PHU LUC: THONG BAO POI VOI HO SO BE NGHI CONG BO THUOC BIET DUQC GOC
(kém theo vin ban sé 7039/QLD-GT ngay 08 thang 05 nim 2013)

Tén thube - SDPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

Tén doanh nghiép dé nghi cong bo:

Abbott L.aboratories
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w =

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

[y

.1 B0 sung tai liéu vé viéc chuyén nhuwong Patent (Tong so: 3)

1 . Brufen
SPK:VN-4694-07

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

2 . Brufen
SDK:VN-14886-12

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

PATENT: US 3385886 (Boots Pure Drug Company
Ltd)

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

Diém 1 yéu cau bao ho cua patent US 3 385 886 x4c
1ap pham vi bao hd cho hoat chét ibuprofen.Két luan:
Pap tmg quy dinh vé patent cip cho hoat chit.

PATENT: US 3385886 (Boots Pure Drug Company
Ltd)

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

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

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Abbott Laboratories

CHU/CHUYEN NHUGQNG PATENT:1. Boots Pure Drug
Company Ltd

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

3. Giai trinh vé viéc Abbott S.p.A san xudt theo uy quyén va
tiéu chuén ctia Abbott Laboratories

4/2: Cong ty da cung cAp tai lidu xac nhan viéc Boots sap nhap
v6i BASF thanh Knoll va Knoll sap nhéap véi Abott

- Cong ty chua giai trinh vé mbi lién h¢ giita Abbott S.p.A va
Abbott Laboratories

CHU SO HUU SP: Abbott Laboratories

CHU/CHUYEN NHUGNG PATENT:1. Boots Pure Drug
Company Ltd

2.Coéng ty giai trinh phan Pharma cua Boots dugc Knoll mua
lai va sau d6 Abbott Laboratoties d3 mua lai Knoll -> Dé nghi
Cong ty cung cip tai liéu chig minh

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

4/2: Cong ty da cung cAp tai liéu xac nhan viéc Boots sap nhap
v6i BASF thanh Knoll va Knoll sap nhap véi Abott

- Cong ty chua giai trinh vé viéc PT Abbott Indonesia san xudt
theo iy quyén va tiéu chun ctua Abbott Laboratories (m&i chi
cung cép tai lidu trich dan trén trang web)
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3 . Brufen
SPK:VN-12140-11

Ibuprofen-100mg/5Sml
Hbn dich udng, chai 60ml
-SX: PT Abbott Indonesialndonesia

2 Tén doanh nghiép dé nghi cong bo:

PATENT: US 3385886 (Boots Pure Drug Company
Ltd)

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

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

Baxter Healthcare (Asia) Pte. Ltd

Quyén sé hitu, chuyén giao patent

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

2.1 Khéng dip tng quy dinh (Tong so: 2)

1 . Extraneal Perotoneallcodextrin-7.5% (kl/tt)

dialysis solution with Tui 2L dung dich thim phén mang bung

7.5% Icodextrin
SPK:VN-6447-08

-SX: Baxter Healthcare SA, Singapore
BranchSingapore

PATENT: US 6248726 (ML Laboratotries Plc)
PHAM VI: US: Tham phan mang bung sir dung
glucose cao phan tr -> Giai trinh 1am rd pham vi bao
ho 1a hoat chét Icodextrin.

Patent US 6248726 xac 1ap pham vi bao ho cho
phuong phép diéu tri bénh b?lng cach thim tach sir
dung dung dich nuéc ciia hdn hop polymer glucose
(diém 1 yéu cu bao ho). Tuy nhién, patent nay
khong xac 1ap pham vi bao hd cho hoat chét
icodextrin.

