PHU LUC: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC
(kém theo van ban sé 9689 /QLD-GT ngay 21 thang 06 nim 2013)

S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd Quyén s¢ hiru, chuyén giao_patent
1 Tén doanh nghiép dé nghi cong bo: Abbott Laboratories
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thudc: 5).
1.1 Khéng dép ing quy dinh (Tong sb: 5)

1 . Betaserc Betahistine dyhidrochloride -16mg PATENT: GB945095 (UNIMED INC)FR2338 CHU SO HUU SP: Abbott Products SAS
SPK:VN-5764-08 vién nén (UNIMED INC)->2 Co quan SHTT nay khéng nim  CHU/CHUYEN NHUGNG PATENT:
-SX: Abbott Products GmbHGermany trong DM 14 co quan SHTT duoc chip thuan dé xem
xét Patent
PHAM VI: Chua rd pham vi bao hg cho hoat chét
hay quy trinh bao ché

12/4: Cong ty bd sung patent US 3149034 (Umimed
Inc) -> Pham vi bao ho 1a phwong phép diéu tri va
quy trinh bao ché, khong phai cho hoat cht
Betahistine dyhidrochloride

Patent GB945095 xac 1ap pham vi bao hd cho ché
pham dung qua dudng miéng, ngoai dudng tiéu hoa,
qua duong tryc trang. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho truc tiép cho hoat chat
Betahistine dyhidrochloride.Patent US 3149034 xac
1ap pham vi bao ho phuong phéap diéu tri bénh dau
dau bang cach cung cap duoc chit cho bénh nhan qua
duong miéng. Tuy nhién, patent nay khong xac lap
pham vi bao h¢ truc tiép cho hoat chit Betahistine
dyhidrochloride.Két luan: Khong dap tmg quy dinh
vé patent cAp cho hoat chit.
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Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Betaserc 24mg
SPK:VN-10229-11

3 . Creon 10000
SPK:VN-12655-11

Betahistine dyhidrochloride -24mg
vién nén
-SX: Abbott Products GmbHGermany

Pancreatin-150 mg
Vién nang, hop 1 lo chira 20, 50, 100 vién
-SX: Abbott Products GmbHGermany

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 Co quan SHTT nay khong nim
trong DM 14 co quan SHTT duoc chap thuan dé xem
xét Patent

PHAM VI: Chua ro pham vi bdo h¢ cho hoat chét
hay quy trinh bao ché

12/4: Cong ty bo sung patent US 3149034 (Umimed
Inc) -> Pham vi bao ho 1a phwong phép diéu tri va
quy trinh bao ché, khong phai cho hoat chat
Betahistine dyhidrochloride

Patent GB945095 xac 1ap pham vi bao h cho ché
pham dung qua dudng miéng, ngoai dudng tiéu hoa,
qua duong tryc trang. Tuy nhién, patent nay khong
xac 1ap pham vi bao h truc tiép cho hoat chét
Betahistine dyhidrochloride.Patent US 3149034 xac
1ap pham vi bao ho phuong phéap diéu tri bénh dau
dau bang cach cung cap duoc chit cho bénh nhan qua
duong miéng. Tuy nhién, patent nay khong xac 1ap
pham vi bao h¢ truc tiép cho hoat chit Betahistine
dyhidrochloride.Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

PATENT: Patent (EP1931316B1) cap cho Solvay
Pharmaceuticals GmbH, Diic do Co quan Sé hitu tri
tué Chau Au cip 2006. D& nghi Cong ty cung cap
patent lién quan hoat chat.

PHAM VI: Dang bao ché bao tan & rudt (phat minh
hdn hgp mang bao tan & rudt).

Yéu cau bao hg ciia patent EP1931316B1 xac lap
pham vi bdo hd cho 16p bao tan trong rudt va dugc
pham giai phong co kiém soat chira pancreatin va 16p
bao tan trong rudt. Tuy nhién, patent nay khong xac

1ap pham vi bao hd cho hoat chét pancreatin.Két luan:

Khong dap tmg quy dinh vé patent cip cho hoat
chit.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:

CHU SO HU'U SP: Chu s¢ hitu san phdm Abbott Products

GmbH (Cuc QLD da ¢6 vin ban s6 9819/QLD-PK ngay

15/7/2011 dong y chuyén nha san xuét tir Solvay

Pharmaceuticals GmbH sang Abbott Products GmbH)
CHU/CHUYEN NHUONG PATENT:Cuc QLD d4 ¢ van ban

s6 6457/BYT-QLD ngay 24/9/2010 vé viéc ddi tén Cong ty Solvay
Pharmaceuticals GmbH thanh Abbott Products GmbH.
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

4 . Creon 40000
SPK:VN-12832-11

Pancreatin-400 mg

Vién nang (chtra pellet bao tan trong ruét),
hop 1 lo chwra 20, 50, 100 vién

-SX: Abbott Products GmbHGermany

Betahistine dyhidrochloride -8mg
Vién nén
-SX: Abbott Products GmbHGermany

5 .Serc8
SPK:VN-5765-08

2 Tén doanh nghiép dé nghi cong bo:

PATENT: Patent (EP1931316B1) cip cho Solvay
Pharmaceuticals GmbH, Puc do Co quan Sé& hitu tri
tué Chau Au cip 2006. Dé nghi Cong ty cung cip
patent lién quan hoat chat.

PHAM VI: Dang bao ché bao tan ¢ rudt (phat minh
hén hop mang bao tan & rudt)

Yéu cau bao ho ciia patent EP1931316B1 xac lap
pham vi bao h¢ cho 16p bao tan trong rudt va dugc
pham giai phong c6 kiém soat chira pancreatin va 16p
bao tan trong rudt. Tuy nhién, patent ndy khong xac
1ap pham vi bao hd cho hoat chét pancreatin.Két luan:
Khoéng dap tmg quy dinh vé& patent cip cho hoat
chat.

CHU SO HU'U SP: Chii so hitu san phim va nha san xuat

Abbott Products GmbH

CHU/CHUYEN NHUGQNG PATENT:Cuyc QLD di c6 vin ban

sO 6457/BYT-QLD ngay 24/9/2010 vé viéc doi tén Cong ty Solvay
Pharmaceuticals GmbH thanh Abbott Products GmbH.

CHU SO HUU SP: Abbott Products SAS
CHU/CHUYEN NHUONG PATENT:

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 nudc nay khong nam trong DM
14 co quan SHTT duoc chip thuan dé xem xét Patent
PHAM VI: Chua r6 pham vi bdo h¢ cho hoat chét
hay quy trinh bao ché

12/4: Cong ty bd sung patent US 3149034 (Umimed
Inc) -> Pham vi bao ho 1a phwong phép diéu tri va
quy trinh bao ché, khong phai cho hoat chat
Betahistine dyhidrochloride

Patent US 3149034 xac lap pham vi bao h cho
phuong phap diéu tri bénh dau dau. Tuy nhién,
patent nay khong bao ho truc tiép cho hoat chit
Betahistine dyhidrochloride.GB945095 dé cap dén
duoc phdm ding qua dudng miéng, ngoai dudng tidu
hoéa, duong truc trang chira hoat chit dé diéu tri bénh
dau dau. Tuy nhién, n6 khong bao ho truc tiép cho
hoat chit Betahistine dyhidrochloride. Két luan:
Khong dap tmg quy dinh vé patent cap cho hoat chit.

Baxter Healthcare (Asia) Pte. Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (T6ng s6 thubc: 4).

2.1 Khong dp g quy dinh (Tong s6: 4)

Page 3 of 46



So

Patent - Chii s¢ hiru - Pham vi bdo hd

Tén thudc - SPK Hoat chét - Ham lwong - Quy céch
1 . Hemofil M 401 - 800Antihemophilic factor human (AHF) (yéu
U t6 VIII ciia nguoi)-401-800 1U
SPK:VN-6925-08 Hop 1 1o bot dong cung 1 lo 10ml nudc
phatiém

-SX: Baxter Healthcare CorporationMy

2 . Hemofil M20 - 400 Antihemophilic factor human (AHF) (yéu

V] t6 VIII ctia ngudi)-220-400 1U
SPK:VN-6924-08 Hop 1 1o bot dong cung 1 lo 10ml nudc
pha tiém

-SX: Baxter Healthcare CorporationMy

PATENT: US 5,470,954 (Baxter International Inc)
PHAM VI: US: Quy trinh siéu tinh khiét hoa yéu t&
V111 -> Pham vi bao ho 1a quy trinh diéu ché, khong
phai bao ho cho hoat chit

Patent US5470954 xac lap pham vi bao ho cho
phuong phap va quy trinh tinh ché yéu té VIIL:C tir
hdn hgp gom polypeptit va tap chat. Tuy nhién,
patent ndy khong xéc 1ap pham vi bao hd cho chinh
yéu t6 VIII ciing nhu duoc pham chira né.Két luan:

Khéng dap tmg quy dinh vé patent cap cho hoat chit,

hon hop cac hoat chét’hoéc dugc pham, ché phim
cling nhu dang bao ché.

PATENT: US 5,470,954 (Baxter International Inc)
PHAM VI: US: Quy trinh siéu tinh khiét hoa yéu t&
V111 -> Pham vi bao ho 13 quy trinh diéu ché, khong
phai bao ho cho hoat chat

Patent US5470954 xac lap pham vi bao ho cho
phuong phép va quy trinh tinh ché yéu t6 VIIL:C tir
hdn hop gdm polypeptit va tap chat. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho chinh
yéu t& VIII ciing nhu duge pham chira n6.Két luan:

Khong dép tmg quy dinh vé patent cap cho hoat chit,

hdn hop cac hoat chat hodc dugc pham, ché pham
cling nhu dang bao ché.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Baxter Healthcare
CHU/CHUYEN NHUGQONG PATENT:Baxter International Inc

CHI:J o] HUU SP: Baxter Healthcare
CHU/CHUYEN NHUONG PATENT:Baxter International Inc
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Tén thubce - SDK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

3 . OliClinomel N4-
550E

4 . OliClinomel N7-
1000E
SPK:VN-5004-10

Lipid, Aminoacid, Glucose-10%, 5.5%,
20%

Tui 11 ¢6 3 ngén: 0.21 lipid 10% + 0.41
aminoacid 5.5% + 0.4l glucose 20%. TUi
1.51 ¢6 3 ngén: 0.31 lipid 10% + 0.61
aminoacid 5.5% + 0.6l glucose 20%. Tui 2I
¢6 3 ngan: 0.41 lipid 10% + 0.8l
aminoacid 5.5% + 0.8l glucose 20%

Lipid, Aminoacid, Glucose-20%, 10%,
40%
Tui 11 ¢6 3 ngan: 0.21 lipid 20% + 0.41
aminoacid 10% + 0.41 Glucose 40%. TUi
1.51 ¢6 3 ngan: 0.31 lipid 20% + 0.61
aminoacid 10% + 0.61 glucose 40%. Tui 2I
¢6 3 ngan: 0.41 lipid 20% + 0.81 aminoacid
10% + 0.8l glucose 40%

PATENT: US 5,577,369 (Baxter International Inc)
US 5840757 (Baxter International Inc)

PHAM VI: US 5,577,369: Phuong phap tong hop va
d6ng goi bao bi nhidu ngan -> Pham vi bao hd
khong phai cho hdn hop hoat chat

US 5840757: Nhil twong hoa lipid dung trong dinh
dudng trong va ngoai duong ti€u hoa -> Pham vi bao
ho 1a dang bao ché, khong phai cho hoat chat

Patent US 5,577,369 khong xac 1ap pham vi bao ho
cho hoat chat lipid, aminoacid va glucose, cling nhu
t6 hop ciia ching. Cac diém 1-8 yéu cau bao hd cta
patent nay chi xac 1ap pham vi bao h cho phuong
phap san xuit bao bi chira nhiéu ngan ma khong xac
1ap pham vi bao ho tryc tiép cho timg hoat chét, ciing
nhu t6 hop cta cac hoat chit néu trén.Dién 12 yéu
cau bao ho cua patent US 5840757 khong xéc lap
pham vi bao ho cho td hop cuia cac hoat chit & dang
bao ché vai ty 16 phan tram nhu néu & 6 tén hoat
chat.Két luan: Khong dap timg quy dinh vé patent
cép cho hoat chat, ciing nhu dang bao ché cua t6 hop
cac hoat chét néu trén.

PATENT: US 5,577,369 (Baxter International Inc)
US 5840757 (Baxter International Inc)

PHAM VI: US 5,577,369: Phuong phap tong hop va
dong goi bao bi nhiéu ngan -> Pham vi bao ho
khong phai cho hdn hop hoat chit

US 5840757: Nhii tuong hoa lipid dung trong dinh
dudng trong va ngoai dudng ti€u hdéa -> Pham vi bao
ho 14 dang bao ché, khong phai cho hoat chit

Patent US 5,577,369 khong xac 1ap pham vi bao ho
cho hoat chit lipid, aminoacid va glucose, ciing nhur
t6 hop cta chung. Cac diém 1-8 yéu ciu bao ho cua
patent nay chi xac lap pham vi bao hg cho phuong
phap san xuat bao bi chtra nhiéu ngan ma khong xac
1ap pham vi bao ho tryc tiép cho tirng hoat chét, cling
nhur t6 hop ctia cac hoat chat néu trén.Dién 12 yéu
cau bao ho cua patent US 5840757 khong xéc lap
pham vi bao h¢ cho t6 hop cuia cac hoat chét ¢ dang
bao ché véi ty 18 phan trim nhu néu & 6 tén hoat
chat.Két luan: Khoéng dap tng quy dinh vé patent
cAp cho hoat chit, cling nhu dang bao ché cta t6 hop
cac hoat cht néu trén.

Quyén sé hiru, chuyén giao patent
CHU SO HU'U SP: Baxter Healthcare

CHU/CHUYEN NHUONG PATENT:Baxter International Inc

CHU SO HU'U SP: Baxter Healthcare

CHU/CHUYEN NHUONG PATENT:Baxter Healthcare Inc
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Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent
Tén doanh nghiép dé nghi cong bo: Bayer (South East Asia) Pte. Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).
3.1 Khéng dip tng quy dinh (Tong sb: 2)

sb
3

1 . Angelig Estradiol/ Drospirenone-2mg + 1mg PATENT: US 4 129 564 (Schering AG) CHU SO HUU SP: Bayer AG
SPK:VN-9436-09 Hop 1 vi x 28 vién nén bao phim DE 3022337C2 -> Co quan SHTT Birc khong nam CHU/CHUYEN NHUGQNG PATENT:1. Schering AG
-SX: Schering GmbH & Co. Produktions trong 14 co quan SHTT duoc cong nhan 2. Cong ty ¢ cong vin xac nhan doi tén tir Schering AG thanh
KGDirc PHAM VI: US: Spirolactone (Piém yéu ciu bao ho Bayer Schering Pharma AG
3; Hoat chit Drospirenone) (Khong c6 Patent cho hon
hop 2 hoat chat)

> Pé nghi Cong ty cung cap Patent cho hdn hop 2
hoat chat Estradiol va Drospirenone

Diém 3 yéu cau bao hd ciia patent US 4129564 xac
1ap pham vi bao hd cho Drospirenone. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hdn hop cac hoat chat Estradiol va Drospirenone.
Két luan: Khong dap tng quy dinh vé patent cap cho
hén hop hoat chét.

