbamate (Diém
yéu cAu bao ho: 3, Hoat chét Rivastigmine - Tra cru
Martindale)

US 5602176: Phenyl carbamate (Piém yéu cau bao
ho: 2, Dang mubi tartrate)

Diém 3 yéu cau bao ho cua patent US 4948807 xac
lap pham vi bao ho cho hoat chat Rivastigmine.
Két luan: Dap ung quy

dinh vé patent cap cho hoat chat.

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

VN 4516 (Novartis AG) _
PHAM VI: US 4,948,807: Phenyl carbamate (Diém
yéu cAu bao hd: 3, Hoat chat Rivastigmine - Tra ctru
Martindale)

US 5602176: Phenyl carbamate (Diém yéu cau bao
ho: 2, Dang mubi tartrate)

VN:Ché pham phéan phdi thudc qua da ...

Piém 3 yéu cau bao ho cua patent US 4948807 xac
1ap pham vi bao ho cho hoat chét Rivastigmine.
Két luan: Dap ung quy

dinh vé patent cip cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Novartis AG

1. Proterra AG (Chua c6 tai liéu x4c nhan viéc chuyén quyén s&
hiru Patent tir Proterra AG cho Novartis AG) -> Dé nghi bd sung
2. Giai trinh vé viéc Novartis Farmaceutica S.A. san xut theo
iy quyén va tiéu chuan cua Novartis AG

CHU SO HUU SP: Novartis AG

1. Proterra AG (Chua c6 tai liéu xac nhan viéc chuyén quyén so
hitu Patent tir Proterra AG cho Novartis AG) -> Dé nghi bd sung
2. Giai trinh vé viéc Novartis Farmaceutica S.A. san xuét theo
iy quyén va tiéu chuin cua Novartis AG

CHU SO HU'U SP: Novartis Pharma Services AG

1. Proterra AG (Chua c6 tai liéu x4c nhén viéc chuyén quyén s&
htru Patent tir Proterra AG cho Novartis Pharma Services AG) -
> Pé& nghi bd sung

2. Giai trinh v& viéc LTS Lohmann Therapie-Systeme AG san
xudt theo ty quyén va tiéu chuén cua Proterra AG (Novartis
Pharma Services AG)
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So

Tén thube - SDPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

6 . Exelon Patch 5
SPK:VN1-501-11

7 . Lescol XL
SPK:VN-13800-11

8 . Stalevo 100/25/200
SDK:VN-7779-09

rivastigmine base-9mg/ miéng 5 cm2
Hop 30 miéng dan hap thu qua da
-SX: LTS Lohmann Therapie-Systeme
AGDruc

Fluvastatin sodium -80mg

Hop 2 vi x 14 vién nén phong thich cham
-SX: Novartis Farmaceutica S.A.Tay Ban
Nha

Levodopa, carbidopa monohydrate,
entacrapone-100mg Levodopa; 25mg
carbidopa monohydrate; 200mg
entacrapone

Hop 1 chai 100 vién nén bao phim

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

VN 4516 (Novartis AG)

PHAM VI: US 4,948,807: Phenyl carbamate (Diém

yéu cau bao ho: 3, Hoat chit Rivastigmine - Tra ctru

Martindale)

US 5602176: Phenyl carbamate (Piém yéu cau bao

ho: 2, Dang_muéi tartrate)

VN:Ché phim phan phdi thudc qua da ...

Diém 3 yéu cau bao ho cua patent US 4948807 xac

lap pham vi bao ho cho hoat chat Rivastigmine.
Két luan: Dap ung quy

dinh vé patent cap cho hoat chat.

PATENT: US 5,354,772 (Sandoz Pharm Corp)
PHAM VI: Indole analogs of mevalonolactone and
derivatives thereof (Diém yéu cau bao hd: 11, Hoat
chét Fluvastatin - Tra ctru Martindale)

Piém 1 yéu cau bao ho cua patent US 5354772 xac
1ap pham vi bao hd cho hoat chét Fluvastatin
sodium.Két luan: Pap tng quy dinh vé patent cip
cho hoat chét.