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

CHU SO HU'U SP: Abbott Laboratories

CHU/CHUYEN NHUGQNG PATENT:1. Boots Pure Drug
Company Ltd

2.Céng ty giai trinh phan Pharma cua Boots dugc Knoll mua
lai va sau d6 Abbott Laboratoties dd mua lai Knoll -> Dé nghi
Cong ty cung cip tai liéu chig minh

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

4/2: Cong ty da cung cAp tai liéu xac nhan viéc Boots sap nhap
v6i BASF thanh Knoll va Knoll sap nhap véi Abott

- Cong ty chua giai trinh vé viéc PT Abbott Indonesia san xudt
theo iy quyén va tiéu chun ctua Abbott Laboratories (m&i chi
cung cép tai lidu trich dan trén trang web)

CHU SO HU'U SP: Baxter Healthcare SA

CHU/CHUYEN NHUGQNG PATENT:1. ML Laboratotries Plc
2. Pé nghi Cong ty giai trinh vé viéc chuyén nhuong Patent
gitra ML Laboratotries Plc va Baxter Healthcare SA
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2 . Holoxan Ifosfamide-1g PATENT: US 3,732,340 (Asta Pharma AG) CHI:J SO HUU SP: Baxter Healthcare
SDK:VN-9945-10 Bot dong kho pha tiém. Lo 1g PHAM VI: US:Dan xuat N',0 -propylene phosphoric CHU/CHUYEN NHUGNG PATENT:Asta Pharma AG
-SX: Baxter Oncology GmbHDtc acid ester -> Giai trinh 1am rd pham vi bao ho trong

Patent 13 hoat chat Ifosfamide

Diém 5 yéu cau bao ho cua patent US 3,732,340 chi
xéc 1ap phami bao ho cho hop chit c6 cong thirc
chung, ma khong xéc 1ap pham vi bao ho truc tiép

cho hoat chat Ifosfamide (diém nay chi néu Ifosfamide
la mot phuong &n lya chon khi nhom thé Z 1a H).

Két ludn: Khoéng dap ing quy dinh vé patent cdp cho
hoat chét.

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 3).
3.1 Khéng dap trng quy dinh (Tong so6: 3)

1 . Climen Estradiol valerate/ Cyproteron acetate- PATENT: US 3234093 (Schering AG) CHU SO HINJU SP: Bayer AG

SPK:VN-15728-12  2mg/ 2mg + Img PHAM VI: US: hop chét va thanh phan 6-chloro-1,2-  CHU/CHUYEN NHUQNG PATENT:Schering AG (nay di doi
Hop 1 vi x 21 vién nén bao alpha-mehtylene-delta6-alphal 7-hydroxy-progesteron -  tén thanh Bayer Schering Pharma AG)
-SX: Delpharm Lille SASPhap > Pham vi bao ho 1a hoat chat Cyproteron, khong

phai cho hdn hop 2 hoat chét Estradiol valerate,
Cyproteron acetate

Diém 4 yéu cau bao ho cia patent My US 3234093
xéc 1ap pham vi yéu cau bao ho cho hop chat
Cyproteron acetate tuy nhién khong bao hg cho hon
hop Estradiol valerate, Cyproteron acetate.

Két ludn: Khoéng dap ng quy dinh vé patent cdp cho

hoat chét.
2 . Diane - 35 Ethinyl estradiol/ cyproterone acetate- PATENT: US 3234093 (Schering AG) CHU SO HUU SP: Bayer AG
SPK:VN-7982-09 0.035mg/2 mg PHAM VI: US: Pham vi bao ho 1a hoat chat CHU/CHUYEN NHUGNG PATENT:1. Schering AG
Hop 1 vix 21 vién nén Cyproteron, khong phai bao ho cho hdn hop 2 hoat 2.Cong ty cung cip tai liéu xac nhan ddi tén tir Schering AG
-SX: Schering GmbH & Co. Produktions chat Ethinyl estradiol va cyproterone acetate thanh Bayer Schering Pharma AG (mot cong ty thudc Bayer
KGPtre Diém 4 yéu ciu bao ho cia patent US 3234093 xac AG)
lap pham vi bao ho cho hoat chat Cyproterone 3. Giai trinh vé viéc Schering GmbH & Co. Produktions KG

acetate, tuy nhién khong bao ho cho hdn hop hai hoat  san xuit theo iy quyén ciia Bayer AG
chat ethinyl estradiol va cyproterone acetate.