2 . Bonefos Disodium clodronate-400mg PATENT: US 5237094 (Leiras OY) CHU SO HUU SP: Bayer AG
SPK:VN-14920-12 Hop 10 vi x 10 vién nang EP 0490907B1 (Leiras OY) CHU/CHUYEN NHUGQNG PATENT:1. Leiras OY
-SX: Bayer OYPhan Lan PHAM VI: US, EP: Quy trinh san xuét hoat chat 2. Cong ty cung cp tai liéu ddi tén cong ty Leiras OY thanh
Clodronate va cong dung méi -> PHam vi bao ho 1a Schering OY va sau d6 thanh Bayer Schering Pharma OY va
quy trinh bao ché va tic dung diéu tri hién nay la Bayer OY

Patent US 5 237 094 va patent EP 0490907B1 xac
1ap pham vi bao ho cho quy trinh diéu ché axit
methylenebisphosphonic, khong xac 14p pham vi bao
ho truc tiép cho hoat chét disodium clodronate.Két
luan: Khong dap tmg quy dinh vé patent cap cho hoat
chat.Huéng khic phuc: Xac dinh chinh xéac patent
xac 1ap pham vi bdo ho tryc tiép cho hoat chat
disodium clodronate.

4  Tén doanh nghiép dé nghi cong bé: Boehringer-Ingelheim International GmbH

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 6).
4.1 BO sung ti liéu vé viéc chuyén nhwong Patent (Tong so: 5)

Page 6 of 46



S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Aggrenox
SPK:VN-15235-12

Dipyridamole+ Acetylsalicylic acid-
200/25mg

Vién nang, chai 60 vién

-SX: Boehringer Ingelheim Pharma
GmbH&Co.KGDbtic

PATENT: EP0257344B10257344B1(Dr.Karl
Thomae GmbH)

US601577(Dr.Karl Thomae GmbH)

PHAM VI: Tac dung diéu tri ngan ngira hinh thanh
cuc mau dong khi phdi hop 02 hoat chat
Dipyridamole+ Acetylsalicylic acid va quy trinh bao
ché su phdi hop 02 thanh phan -> Dé nghi Cong ty
cung cap patent vé t6 hop 02 hoat chat nay.

Diém 2 yéu cau bao ho clia patent EP0257344B1 xéc
1ap pham vi bao hd cho to hop duogc phém chira
Dipyridamol va Acetylsalicylic Acid véi ty 1& nim
trong khoang tir 8:1 dén 100:1. Hon nita, diém 5 ctia
patent nay ciing xac 1ap pham vi bao ho cho t6 hop
duogc phdm chira dipyridamol véi lwong nim trong
khoang tir 75mg dén 200mg va Acetylsalicylic Acid

v6i lugng nam trong khoang tir 5 dén 80mg.Két luan:

bap tng quy dinh vé patent cap cho hdn hop hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: BI Pharma GmbH& Co.KG
CHU/CHUYEN NHUQNG PATENT:Dr.Karl Thomae GmbH
sat nhap vao BI Internatinoal GmbH nam 2010. D& nghi bd
sung tai liéu phap 1y chimg minh méi lién hé BI International
GmbH va Bl Pharma GmbH& Co.KG
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Buscopan
SPK:VN-11700-11

Hyoscine N-butyl bromide-Vién bao
duong 10 mg

Hop 5 vi hodc 10 vi x 10 vién

-SX: Delpharm ReimsPhap

PATENT: US 3472861 (Boehringer-Ingelheim
GmbH)

GB1178305 (Boehringer-Ingelheim GmbH) -> Co
quan SHTT nay khong nam trong DM 14 co quan
SHTT duoc chép thuin dé xem xét Patent

PHAM VI: US:Céc hop chat nhém dan xuét thay thé
-N ctia norscopolamine va mudi amino bac 4, hiéu
qué trong trc ché hé than kinh trung uong, khang
cholinergic va chéng co that

GB: Dan xuit cua Norscopolaramine (diém yéu cau

bao ho 22, Hoat chit Hyoscine N-butyl bromide - Tra
ctru Martindale)

24/5: Cong ty bd sung patent GB 708370 (Albert
Boehringer)

Diém 2 yéu cau bao ho (két hop véi phan Certificate
of Corection) cta patent US 3472861 xac 1ap pham vi
bao ho cho hoat chét hyosine N-propenyl bromide
ma khong xac 1ap pham vi bao hd cho hoat chét
hyosine N-butyl bromide.

Co quan s¢ hiru tri tué cip patent GB 1178305 khong
nam trong danh sach cac co quan sé hiru tri tué cip
bang doc quyén sang ché duoc chip thuin dé xem xét
cong bd danh muc thudce biét duoc géc.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

24/5: Biém 22 yéu cau bao hd cia patent GB
1178305 xac 1ap pham vi bao ho cho hop chat
hyosine N-butyl bromide.

Ké:c luan: Pap ung quy dinh vé patent cp cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Boehringer-Ingelheim Pharma GmbH & Co
CHU/CHUYEN NHUQNG PATENT:Bochringer-Ingelheim
GmbH

24/5: Cong ty cung cap tai liéu xac nhan Delpharm Reims 1a
nha san xudt san pham

- Pé nghi cong ty cung cp tai lidu xac nhan viéc chuyén
nhuong Patent tir Albert Boehringer cho Boehringer-Ingelheim
(Cong ty méi chi cung cép tai liéu tham khao trén website)
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Tén thubce - SDK Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

3 . Buscopan
SPK:VN-15234-12

Hyoscine N-butyl bromide-20mg/ml

hop 2 vi x 5 éng 1ml

-SX: Boehringer Ingelheim Espana S.ATay
ban nha

PATENT: US 3472861 (Boehringer-Ingelheim
GmbH)

GB1178305 (Boehringer-Ingelheim GmbH) -> Co
quan SHTT nay khong nam trong DM 14 co quan
SHTT duoc chép thuin dé xem xét Patent

PHAM VI: US:Céc hop chit nhom dan xuét thay thé
-N ctia norscopolamine va mudi amino bac 4, hiéu
qué trong trc ché hé than kinh trung uong, khang
cholinergic va chéng co that

GB: Dan xuit cua Norscopolaramine (diém yéu cau
bao ho 22, Hoat chit Hyoscine N-butyl bromide)
24/5: Cong ty bd sung patent GB 708370 (Albert
Boehringer)

Diém 2 yéu cau bao ho (két hop vai phan Certificate
of Corection) cta patent US 3472861 xac lap pham vi
bao ho cho hoat chét hyosine N-propenyl bromide
ma khong xac 1ap pham vi bao hd cho hoat chét
hyosine N-butyl bromide.

Co quan s¢ hiru tri tué cip patent GB 1178305 khong
nam trong danh sach cac co quan sé hiru tri tué cap
bang doc quyén sang ché duoc chip thuin dé xem xét
cong bd danh muc thudc biét duoc géc.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

24/5: Biém 22 yéu cu bao ho cua patent GB
1178305 xac 1ap pham vi bao hd cho hop chét
hyosine N-butyl bromide.

Ké:c luan: Pap ung quy dinh vé patent cp cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Boehringer-Ingelheim Pharma GmbH& Co
CHU/CHUYEN NHUQNG PATENT:Bochringer-Ingelheim
GmbH

24/5: Pé nghi cong ty cung cip tai liéu xac nhan viéc chuyén
nhuong Patent tir Albert Boehringer cho Boehringer-Ingelheim
(Cong ty méi chi cung cap tai liéu tham khao trén website) va
giai tinh 1am r6 mdi quan hé giita Boehringer Ingelheim Espana
S.A va Boehringer Ingelheim Pharma GmbH& Co
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

4 . Combivent
SPK:VN-10786-10

Salbutamol Sulfate + Ipratropium

0,52 mg

Dung dich khi dung; Hop 10 éng 2,5 mL

5 . Phosphalugel
SPK:VN-6457-08 Dang gel d& udng; hop chira 26 goi

-SX: PharmatisPhép

4.2 Khéng dap ng quy dinh (Tong sb: 1)

Bromide-1 mL dung dich chira 3 mg va

Aluminium phosphate-12,380 g/géi 20 g

PATENT: EP2026784 va US2010/0144784 va
W0/2007/134965 do Co quan s hitu tri t& Thé gisi
cap. Chu s6 hitu: Boehringer Ingelheim International
GMBH.

PHAM VI: Dang bao ché phun mu dang phdi hop 02
hoat chét (ipratropium bromide va salbutamol). D&
nghi b sung Patent lién quan hoat chét cé sy phdi
hop 02 hoat chét (ipratropium bromide va
salbutamol)

24/5: Cong ty bd sung patent US 5603918
(Boehringer Ingelheim Pharmaceutical Inc) va
WO2007EP54488

Diém 7 yéu cau bao ho cua patent US5603918 xac
1ap pham vi bao ho cho dugc phém dang khi dung
chura salbutamol sulfate va ipratropium bromide &
dang micron hoa lam hoat chét, chét tao hdn dich
(soya lecithin), chit ddy (dichlorodifluoromethane,
dichlorotetrafluoroethane, va
trichloromonofluoromethane). San pham Combivent
chtra cac hoat chat & dang micron hod va chira céc ta
nhu trén.Két luan: Dap tmg quy dinh vé patent cip
cho duoc pham dang phun mu.

PATENT: EP0139997 (Boehringer-Ingelheim
International GmbH)

PHAM VI: EP: Aluminium phosphate gel -> Pham

vi bao ho 1a dang bao ché (khong phai 1a hoat chit)
Diém 1 yéu cau bao ho cua patent EP0139997 x4c 1ap
pham vi bao ho cho Aluminium phosphate dang gel
ding dé khang acid (xem diém 5 yéu cu bao ho).Két
ludn: Pap ting quy dinh vé patent cap cho dang bao
ché 1a Aluminium phosphate dang gel ding dé udng.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Chii so hitu: Boehringer Ingelheim
International GMBH

CHU/CHUYEN NHUGQNG PATENT:1.Chu s6 hiru san pham
va patent: Boehringer Ingelheim International GMBH

2. Giai trinh vé viéc Laboratory Unither san xuat theo iy quyén
cua Boehringer Ingelheim Pharmaceutical Inc

CHU SO HUU SP: Boehringer-Ingelheim International GmbH
CHU/CHUYEN NHUGQNG PATENT:1. Boehringer-Ingelheim
International GmbH

2. Giai trinh vé viéc Pharmatis san xuét theo iy quyén va tiéu
chuén ctia Boehringer-Ingelheim International GmbH
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Tén thubce - SDK

Hoat chét - Him lwong - Quy cach

Patent - Chu sé hitu - Pham vi bio ho

1 . Atrovent N
SPK:VN-10784-10

Ipratropium bromide monohydrate-
20mcg/nhat xit

hop 200 liéu xit

-SX: Boehringer Ingelheim Pharma
GmbH&Co.KGDbtrc

PATENT: US 3681500 (Boehringer Ingelheim
GmbH)
US 5676930 (Boehringer Ingelheim Pharmaceutical)

PHAM VI: US 3681500: Cong thirc dung duong khi
dung dé diéu trj bénh tic nghén duong ho hap
US 5676930: D¢ 6n dinh cua thude chira Ipratropium
bromide va chat day HFC
> Giai thich 1am rd hodc bo sung Patent c6 pham vi
bao ho 14 hoat chat Ipratropium.
24/5: Cong ty bd sung patent GB 1176094
(Boehringer Ingelheim GmbH) (Diém yéu cau bao ho
11); EP 0835098 B1 (Boehringer Ingelheim GmbH);
US 3505337 (Boehringer Ingelheim GmbH)
Patent US 3681500 xac 1ap pham vi bao h cho duogc
pham dé xong chira ipratropium bromide va phuong
phap diéu tri bénh réi loan duong hé hap do tic
nghén (diém 3,7,12 yéu cau bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao ho chinh xac
cho hoat cht Ipratropium bromide monohydrate.
Patent US 5676930 xac 1ap pham vi bdo h cho dugc
phém ¢ dang dich long dugc lam on dinh chira
ipratropium bromide va phwong phap lam 6n dinh
duoc phdm nay (diém 1,13 yéu cau bao ho). Tuy
nhién, patent nay khong xac 1dp pham vi bao hg
chinh x4c cho hoat chit Ipratropium bromide
monohydrate.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.
24/5: Patent GB1176094 (Shell Int Research) xac lap
pham vi bao ho cho dau nhon. Tuy nhién, patent nay
khong xéac 1ap pham vi bao ho cho hoat chat
ipratropium bromide hay san phim dang phun mu
chira ipratropium bromide.
Patent US 3505337 xé4c lap pham vi bao ho cho hon
hop racemic ciia hop chat noratropinium. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chét ipratropium bromide hay san pham dang phun
mu chira ipratropium bromide.
Patent EP 0835098 B1 xac 1ap pham vi bao hd cho
dugc pham dé tao ra khi dung ding dé x6ng khong
chira khi ddy trong khi san pham Atrovent N chra ta
dugc bao gom chat ddy HFA-134a (1,1,1,2-
tetrafluoroethane), nude, rugu va axit citric. Do do,
patent EP 0835098 B1 khong x4c 1ap pham vi bao ho
cho san pham dang thu6c phun mu Atrovent N..

Két luan: Khong dap ting quy dinh vé patent cp cho dugc phdm.

Quyén sé hiru, chuyén giao patent
CHU SO HU'U SP: Boehringer-Ingelheim International GmbH

CHU/CHUYEN NHUGQNG PATENT:Boghringer Ingelheim
GmbH
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Tén thubce - SDK Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

S6
5 Teén doanh nghi€p dé nghi cong bo:

Quyén sé hiru, chuyén giao patent

Cong ty cd phan thwong mai duwoc Hoang Long

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

5.1 Khéng dap &ng quy dinh (Tong sb: 2)

1 . Biseko albumin (human), Immunoglobulin G,
SPK:VN-13034-11 Immunoglobulin A, Immunoglobulin M-
509/1

Chai 50, 250, 500 ml
-SX: Biotest Pharma GmbHDtrc

2 . Intratect protein ngudi trong d6 chira it nhit 96%
SPK:6554/QLD-KD  1gG-96%IgG/ 50mg/ml
hop 1 1o 50ml

-SX: Biotest Pharma GmbHGermany

PATENT: US 4,153,683 (Biotest Serum-Institut
GmbH)

PHAM VI: US: Phuong phéap bao ché sinh pham
chtra globulin mién dich -> Pham vi bao h 1a
phuong phap bao ché, khong phai cho hdn hop hoat
chat

Céc diém 1-7 yéu cau bao ho cia patent US4153683
xac 1ap pham vi bao ho cho thubc m& chira globulin
mién dich dé diéu tri bénh ndm da. Tuy nhién, patent
nay khong xéc lap pham vi bao ho cho dich truyén
chira albumin (nguoi), Immunoglobulin G,
Immunoglobulin A, Immunoglobulin M.Két luan:
Khéng dap tmg quy dinh vé patent cip cho hoat chit,
hon hop cac hoat chét hodc duoc phém, ché phém
cling nhu dang bao ché.

PATENT: US 4,154,89 (Biotest Serum-institut
GmbH)

PHAM VI: US: Piéu ché dung dich chira gamma-
globulin on dinh dé tiém tinh mach -> Pham vi bao
ho 1a quy trinh bao ché, khong phai cho hoat chat
Patent US415489 duoc cung cap 1a khong chinh xac,

trong trudng hop nay patent chinh xac 1a US4154819.