PATENT: US 5,446,194 (Orion-yhtyma QOy)

VN 5258 (Orion Corporation)

PHAM VI: US: Cac dan xuét catechol c6 hoat tinh
VN: Duoc pham chita Levodopa, Carbidopa va

Entacrapone (Diém yéu ciu bao ho 1 va 6, Hn hop 3

hoat chét)

Diém 1 yéu ciu bao ho cia patent VN 5258 xac 1ap
pham vi bao ho cho hdn hop cua 3 hoat chit
Entacrapone, Levodopa va Carbidopan, cu thé 1a xac
1ap pham vi bao hd cho ddi tugng dugc phém ran
dung qua duong miéng chira Entacrapone, Levodopa
va Carbidopa.Két luan: Dap tmg quy dinh vé patent
cho hdn hop hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Novartis Pharma Services AG

1. Proterra AG (Chua c6 tai liéu x4c nhan viéc chuyén quyén s&
hiru Patent tir Proterra AG cho Novartis Pharma Services AG) -
> Pé nghi bo sung

2. Pé nghi Cong ty giai trinh vé viéc LTS Lohmann Therapie-
Systeme AG san xuét theo tiy quyén va tidu chuan cua Novartis
AG

CHU SO HUU SP: Novartis AG

Sandoz Pharm Corp (Chua c6 tai li¢u xac nhan viéc chuyén
quyén s hitu Patent tir Sandoz Pharm Corp cho Novartis AG) -
> Pé nghi bo sung

CHU SO HUU SP: Novartis AG

1. Orion Corporation (Cong ty nay vua la chu s¢ hitu Patent,
vira 1a nha san xudt)

2. Giai trinh vé viéc chuyén nhuong Patent tir Orion
Corporation cho Novartis AG
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Tén thube - SDPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

9 . Stalevo 150/37,5/200Levodopa, carbidopa monohydrate,
entacrapone-150mg Levodopa; 37,5mg
carbidopa monohydrate; 200mg
entacrapone
Hop 1 chai 100 vién nén bao phim

10 . Zaditen
SDK:VN-5689-08

ketotifen hydrogen fumarat -0,25mg/ml
Hop 1 1o 5ml dung dich nho mét
-SX: Excelvision AGThuy S§

11 . Zaditen
SPK:VN-15564-12

ketotifen-1mg
Hop 3 vi x 10 vién nén
-SX: Novartis Pharmaceuticals UK

43.2 Co quan cép patent khong nim trong DS 14 nwéc_dwoc cong nhan. (Tong so: 1)

PATENT: US 5,446,194 (Orion-yhtyma Oy)

VN 5258 (Orion Corporation)

PHAM VI: US: Céc dan xuét catechol c6 hoat tinh
VN: Duoc pham chita Levodopa, Carbidopa va
Entacrapone (Diém yéu cau bao ho 1 va 4, Hon hop 3
hoat chat)

Diém 1 yéu ciu bao ho cia patent VN 5258 xac 1ap
pham vi bao hd cho hdn hop cua 3 hoat chét
Entacrapone, Levodopa va Carbidopan, cu thé 1a xac
1ap pham vi bao ho cho d6i twong duge phim rén
dung qua dudng miéng chira Entacrapone, Levodopa
va Carbidopa. Két luan: Dap tmg quy dinh vé patent
cho hdn hop hoat chét.

PATENT: US 3,682,930 (Jean-Pierre Bourquin,
Gustav Schwarb, Erwin Waldvogel)

PHAM VI: 4(1-alkyl-4-piperidylidine)-4H-Benzo v)
cyclohepta [1,2-6] (Piém yéu cau bao ho: 3, Hoat
chét Ketotifen)

Diém 3 yéu cau bao ho cua patent US 3682930 xac
1ap pham vi bao hd cho hoat chét Ketotifen.Két luén:
bap ung quy dinh vé patent cp cho hoat chét.

PATENT: US 3,682,930 (Jean-Pierre Bourquin,
Gustav Schwarb, Erwin Waldvogel)

PHAM VI 4(1-alkyl-4-piperidylidine)-4H-Benzo v)
cyclohepta [1,2-6] (Piém yéu cau bao ho: 3, Hoat
chét Ketotifen)

Diém 3 yéu ciu bao ho cua patent US 3682930 xac
1ap pham vi bao hd cho hoat chét Ketotifen.Két luén:
Pap tmg quy dinh vé patent cip cho hoat chit.