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

hén hop hoat chét.
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3 . Gynera
SPK:VN-9006-09

Ethinyl estradiol/ Gestodene-0.03mg/
0.075mg

Hop 1 vi x 21 vién nén bao duong
-SX: Schering do Brasil quimica E
Farmaceutical Ltds.Brasil

4 Tén doanh nghiép dé nghi cong bo:

CHU SO HUU SP: Bayer AG
CHU/CHUYEN NHUGQNG PATENT:Schering AG

PATENT: US 4081537 (Schering AG)

PHAM VI: US: Deltal 5-Steroid (Diém yéu cau bao
ho 2; Hoat chit Gestodene) (Khong c6 Patent cho hdn
hop 2 hoat chat)

-> Pé& nghi Cong ty cung cap Patent cho hdn hop 2
hoat chit Ethinyl estradiol va Gestoden

Piém 2 yéu cau bao ho ciia patent US 4081537 xac
1ap pham vi bao hd cho hoat chit Gestodene. Tuy
nhién, patent nady khong xéac 14p pham vi bao hd cho
hdn hop hai hoat chit Ethinyl estradiol va Gestoden.
Két luan: Khong dap tng quy dinh vé patent cip cho
hén hop hoat chat.

Boehringer-Ingelheim International GmbH

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

4.1 Khéng dap tng quy dinh (Tong sb: 5)
1 . Atrovent N

SDK:VN-10784-10

Ipratropium bromide monohydrate-
20mcg/nhat xit

hép 200 liéu xit

-SX: Boehringer Ingelheim Pharma
GmbH&Co.KGbuc

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

PATENT: US 5,676,930 (Boehringer Ingelheim
Pharmaceutical)

PHAM VI: US: B¢ 6n dinh cua dung dich thude
dang dung dich xit chtra Ipratropium bromide va chat
day HFC -> Pham vi bao ho 1a quy trinh bao ché,
khong phai cho hoat chat Ipratropium

Patent US 3681500 xac 1ap pham vi bao h¢ cho dugc
pham dé x6ng chira ipratropium bromide va phuong
phap diéu tri bénh réi loan duong hé hip do tic
nghén (diém 3,7,12 yéu ciu bao ho). Tuy nhién,
patent nay khong xéc 1ap pham vi bdo hd chinh xac
cho hoat chat Ipratropium bromide monohydrate.
Patent US 5676930 xac lap pham vi bao ho cho dugc
phdm & dang dich 1ong dugc lam 6n dinh chira
ipratropium bromide va phuong phap lam 6n dinh
dugc pham nay (diém 1,13 yéu cau bao hg). Tuy
nhién, patent nay khong xac 1dp pham vi béo ho
chinh xac cho hoat chat Ipratropium bromide
monohydrate.

Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.
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2 . Bisolvon
SPK:VN-15737-12

bromhexine hydrochloride-Vién nén 8 mg
Hop 30 vién (3 x 10 vién)

-SX: PT. Boehringer Ingelheim
Indonesialndonesia

PATENT: US Patent - 3408446 (BOEHRINGER

INGELHEIM INTERNATIONAL GMBH-Germany).

EU Patent - DE1169939 (B) - 1964-05-14 (Dr. Karl
Thomae).

PHAM VI: US: Hoat chét giam ho N-(amino-3.5-
dihalobenzyl)-camphidine -> Gidi trinh lam rd pham
vi bao ho trong Patent chinh la hoat chét
Bromhexine.

Patent US 3408446 xac 1ap pham vi bao ho cho
phuong phap 1am giam ho va lam ting tiét & dong
vét mau nong sir dung hop chét N-(amino-3,5-
dihalobenzyl)-camphidine ma khong xac lap pham vi
bao ho truc tiép cho hoat chit bromhexine
hydrochloride (mét loai dan xuét N-(amino-2,4-
dihalobenyl)).

Patent Btrc khong duge xem xét do Co quan sang ché
va nhan hiéu Cong hoa Lién bang Dirc khéng nam
trong s6 cac co quan s hitu tri tué dugc chap nhén
néu trong Muc V ctia "Quy dinh tam thoi vé cac tai
liéu can cung cap dé cong bd cac danh muc thude biét
duogc gbe, thube twong dwong diéu tri voi thude biét
duogce gbe, thude c6 tai liéu ching minh twong duong
sinh hoc" dugc ban hanh kém theo Quyét dinh sb
2962/QD-BYT ciia BO Y té.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: PT. Boehringer Ingelheim Indonesia san
xuét theo nhurgng quyén cta Boehringer-Ingelheim Pharmal
GmbH & Co