Patent US4154819 xéc 1ap pham vi bao h¢ cho quy
trinh bao ché ché pham dé tiém trong tinh mach chira
gamma-globulin. Patent nay khong xac lap pham vi
cho hoat chat immunoglobulin ngudi ciing nhu dugc
pham chtra n6.Két luan: Khong dap tmg quy dinh vé
patent ce‘ip cho hoat chét, hdn hop céac hoat chét hoac
duoc phdm, ché phim ciing nhu dang bao ché.

6 Tén doanh nghiép dé nghi cong bé: Coéng ty CPDP Vinh Phiic

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

CHU SO HU’U SP: Biotest Pharma GmbH

CHU/CHUYEN NHUQONG PATENT:1. Biotest Serum-Institut
GmbH

2. Giai trinh mdi lién hé giira Biotest Serum-Institut GmbH va
Biotest Pharma GmbH

CH(J o] HUU SP: Biotest AG
CHU/CHUYEN NHUQNG PATENT:Biotest Serum-institut
GmbH (sau doi tén thanh Biotest AG)
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

6.1 Khéng dap ng quy dinh (Tong sb: 1)
1 . Aslem
SPK:VD-13920-11

Glycyl funtumin hydroclorid-0.3mg/ml
Hép 10 éng x 1ml dung dich tiém
-SX: Cong ty CPDP Vinh PhicViét Nam

7 Tén doanh nghiép dé nghi cong bo:

PATENT: Viét Nam: 6123 (Trung tdm khoa hoc
cong nghé duogc, trudong dai hoc dugec Ha Noi)
PHAM VI: Quy trinh diéu ché dan xuét 3 alpha -
amino - 20 - xetosteroit.-> Pham vi bao hé la quy
trinh diéu ché khong phai hoat chat.

Chu don cung cip patent Viét Nam sé 6123 dbi véi
quy trinh diéu ché dan xuét 3 alpha - amino - 20 -
xetosteroit 1a khong chinh xac, trong truong hop nay,
patent chinh xac 14 patent s6 6213. Tuy nhién,

patent Viét Nam sé 6213 nay chi xac 1ap pham vi bao
ho cho quy trinh diéu ché dan xut xetosteroit ma
khong xéc 1ap pham vi bao ho cho hoat chat glyxyl
funtumin hydroclorua ciing nhu dugc pham chira no.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét, hdn hop céc hoat chit hodc duoc phém, ché
phim ciing nhu dang bao ché.

Cong ty Roussel Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (T6ng s6 thubc: 1).

7.1 Khoéng dap tng quy dinh (Tong so6: 1)

1 . ldarac
SPK:VD-6555-08

Floctafenin-200mg
Vién nén, hop 2 vi, vi 10 vién
-SX: Cong ty Roussel Viét NamViét Nam

8 Tén doanh nghiép dé nghi cong bo:

PATENT: KR 870001897 (B1); EP 0056765 B1
(Rhone Poulenc Sante)

PHAM VI: KR: Quy trinh diéu ché 4-hydroxy
quinolin -> Pham vi bao h 1a phuong phap diéu ché
hoat chat, khong phai bao h¢ cho hoat chét

Patent KR870001897B1 va EP0056765B1 xac lap
pham vi bao ho cho quy trinh diéu ché 4-hydroxy
quinolin. Hai patent nay khong xac lap pham vi bao
ho cho hoat chét floctafenin. Két luan: Khong dap tmg
quy dinh v& patent cap cho hoat chit.

Cong ty TNHH DKSH Viét Nam

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

8.1 Khéng dip trng quy dinh (Tong sb: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: San xuit boi Cong ty CPDP Vinh Phuc
theo hop ddng chuyén giao cong nghé cuia chii patent.
CHU/CHUYEN NHUGQNG PATENT:Trung tim khoa hoc
cong nghé dugc, truong dai hoc duge Ha Noi.Hop déng chuyén
giao ddc quyén ding ky, san xuat va phan phdi thudc Aslem
0,3mg/1ml cho Céng ty CPCP Vinh Phuc.

CHI:J SO HUU SP: Roussel
CHU/CHUYEN NHUQONG PATENT:Rhone Poulenc Sante
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Norditropin NordiletSomatropin-3,3mg/ml
5mg/1,5ml Dung dich tiém, Hop 1 bat x 1,5ml
SPK:VN-9644-10 -SX: Novo Nordisk A/SDenmark

9 Tén doanh nghiép dé nghi cong bo:

PATENT: US 5618697 (Novo Nordisk A/s)

PHAM VTI: Quy trinh diéu ché mét loai protein theo
mong mudn -> Pham vi bao ho 14 quy trinh diéu ché
khong phai 1a hoat chat.

Patent US5618697 xéc 1ap pham vi bao h¢ cho quy
trinh san xuat hormon sinh trudng & nguoi, patent
nay khong xac 1ap pham vi bao ho cho hoat chit
somatropin va dugc pham chira n6.Két luan: Khong
dap tng quy dinh vé patent cip cho hoat chét, hdn
hop céc hoat chét hodc dugc pham, ché pham ciing
nhu dang bao ché.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novo Nordisk A/S
CHU/CHUYEN NHUGNG PATENT:Novo Nordisk A/S

Cong ty TNHH MTV VIMEDIMEX Binh Duong

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

9.1 Khéng dip tng quy dinh (Tong sb: 2)

1 . Atelec Tablets 10  Cilnidipine-Cilnidipine 10mg

SPK:VN-15704-12 Vién nén bao phim. Hop 10 vi x 10 vién,
hop 10 vi x 14 vién , hop 50 vi x 10 vién ,
hop 50 vi x 50 vién , hop 100 vi x 10 vién
-SX: Ajinomoto Pharmaxeuticals
Co.,LtdJapan

2 . Atelec Tablets 5 Cilnidipine-Cilnidipine 5mg

SPK:VN-15705-12 Vién nén bao phim. Hop 10 vi x 10 vién,
hop 10 vi x 14 vién , hop 50 vi x 10 vién
-SX: Ajinomoto Pharmaceuticals
Co.,LtdJapan

10 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 0521310B1 (Ajinomoto Co. Inc)
PHAM VI: EP: Vién nén phan tan dang ran c6 chira
dan xuat 1,4-dihydropyridine va quy trinh diéu ché ->
Pham vi bao h¢ 1a dang bao ché vién nén phén tan,
khong phai cho hoat chat Cilnidipine

PATENT: EP 0521310B1 (Ajinomoto Co. Inc)
PHAM VI: EP: Vién nén phan tan dang ran c6 chira
dan xuét 1,4-dihydropyridine va quy trinh diéu ché ->
Pham vi bao h¢ 1a dang bao ché vién nén phén tan,
khong phai cho hoat chat Cilnidipine

CHU SO HUU SP: Ajinomoto Co. Inc

CHU/CHUYEN NHUOQNG PATENT:1. Ajinomoto Co. Inc
2. Cong ty cung cap tai lidu vé viéc Ajinomoto Co. Inc cho
phép Ajinomoto Pharmaceuticals Co.,Ltd st dung Patent

CHU SO HUU SP: Ajinomoto Co. Inc

CHU/CHUYEN NHUOQNG PATENT:1. Ajinomoto Co. Inc
2. Cong ty cung cép tai lidu vé viée Ajinomoto Co. Inc cho
phép Ajinomoto Pharmaceuticals Co.,Ltd sir dung Patent

CTY TNHH MTV VIMEDIMEX Binh Duong

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

10.1 Khong dap ing quy dinh (Tong sb: 3)
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

1 . Baraclude
SPK:VN-3828-07

2 . Optive
SPK:VN-4960-10

3 . Ozurdex
SPK:VN1-644-12

Entercavir-0,5mg
Hoép 3 vi x 10 vién nén bao phin
-SX: Bristol Myers SquibbM§y

Carboxymethylcellulose sodium,
Glycerin-0.5%, 0.9%

Hop 1 chai 15ml

-SX: Allergan Sales, LLCUSA

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

PATENT: VN 4547 (Bristol Myers Squibb Co.) CHU SO HU'U SP: Bristol Myers Squibb Co.
US 6627224B2 (Bristol Myers Squibb Co.) CHU/CHUYEN NHUGNG PATENT:Bristol Myers Squibb
PHAM VI: US: Duoc phém chtra Entecavir lidu thép

va phuong phép bao ché ching -> Pham vi bao ho 1a

quy trinh diéu ché (khong phai 1a hoat chat)

4/3: Cong ty giai trinh hoat chat entecavir trudc day

dugc sir dung dé diéu trj virus Herpes, sau d6 cong ty

nghién ctru va cai tién cong thirc va lidu dung cho

hiéu qua khang virus HBV ciing nhur diéu tri viém

gan B man tinh

Patent US662722B2 xac 1ap pham vi bao hd cho

dugc phdm chira entercavir dung qua dudng miéng va

patent nay cling khong xac 1ap pham vi bao hd cho

hoat chét entercavir.Két luan: Khong dép Gmg quy

dinh vé patent cap cho hoat chat.

PATENT: US 2010/0184664A1 (Allergan Inc) CHU SO HUU SP: Allergan Inc

PHAM VI: US: Pham vi bao ho la phwong phap diéu ~ CHU/CHUYEN NHUQNG PATENT:Allergan Inc
tri sir dung hdn hop hoat chét

US 2010/0184664A1 1a s6 cong bd don khong phai

1a patent. Két luan: Khong dap tmg quy dinh vé patent

cép cho hoat chat.

PATENT: US 6899717 B2 (Allergan Inc) CHU SO HUU SP: Allergan Inc
US 8034370 B2 (Allergan Inc) CHU/CHUYEN NHUONG PATENT:1. Allergan Inc '
US 8043628 B2 (Allergan Inc) 2. Bé nghi Cong ty giai trinh va cung cap tai liéu lam rd moi

PHAM VI: US: Pham vi bao hd cac Patent la phuong  1ién hé gitta Allergan Inc va Allergan Pharmaceutical Ireland
phap dang bao ché (phuong phap dua thude vao co
thé), khong phai bao ho cho hoat chat.

Patent US 6899717 B2, US 8034370 B2 va US
8043628 B2 lan luot xac 1ap pham vi bao hd cho
phuong phap phan bd manh ghép siéu nho trong mét,
manh ghép tu huy sinh hoc va phuong phap diéu tri
& mét. Tuy nhién, cac patent nay khong xéac lap pham
vi bao ho truc tiép cho hoat chat Dexamethasone.
Két’ luan: Khong dap tng quy dinh vé patent cho hoat
chat.

10.2 Pham vi béo h6 chwa ré, dé nghi 1am ré ndi dung biao hd (Tong so: 4)
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

1 . Perfalgan paracetamol-1g/100ml PATENT: VN 3171 (SCR Pharmatop (FR)) CHU SO HU'U SP: Patent SCR Pharmatop (FR)
SPK:VN-5346-10 Dung dich tiém truyén tinh mach, hop 12 US 6028222 (SCR Pharmatop) CHU/CHUYEN NHUONG PATENT:Chu sé hitu Patent SCR
chai PHAM VI: VN: Dugc pham dang 1ong bén viing Pharmatop (FR) chuyén giao cho Cong ty Bristol-Myers
-SX: Bristol-Myers squibb S.r.lItaly chira Paracetamol

US: Ché pham Paracetamol dang 16ng bén viing va
phuong phép chuan bi mau

> Pham vi bao ho 14 dang bao ché khong phai 1a
hoat chat.

Khong két luan do thiéu thong tin vé dang bao ché
dung dich tiém truyén tinh mach chtra paracetamol.
Dé nghi Cong ty bo sung thong tin vé cong thirc bao
ché, dang bao ché cuia thudc trong Ho so dang ky

thude
2 . Refresh liquigel ~ Carboxymethylcellulose -1% PATENT: EP 1753461B1 (Allergan Inc) CHU SO HUU SP: Allergan Inc
SPK:VN-14430-12 Hop 1 chai 15ml PHAM VI: EP: Thanh phan 6n dinh c6 chira haotj CHU/ CHUYEN NHUQONG PATENT: 1. Allergan Inc )
-SX: Allergan Sales, LLCUSA chat co tac dung, acid citric ... -> Pham vi bao ho la 2. Be nghi Cong ty gidi trinh va cung cap tai li¢u lam rd moi
dang bao che, khong phai cho hoat chat Natri lién h¢ gitta Allergan Inc va Allergan Sales, LLC

carboxymethylcellulose

Khong két luan do thiéu thong tin vé dang bao ché
thudc dung cho mit chira Carboxymethylcellulose.
Dé nghi Cong ty b sung thong tin vé cong thirc bao
ché, dang bao ché cuia thude trong Ho so dang ky

thude
3 . Refresh tears Natri carboxymethylcellulose-0.50% PATENT: EP 1753461B1 (Allergan Inc) CHU SO HUU SP: Allergan Inc
SPK:VN-8418-09 hop 1 chai 15ml PHAM VI: EP: Thanh phan 6n dinh c6 chira haotj CHU/CHUYEN NHUONG PATENT:1. Allergan Inc
-SX: Allergan Sales, LLCUSA chat c6 tac dung, acid citric ... -> Pham vi bao hg 1a 2. bé nghi Cong ty giai trinh va cung cap tai liéu lam rd moi
dang bao ché, khong phai cho hoat chat Natri lién h¢ gitra Allergan Inc va Allergan Sales, LLC

carboxymethylcellulose

Khong két luan do thiéu théng tin vé dang bao ché
thude dung cho mét chira Carboxymethylcellulose.
Dé nghi Cong ty bd sung thong tin vé cong thirc bao
ché, dang bao ché cua thube trong Ho so dang ky
thude
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4 . Restasis Cyclosporine-0.05% PATENT: US 8211855 B2; US 7501393 B2; US CHI:J SO HUU SP: Allergan Inc
SPK:VN-14894-12 Hop 30 6ng 0.4ml 5474979 (Allergan Inc) CHU/CHUYEN NHUGQNG PATENT:Allergan Inc
-SX: Allergan Sales, LLCUSA PHAM VI: Cac Patent déu c6 pham vi bao ho 1a

dang bao ché ¢6 chira Cyclosporine (khong c¢6 pham
vi bao ho 1a hoat chat Cyclosporine)

28/2: Cong ty giai trinh hoat chat Cyclosporine dugc
phan lap tir nAm nén khong co Patent cho hoat chat
Khong két luan do thiéu thong tin vé dang bao ché
thudc dung cho mit chira Cyclosporine. Dé nghi
Cong ty bo sung thong tin vé cong thirc bao ché,
dang bao ché cia thudc trong Ho so ding ky thude

11 Tén doanh nghiép dé nghi cong bo: Gedeon Richter PLC

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téong s6 thube: 1).
11.1 Co quan cip patent khong nim trong DS 14 nwéc_dwoc cong nhin. (Tong sd: 1)

1 . Quamatel Famotidine-20mg PATENT: WO 93/13076 -> WIPO khong nim CHU SO HUU SP: Gedeon Richter Ple
SPK:VN-5368-10 bot pha tiém, Hop 5 lo + 5 éng dung moi trong danh sach 14 co quan SHTT dugc cong nhan CHU/CHUYEN NHUONG PATENT:
-SX: Gedeon Richter PlcHungary PHAM VI: 6/6: Cong ty cung cap patent CN

1074440A -> Co quan SHTT ciia Trung Quéc khong
nam trong danh sach cac co quan SHTT dugc cong
nhan

12 Tén doanh nghiép dé nghi cong bé: Les Laboratoires Servier

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 1).
12.1 Khéng dap ng quy dinh (Tong so6: 1)

1 . Hyperium Rilmenidine 1mg-Rilmenidine 1mg PATENT: US 3,988,464 (Science Union et Cie) CHU SO HU'U SP: Les Laboratoires Servier
SPK:VN-3831-07 Hop 2 vi x 15 vién PHAM VI: Cyclopropylamin CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
-SX: Les Laboratoires Servier Patent US 3,988,464 xac 1ap pham vi bao ho cho viéc chuyén s¢ hiru Patent tir Science Union et Cie cho Les
dugc pham, phuong phap diéu tri cao huyét ap bing Laboratoires Servier

cach sir dung hoat chit cyclopropylmetylamin, trong
d6 bao gdm Rilmenidine (diém 4 yéu cau bao ho).
Tuy nhién, patent nay khong xac lap pham vi bao ho
cho chinh hoat chat Rilmenidine.