Quyén sé hitu, chuyén giao patent

1 .EURAX
SPK:VN-6234-08

Crotaminon-100mg/g
Hop 1 tuyp 10g, 20g, 60g kem

-SX: Novartis Consumer Health SAThuy Sy

43.3 Khong dap ving quy dinh (Tong sd: 3)

PATENT: GB 615,137 (J.R.Geigy AG)

PHAM VI: San xuit amid cta alpha,beta- carboxylic
acid khong bao hoa -> Pham vi bao h¢ la quy trinh
san xuat khong phai 1a hoat chit??

CHU SO HUU SP: Novartis AG

1. Orion Corporation (Cong ty nay vira la chu s¢ hitu Patent,
vira 1a nha san xuat)

2.Giai trinh vé viéc chuyén nhuong Patent tir Orion Corporation
cho Novartis AG

CHU SO HUU SP: Novartis Pharma Services AG

1. Jean-Pierre Bourquin, Gustav Schwarb, Erwin Waldvogel
(Chua ¢ tai lidu xac nhan viéc chuyén quyén sé hiru tir chi s¢
hiru Patent cho Novartis Pharma Services AG) -> D& nghi bd
sung

2. Giai trinh v& viéc Excelvision AG san xuét theo uy quyén
cua Novartis AG

CHU SO HUU SP: Novartis Pharma Services AG

1. Jean-Pierre Bourquin, Gustav Schwarb, Erwin Waldvogel
(Chua ¢ tai lidu xac nhan viéc chuyén quyén sé hiru tir chi s¢
hiru Patent cho Novartis Pharma Services AG) -> D& nghi bd
sung

2. Giai trinh vé viéc Novartis Pharmaceuticals UK Ltd. san xuét
theo Gy quyén va tiéu chuin cua Novartis AG

CHU SO HUU SP: Novartis AG

1. JR.Geigy AG (Chua c6 tai liéu xac nhan viéc chuyén quyén
so hitu Patent tir J.R.Geigy AG cho Novartis AG) -> Dé nghi
b sung

2. Dé nghi Cong ty giai trinh vé viéc Novartis Consumer
Health SA san xuét theo iy quyén va tiéu chuan cuia J.R.Geigy
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . CALCIUM SANDOZCalcium carbonat, Calcium lactat gluconat- PATENT: US 4,867,977 (Sandoz Ltd)

500mg
SPK:VN-9771-10

875mg Calcium carbonate, 1132mg
Calcium lactat gluconat

Hop 1 tuyp x 10, 20 vién sui bot
-SX: Famar FrancePhap

Calcitonin ¢4 hdi téng hop-50 TU/ml
Hop 5 éng x 1ml dung dich tiém
-SX: Novartis Pharma Stein AGThuy Sy

2 . Miacalcic
SPK:VN-5693-08

PHAM VI: US: Mudi calcium

Diém 1 va 2 yéu cau bao ho ctia patent US 4867977
xac 1ap pham vi bao ho cho dugc pham chira hdn hop
gdm calcium carbonate, calcium lactate gluconate va
axit hiru co polycarboxylic khong thom (bao gom
acid citric), trong do6 ty 1€ calcium lactate
gluconate:calcium carbonate nam trong khoang tir
35:1 dén 5:1, ty 1€ calcium carbonate:acid citric ndm
trong khoang tir 1:3 dén 1:6. San pham Calcium
Sandoz 500mg chtra 1132mg calcium lactate
gluconate, 875mg calcium carbonate, 1662mg acid
citric khan. Ty 1 nay nim ngoai khoang ty 1& néu
trén. Do do, patent US 4867977 khong xac 1ap pham
vi bao ho cho hdn hgp hoat chét c6 mat trong san
pham Calcium Sandoz 500mg c6 sé ding ky VN-
9771-10.Két luan: Khong dap ing quy dinh vé patent
cAp cho hén hop 2 hoat chit calcium carbonate va
calcium lactate gluconate.