CHU/CHUYEN NHUGQNG PATENT:C6 gidy xac nhén sap
nhép cua Cong ty Dr. Karl Thomae va Cong ty BOEHRINGER
INGELHEIM INTERNATIONAL GMBH
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3 . Bisolvon
SPK:VN-4740-07

bromhexine hydrochloride-Vién nén 8 mg
Hop 30 vién (3 x 10 vién)
-SX: Delpharm ReimsPhéap

PATENT: US Patent - 3408446 (BOEHRINGER

INGELHEIM INTERNATIONAL GMBH-Germany).

EU Patent - DE1169939 (B) - 1964-05-14 (Dr. Karl
Thomae).

PHAM VI: US: Hoat chét giam ho N-(amino-3.5-
dihalobenzyl)-camphidine -> Gidi trinh lam rd pham
vi bao ho trong Patent chinh la hoat chét
Bromhexine.

Patent US 3408446 xac 1ap pham vi bao ho cho
phuong phap 1am giam ho va lam ting tiét & dong
vét mau nong sir dung hop chét N-(amino-3,5-
dihalobenzyl)-camphidine ma khong xac lap pham vi
bao ho truc tiép cho hoat chit bromhexine
hydrochloride (mét loai dan xuét N-(amino-2,4-
dihalobenyl)).

Patent Btrc khong duge xem xét do Co quan sang ché
va nhan hiéu Cong hoa Lién bang Dirc khéng nam
trong s6 cac co quan s hitu tri tué dugc chap nhén
néu trong Muc V ctia "Quy dinh tam thoi vé cac tai
liéu can cung cap dé cong bd cac danh muc thude biét
duogc gbe, thube twong dwong diéu trj voi thude biét
duogc gbe, thude c6 tai liéu ching minh tuong duong
sinh hoc" dugc ban hanh kém theo Quyét dinh sb
2962/QD-BYT ciia BO Y té.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Boehringer-Ingelheim Pharmal GmbH &
Co

CHU/CHUYEN NHUGQNG PATENT:C6 gidy xac nhan sap
nhap cua Cong ty Dr. Karl Thomae va Cong ty BOEHRINGER
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4 . Bisolvon Kids bromhexine hydrochloride-Xi-ré 4mg/5mL
SPK:VN-5027-10 hop mot chai 60mL
-SX: PT. Boehringer Ingelheim
Indonesialndonesia

5 . Metalyse Tenecteplase-50 mg

SPK:VN-5220-08 Bot va dung méi dé pha dung dich tiém,
truyén; hop 119 bot + 1 1o dung moi.
-SX: Boehringer Ingelheim Pharma
GmbH&Co.KGDPuc

PATENT: US Patent - 3408446 (BOEHRINGER

INGELHEIM INTERNATIONAL GMBH-Germany).

EU Patent - DE1169939 (B) - 1964-05-14 (Dr. Karl
Thomae).
WIPO: 2012/007752 (BOEHRINGER INGELHEIM
INTERNATIONAL GMBH-Germany)
PHAM VI: US: Hoat chét giam ho N-(amino-3.5-
dihalobenzyl)-camphidine -> Giai trinh lam rd pham
vi bao ho trong Patent chinh la hoat chét
Bromhexine.
Patent US 3408446 xac lap pham vi bao hg cho
phuong phap 1am giam ho va lam ting tiét & dong
vat mau noéng sir dung hop chat N-(amino-3,5-
dihalobenzyl)-camphidine ma khéng xac lap pham vi
bao ho truc tiép cho hoat chit bromhexine
hydrochloride (mét loai ddn xuat N-(amino-2,4-
dihalobenyl)).
Patent Pirc khong duge xem xét do Co quan sang ché
va nhén hiéu Cong hoa Lién bang Pirc khong nim
trong sb cac co quan s¢ hiru tri tué duoc chép nhan
néu trong Muc V cia "Quy dinh tam thoi vé céc tai
lidu can cung cap dé cong bd cac danh muc thude biét
duoc géc, thube tuong duong diéu tri v6i thude biét
duoc gbe, thude c6 tai liéu ching minh twong duong
sinh hoc" dugc ban hanh kém theo Quyét dinh sb
2962/QD-BYT cua Bo Y té.
Két luan: Khong dap ing quy dinh vé patent cap cho
hoat chét.