Két luan: Khong dap ting quy dinh vé patent cho hoat
chit.

Hué6ng khic phuc: Xac dinh chinh x4c patent x4c 1ap
pham vi bao ho cho hoat chit Rilmenidine (néu c6).
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13 Tén doanh nghiép dé nghi cong bé: LIFEPHARMA
B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 2).
13.1 Khong dap ing quy dinh (Tong sb: 2)

1 .FERLATUM Iron proteinsuccinylate 800mg/15ml- PATENT: EP 0 939 083 B1 (Italfarmaco S.A) CHU SO HUU SP: Italfarmaco S.A
SPK:VN-14241-11  800mg/15ml PHAM VI: EP: Quy trinh bao ché phirc hop sit CHU/CHUYEN NHUGQNG PATENT:Italfarmaco S.A
dung dich uéng,hép 10 lo succinylat casein -> Pham vi bao ho 1a quy trinh bao
-SX: Italfarmaco S.ATéy Ban Nha ché, khong phai 1a hoat chat

Patent EP0939083B1 xac 1ap pham vi bao hd cho
quy trinh diéu ché phirc sit sucxinylatcasein. Tuy
nhién, patent nay khong xac 1dp pham vi bao hd cho
hoat chat Sat proteinsucxinylat.Két luan: Khong dap
tng quy dinh vé patent cip cho hoat chit.

2 .GLIATILIN Choline Alfoscerate-dang PATENT: EP 0201623A1 (LPB istituto CHU SO HUU SP: LifePharma SpA
SPK:thudc tiém: VN- tiém:1000mg/4m! dang vién nang:400mg Farmaceutico spA) CHU/CHUYEN NHUONG PATENT:
13244-11 thudc vién thubc tiém: hop 5 éng thube vien: hop 1 EP 0575717 B1 (Chemi SpA)
nang: VN-13243-11  vi x 14 vién nang mém PHAM VI: EP 0575717 B1: Quy trinh bao ché
-SX: Italfarmaco S.p.ATtaly glycerophospholipids
EP 0201623A1: Thanh phan dugc phdm c6 chira hoat
chat
> Pham vi bao ho cua 2 Patent 13 quy trinh bao ché
va phuong phép diéu tri

Patent EP0201623B1 xac 1ap pham vi bao hd cho
viéc su dung hoat chat Cholin alfoscerat dé bao ché
thude, trong khi d6 patent EP0575717 xé4c lap pham
vi bao hd cho quy trinh diéu ché glycerophospholipit.
Tuy nhién, hai patent nay khong xac 1ap pham vi
bao ho cho hoat chét cholin alfoscerat cling nhu dugc
pham chtra n6.Két luan: Khong dap ung quy dinh vé
patent ce‘ip cho hoat chét, hdn hop céac hoat chét hoac
dugc pham, ché pham ciing nhu dang bao ché.

14 Tén doanh nghiép dé nghi cong bé: PT Kalbe Farma Tbk

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 2).
14.1 Khong dép ing quy dinh (Tong sb: 2)
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1 . Paxus PM
SPK:VN-11277-10

2 . Paxus PM
SPK:VN-11276-10

15 Tén doanh nghiép dé nghi cong bo:

Paclitaxel-100mg
Thudc tiém, 1 dng/hop
-SX: Myung-In Pharm. Co., LtdKorea

Paclitaxel-30mg
Thubc tiém, 1 éng/hop
-SX: Myung-In Pharm. Co., LtdKorea

PATENT: CA 2231886 (Sam yang Co., Ltd)

PHAM VI: CA: Pham vi bao ho 1a dang bao ché
polymeric micelle cua hoat chat Paclitaxel, khong
phai bao hd cho hoat chét Paclitaxel

Patent CA 2231886 xac 1ap pham vi bao ho cho duogc
pham dang micelle polymer mang dugc chit ky
nudc, trong d6 bao gdm Paclitaxel (diém 1-7) va quy
trinh dua Paclitaxel hodc cyclosporin A vao micelle
copolymer khdi ion ludng tinh tan trong nudc (diém
8-10). Do thiéu thong tin vé dang bao ché cua san
pham Paxus ciing nhu ta dugc c6 mit trong san pham
nay nén chua thé dwa ra két luan la patent CA
2231886 c6 x4c 1ap pham vi bao hd cho san phim
Paxus hay khdng.

PATENT: CA 2231886 (Sam yang Co., Ltd)

PHAM VI: CA: Pham vi bao hd la dang bao ché
polymeric micelle cua hoat chat Paclitaxel, khong
phai bao hd cho hoat chét Paclitaxel

Patent CA 2231886 xac lap pham vi bao hd cho dugc
phim dang micelle polymer mang duoc chit ky
nuéc, trong d6 bao gdm Paclitaxel (diém 1-7) va quy
trinh dua Paclitaxel hodc cyclosporin A vao micelle
copolymer khdi ion ludng tinh tan trong nudc (diém
8-10). Do thiéu thong tin vé dang bao ché cua san
pham Paxus ciing nhu ta dugc co mit trong san phim
nay nén chua thé dua ra két luan 1a patent CA
2231886 c6 xac 1ap pham vi bao ho cho san pham
Paxus hay khéng.

Unico Alliance Co., Ltd

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

15.1 Khong dap ing quy dinh (Tong sb: 1)

Quyén sé hiru, chuyén giao_patent
CHU SO HUU SP: PT Kalbe Farma Thk
CHU/CHUYEN NHUONG PATENT:1. Sam yang Co., Ltd
2. Chua c6 tai liéu vé viéc chuyén nhugng giita Sam yang Co.,
Ltd va PT Kalbe Farma Thk

CHU SG HU'U SP: PT Kalbe Farma Tbk

CHU/CHUYEN NHUGQNG PATENT:1. Sam yang Co., Ltd
2. Chura c6 tai liéu vé viéc chuyén nhuong giita Sam yang Co.,
Ltd va PT Kalbe Farma Thk
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1 . Albuminar 25 Albumin ngudi-50ml, 25% (12.5g albumin ~ PATENT: US 007081354 B2 (Aventis Behring CHU SO HUU SP: CSL Behring GMBH

SPK:VN-13414-11 tir nguoi) LLC) CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu vé viéc
dung dich truyén tinh mach US 007056701 B2 (Aventis Behring LLC) chuyén nhuong Patent tir ventis Behring LLC cho CSL Behring
-SX: CSL Behring LLCUSA US 006686179 B2 (Aventis Behring LLC) GMBH

PHAM VI: US 007081354 B2 : Sy hop nhét protein
Albumin va interleukin

US 007056701 B2 : Sy hop nhét protein albumin va
hormon

US 006686179 B2 : Su hop nhit polypeptide
albumin huyét twong ngudi va polypeptide trong diéu
tr1

-> (Giai trinh lam rd pham vi bao hd trong 3 Patent la
hoat chit Albumin

Patent US7081354 B2 xac 1ap pham vi bao ho cho
protein dung hop tai to hop chira interleukin va
albumin (hodc bién thé ctia albumin). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho
albumin nguoi. Tuong tu, patent US7056701 B2 xac
1ap pham vi bao ho cho protein dung hop tai to hop
chtra hoocmon va albumin (hoic bién thé cua
albumin). Tuy nhién, patent nay khong xac 1ap pham
vi bao ho cho albumin nguoi.Patent US6686179
xac 1ap pham vi bao hd cho protein dung hop chira
erythroboietin va albumin (hozc bién thé cuia
albumin). Tuy nhién, patent nay khong xac 1ap pham
vi bao hd cho albumin ngudi.Két ludn: Khong dap
g quy dinh vé patent cap cho hoat chat.

16 Tén doanh nghiép dé nghi cong b6: VPDD Alcon Pharmaceuticals Ltd.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 5).
16.1 Khéng dap wng quy dinh (Tong so6: 4)

Page 20 of 46



So

Tén thubce - SDK Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Tobradex Drop 5ml Tobramycine; Dexamethasone-0.3% (3mg)

0.1% (1mg)
Hén dich nhé mit
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

2 . Tobradex Oin 3.5g Tobramycine; Dexamethasone-0.3% (3mg)
0.1% (1mg), 3,59
Hoén dich nho mit
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

3 . Travatan Drop Travoprost-0.004%, 2.5ml
0.004% 2.5ml Hoén dich nho mat
SPK:VN-11673-11 -SX: Alcon Laboratories Inc - USAMY

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tobramycin va
Dexamethason dé dung tai chd trong nhan khoa ->
Pham vi bao h¢ 1a phuong phéap diéu tri dung cho
mit két hop Tobramycin va Dexamethason

Patent US 5,149,694 xac 1ap pham vi bao ho cho
phuong phép diéu tri bénh viém mét bang cach cho
bénh nhan dung t6 hop cia Tobramycine va
Dexamethasone. Tuy nhién, patent nay khong béo hd
truc tiép cho hdn dich nho mét chira hai hoat chét
néu trén. Két luan: Khong déap tng quy dinh vé patent
cép cho san pham thudc nho mit.

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tobramycin va
Dexamethason dé dung tai chd trong nhén khoa ->
Pham vi bao hé 1 phwong phap diéu tri dung cho
mit két hop Tobramycin va Dexamethason

Patent US 5,149,694 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh viém mét bang cach cho
bénh nhan dung t6 hop cta Tobramycine va
Dexamethasone. Tuy nhién, patent nay khong béo ho
truc tiép cho hdn dich nho mét chira hai hoat chét
néu trén. Két luan: Khong dap umg quy dinh vé patent
cép cho san pham thudc nho mit.

PATENT: US 5510383 (Alcon Laboratories Inc)
PHAM VI: US: Su dung cloprosterol, Fluproterol va
dang mudi, dang ester cua nod dé diéu tri glaucom ->
Pham vi bao ho 1a phuong phép diéu tri st dung hoat
chét, khong phai bao ho cho hoat chét Travoprost
Cac diém 9-16 yéu cau bao ho cia patent US
5510383 x4c 1ap pham vi bao ho cho duoc phim
ding cho mit. Tuy nhién, patent nay khong bao ho
truc tiép cho hdn dich nho mét chira hoat chat
Travoprost. Két ludn: Khéng dap ung quy dinh vé
patent cip cho san pham thudc nhé mit.

Quyén sé hiru, chuyén giao patent

CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT:Alcon Laboratories Inc

CHI:J o] HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQONG PATENT:Alcon Laboratories Inc

CH[:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQONG PATENT:Alcon Laboratories Inc
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4 . Travatan Drop
0.004% 2.5ml (Bak  H&n dich nho mat

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

SPK:VN-15190-12

Travoprost 0.004%-0.004% 2.5ml

PATENT: US 5510383 (Alcon Laboratories Inc)
PHAM VI: US: Str dung cloprosterol, Fluproterol va
dang mudi, dang ester ciia nd dé didu tri glaucom ->
Pham vi bao ho 1a phuong phéap diéu tri str dung hoat
chat, khong phai bao ho cho hoat chat Travoprost
Céc diém 9-16 yéu cau bao ho ctia patent US
5510383 xac 1ap pham vi bao ho cho duoc pham
ding cho mit. Tuy nhién, patent nay khong bao ho
tryc tiép cho hon dich nho mét chira hoat chat
Travoprost. Két ludn: Khong dap ing quy dinh vé
patent cap cho san phiam thudc nho mit.

16.2 Pham vi béo hd chwa rd, dé nghi 1am ré néi dung bio hd (Tong sb: 1)

1 . Vigadexa Sol 5ml 1sMoxifloxacin HCL; Dexamethasone

phosphate-0.5%;0.1%; 5ml
Hoén dich nho mit

-SX: Alcon Laboratories do Brazil

LtdaBrazin

17 Tén doanh nghiép dé nghi cong bo:

PATENT: US 7888370B2 (Alcon Research Ltd)
PHAM VI: US: Pham vi bao ho 1a cong thirc bao ché
dang dung dich c6 chira 2 thanh phan

Khong két luan do thiéu thong tin vé dang bao ché
hén dich ding cho mit chira Moxifloxacin HCL va
Dexamethasome. Dé nghi Cong ty bd sung thong tin
vé cong thirc bao ché, dang bao ché cua thube trong
Hb so dang ky thude

Quyén sé hiru, chuyén giao patent

CH[:J SO HUU SP: Icon Pharmaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT:Alcon Laboratories Inc

CHI:J o] HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQONG PATENT:Alcon Research Ltd

VPDD AstraZeneca Singapore Pte., Litd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (T6ng s6 thubc: 4).

17.1 Khong dép tng quy dinh (Tong sb: 4)
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1 . Imdur 30mg
SPK:VN-11458-10

2 . Imdur 60 mg
SPK:VN-15207-12

Isosorbide-5-mononitrate-30mg
Hoép 2 vi x 14 vién
-SX: AstraZeneca ABthyy dién

Isosorbide-5-mononitrate-60mg

Vién phong thich kéo dai,hop 2 vi x 15
vién

-SX: AstraZeneca ABThuy Dién

PATENT: AU461993 (AB Hassle)

PHAM VI: 1. Quy trinh bao ché vién phong thich
kéo dai chua hoat chét Isosorbide-5-mononitrate ->
Pham vi bao ho 1a dang bao ché, khong phai 1a hoat
chit.

2. Cong ty gidi trinh:

- Hoat chat sosorbide-5-mononitrate da dugc biét dén
tir rat s6m (nam 1973) (duoc phat hién 1a chat chuyén
hoa c6 hoat tinh cau isosorbide dinitrate) do nhiéu
nha nghién ctru khac nhau nén khéng cdng ty nao bao
h6 duoc cho hoat chit vao nhitng nim 1980

- AstraZeneca la cong ty nghién ctru dang phong
thich kéo dai va da dugc luu hanh trén thi truong vao
nam 1985.

- COng ty cung cap dir liéu thir nghiém 1am sang cta
thu6c Imdur

Patent AU461993 x4ac 1ap pham vi bao hd cho quy
trinh bao ché vién nén giai phong kéo dai chira duoc
chat va vién nén giai phong kéo dai thu dugc. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chit isosorbide-5-mononitrate. Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat chét.

PATENT: AU461993 (AB Hassle)

PHAM VI: . Quy trinh bao ché vién phong thich kéo
dai chira hoat chat Isosorbide-5-mononitrate -> Pham
vi bao ho 1a dang bao ché, khong phai 1a hoat chat.