PATENT: US 3,801,561 (Sandoz Ltd)

US 5759565 (Novarrtis Corporation)

PHAM VI: US 3,801,561: Dan xuét cta
Thyrocalcitonin ca hdi

US 5759565: Ché pham y hoc ¢6 chira calcitonin

Céc diém 1-3 cuia patent US 3801561 xéac lap pham
vi bao h¢ cho din xuét thyrocalcitonin c4 hdi c6 trinh
ty axit amin & vi tri 31-32 (Ala-Pro hodc Val-Pro)
khac véi trinh tu axit amin & vi tri 31-32 cia
calcitonin cé hoi trong san phim Miacalcic (Thr-Pro).
Patent US 5759565 xac 1ap pham vi bao h cho dugc
phim chtra calcitonin dé dung qua duong miii. Tuy
nhién, patent ndy khong xac 1ap pham vi bao hd truc
tiép cho hoat chat Calcitonin ca hoi.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.Huéng
khic phuc: Xac dinh chinh x4c patent xac 1ap pham vi
bao ho cho hoat chét calcitonin ca hdi (néu co).

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Novartis AG

1. Sandoz Ltd (Chua c6 tai lidu vé viéc chuyén nhugng Patent
giita Sandoz Ltd va Novartis AG -> D& nghi Cong ty bd sung)
2. Giai trinh méi lién hé giira nha san xuat (Famar France) va
chu s hitu (Novartis AG)

GT:

- Cong ty cung cip Chutng thu xac nhén viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong ¢ Basel véi 3 té€n: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh cua
Sandoz AG) va Ciba-grey AG (tén trudc day la Geigy Chemical
Corporation - theo ching nhan ciia Phong Thuong mai My)
cung sap nhap vao Novartis AG ctia Phong Cong chiing Basel,
Thuy Sy, trong d6 c6 ghi 15 tit ca cac tai san va trach nhiém
phap 1y cta 2 Cong ty Sandoz AG va Ciba-grey AG déu trg
thanh ctia Novartis AG (12/1996)

- Cong ty cung cap Béo céo hoat dong cia Novartis AG nim
2011 trong d6 Novartis AG 1a cong ty me s& hitu 100% von
cong ty Novartis Pharma Services AG va Famar Francela cong
ty san xuat thuoc Novartis AG

CHU SO HUU SP: Novartis AG

Chua c6 tai liéu vé viéc chuyén nhugng Patent gitra Sandoz Ltd
va Novartis Pharma Services AG -> Dé nghi Cong ty bo sung
theo quy dinh

GT:

- Cong ty cung cap Chimng thu xac nhan viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel voi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh ctia
Sandoz AG) va Ciba-grey AG (tén trudc day la Geigy Chemical
Corporation, Ciba Pharmaceutical Products Inc - theo ching
nhén cia Phong Thuong mai MY) cung sap nhap vao Novartis
AG cuta Phong Cong ching Basel, Thuy S¥, trong do co6 ghi 1
tAt ca cAc tai san va trach nhiém phap 1y cua 2 Cong ty Sandoz
AG va Ciba-grey AG déu tré thanh cua Novartis AG (12/1996)
- Cong ty cung cap Béo céo hoat dong ctiia Novartis AG nam
2011 trong d6 Novartis AG 1a cong ty me s& hitu 100% vén
cong ty Novartis Pharma Services AG va Novartis Pharma Stein
AG. 1a cong ty san xuét thudc Novartis AG
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3 . Miacalcic Nasal 200 Calcitonin ca hdi téng hop -2200 IU/ml
Hop 1 1o 2 ml dung dich xit miii
-SX: Delpharm Huningue SASPhap

44 Tén doanh nghiép dé nghi cong bé:

PATENT: US 3,801,561 (Sandoz Ltd)

US 5759565 (Novarrtis Corporation)

PHAM VI: US 3,801,561: Dan xuét clia
Thyrocalcitonin ca hdi

US 5759565: Ché pham y hoc ¢6 chira calcitonin

Céc diém 1-3 cuia patent US 3801561 xac lap pham
vi bao h¢ cho din xuét thyrocalcitonin ¢4 hdi c6 trinh
tu axit amin & vi tri 31-32 (Ala-Pro hoac Val-Pro)
khac véi trinh tu axit amin & vi tri 31-32 cia
calcitonin cé hdi trong san phim Miacalcic (Thr-Pro).
Patent US 5759565 xac lap pham vi bao ho cho dugc
phim chua calcitonin dé dung qua duong miii. Tuy
nhién, patent nay khong xac 1ap pham vi bao ho truc
tiép cho hoat chat Calcitonin ca hoi.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.Hudng
khic phuc: Xac dinh chinh xac patent xac 1ap pham vi
bao ho cho hoat chét calcitonin ca hdi (néu co).