PATENT: EP 0643772 B1 (Genetech Inc)

PHAM VI: EP: Cac bién thé ctia qua trinh glycosyl
céc chét hoat hoa plaminogen mé -> Gaiir trinh lam
rd pham vi bao ho trong Patent 1a hoat chét
Tenecteplase

Patent EP0643772B1 xac 1ap pham vi bao ho cho
bién thé cua chét hoat hoa plasminogen & mo ctia
nguoi dugc glycosyl hoa & cac vi tri 103-105 va loai
b6 céu trac chirc carbohydrat & vi tri 117. Tuy nhién,
patent nay khong xac 1ap pham vi bao hé cho chinh
hoat chit Tenecteplase.

Két ludn: Khoéng dap g quy dinh vé patent cdp cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: San xuit nhuong quyén cia
BOEHRINGER INGELHEIM INTERNATIONAL GMBH.
Germany.

CHU/CHUYEN NHUGQNG PATENT:C6 gidy xac nhan sap
nhép cua Cong ty Dr. Karl Thomae va Cong ty BOEHRINGER
INGELHEIM INTERNATIONAL GMBH

CHU SO HUU SP: Boehringer-Ingelheim International GmbH
CHU/CHUYEN NHUONG PATENT:1. Genetech Inc

2. Cong ty ¢ vin ban cam két dugc nhan chuyén giao quyén sir
dung Patent tir Genetech Inc

5 Tén doanh nghiép dé nghi cong bé: Cong ty Deawoong Pharmaceutical Co.,Ltd
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B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).

5.1 Khong dap ttng quy dinh (Tong sb: 2)

1 . Albis
SPK:VN-13113-11

Ranitidin HCI, Tripotassium bismuth
dicitrat va Sucralfat-Ranitidin HCI 75mg,
Tripotassium bismuth dicitrat 100mg va
Sucralfat 300mg

Vién nén bao phim, hop 3 vi va hop 6 vi
x10 vién

-SX: Deawoong Pharmaceutical
Co.,LtdHan Québc

PATENT: VN 5991 (Deawoong Pharmaceutical
Co.,Ltd)KR 119031 va 0453179 (Deawoong
Pharmaceutical Co.,Ltd)

PHAM VI: VN: Thube uéng chira Ranitidin duoc
bao phim, bismut subxitrat va sucralfat c6 hi¢u qua

diéu tri d6i voi réi loan da day-rudt. Pham vi bao ho
1a dang bao ché va hiéu qua diéu tri. Khong c6 ndi
dung cu thé cua Patent.

4/3: Cong ty b sung ndi dung Patent VN 5991 va
gidi trinh Diém yéu cau bao ho 1 1a Hon hop 3 hoat
chat

Patent VN 5991 xéc 1ap pham vi bao hd cho thube
udng chtra cac hoat chét 1a ranitidin, bismuth
subcitrate va sucralfate, trong d6 ranitidin dugc bao
bang chat bao v6i lugng nam trong khoang tir 0,1 téi
10,0% khdi lugng. Patent nay khong xéac lap pham vi
bao ho cho hdn hop (t6 hop) gdm 3 thanh phan
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR 119031 va 0453179 khong
duogc déanh gid do khong c6 ban dich tiéng Viét hoac
tiéng Anh cta 2 patent nay.Két luan: Khong dap tng
quy dinh vé patent cp cho hdn hop hoat chat.4/3:
Diém 1 yéu cau bao ho cia patent VN 5991 xéac 1ap
pham vi bao ho cho thudc udng chira cic hoat chét 1a
ranitidin, bismuth subcitrate va sucralfate, trong do
ranitidin dugc bao bang chat bao véi luong nam trong
khoang tir 0,1 téi 10,0% khdi luong. Patent nay
khong xac 1ap pham vi bao ho cho hdn hop (t6 hop)
gdm 3 thanh phan Ranitidin HCI, Tripotassium
bismuth dicitrate va Sucralfate. Két luan: Khong dép
mg quy dinh vé patent cip cho hdn hop hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Deawoong Pharmaceutical Co.,Ltd
CHU/CHUYEN NHUONG PATENT:Deawoong
Pharmaceutical Co.,Ltd
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2 . Easyef 0,005% Nepidermin-0,5mg/1mL PATENT: KR 0231805 (Daewoong Pharmaceutical CHU SO HU'U SP: Deawoong Pharmaceutical Co.,Ltd
SPK:VN-9163-09 Dung dich xit trén da . Hop 1 b 10mL Co. Ltd.) CHU/CHUYEN NHUQNG PATENT:

(bom tiém chira ImL dung dich thubc +lo PHAM VI: Khéng c6 ndi dung cu thé vé pham vi

chira 9mL dung moi) bao ho dugc cap trong Patent -> Cung cap ndi dung

-SX: Deawoong Pharmaceutical day du cua Patent (d3 dugc dich sang Tiéng Viét)

Co.,LtdHan Québc
4/3: Cong ty cung cap ban dich Patent KR 0231805
va cung cap thém Patent nay tai US 6491904 ->
Pham vi bao hd 1a dang bao ché, khong phai cho hoat
chat
Chua danh gia do khong c6 ban dich patent tiéng
Viét hoac tiéng Anh cua patent KR 0231 805.Két luan:
Khéng dap tmg quy dinh vé patent cip cho hoat
chat.
4/3: Patent US 6491904 xac 1ap pham vi bao hd cho
ché pham dung khu tra trén da chira yéu td sinh
truong biéu bi ciia nguoi. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho hoat chat
Nepidermin (yéu t6 sinh truéng biéu bi clia ngudi).
Két luan: Khong dap ting quy dinh vé patent cap cho
hoat chét.

6 Tén doanh nghiép dé nghi cong bé: Cong ty Roussel Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
6.1 Khéng dap tng quy dinh (Tong so: 1)

1 . Coltramyl Thiocolchicoside-4mg PATENT: EP 0729 933 B1 (Hoechst Marion CHU SO HUU SP: Cong ty Roussel Viét Nam
SPK:VD-6552-08 Vién nén, hop 1 vi, vi 12 vién Roussel) CHU/CHUYEN NHUONG PATENT:Hoechst Marion Roussel
-SX: Cong ty Roussel Viét NamViét Nam PHAM VI: EP: Pham vi bao ho khong phai 1a hoat

chat Thiocolchicoside -> P& nghi giai trinh

Diém 39 yéu cau bao ho cua patent EP 0729933 B1

xac 1ap pham vi bao h cho hop chdt ma & vi tri C3

ctia vong benzoheptalen lién két voi M1 1a gbe A-

SO2, trong d6 A 1a gdc alkyl, phenyl duoc thé hodc

khong duoc thé ..., nhung 6 vi tri C3 nay cia

thiocolchicoside lai lién két véi gbe

glucopyranosyloxy. Do d6 patent nay khong xac 1ap

pham vi bao ho cho hoat chat thiocolchicoside.

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

hoat chét.

7 Tén doanh nghiép dé nghi cong bé: Cong ty TNHH DKSH Viét Nam
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S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

1 Khéng dap wng quy dinh (Téng sb: 7)

1 . Actrapid HM
SPK:VN-4407-07

Insulin nguoi, rADN-1001U/ml
dung dich tiém, hop 1 1o x 10ml
-SX: Novo Nordisk A/SDenmark

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

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 7).
7.

PATENT: US 4916212 (Novo Industri A/S)

EP 0427296 A1 (Novo Nordisk A/S)

PHAM VI: US: Gidi trinh 1am rd pham vi bdo h¢ 1a

hoat chét Insulin human (rDNA)

Patent US 4916212 xéc lap pham vi bao ho cho tién
chét cua insulin ngudi (diém 30-32 yéu cau bao ho).
Tuy nhién, patent nay khong xac 1ap pham vi bao hd
chinh xac cho hoat chat 1a Insulin nguoi.

Tuong tu, patent EP 0427296 B1 cling xac lap pham
vi bao ho cho tién chat cta insulin nguoi (diém 1 yéu
cau bao ho). Do d6, patent nay khong xéac 1ap pham

vi bao ho chinh xéac cho hoat chét 1a Insulin nguoi.
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.