2. Cong ty giai trinh:

- Hoat chat sosorbide-5-mononitrate da dugc biét dén
tir rat som (nam 1973) (dwoc phat hién 1a chat chuyén
hoa c6 hoat tinh cau isosorbide dinitrate) do nhiéu
nha nghién ctru khac nhau nén khéng cong ty nao bao
ho duoce cho hoat chit vao nhitng nam 1980

- AstraZeneca la c6ng ty nghién ctru dang phong
thich kéo dai va da dugc luu hanh trén thi trudng vao
nam 1985.

- COng ty cung cip dit liéu thir nghiém 14m sang cua
thudc Imdur

Patent AU461993 xac 1ap pham vi bao hd cho quy
trinh bao ché vién nén giai phong kéo dai chira duoc
chit va vién nén giai phong kéo dai thu duoc. Tuy
nhién, patent nay khong xac 1dp pham vi bao ho cho
hoat chit isosorbide-5-mononitrate. Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: AstraZeneca

CHU/CHUYEN NHUQNG PATENT:AB Hassle (Cong ty
cung cap tai lidu xac nhan AB Hassle sap nhap vao Astrazeneca
AB va tai liéu xac nhdn AstraZeneca Singapore Pte Ltd,
AstraZeneca AB la cong ty con cuia tdp doan AstraZeneca)

CHU SO HUU SP: AstraZeneca

CHU/CHUYEN NHUGQNG PATENT:AB Hassle (Cong ty
cung cép tai lidu xac nhan AB Hassle sap nhap vao Astrazeneca
AB va tai liéu xac nhan AstraZeneca Singapore Pte Ltd,
AstraZeneca AB la cong ty con cia tdp doan AstraZeneca)
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3 . Komboglyze XR  Saxagliptin, Metformin hydrochloride- PATENT: US 6,395, 767 (Bristol-Meyer Dquibb
5/1000 mg 5mg, 1000mg Company)
SPK:VN2-25-13 Vién nén bao phim, hdp 4 vi x 7 vién PHAM VI: Cong ty giai trinh:

-SX: Bristol-Myers SquibbHoa Ky

4 . Komboglyze XR  Saxagliptin, Metformin hydrochloride-

5/500 mg 5mg, 500mg

SPK:VN2-26-13 Vién nén bao phim, hop 4 vi x 7 vién
-SX: Bristol-Myers SquibbHoa Ky

18 Tén doanh nghiép dé nghi cong bo:

- Hoat chat Saxagliptin da dugc cong b biét dugc
gbc cho thude Onglyza (Diém yéu cau bao hd s6 8
cua Patent US 6,395, 767)

- Piém yéu cau s6 14 cua Patent US 6,395, 767 bao
ho cho hdn hop 2 hoat chat Saxagliptin, Metformin
hydrochloride

Cac diém 14 va 15 yéu cau bao hg ciia patent US
6,395,767 xac lap pham vi bao ho cho hdn hop chira
hop chat e ché DP4 theo diém 1 va chat chong dai
thao dudng khong phai 1a chat e ché DP4, trong d6
hop chat theo diém 1 1a hop chit c6 cong thirc chung
va chat chong dai thao duong khong phai 1a chét trc
ché DP4 c6 thé 1a metformin. Tuy nhién, patent nay
khong xéc 1ap pham vi bao ho truc tiép cho hdn hop
gdm Saxagliptin va Metformin hydrochloride. Két
luan: Khong dap tng quy dinh vé patent cip cho hdn
hop hoat chét.

PATENT: US 6,395, 767 (Bristol-Meyer Dquibb
Company)

PHAM VI: Cong ty giai trinh:

- Hoat chét Saxagliptin da dugc cong bd biét duoc
gbc cho thude Onglyza (Diém yéu cau bao hd s6 8
cua Patent US 6,395, 767)

- Piém yéu cau s6 14 cua Patent US 6,395, 767 bao
ho6 cho hdn hop 2 hoat chat Saxagliptin, Metformin
hydrochloride

Céc diém 14 va 15 yéu ciu bao ho cua patent US
6,395,767 xac 1ap pham vi bao ho cho hdn hop chira
hop chat e ché DP4 theo diém 1 va chat chong dai
thdo dudng khong phai 1a chat e ché DP4, trong do
hop chat theo diém 1 14 hop chét ¢ cong thirc chung
va chit chong dai thdo duong khong phai 1a chat trc
ché DP4 c6 thé 1a metformin. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho tryc tiép cho hdn hop
gdm Saxagliptin va Metformin hydrochloride Két
luan: Khong dap tmg quy dinh vé patent cap cho hén
hop hoat chat.

VPDD Ferring Pharnaceuticals

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: AstraZeneca Singapore Pte., Ltd
CHU/CHUYEN NHUGQNG PATENT:1. Bristol-Meyer Dquibb
Company

2.C0 tai liéu uy quyén ciia chu so hitu Patent BMS cho
Astrazeneca dang ky va luu hanh san pham tai Viét Nam

CHU SO HUU SP: AstraZeneca Singapore Pte., Ltd
CHU/CHUYEN NHUGQNG PATENT:1. Bristol-Meyer Dquibb
Company

2.C6 tai liéu uy quyén ctia chu so hitu Patent BMS cho
Astrazeneca dang ky va luu hanh san pham tai Viét Nam
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Tén thuéc - SBK Hoat chit - Him 1u1)"ng - qu cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 2).

18.1 Khong dap ing quy dinh (Tong sb: 2)

1 . Menopur Menotropin-75 IU FSH + 751ULH PATENT: US 7,022,822 (Instituto Massone S.A) CHU SO HUU SP: Instituto Massone S.A

SPK:VN-6135-08 Hép vai 10 éng bot pha tiém va 10 éng EP 1169349 B1 (Instituto Massone S.A) CHU/CHUYEN NHUONG PATENT:1. Instituto Massone S.A
dung moi PHAM VI: US, EP: Pham vi bao h¢ 1a quy trinh 2.Cong ty cung cép tai lidu xac nhén Ferring GmbH la nha san
-SX: Ferring GmbHDtc diéu ché hoat chit tinh khiét, khong phai bao ho cho xudt san phdm theo iy quyén cua Instituto Massone S.A

hoat chit Menotropin

Patent US7022822B1 va EP1169349B1 xac lap

pham vi bao ho cho quy trinh tinh ché hoat chat
menotropin. Cac patent nay khong xac 1ap pham vi
bao ho cho hoat chit menotropin va dugc pham chira
n6.Két luan: Khéng dap ung quy dinh vé patent cap
cho hoat chat, hdn hop cac hoat chat hodc dugc pham,
ché pham ciing nhu dang bao ché.

2 . Minirin Desmopressin -0.1mg PATENT: EP 0710247 B1; US 5500413; EP CHU SO HU'U SP: Ferring
SPK:VN-8397-09 Hop gdm 1 chai chira 30 vién nén 1473029 B1; US 7094545 B2; US 7022340 B2'; EP CHU/CHUYEN NHUGQNG PATENT:Cong ty Ferring
-SX: Ferring internationnal center 1500390 B1 (Ferring B.V) Pharnaceuticals cung cap tai liéu xac nhan Ferring B.V 1a chu s¢
S.AThuy Sy PHAM VI: EP; US: Pham vi béo hd cac patent 1a hitu cac patent va Ferring internationnal center S.A 1a nha san
phuong phap bao ché; dang bao ché dang vién nén, xudt san pham; ca 2 déu 1a thanh vién ciia cong ty Ferrings

khong phai bao ho cho hoat chit Desmopressin
Patent EP0710247B1 xac 1ap pham vi bao hd cho
phuong phap tong hop hoat chat desmopressin. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chét desmopressin.Két luan: Khong dap tmg quy
dinh vé patent cép cho hoat chit.

19 Tén doanh nghiép dé nghi cong bé: VPPD Glaxosmithkline Pte Ltd tai Tp. HCM

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (T6ng s6 thubc: 5).

19.1 Khong dap ing quy dinh (Tong sb: 5)
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1 . Engerix-B Khang nguyén bé mit viém gan B-1 lidu

SPK:QLVX-0027-07 (0.5ml) chira Khang nguyén bé mit viém
gan B1,2: 10 mcg; tong cong 0.25mg Al3+
Lo 10mcg/0.5ml, huyén dich tiém bip
-SX: GlaxoSmithKline Biologicals S.ABi

2 . Engerix-B Khang nguyén bé mit viém gan B-1 li¢u
SPK:QLVX-0028-07 (1ml) chira Khang nguyén bé mit viém gan
B1,2: 20 meg; tong cong 0.5mg Al3+
Lo 20mcg/1ml, huyén dich tiém bép
-SX: GlaxoSmithKline Biologicals S.ABi

3 . Isotrex cream 0,05%isotretionin-0.05%
Hop 1 tuyp 10g, 40g, kem boi
-SX: Stiefel Laboratories (ireland)
LtdSingapore

4 . Isotrex cream 0.1% isotretionin-0,1%

Hop 1 tuyp 10g, 40g, kem boi
-SX: Stiefel Laboratories (ireland)
LtdSingapore

PATENT: EP 1 666 487 B1 (GSK biologicals)
PHAM VI: EP: Thanh lgoc khang nguyén HBV st
dung trong vaccine -> Pham vi bao h 1a phuong
phap diéu ché Khang nguyén bé mit viém gan B.
Patent EP1666487B1 xac 1ap pham vi bao hd cho
phuong phap san xuat vacxin gay mién dich viém gan
B. Tuy nhién, patent nay khong xac 14p pham vi bao
ho cho khang nguyén bé mit viém gan B va ché
pham chtra n6.Két luan: Khong dap ting quy dinh vé
patent cap cho hoat chit, hdn hop cac hoat chit hoic
dugc phdm, ché phim ciing nhu dang bao ché.

PATENT: EP 1 666 487 B1 (GSK biologicals)
PHAM VI: EP: Thanh loc khang nguyén HBV su
dung trong vaccine -> Pham vi béo h¢ 1a phuong
phap diéu ché Khang nguyén bé mit viém gan B.
Patent EP1666487B1 xac 14p pham vi bao hd cho
phuong phap san xuat vacxin gy mién dich viém gan
B. Tuy nhién, patent nay khong xac 1ap pham vi bao
ho cho khang nguyén bé mat viém gan B va ché
pham chtra n6.Két luan: Khong dap tmg quy dinh vé
patent cép cho hoat chét, hdn hop cac hoat chét hodc
dugc phdm, ché phim ciing nhu dang bao ché.

PATENT: US 4843096 (Stiefel Laboratories Inc)
PHAM VI: biéu tri mun tring ca -> Pham vi bao ho
1a phuong phép diéu ché khong phai 1a hoat chat.
Patent US 4843096 xac 1ap pham vi bao h¢ cho
phuong phap diéu tri mun tring c4. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chit isotretionin. Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

PATENT: US 4843096 (Stiefel Laboratories Inc)
PHAM VI: Biéu tri mun trirng ca -> Pham vi bao ho
1a phuong phap diéu ché khong phai 1a hoat chat.
Patent US4843096 xac 1ap pham vi bado ho cho
phuong phap diéu tri mun trimg c4 bang cach sir dung
khu tri ché phim chira hoat chét isotretionin. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chét isotretinonin.Két luan: Khong dap ting quy
dinh v& patent cép cho hoat cht.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: GlaxoSmithKline Pte., Ltd
CHU/CHUYEN NHUQNG PATENT:GSK biologicals

CH[:J SO HUU SP: GlaxoSmithKline Pte., Ltd
CHU/CHUYEN NHUQONG PATENT:GSK biologicals

CHU SO HU'U SP: GSK Pte Ltd (Stiefel Laboratories (ireland)
Ltd lag mdt cong ty san xuét thudc tap doan GSK Plc)
CHU/CHUYEN NHUONG PATENT:C5 tai liéu xac nhan
Stiefel Laboratories Inc la mt cong ty thudc tdp doan GSK Plc

CHU SO HU'U SP: GSK Pte Ltd (Stiefel Laboratories (ireland)
Ltd lag mdt cong ty san xuét thude tap doan GSK Plc)
CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
Stiefel Laboratories Inc 1a mét cong ty thudc tap doan GSK Plc
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5 . Ventolin expectorantSalbutamol sulfat, Guaiphenesin-

20 Tén doanh nghiép dé nghi cong bo:

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

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

GT: Cong ty cung cip Patent US 3644353 (Allen
and Hanbury's Limited) -> Diém 2 yéu cau bao ho
cua patent US 3644353 xac 1ap pham vi bao ho cho
hoat chét Salbutamol, khong phai cho hdn hop 2 hoat
chat Salbutamol sulfat, Guaiphenesin .Két luan:
khong dap tmg quy dinh vé patent cip cho hoat chét.
Patent GB1200886 xac 1ap pham vi bao hg cho hoat
chit salbutamol (diém 3 yéu ciu bao hd). Tuy nhién,
patent nay khong xéac 1ap pham vi bao ho cho t6 hop
hoat chit salbutamol va guaiphenesin.

Két luan: Khong dap tng quy dinh vé patent cap cho
to hop hoat chét.

VPDD Hoffmann - La Roche Ltd.

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

20.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 4)

1 . Tarceva
SPK:VN-12448-11

Erlotinib-100mg

Hop 3 vi x 10 vién nén bao phim
-SX: Kremers Urban Pharmaceuticals
Inc.M§y

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

PHAM VI: Dan xuit Quinazoline -> Patent khéng
chi r& dan xuit Quinazoline 1a cong thirc cua
Erlotinib -> D& nghi B6 sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chat thr 19, diém yéu ciu bao ho 10 1a hoat chat
Erlotinib.

Patent EP 1110953B1 khdng xac 14p pham vi bao
ho cho hoat chét Erlotinib. Hop chat néu trong yéu
cau bao ho cua patent EP 1110953B1 khong duge
thé nhom amine & vi tri 4 ciia vong quinazoline nhur
trong hoat chat Erlotinib.Két luan: Khong dap tmg
quy dinh vé patent cap cho hoat chat.3/4: Piém 10
yéu ciu bao ho ciia patent VN 1681 xac 1ap pham vi
bao ho cho hoat chét Erlotinib (hop chit thir 19).Két
luan: Pép ung quy dinh vé patent cp cho hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: GSK Pte Ltd (GlaxoSmithKline Australia

Pty Ltd la cong ty thudc tdp doan GSK Plc)

CHU/CHUYEN NHUONG PATENT:1. C6 tai liéu ciia GSK

xac nhan Allen and Hanbury's Ltd 1a cong ty thudc tdp doan
GSK Plc (Allen and Hanbury's Ltd da xac nhép vao Glaxo ndm
1978).

2. Cé tai liéu cua GSK xac nhan SmithKline Beecham
Pharmaceuticals la cong ty san xut thudc tap doan GSK Plc

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUONG PATENT:OSI Pharmaceuticals Inc
d3 chuyén quyén cho F. Hoffmann-La Roche Ltd

3/4: Dé nghi Cong ty bd sung tai liéu chuyén nhuong Patent tir
chu so hitu Patent cho F. Hoffmann - La Roche Ltd. va giai
trinh v& viéc Kremers Urban Pharmaceuticals Inc. san xuét theo
ity quyén va tiéu chuin cua F. Hoffmann - La Roche Ltd.