VPDD Pfizer (Thailand) Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 6).

44.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 2)

1 . Carduran
SPK:VN-14304-11

Doxazosin mesylate-2 mg Doxazosin
Hop 1 vix 10 vién
-SX: Pfizer (Australia) Pty., Ltd.Uc

PATENT: PCT WO 93/02050 -> WIPO khong nim
trong danh sach 14 co quan SHTT dugc cong nhan
US 4188390 (Pfizer Inc)

PHAM VI: US: Thudc ha huyét ap 4-amino-2(4-(1,4-

benzodioxan-2-carbonyl) piperazin-1-yl (Piém yéu cau

bao ho 5; Hoat chét Doxazosin)

Diém 5 yéu cau bao ho cua patent US 4188390 xac
1ap pham vi bao ho cho hoat chéit doxazosin.Két lun:
Dap tmg quy dinh vé patent cap cho hoat chit.
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CHU SO HUU SP: Novartis AG
Chua c6 tai lidu vé viée chuyén nhugng Patent gitra Sandoz Ltd
va Novartis Pharma Services AG -> Dé nghi Cong ty bo sung
theo quy dinh
GT:
- Cong ty cung cap Chimng thu x4c nhan viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel voi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh ctia
Sandoz AG) va Ciba-grey AG (tén trudc day la Geigy Chemical
Corporation - theo chung nhan cia Phong Thuong mai My)
cung sap nhap vao Novartis AG ciia Phong Cong chirng Basel,
Thuy Sy, trong d6 cé ghi rd tAt ca cAc tai san va trach nhiém
phap 1y ciia 2 Cong ty Sandoz AG va Ciba-grey AG déu tré
thanh ctia Novartis AG (12/1996)
- Cong ty cung cap Béo céo hoat dong ciia Novartis AG nim
2011 trong d6 Novartis AG la cong ty me so hitu 100% von
cong ty Novartis Pharma Services AG va Delpharm Huningue
SAS la cong ty san xuat thuoc Novartis AG

CHU SO HUU SP: Pfizer

1. Pfizer Inc

2. Pé nghi Cong ty giai trinh va cung cap tai liéu lam rd mbi
lién h¢ gitra Pfizer (Australia) Pty., Ltd. Va Pfizer Inc
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2 . Diflucan Fluconazole-150mg PATENT: US4404216 do Co quan SHTT My cép.
SPK:VN-14768-12 Vién nangHop 1 vién 150 mg Chu SH: Pfizer Inc., My
-SX: Pfizer PGMPhap PHAM VI: Hoat chat 2-(2,4-difluorophenyl)-

1,3-bis(1H-1,2,4-triazol-1-yl)propan-2-ol (theo

http://en.wikipedia.org/wiki/Fluconazole 1a

Fluconazole)

Diém 1 yéu ciu bao ho cia patent US4404216 xac

1ap pham vi bao hd cho hoat chét Fluconazole.
Két luan: Pap tmg

quy dinh vé patent cip cho hoat chét.

44.2 Khong dap ving quy dinh (Tong sd: 1)

1 . Tazocin Piperacillin monohydrateTazobactam - PATENT: WO 2006/044600 -> WIPO khong nim
SPK:VN-12602-11 Piperacillin monohydrate, Tazobactam trong danh sach 14 co quan SHTT dugc cdng nhan
4g/0.5g EP1799209 (Wyeth Holdings Corporation)
Bot dong khé pha tiémHop 1 1o 4,5¢ PHAM VI: EP: Thanh phén chira piperacillin va
-SX: Wyeth Lederle SPAY tazobactam dung dé tiém

WO 2006/044600 chi 1a cong bd don quéc té va
khong phai 1a patent. EP1799209 chua duoc cap
patent Két luan: Khong dép tng quy dinh vé& patent
cép cho hdn hop hoat chét.