PATENT: US 7,727,548 B2 (Eisai R&D
Management Co Ltd)
PHAM VI: US: Vién giai phong nhanh chua
polyvinylalcohol -> Pham vi bao ho 1a dang bao ché
vién giai phong nhanh, khong phai 1a hoat chat
Donepezil
28/3: Cong ty bd sung Patent US 4895481 (Eisai
Co.,Ltd)
Patent US 7,727,548 B2 xac 1ap pham vi bao ho cho
dugc pham phan rd nhanh. Tuy nhién, patent nay
khong xac 1ap pham vi bao hd cho hoat chét
Donepezil Hydrochloride. Két luan: Khong dap tmg
quy dinh vé patent cip cho hoat chét.
28/3: Patent US 4895481 xac 1ap pham vi bao hg cho
"Nén bién linh hoat dung cho cac ing dung nudc
sau". Patent nay khong xac 1ap pham vi bao h cho
hoat chit Donepezil Hydrochloride. Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Novo Nordisk

CHU/CHUYEN NHUONG PATENT:Novo Industri A/S

CHU SO HUU SP: Eisai Co., Ltd
CHU/CHUYEN NHUGNG PATENT:Eisai Co.,Ltd
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So

Tén thube - SDPK Hoat chit - Him lwong - Quy cich  Patent - Chii s¢ hitu - Pham vi bio hd

3 . Insulatard FlexPen Insulin human (rfDNA)-1001U/ml PATENT: US 4916212 (Novo Industri A/S)

Hdn dich tiém, hop 5 but tiém x 3ml EP 0427296 A1 (Novo Nordisk A/S)

-SX: Novo Nordisk A/SDenmark PHAM VI: US: Gidi trinh lam rd pham vi bao hg 1a
hoat chat Insulin human (rDNA)
Céc diém 30-32 yéu ciu bao ho cua patent US
4916212 chi xac lap pham vi bao hd cho tién chat
Insulin human, khong x4c 1ap pham vi bao hd truc
tiép cho hoat chét Insulin human.
Diém 1 yéu ciu bao ho cia patent EP 0427296 B1
cling chi xac lap pham vi bao hd cho tién chét Insulin
human, khong xac 1ap pham vi bao ho truc tiép cho
hoat chét Insulin human.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

4 . Insulatard HM Insulin ngudi, rADN-100I1U/ml PATENT: US 4916212 (Novo Industri A/S)
SDK:VN-4408-07 hén dich tiém, hop 1 lo x 10ml EP 0427296 A1 (Novo Nordisk A/S)
-SX: Novo Nordisk A/SDenmark PHAM VI: US: Gidi trinh 1am rd pham vi bao ho

trong Patent 1a hoat chét Insulin human (rDNA)
Céc diém 30-32 yéu ciu bao ho cua patent US
4916212 chi x4c lap pham vi bao ho cho tién chat
Insulin human, khong xac 1ap pham vi bao ho truc
tiép cho hoat chét Insulin human.
Diém 1 yéu cau bao ho cuia patent EP 0427296 B1
cling chi xac 1ap pham vi bao ho cho tién chét Insulin
human, khong xac 1ap pham vi béo ho truc tiép cho
hoat chit Insulin human.
Két luan: Khong dap ing quy dinh vé patent cap cho
hoat chét.

5 . Mixtard 30 Insulin ngudi, rADN-1001U/ml PATENT: US 4916212 (Novo Industri A/S)
SPK:VN-4409-07 dung dich tiém, hop 1 1o x 10ml PHAM VI: Tién chat insulin sinh téng hop mi hoa
-SX: Novo Nordisk A/SDenmark chudi ADN va quy trinh chuan bi tién chat insulin va
insulin nguoi -> Pham vi bao ho 1a quy trinh.
Patent US4916212 x4c 1ap pham vi bao h cho trinh
tu ADN chua trinh tu mé hoa tién chét insulin &
ngudi va tién chét insulin nay. Tuy nhién, patent nay
khong xac 1ap pham vi béo hd cho chinh hoat chét
insulin ¢ nguoi.
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Novo Nordisk
CHU/CHUYEN NHUONG PATENT:Novo Industri A/S