13/5: Cong ty cung cép gidy chimg nhan ding ky hop dong
chuyén nhuong quyén so hitu cong nghiép, trong d6 Pfizer Inc
da chuyén nhuong Patent cho Pfizer Product Inc, sau d6 Pfizer
Product Inc da chuyén nhuong cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

- Cong ty chua giai trinh vé viéc Kremers Urban
Pharmaceuticals Inc. san xut theo ty quyén va tiéu chuén cua
F. Hoffmann - La Roche Ltd.
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2 . Tarceva
SPK:VN-11868-11

3 . Tarceva
SPDK:VN-12446-11

Erlotinib-150mg
Hop 3 vi x 10 vién nén bao phim
-SX: F.Hoffmann-La Roche Ltd. Thuy S§

Erlotinib-150mg

Hop 3 vi x 10 vién nén bao phim
-SX: Kremers Urban Pharmaceuticals
Inc. My

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

PHAM VI: Dan xuit Quinazoline -> Patent khéng
chi rd dan xuat Quinazoline 1a cong thirc ctia
Erlotinib -> Dé nghi B sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chét thir 19, diém yéu ciu bao ho 10 13 hoat chat
Erlotinib.

Patent EP 1110953B1 khong xac 1ap pham vi bao
ho cho hoat chit Erlotinib. Hop chét néu trong yéu
cau bao ho cua patent EP 1110953B1 khong duoc
thé nhom amine & vi tri 4 cila vong quinazoline nhu
trong hoat chat Erlotinib.Két luan: Khong dap tmg
quy dinh vé patent cap cho hoat chat.3/4: Piém 10
yéu cau bao ho cua patent VN 1681 xac 1ap pham vi
bao ho cho hoat chét Erlotinib (hop chat thir 19).Két
luan: Pap tmg quy dinh vé patent cp cho hoat chat.

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuit Quinazoline 1a cong thirc cia
Erlotinib -> Dé nghi bd sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 (Pfizer Inc) va
gii trinh hop chat thir 19, diém yéu cau bao ho 10
12 hoat chét Erlotinib.

Patent EP 1110953B1 khong xac 1ap pham vi bao
ho cho hoat chét Erlotinib. Hop chét néu trong yéu
cau bao ho cua patent EP 1110953B1 khong duoc
thé nhom amine & vi tri 4 ciia vong quinazoline nhu
trong hoat chét Erlotinib.Két luan: Khong dap img
quy dinh v& patent cap cho hoat chat.3/4: Piém 10
yéu cau bao ho ctia patent VN 1681 xac 1ap pham vi
bao ho cho hoat chét Erlotinib (hop chat thir 19).Két
luan: Pap tmg quy dinh vé patent cap cho hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUOQNG PATENT:OSI Pharmaceuticals Inc
da chuyén quyén cho F. Hoffmann-La Roche Ltd

13/5: Cong ty cung cap gidy ching nhan ding ky hop dong
chuyén nhuong quyén s¢ hitu cong nghiép, trong d6 Pfizer Inc
da chuyén nhuong Patent cho Pfizer Product Inc, sau dé Pfizer
Product Inc d4 chuyén nhuong cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUONG PATENT:OSI Pharmaceuticals Inc
d3 chuyén quyén cho F. Hoffmann-La Roche Ltd

3/4: Pé nghi Cong ty bd sung tai liéu chuyén nhuong Patent tir
chu s& hitu Patent cho F. Hoffmann - La Roche Ltd. va giai
trinh vé viéc Kremers Urban Pharmaceuticals Inc. san xuét theo
iy quyén va tiéu chuin ciia F. Hoffmann - La Roche Ltd.

13/5: Cong ty cung cap gidy ching nhan ding ky hop dong
chuyén nhuong quyén s hitu cong nghiép, trong d6 Pfizer Inc
d3 chuyén nhuong Patent cho Pfizer Product Inc, sau dé Pfizer
Product Inc da chuyén nhugng cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

- Cong ty chua giai trinh vé viéc Kremers Urban
Pharmaceuticals Inc. san xuét theo iy quyén va tiéu chudn cua
F. Hoffmann - La Roche Ltd.
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4 . Tarceva Erlotinib-100mg
SPK:VN-11870-11 Hop 3 vi x 10 vién nén bao phim
-SX: F.Hoffmann-La Roche Ltd. Thuy S§

20.2 Khong dap ving quy dinh (Tong s6: 10)

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuat Quinazoline 1a cong thirc ctia
Erlotinib -> Dé nghi B sung, giai trinh

3/4: Cong ty cung cap Patent VVN 1681 va giai trinh
hop chit thi 19, diém yéu cu bao ho 10 1a hoat chét
Erlotinib.

Patent EP 1110953B1 khdng xac 1ap pham vi bao
ho cho hoat chit Erlotinib. Hop chét néu trong yéu
cau bao ho cua patent EP 1110953B1 khong duoc
thé nhom amine & vi tri 4 ciia vong quinazoline nhur
trong hoat chat Erlotinib.Két luan: Khong dap tmg
quy dinh vé patent cap cho hoat chat.3/4: Piém 10
yéu cau bao ho cua patent VN 1681 xac 1ap pham vi
bao ho cho hoat chét Erlotinib (hop chat thir 19).Két
luan: Pap tmg quy dinh vé patent cap cho hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUOQNG PATENT:1. OSI Pharmaceuticals
Inc di chuyén quyén cho F. Hoffmann-La Roche Ltd

3/4: P& nghi Cong ty bd sung tai liéu chuyén nhuong Patent tir
cht s¢ hitu Patent cho F. Hoffmann - La Roche Ltd.

13/5: Cong ty cung cap gidy ching nhan diang ky hop dong
chuyén nhuong quyén s hitu cong nghiép, trong d6 Pfizer Inc
da chuyén nhuong Patent cho Pfizer Product Inc, sau dé Pfizer
Product Inc d4 chuyén nhuong cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd
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1 . Avastin Bevacizumab-100mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-10240-10 Hop 1 lo 4ml Dung dich dam d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd. Thuy S§ 5/30/2013: Cong ty giai trinh Diém yéu cau bao ho Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xac 1ap pham vi bao h cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh truong noi md
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan gidng véi trinh ty cta ving bién ddi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
véi trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: DBiém 14 yéu cu bao ho cua patent EP
0973804B1 xé4c lap pham vi bao hd cho bién thé cua
khang thé khang yéu td sinh trudng ndi mdé mach
(VEGF) goc, bién thé nay c6 trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh tu axit amin ciia ving bién ddi chudi nang
ctia hoat chat Bevacizummab & vi tri axit amin s6 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh ty axit amin cta vung
bién ddi chudi nhe (v6i X1= M) la gidng v6i trinh ty
cua vung bién ddi chudi nhe cua hoat chét
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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2 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-10241-10 Hop 1 lo 16ml Dung dich dam d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd. Thuy S§ 5/30/2013: Cong ty giai trinh Diém yéu cau bao ho Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lap pham vi bao ho cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh truong noi md
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
viing bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu cia ving bién ddi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: DBiém 14 yéu cu bao ho cua patent EP
0973804B1 xé4c lap pham vi bao hd cho bién thé cua
khang thé khang yéu t6 sinh truong ndi mé mach
(VEGF) goc, bién thé nay c6 trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh tu axit amin ciia ving bién ddi chudi nang
ctia hoat chat Bevacizummab & vi tri axit amin s6 28
(D, tuong ing & Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh tu axit amin cta ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
ctia vang bién dbi chudi nhe cta hoat chét
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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3 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-9654-10 Hop 1 lo 16ml Dung dich dam d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUQNG PATENT:C6 tai liéu x4c nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: Genetech Inc.America 5/30/2013: Cong ty giai trinh Diém yéu cau bao ho Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lap pham vi bao ho cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh trudng ndi md
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
ving bién d6i chudi ning cua khang thé gbc nay 1a
hoan toan giéng véi trinh tu cia ving bién doi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: DBiém 14 yéu cu bao ho cua patent EP
0973804B1 xé4c lap pham vi bao hd cho bién thé cua
khang thé khang yéu td sinh truong ndi mdé mach
(VEGF) goc, bién thé nay co trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh tu axit amin ciia ving bién ddi chudi nang
ctia hoat chat Bevacizummab & vi tri axit amin s6 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh tu axit amin cta ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
ctia vang bién dbi chudi nhe cua hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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4 . Avastin Bevacizumab-100mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-15050-12 Hop 1 lo 4ml Dung dich dam d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGQNG PATENT:CO tai liéu xac nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: Roche Diagnostics GmbHB(ic 5/30/2013: Cong ty giai trinh Diém yéu cau bao ho Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lap pham vi bao ho cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh truong noi md
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu ciia ving bién dbi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: Diém 14 yéu cu bao ho cua patent EP
0973804B1 xé4c 1ap pham vi bao ho cho bién thé cua
khang thé khang yéu td sinh truong ndi mdé mach
(VEGF) goc, bién thé nay co trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh ty axit amin ciia ving bién doi chudi ning
ctia hoat chat Bevacizummab & vi tri axit amin s 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh tw axit amin cta ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
ctia vang bién dbi chudi nhe cua hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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5 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-15051-12 Hop 1 lo 16ml Dung dich dam d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: Roche Diagnostics GmbHB(ic 5/30/2013: Cong ty giai trinh Diém yéu cau bao ho Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lap pham vi bao ho cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh truong noi md
mach (VEGF) gdc nay. Nhu dugc d& cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu ciia ving bién ddi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la giéng véi trinh ty axit amin s6 1-107 cta hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: Diém 14 yéu cu bao ho cua patent EP
0973804B1 xé4c 1ap pham vi bao hd cho bién thé cua
khang thé khang yéu td sinh truong ndi mdé mach
(VEGF) goc, bién thé nay co trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh ty axit amin ciia ving bién doi chudi ning
clia hoat chat Bevacizummab & vi tri axit amin s6 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh tu axit amin cta ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
ctia vang bién dbi chudi nhe cua hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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6 . Avastin Bevacizumab-100mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-9655-10 Hoép 1 lo 4ml Dung dich d4m di dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh 1am ro CHU/CHUYEN NHUQNG PATENT:C5 tai liéu x4c nhin
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: Genetech Inc.America 5/30/2013: Cong ty giai trinh Diém yéu cau bao h Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lap pham vi bao ho cho
bién thé ctia khang thé khang yéu td sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu td sinh truong noi moé
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gém trinh ty axit amin SEQ ID
NO: 7 va viing bién déi chudi nhe bao gdm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin ctia
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu ciia ving bién dbi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s 1-107 ctia hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

30/5: DBiém 14 yéu cu bao ho cua patent EP
0973804B1 x4c lap pham vi bao ho cho bién thé cia
khang thé khang yéu td sinh trudng ndi mé mach
(VEGF) goc, bién thé nay co trinh ty axit amin cua
ving bién d6i chudi ning (SEQ ID NO: 116) khac
v6i trinh ty axit amin ciia ving bién doi chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin s6 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab 1a S); va trinh tw axit amin cta ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
ctia vang bién dbi chudi nhe cua hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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7 . Neorecormon Epoetin beta-40001U/0,3ml PATENT: EP 0205564 B2 (Genetics Institue Inc.) CHU SO HU'U SP: F. Hoffmann - La Roche Ltd.

SPK:VN-2326-06 Dung dich tiém. Hop 6 bom tiém 0,3ml +6 ~ PHAM VI: Phuong phép san xuat Erythropoietin -> CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu chimg
kim tiém Pham vi bao h¢ chi la quy trinh khong phai 1a hoat minh viéc chuyén quyén s hiru ciia Genetics Institue Inc.) cho
-SX: Roche Diagmostics GmbHDtrc chat F. Hoffmann - La Roche Ltd.

31/5: Cong ty giai trinh Diém yéu cau bao ho s 1
ctia Patent chinh 1a hoat chit Epoetin beta

Patent EP 0205564 B2 x4c 1ap pham vi bao h cho
quy trinh diéu ché Erythropoietin nguoi. Patent nay
khong xéac 1ap pham vi bao ho cho hoat chit Epoetin
beta.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

31/5: Piém 1 yéu cau bao ho cua patent EP 0205564
B2 xac l1ap pham vi bao ho cho trinh ty DNA ma
hoa erythropoietin ngudi, trong khi khong xac 1ap
pham vi bao h¢ cho hoat chét Epoetin beta.

Két luan: Khong dap tng quy dinh vé patent cap cho

hoat chét.
8 . Neorecormon Epoetin beta-20001U/ 0,3ml PATENT: EP 0205564 B2 (Genetics Institue Inc.) CHU SO HUU SP: F. Hoffmann - La Roche Ltd.
SPK:VN-8171-09 Dung dich tiém. Hop 6 bom tiém 0,3ml +6 ~ PHAM VI: Phuong phép san xuat Erythropoietin -> CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu chiung
kim tiém Pham vi bao ho chi la quy trinh khong phai 1a hoat minh viéc chuyén quyén s& hitu ctia Genetics Institue Inc.) cho
-SX: Roche Diagmostics GmbHDrc chat F. Hoffmann - La Roche Ltd.

31/5: Cong ty giai trinh Diém yéu cau bao ho s 1
ctia Patent chinh 1a hoat chit Epoetin beta

Patent EP 0205564 B2 xac 1ap pham vi bao h¢ cho
quy trinh diéu ché Erythropoietin nguoi. Patent nay
khong xéac 1ap pham vi bao hd cho hoat chit Epoetin
beta.

Két luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.

31/5: Diém 1 yéu cau bao ho clia patent EP 0205564
B2 xéac 1ap pham vi bao h¢ cho trinh ty DNA ma
hod erythropoietin nguoi, trong khi khong xac 1ap
pham vi bao h¢ cho hoat chét Epoetin beta.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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9 . Neorecormon Epoetin beta-100001U/0,3ml
SPK:VN-8171-09 Dung dich tiém. Hop 6 bom tiém 0,3ml + 6
kim tiém

-SX: Roche Diagmostics GmbHD1ic

10 . Neulastim Pegfilgrastim-6mg/0.6ml
SPK:VN-6645-08 Hop 1 bom tiém déng san 0.6ml dung dich
tiém 6mg/0.6ml
-SX: F.Hoffmann-La Roche Ltd. Thuy S§

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM VI: Phuong phap san xuét Erythropoietin ->
Pham vi bao h¢ chi la quy trinh khong phai 1a hoat
chit

31/5: Cong ty giai trinh Diém yéu cau bao ho s 1
ctia Patent chinh 1a hoat chit Epoetin beta

Patent EP 0205564 B2 x4c 1ap pham vi bao h cho
quy trinh diéu ché Erythropoietin nguoi. Patent nay
khong xéac 1ap pham vi bao ho cho hoat chit Epoetin
beta.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

31/5: Piém 1 yéu cau bao ho cua patent EP 0205564
B2 xac l1ap pham vi bao ho cho trinh ty DNA ma
hoa erythropoietin ngudi, trong khi khong xac 1ap
pham vi bao hg cho hoat chét Epoetin beta.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

PATENT: EP 0733067B1 (Amgen INC, hounsand
Oaks, CA 91320-1789 (US))

PHAM VI: N-Terminally chemically modified
protein compositions and methods -> D& nghi giai

thich r6 pham vi bao h¢ chinh 1a hoat chét

Pegfilgrastim
13/5: Cong ty giai trinh Muc 3 va Muc 6 cua Patent

EP 0733067B1 xac lap pham vi bao hd cho hoat chét
Pegfilgrastim

Patent EP0733067 xac lap pham vi bao ho cho ché

pham chtra hoat chit Pegfilgrastim. Tuy nhién, patent
nay khong xac 1ap pham vi bdo ho cho chinh hoat
chat Pegfilgrastim.