44.3 Pham vi bio hd 13 dang bao ché (Tong sé: 3)

1 . Celebrex Celecoxib-200 mg PATENT: EP1528085 A1l (Pharmacia Corp)
SPK:VN-15106-12 Vién nangHop 3 vi x 10 vién PHAM VI: EP: Polymorphic crystalline form of
-SX: San xuét: Pfizer Pharmaceutical LLC celecoxib -> Pham vi bao ho 1a dang bao ché da hinh,
Dong goi va xuét xudng: Pfizer khong phai cho hoat chat Celecoxib

Manufacturing Deutschland GmbHD1rc

2 . Debridat Trimebutine maleate-100 mg PATENT: VN3261 (Pfizer Holding)
SPK:VN-13803-11 Vién nén bao phimHop 2 vi x 15 vién PHAM VI: Dugc pham dang vién nén dugc bao chira
-SX: FarmeaPhap Trimebutin maleat va quy trinh bao ché -> Pham vi

bao ho 1a dang bao ché, khong phai 1a hoat chat

3 . Omnicef Cefdinir-100mg PATENT: US4935507 (Fujisawa Pharmaceutical Co
SPK:VN-14303-11 Vién nangHop 10 vi x 10 vién Ltd)
-SX: Interphil Laboratories Inc.Philippin PHAM VI: US: Pham vi bao hd 1a dang tinh thé co
chira hoat chit Cefdinir, khong phai cho cong thirc
hoat chat Cefdinir.

45 Tén doanh nghiép dé nghi cong b6: VPDPD PIERRE FABRE S.A

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Pfizer (Thai Lan)

1.Pfizer Inc

2. Dé nghi Cong ty giai trinh va cung cép tai liéu lam & mdi
lién h¢ gitra Pfizer PGM. va Pfizer Inc

CHU SO HUU SP: Pfizer

1. Wyeth Holdings Corporation

2. Giai trinh vé viéc Wyeth Lederle SPA san xuét theo ity
quyén va tiéu chun cia Wyeth Holdings Corporation

CHU SO HUU SP: Pfizer

1. Pharmacia Corp

2. Bé nghi Cong ty giai trinh vé viéc chuyén nhuong Patent
gitra Pharmacia Corp va Pfizer

CHU SO HUU SP: Pfizer
Pfizer Holding

CHU SO HUU SP: Pfizer

1. Fujisawa Pharmaceutical Co Ltd

2. Giai trinh v viéc chuyén nhuong Patent giira Fujisawa
Pharmaceutical Co Ltd va Pfizer; vi€c Interphil Laboratories
Inc.; san xuét theo uy quyén va tiéu chuén cua Interphil
Laboratories Inc.
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 9).

45.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 . Navelbine
SPK:VN-11616-10

45.2 Co quan cép patent khong nim trong DS 14 nwéc_dwoe cong nhan. (Tong so: 4)

Vinorebline ditartrate-10mg/1ml
hép 10 éng 1ml, hop 10 éng Sml
-SX: Pierre Fabre Medicament
ProductionPhap

PATENT: EP 0010458B1 (Anvar Agence National
de Valoristaion de la Recherche)

PHAM VI: EP: Ché phdm chira bis-indolique va quy
trinh bao ché (Diém yéu cAu bao hd 3; Hoat chét
Vinorebline )

Diém 3 yéu cau bao ho ciia patent EP 0010458 B1
xac 1ap pham vi bao hd cho hoat chét Vinorebline.Két
luan: Pap tng quy dinh vé patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

1 . Tanganil
SPK:VN-5714-08

2 . Tanganil
SPK:VD-13678-10

3 . Theostat 100
SPK:VN-14339-11

4 . Theostat 300
SPK:VN-14794-12

Acetyl-Leucine-50mg/5ml
hop 5 éng x 5ml

-SX: Pierre Fabre Medicament
ProductionPhap

Acetyl-Leucine-500mg

Vién nén, hop 3 vi x 10 vién

-SX: Cong ty TNHH Pierre Fabre Viét
NamViét Nam

theosphyllin monohydrate-100mg
hop 3 vix 10 vién

-SX: Pierre Fabre Medicament
ProductionPhéo

theosphyllin monohydrate-300mg

vién nén bao phim phéng thich kéo dai,
hop 3 vi x 10 vién

-SX: Pierre Fabre Medicament
ProductionPhap

PATENT: FR2883180 -> Co quan SHTT Phap
khong nam trong danh sach 114 co quan SHTT dugc
cong nhan

PHAM VI

PATENT: FR2883180 -> Co quan SHTT Phap
khéng nim trong danh sach 114 co quan SHTT dugc
cong nhan

PHAM VI:

PATENT: FR 2535202 -> Co quan SHTT Phap
khong nam trong danh sach 114 co quan SHTT duoc
cong nhan