Két luan: Khong dap tmg quy dinh vé patent cép cho

hoat chat.

13/5: Piém 6 yéu cau bao ho cua patent EP
0733067B1 xéc lap pham vi bao h cho ché pham

hau nhu dong nhét chira pegfilgrastim.

Do thiéu thong tin cho thay san pham Neulastim c6 &
dang hau nhu ddng nhit hay khoéng nén chua thé dwa
ra két luan 1a patent EP 0733067B1 c6 xéc lap

pham vi bao ho cho san phdm dang thubc tiém

Neulastim hay khéng.

21 Tén doanh nghiép dé nghi cong bé: VPDD hoffmann-La Roche L td

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUGONG PATENT:Chua c6 tai liéu chimg

minh viéc chuyén quyén s hiru ciia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

CHU SO HUU SP: F.Hoffmann-La Roche Ltd. - Switzerland
CHU/CHUYEN NHUQONG PATENT:F.Hoffmann-La Roche
Ltd. - Switzerland 13 nha san xut va chii s& hitu san pham dang
ky tai Viét Nam, Amgen la chu so hitu patent va trademark
Neuglastim, c6 kém theo van ban xac nhén cua Roche.
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 5).

21.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sd: 5)

1 . Tamiflu
SPK:VN-16262-13

2 . Tamiflu
SPK:VN-16261-13

3 . Tamiflu
SPK:VN-16260-13

4 . Tarceva
SPK:VN1-724-12

Oseltamivir-75 MG
hop 1 vi x 10 vién nang75 mg
-SX: Roche S.p.Altaly

Oseltamivir-45 mg
hop 1 vi x 10 vién nang 45 mg
-SX: Roche S.p.Altaly

Oseltamivir-30 mg
hop 1 vi x 10 vién nang 30 mg
-SX: Roche S.p.Altaly

Erlotinib-150mg
hop 3 vi x 10 vién nén bao phim
-SX: Roche S.p.Altaly

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

Diém 99 yéu ciu bao ho ctia patent EP 0759917 B1
xac 1ap pham vi bao ho cho hoat chit Oseltamivir.Két
luan: Pap tmg quy dinh vé patent cip cho hoat cht.

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

Diém 99 yéu ciu bao ho cua patent EP 0759917 B1
xac 1ap pham vi bao ho cho hoat chat Oseltamivir. Két
luén: Pap tmg quy dinh vé patent cap cho hoat chit.

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

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

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

VN 1681 (Pfizer Inc)

PHAM VI: VN: hop chét thir 19, diém yéu cdu bao
ho 10 1a hoat chit Erlotinib.

Diém 10 yéu cau bao ho ctia patent VN 1681 xac 1ap
pham vi bao ho cho hoat chat Erlotinib (hop chét thir
19).Két luan: Pap ting quy dinh vé patent cap cho
hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUOQNG PATENT:1.Gilead Sciences Inc.

2. Cong ty cung cép tai liéu thoa thuén vé ban quyén va phat
trién san pham giira Gilead Sciences Inc. cho F. Hoffmann - La
Roche Ltd.

3. Giai trinh vé viéc Roche S.p.A san xut theo ity quyén va
tiéu chuan cua F. Hoffmann - La Roche Ltd.

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUOQNG PATENT:1.Gilead Sciences Inc.
2. Cong ty cung cap tai lidu thoa thuan vé ban quyén va phat
trién san pham giita Gilead Sciences Inc. cho F. Hoffmann - La
Roche Ltd.

3. Giai trinh vé viéc Roche S.p.A san xuét theo iy quyén va
tiéu chudn ctia F. Hoffmann - La Roche Ltd.

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGQNG PATENT:1.Gilead Sciences Inc.
2. Cong ty cung cap tai lidu thoa thuan vé ban quyén va phat
trién san pham giita Gilead Sciences Inc. cho F. Hoffmann - La
Roche Ltd.

3. Giai trinh vé viéc Roche S.p.A san xuét theo tiy quyén va
tiéu chudn ctia F. Hoffmann - La Roche Ltd.

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGNG PATENT:1. OSI Pharmaceuticals
Inc d chuyén quyen cho F. Hoffmann-La Roche Ltd

2. Cong ty cung cap gidy chirng nhan dang ky hop ddng chuyén
nhuong quyén so hitu cong nghiép, trong dé Pfizer Inc da
chuyén nhugng Patent cho Pfizer Product Inc, sau d6 Pfizer
Product Inc d4 chuyén nhugng cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd
3. Dé nghi Cong ty giai trinh, 1am 15 viéc Roche S.p.A san
xuét theo tiéu chuan va ity quyén cia F. Hoffmann - La Roche
Ltd

Page 38 of 46



S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

5 . Tarceva
SPK:VN1-725-12

Erlotinib-150mg
hop 3 vi x 10 vién nén bao phim
-SX: Roche S.p.Altaly

22 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 1110953B1 (Pfizer Product Inc. va
OSI Pharmaceuticals Inc.)

VN 1681 (Pfizer Inc)

PHAM VI: VN: hop chit thir 19, diém yéu cau bao
ho 10 14 hoat chat Erlotinib.

Diém 10 yéu ciu bao ho cua patent VN 1681 xac lap
pham vi bao ho cho hoat chit Erlotinib (hop chét thir
19).Két luan: Dap tng quy dinh vé patent cap cho
hoat chat.

VPDD Ipsen Pharma

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

22.1 Khong dap ing quy dinh (Tong sb: 2)

1 . Diphereline 11.25mgTriptorelin-11.25mg

Hop dung 1 lo thudc bot, 1 éng dung moi,

1 6ng tiém va 2 kim tiém
-SX: Ipsen Pharma BiotechPhap

PATENT: EP 1343808B1 (Ipsen Manufacturing
Ireland Ltd)

FR 2650182 -> Co quan SHTT Phap khong nam
trong danh sach 14 Co quan SHTT dugc cong nhan
PHAM VI: EP: Quy trinh tong hgp LHRH peptide -
> Pham vi bao ho 1a quy trinh bao ché, khong phai 1a
hoat chat Triptorelin

Patent EP1343808B1 xac 1ap pham vi bao hd cho
quy trinh didu ché Triptorelin, tuy nhién patent nay
khong xac 1ap pham vi bao ho cho hoat chat
triptorelin ciing nhu dugc phim chira n6.Két luan:
Khong dép tmg quy dinh vé patent cap cho hoat chit,
hdn hop cac hoat chét hoic duoc phém, ché phém
ciing nhu dang bao ché.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUQONG PATENT:1. OSI Pharmaceuticals
Inc di chuyén quyén cho F. Hoffmann-La Roche Ltd

2. Cong ty cung cap gidy chimg nhan ding ky hop dong chuyén
nhuong quyén s¢ hitu cong nghiép, trong d6 Pfizer Inc da
chuyén nhuong Patent cho Pfizer Product Inc, sau d6 Pfizer
Product Inc d4 chuyén nhuong cho OSI Pharmaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

3. Pé nghi Cong ty giai trinh, 1am 15 viéc Roche S.p.A san
xuét theo tiéu chuan va ity quyén cia F. Hoffmann - La Roche
Ltd

CHU SO HUU SP: Ipsen Pharma

CHU/CHUYEN NHUGQNG PATENT:1. Ipsen Manufacturing
Ireland Ltd

2. Pé nghi Cong ty giai trinh va 1am r& mdi lién hé giita Ipsen
Pharma Biotech va Ipsen Manufacturing Ireland Ltd
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2 . Diphereline 3.75mg Triptorelin-3.75mg

Hop dung 1 lo thudc bot, 1 6ng dung moi,

1 éng tiém va 2 kim tiém
-SX: Ipsen Pharma BiotechPhéap

23 Tén doanh nghiép dé nghi cong bo:

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 EP1343808B1 xac 1ap pham vi bao hd cho
quy trinh diéu ché Triptorelin, tuy nhién patent nay
khong xéac 1ap pham vi bao ho cho hoat chat
triptorelin ciing nhu dwoc pham chira né.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét, hdn hop cac hoat chét hodc duoc phém, ché
phim ciing nhu dang bao ché.

VPDD Janssen-Cilag Ltd.

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

23.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sd: 2)

1 .Invega
SPK:VN1-540-11

Paliperidone-6mg
Hop 4 vi x 7 vién nén giai phong kéo dai
-SX: Janssen Cilag Manifacturing LLC

2 . Invega
SPK:VN1-541-11

Paliperidone-3mg
Hop 4 vi x 7 vién nén giai phong kéo dai
-SX: Janssen Cilag Manifacturing LLC

23.2 Khong dap ing quy dinh (Tong sb: 3)

PATENT: EP 0368388 B1 (Janssen Pharmaceutica
NV)

PHAM VI. EP: 3-piperidinyl-1,2-benzisoxazoles ->
Pham vi bao ho 13 quy trinh diéu ché, khong phai
cho hoat chét

Diém 6 yéu cau bao ho ciia patent EP0368388B1 xac
1ap pham vi bao ho cho hoat chat paliperidon.Két
luan: Pap timg quy dinh vé patent cap cho hoat chat

PATENT: EP 0368388 B1 (Janssen Pharmaceutica
NV)

PHAM VI: EP: 3-piperidinyl-1,2-benzisoxazoles
Diém 6 yéu cau bao ho ciia patent EP0368388B1 xac
1ap pham vi bao ho cho hoat chit paliperidon.Két
luan: Pap ting quy dinh vé patent cap cho hoat chat

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Ipsen Pharma

CHU/CHUYEN NHUGQNG PATENT: 1. Ipsen Manufacturing
Ireland Ltd

2.Dé nghi Cong ty giai trinh va lam rd mbi lién hé gitra Ipsen
Pharma Biotech va Ipsen Manufacturing Ireland Ltd

CHI:J SO HUU SP: Janssen-Cilag Ltd

CHU/CHUYEN NHUONG PATENT:1. Janssen Pharmaceutica
NV

2. Giai trinh 1am rd mbi lién hé gitra Janssen Pharmaceutica
NV, Janssen Cilag Manifacturing LLC va Janssen-Cilag Ltd

CHU SO HUU SP: Janssen-Cilag Ltd

CHU/CHUYEN NHUQONG PATENT:1. Janssen Pharmaceutica
NV

2. Giai trinh 1am r& mdi lién hé giita Janssen Pharmaceutica NV
va Janssen Cilag Manifacturing LLC va Janssen-Cilag Ltd
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1 . Durogesic 12mcg/h Fentanyl-2.1mg
SPK:VN-10313-10 Hop 5 miéng dén phéng thich qua da
-SX: Janssen Pharmaceutica N.V.Bi

2 . Durogesic 25mcg/h Fentanyl-4.2mg
SPK:VN-10314-10 Hop 5 miéng dan phong thich qua da
-SX: Janssen Pharmaceutica N.V.Bi

3 . Durogesic 50mcg/h Fentanyl-8.4mg

SPK:VN-10315-10 Hop 5 miéng dan phong thich qua da

-SX: Janssen Pharmaceutica N.V.Bi

PATENT: CA 2440884 (Alza Corporation)

PHAM VI: Miéng dan qua da giai phong Fentanyl ->
Pham vi bao ho chi 1a dang bao ché khong phai 1a
hoat chat.

Yéu cau bao ho ciia patent CA2440884 xac lap pham
vi bao ho cho dang bao ché nguyén khdi dung qua da
chtra fentanyl hodc chat twong tu fentanyl gom phan
chira ché pham polymer mdt pha lam bang
polyacrylate c6 d6 day nam trong khoang tir
0,0125mm dén 0,1mm. Do thiéu thong tin vé thanh
phan va vat liéu cdu thanh san phim Durogesic nén
chwa thé dua ra két ludn 13 patent CA2440884 c6 xac
1ap pham vi bao ho cho san pham dang miéng dan
phong thich qua da Durogesic hay khong.

PATENT: CA 2440884 (Alza Corporation)

PHAM VI: Miéng dan qua da giai phong Fentanyl ->
Pham vi bao h¢ chi 1a dang bao ché khong phai la
hoat chét.

Yéu cau bao ho ctia patent CA2440884 xac 1ap pham
vi bao ho cho dang bao ché nguyén khdi dung qua da
chura fentanyl hodc chit tuong tu fentanyl gom phan
chira ché pham polymer mdt pha lam bang
polyacrylate c6 d6 day nim trong khoang tir
0,0125mm dén 0,1mm. Do thiéu thong tin vé thanh
phan va vat liéu cdu thanh san phim Durogesic nén
chua thé dua ra két ludn 13 patent CA2440884 c6 xac
1ap pham vi bao ho cho san pham dang miéng dan
phoéng thich qua da Durogesic hay khong.

PATENT: CA 2440884 (Alza Corporation)
PHAM VI: Miéng dan qua da giai phong Fentanyl ->
Pham vi bao ho chi 1a dang bao ché khong phai la
hoat chat.
Yéu cau bao ho ctia patent CA2440884 xac 1ap pham
vi bao ho cho dang bao ché nguyén khdi dung qua da
chira fentanyl hodc chat tuong tu fentanyl gom phan
chira ché pham polymer mdt pha lam bang
polyacrylate c6 d day nim trong khoang tir
0,0125mm dén 0,1 mm. Do thiéu thong tin vé thanh
phin va vat liéu cAu thanh san phdm Durogesic nén
chwa thé dua ra két luan 13 patent CA2440884 c6 X4c
14p pham vi bao hd cho san ph?im dang miéng dan
phoéng thich qua da Durogesic hay khong.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Janssen-Cilag Ltd.
CHU{CHUYEN NHUONG PATENT:Chu s¢ hitu Patent
chuyén quyén s& hitu cho Janssen Cilag Ltd.

CHI:J SO HUU SP: Janssen-Cilag Ltd.
CHU/CHUYEN NHUONG PATENT:Chu s¢ hitu Patent
chuyén quyén s& hitu cho Janssen Cilag Ltd.

CHI:J SO HUU SP: Janssen-Cilag Ltd.
CHU/CHUYEN NHUGQNG PATENT:Chu s hitu Patent
chuyén quyén s¢ hitu cho Janssen Cilag Ltd.
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24 Tén doanh nghiép dé nghi cong bo: VPDD Merck KGaA

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).
24.1 Khong dap ving quy dinh (Tong so6: 2)

1 . Levothyrox Levothyroxine sodium-50pg PATENT: EP 1077681B1 (Merck Patent GmbH) CHU SO HUU SP: Merck Sante s.a.s
SPK:VN-13273-11 Hop 2 vi x 14 vién PHAM VI: biéu ch¢ san pham chua Levothyroyfine CHU/CHUYEN NHUONG PATENT:C$ tai liéu x4c nhan
-SX: Merck Sante s.a.sPhéap Natri -> Pham vi bao ho chi 1a quy trinh bao ché ra Merck Patent GmbH 1a céng ty thanh vién cua Merck KGaA

san pham, khong phai 1a hoat chat Levothyroxine.
Patent EP1077681B1 xac 1ap pham vi bao hd cho
vién nén chtra hoat chat natri levothyroxin. Tuy
nhién, patent nay khong xac 18p pham vi cho hoat
chit natri levothyroxin.Két luan: Khong déap g quy
dinh vé patent cap cho hoat cht.

2 . Levothyrox Levothyroxine sodium-100pg PATENT: EP 1077681B1 (Merck Patent GmbH) CHU SO HUU SP: Merck Sante s.a.s
SPK:VN-13274-11 Hop 2 vi x 14 vién PHAM VI: biéu ché san pham chira Levothyroxine CHU/CHUYEN NHUGQONG PATENT:C5 tai liéu x4c nhan
-SX: Merck Sante s.a.sPhap Natri -> Pham vi bao ho chi la phuong phap bao ché Merck Patent GmbH 1a cong ty thanh vién ciia Merck KGaA

ra san pham, khong phai 13 hoat chit Levothyroxine.
Patent EP1077681B1 xac 1ap pham vi bao hd cho
vién nén chira hoat chét natri levothyroxin. Tuy
nhién, patent nay khong xac 1ap pham vi cho hoat
chat natri levothyroxin.Két luan: Khong dép tmg quy
dinh vé patent cap cho hoat chat.

25 Tén doanh nghiép dé nghi cong bé: VPPD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 6).
25.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 1)

1 . Deca-Durabolin,  Nandrolone decanoate-50 mg/1 ml PATENT: GB 840957 (Organon Laboratories Ltd) -> ~ CHU SO HUU SP: Merck Sharp & Dohme

Inj., 50mg/1iml, H/1  Dung dich diu dung dé pha tiém; M&i hop Co quan SHTT Anh khong nam trong danh sach 14 CHU/CHUYEN NHUGQNG PATENT:1. Organon Laboratories
ong chira 1 6ng co quan SHTT dugc cong nhan Ltd

SPK:VN-3704-07 -SX: N.V. OrganonHa Lan PHAM VI: 2. Dé nghi Cong ty cung cip tai liéu vé viéc chuyén nhuong

Diém 2 yéu cau bao ho cta patent GB 840957 xac lap  Patent giira Organon Laboratories Ltd va Merck Sharp &
pham vi bao ho cho hop chat 19-Nortestosterone 17-  Dohme (Asia) Ltd

decanoate (ttc 13, hoat chit Nandrolone decanoate)Két

luan: Pap tmg quy dinh vé patent cap cho hoat chat.

25.2 Khong dap g quy dinh (Tong sb: 5)
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1 . Andriol Testocap
Cap 40mg 30's
SPK:VN-8889-09

2 . Fosamax
SPK:VN-8834-09

3 . Marvelon
0.03/0.15mg, H/21
vién
SPK:VN-8887-09

Tetosterone undecanoate-40mg
Vién nang; Hop 3 vi 10 vién
-SX: Catalent France Beinheim SA Phap

Alendronate 70mg-70 mg
Vién; Mbi hdp chira 2 vién
-SX: Merck Sharp & Dohme (ltalia) S.p.AY

Desogestrel 150mcg+Ethinylestradiol
30mcg-30 mcg/ 150mcg

Vién; Mdi hop chira 21 vién

-SX: N.V. ORGANONHa Lan

PATENT: EP 1189620 B1 (Akzo Nobel NV)

PHAM VI: EP: Cong thurc chtra Tetosterone
undecanoate -> Pham vi bao ho 1a cong thirc bao ché,
khong phai bao ho cho hoat chat Tetosterone
undecanoate

Patent EP1189620B1 xac 1ap pham vi bao ho cho
dugc pham dang vién nang dé dung qua duong miéng
chira testosteron undecanoat va dau thau dau. Patent
nay ciing khong xéac lap pham vi bao ho cho hoat chit
tetosteron undecanonat.Két luan: Khong dap tung quy
dinh vé patent cép cho hoat chat.

PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
B sung ndi dung Patent

PHAM VI: VN 5715: Thanh pham duoc chira hop
chat Biphosphonat ¢6 tac dung trc ché tiéu xuwong.
VN 5734: Su dung acid alendronic hoéac mudi duoc
dung cta nd dé san xuét thude trc ché tiéu xwong.
9/4: Cong ty giai trinh Piém yéu ciu bao hd 5 va 6
trong Patent VN5715 1a hoat chit Alendronate

GT: Cong ty cung cip Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xac 1ap pham
vi bao ho cho quy trinh diéu ché dan xuét acid
biphosphonic. Tuy nhién, patent nay khong xac lap
pham bao h¢ cho hoat chat Alendronate.

Két luan: Khong dap Ung quy dinh vé patent cip cho
hoat chat Alendronate (néu c6).

9/4: Piém 5 va 6 cua patent VN 5715 xéc lap pham
vi bao hd cho thanh phém duocchira hoat chat
Alendronat. Tuy nhién, patent nay khong xac lap
pham vi bdo hd cho hoat chét Alendronat.

Két, luan: Khong dap tng quy dinh vé patent cho hoat
chat.

PATENT: US 5395627 (Akzo NV)

PHAM VI: US:Pharmaceutical granulate -> Pham vi
bao ho 1a quy trinh bao ché, khong phai bao ho cho
hén hop 2 hoat chit Desogestrel va Ethinylestradiol
Patent US5395627 x4c 1ap pham vi bao ho cho hat dé
st dung lam vién nén, trong d6 hat nay c6 chua
desogestrel nhung khong chtra ethinylestradiol. Tuy
nhién, patent nay khong xac lap pham vi bao ho cho
t6 hop hodc hdn hop chita Desogestrel va
Ethinylestradiol. Két luan: Khong dap tmg quy dinh
vé patent cAp cho t6 hop hodc hon hgp hoat chit.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme
CHU/CHUYEN NHUOQNG PATENT:1. Akzo Nobel NV
2. Pé nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Patent gitta Akzo Nobel NV va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc Catalent France Beinheim SA san xudt
theo iy quyén ctia Merck Sharp & Dohme Corp.

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd
CHU/CHUYEN NHUGNG PATENT:Chua c6 tai liéu ching
nhan chuyén quyén sé hiru patent tir Merck&Co Inc cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUQNG PATENT:1. Akzo NV

2. P& nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Patent gitra Akzo NV va Merck Sharp & Dohme Corpporatlon
3. Giai trinh vé viéc N.V. ORGANON san xuit theo uy quyén
cua Merck Sharp & Dohme Corp.

Page 43 of 46



S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

4 . Mercilon
0.02/0.15mg, H/21
vién
SPK:VN-6747-08

5 . Orgametril 5mg,
H/30 vién
SPK:VN-15548-12

Desogestrel 150mcg,Ethinyl Estradiol
20mcg-20 mcg/ 150mcg

Vién; Mdi hop chira 21 vién

-SX: ORGANON (Ireland) Limitted.Ireland

Lynestrenol 5mg-5mg
Vién nén; Hop 1 vi x 30 vién nén
-SX: N.V. ORGANONHa Lan

PATENT: US 5395627 (Akzo NV)
PHAM VI: US:Pharmaceutical granulate -> Pham vi
bao ho 1a quy trinh bao ché, khong phai bao ho cho
hdn hop 2 hoat chat Desogestrel va Ethinylestradiol
Patent US5395627 x4c 1ap pham vi bao ho cho hat dé
st dung lam vién nén, trong d6 hat nay c6 chua
desogestrel nhung khong chtra ethinylestradiol. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
t6 hop hodc hdn hop chira Desogestrel va
Ethinylestradiol. Két luan: Khong dap timg quy dinh
vé& patent cAp cho t6 hop hodc hon hgp hoat chét.

PATENT: US 3502772 (Organon Inc) (Chua c6 ndi
dung Patent) -> -> B sung ndi dung Patent dé
chimg minh pham vi bao ho 1a hoat chéat Lynestrenol
PHAM VI: Method for stimulating anovulatory
cycles and pharmaceutical packages (Pham vi bao hd
Patent chi 1a phuong phép diéu ché)

GT:

Cong ty cung cap Patent US 3502772 (Organon Inc)
(Pham vi bao ho Patent chi 1a phwong phéap diéu ché)
va Patent US 3972906 (Akzona Incorporated) (Pham
vi bao h¢ khong phai 1a hoat chit Lynestrenol) ->
Giai trinh chua dap Gng quy dinh

Patent US3502772 xéc 1ap pham vi bao h¢ cho
phuong phap kich thich chu ky khong rung noan.
Patent nay khong xac 1ap pham vi cho hoat chét
lynestrenol.Két luan: Khong déap tmg quy dinh vé
patent cip cho hoat chét.

26 Tén doanh nghiép dé nghi cong bé: VPPD Tedis tai TP HCM

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 6).

26.1 Khong dap wng quy dinh (Tong sb: 6)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1. Akzo NV

2. Pé nghi Cong ty cung cip tai lidu vé 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 ctia Merck Sharp & Dohme Corp.

CHU SO HUU SP: N.V. ORGANON

CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu xac nhin
viéc chuyén quyén s hitu Patent tir Organon Inc cho Merck
Sharp & Dohme (Asia) Ltd -> Dé nghi bd sung tai liéu
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1 . Bioflora 100mg
SPK:VN-4109-07

2 . Bioflora 200mg
SPK:VN-4110-07

3 . Nucelo CMP forte
SPK:VN-6851-08

Saccharomyces bouulardii-100mg
Hop 20 goi, thude bot
-SX: BiocodexFrance

Saccharomyces bouulardii-200mg
Hop 10 vién nang
-SX: BiocodexFrance

Cytidin-5-monophosphat disodium +
Uridine-10mg + 6mg

Hop 3 éng bot dong kho + 3 dng dung
moi

PATENT: EP 0 149 579 B1 (Laboratories Biocodex) = CHU SO HUU SP: Tedis SA
CHU/CHUYEN NHUGQNG PATENT:Laboratories Biocodex
PHAM VI: EP: Pham vi bao ho 1a phuong phap diéu
tri, khong phai 1a hoat chat
Patent EP 0 149 579 B1 xac lap pham vi bao hd cho
viéc sir dung ndm men Saccharomyces dé phong ngira
hodc diéu tri bénh viém rudt két mang gia. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chéat.Két luan: Khong dap tng quy dinh vé

PATENT: EP 0 149 579 B1 (Laboratories Biocodex) ~ CHU SO HUU SP: Tedis SA
CHU/CHUYEN NHUQONG PATENT:Laboratories Biocodex
PHAM VI: EP: Pham vi bao ho 1a phuong phap diéu
tri, khong phai 1a hoat chét
Patent EP 0 149 579 B1 xac 1ap pham vi bao ho cho
viéc sir dung ndm men Saccharomyces dé phong ngira
hodc diéu tri bénh viém rudt két mang gia. Tuy
nhién, patent nay khong xac 1dp pham vi bao ho cho
hoat chat.Két luan: Khong dap ung quy dinh vé

PATENT: EP1492546B1 (Trommsdorff GmbH & CHU SO HUU SP: Ferrer Group
Co0.KG Arznelmittel) i CHU/CHUYEN NHUONG PATENT:T4p doan Ferrer la chu
PHAM VI: St dung céc Nucleotides Pyrimidine dé s0 hitu Ferrer Internacional S.A. va Trommsdorff GmbH &

diéu tri cac ton thuong ciia hé than kinh ngoai bién ->  Co0.KG Arznelmittel
Pham vi bao h¢ 1a phuong phap diéu tri khong phai

12 hoat chat.

Patent EP1492546B1 xac 1ap pham vi bao hd cho

viéc st dung Uridine-5'-monophosphat hodc Cytidin-

5'-monophosphat dé bao ché dugc pham diéu tri r6i

loan thin kinh ngoai bién. Tuy nhién, patent nay

khong xac 1ap pham vi bao ho truc tiép cho cac hoat

chit néu trén hodc t6 hop cta chiing.Két luan: Khong

dap tng quy dinh vé patent cAp cho hoat chét.
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4 . Nucelo CMP forte
SPK:VN-6850-08

Cytidin-5-monophosphat disodium +
Uridine-5mg + 3mg

Hop 2 vi x 15 vién nang

-SX: Ferrer Internacional S.A.Tay Ban Nha

5 . Progestogel
SPK:VN-15147-12

Progesterone-1%

Hop 1 6ng 80g gel bbi ngoai da
-SX: Besins Manufacturing
BelgiumBelgium

6 . Somazina
SPK:VN-7393-08

Citicolin-10g/100ml
Hop 1 lo 30ml Dung dich uéng
-SX: Ferrer Internacional S.A.Tay Ban Nha

CHU SO HUU SP: Ferrer Group

CHU/CHUYEN NHUGQNG PATENT:T4p doan Ferrer 1a cha
s& hitu Ferrer Internacional S.A. va Trommsdorff GmbH &
Co.KG Arznelmittel

PATENT: EP1492546B1 (Trommsdorff GmbH &
Co.KG Arznelmittel)

PHAM VI: St dung c4c Nucleotides Pyrimidine dé
diéu tri cac ton thuong ctia hé than kinh ngoai bién ->
Pham vi bao h¢ 1a phuong phap diéu tri khong phai

1 hoat chat ??

Patent EP1492546B1 xac 1ap pham vi bao hd cho
viéc st dung Uridine-5'-monophosphat hodc Cytidin-
5'-monophosphat dé bao ché dugc pham diéu tri r6i
loan than kinh ngoai bién. Tuy nhién, patent nay
khong xéac 1ap pham vi bao ho truc tiép cho cac hoat
chit néu trén hodc t6 hop ctia chiing.Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat chét.

CHU SO HUU SP: Besins Manufacturing Belgium
CHU/CHUYEN NHUGQNG PATENT:Chu sé hitu Patent va co
sO san xuat la 1

PATENT: GB2109231A (Jean Louis Abel Besins) -
> Anh khong nam trong danh sach 14 nuéc c6 co
quan SHTT dugc xem xet?

PHAM VI: Dang thudc chira progesterone -> Pham vi
bao ho 1a dang bao ché (gel) khong phai 1a hoat chat.
GB2109231A 1a s6 cong bd don khong phai 14 patent
cép cho dugc pham chira progesterone ding qua da.
Két luan: Khong dap tng quy dinh vé patent cap cho
dang bao ché 1a gel boi ngoai da chira progesterone.

CH[:J SO HUU SP: Ferrer Internacional S.A.
CHU/CHUYEN NHUGQNG PATENT:Chu s¢ hitu Patent va co
s& san xuat la 1

PATENT: ES 2169986B1 (Ferrer International, S.A)
US 6930096B2 (Ferrer International, S.A)

EP 1267892B1 (Ferrer International, S.A)

PHAM VI: ES, US: Str dung CDP-choline dé diéu

tri du phong thiéu mau no

EP:Sir dung CDP-choline trong diéu trj hoi ching do
cai rugu -> Pham vi bao ho 1a phuong phép diéu tri

khong phai 1a hoat chat.

Patent ES 2169986B1 xac lap pham vi bao ho cho
viéc su dung. Patent US 6930096B2 xac lap pham vi
bao ho cho phuwong phép diéu tri.Patent EP
1267892B1 xéc 14p pham vi bao hd cho viéc su dung
CDP-choline dé bao ché dugc phim.Tuy nhién, cac
patent nay khong bao ho truc tiép cho hoat chét
Citicolin.Két luan: Khong d4p g quy dinh vé

patent cap cho hoat chit.
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