PHAM VI

PATENT: FR 2535202 -> Co quan SHTT Phap
khéng nim trong danh sach 114 co quan SHTT dugc
cong nhan

PHAM VI:

45.3 Pham vi bio hd 13 dang bao ché (Tong sb: 4)

1 . Mycoster 8%
SPK:VN-5056-07

ciclopirox-8g/100g

dung dich ngoai da, hdp 1 chai 3ml
-SX: Pierre Fabre Medicament
ProductionPhap

PATENT: EP0226984B1 (Hoechst AG)
PHAM VI: EP: Dang son méng tay cd tinh chat
khang ndm -> Pham vi bao ho 1a dang bao ché,
khéng phai 1a hoat chét Ciclopirox

CHU SO HU'U SP: PIERRE FABRE S.A

1. Anvar Agence National de Valoristaion de la Recherche
(Chua ¢ tai lidu vé viéc chuyén nhuong Patent tir Anvar
Agence National de Valoristaion de la Recherche cho PIERRE
FABRE)

2. Giai trinh vé viéc Pierre Fabre Medicament Production san
xudt theo ty quyén va tiéu chudn ctia Anvar Agence National de
Valoristaion de la Recherche

CHU SO HU'U SP: PIERRE FABRE S.A

CHU SO HUU SP: PIERRE FABRE S.A

CHU SO HU'U SP: PIERRE FABRE

CHU SO HU'U SP: PIERRE FABRE

CHU SO HU'U SP: PIERRE FABRE
Hoechst AG
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2 . Navelbine 20mg viénVinorelbine ditartrate-Vinorelbine

nang mém
SPK:VN-15588-12

ditartrate twrong dwong Vinorelbine 20mg
vién nang mém, hop 1 vix 1 vién

-SX: Pierre Fabre Medicament
ProductionPhap

3 . Navelbine 30mg viénVinorelbine ditartrate-Vinorelbine

nang mém
SPK:VN-15589-12

4 . Tardyferon B9
SPK:VN-16023-12

ditartrate twrong duong Vinorelbine 20mg
vién nang mém, hop 1 vi x 1 vién

-SX: Pierre Fabre Medicament
Productionphap

St sulfate, acid folic-50mg st, 350mcg
acid folic

vién nén giai phong kéo dai, hop 10 dng
1ml va hop 10 éng 5ml

-SX: Pierre Fabre Medicament
ProductionPhap

46 Tén doanh nghiép dé nghi cong bo:

PATENT: EP1530459 B1 (R.P. Scherer
Technologies)

PHAM VI: EP: Ché pham duoc dudng udng chira
Vinorelbine dang vién nang mém va quy trinh diéu
tri -> Pham vi bao ho 1a dang bao ché va quy trinh
diéu tri, khong phai 1a hoat chat

PATENT: EP1530459 B1 (R.P. Scherer
Technologies)

PHAM VI: EP: Ché pham duoc dudng udng chira
Vinorelbine dang vién nang mém va quy trinh didu
tri -> Pham vi bao hd 1a dang bao ché va quy trinh
didu tri, khong phai 1a hoat chét

PATENT: EP195451B1 (Pierre Fabre Medicament )

PHAM VI: EP: Hoat chét phong thich st yé mubi
kéo dai -> Pham vi bao h¢ 1a dang bao che, khong

VPDD Tedis tai TP HCM

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 1).

46.1 Pham vi bao hé 13 dang bao ché (Tong sb: 1)

1 . Dakin Cooper
Stabilise
SPK:VN-9878-10

Natri Hypochloride dam dac-0.5g
Chai 250ml, dung dich dung ngoai
-SX: Coorperation Pharmaceutique
FrancaiseFrance

PATENT: EP 0471 129 B1 (Cooperation
Pharmaceutical)

PHAM VI: Dung dich chira Natri Hypochloride ->
Pham vi bao h¢ 1a dang bao ché, khong phai 13 hoat
chat

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: PIERRE FABRE
R.P. Scherer Technologies

CHU SO HU'U SP: PIERRE FABRE
R.P. Scherer Technologies

CHU SO HU'U SP: PIERRE FABRE S.A
Pierre Fabre Medicament

CHU SO HUU SP: Tedis SA
Cooperation Pharmaceutical
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