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

CHI:J SO HUU SP: Novo Nordisk A/S
CHU/CHUYEN NHUONG PATENT:Novo Nordisk A/S
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

6 . Mixtard 30 FlexPen Insulin human (rDNA)-100I1U/ml
Hdn dich tiém, hop 5 but tiém x 3ml
-SX: Novo Nordisk A/SDenmark

7 . Myonal
SPK:VN-9194-09

Eperisone HCL-50mg
Hop 3 vi x 10 vién nén
-SX: Eisai Co.,LtdJapan

PATENT: US 4916212 (Novo Industri A/S)

US 6562011 (Novo Nordisk A/S)

PHAM VI: US 4916212: Tién chét insulin sinh tong
hop mi héa chudi ADN va quy trinh chuan bi tién
chét insulin va insulin nguoi -> Pham vi bao ho 1a
quy trinh.

US 6562011: Thiét bi phan phéi thudc.

Patent US4916212 xéc 1ap pham vi bao hd cho trinh
tu ADN chtra trinh ty ma hoa tién chét insulin &
nguoi va tién chét insulin nay. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho chinh hoat chét
insulin & nguoi.

Patent US6562011 xac 1ap pham vi bao hd cho dung
cu phén phdi thubc ma khong xac 1ap pham vi bao ho
cho hoat chat insulin & ngudi.

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

PATENT: JP 1037738 (Eisai Co.,Ltd)

PHAM VI: Dan xuét thay thé amino cua
propiophenon -> B4 sung ndi dung Patent dé ching
minh pham vi bao ho trong Patent chinh 14 hoat chat
Eperisone.

28/3: Cong ty giai trinh Piém yéu ciu bao ho 2 cua
Patent US 4181830 (Eisai Co Ltd) chinh 14 hoat chét
Eperisone HCL

GT: Cong ty cung cap Patent US 4181830 (Eisai Co
Ltd) -> Patent US 4181830 hé diéu khién bay dung
cho may bay. Patent nay khong xac lap pham vi bao
ho cho hoat chit Eperisone HCL.Két luan: Khong déap
ung quy dinh vé patent cAp cho hdn hop hoat chit.
28/3: S6 patent US 4181830 1a khong chinh xéac do
patent nay c6 cha bang 1a Hermann Neuhier] va x4c
1ap pham vi bao ho cho cho Hé théng diéu khién
ding cho méy bay nhu da néu. Cong ty co thé truy
cap patent nay qua duong link
http://worldwide.espacenet.com/publicationDetails/ori
ginalDocument?CC=US&NR=4181830A&KC=A&
FT=D&ND=3&date=19800101&DB=worldwide.esp
acenet.com&locale=en_EP hoac
https://docs.google.com/viewer?url=www.google.co
m/patents/US4181830.pdf dé biét chi tiét.

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

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Novo Nordisk A/S
CHU/CHUYEN NHUONG PATENT:Novo Nordisk A/S

CHU SO HUU SP: Eisai Co.,Ltd
CHU/CHUYEN NHUGNG PATENT:Eisai Co.,Ltd
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S6  Tén thubc - SPK Hoat chit - Him lwong - Quy cich  Patent - Chii sé' hiru - Pham vi bio hd Quyén sé hiru, chuyén giao patent

8 Tén doanh nghiép dé nghi cong bo: Cong ty TNHH dwoc pham Lam Son

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb thude: 1).

8.1 Khong dap trng quy dinh (Tong so: 1)
1 . Precedex Dexmedetomidime-100mcg/ml PATENT: US 6,716,867 B1 (Orion Corrporation) CHI:J SO HUU SP: Orion Corrporation
SPK:VN-4685-07 Hop 2 1o x 2ml dung dich tiém US 4910214 (Farrmos Yhtyma Oy) CHU/CHUYEN NHUONG PATENT:1. Orion Corrporation

-SX: Hospira Inc.,USA PHAM VI: US: Pham vi bao ho khong phai la hoat 2. b€ nghi Cong ty giai trinh viéc Hospira Inc., san xuét theo
chat Dexmedetomidime uy quyén va tiéu chuan cta Orion Corrporation

Patent US 6716867 B1 xac 1ap pham vi bdo ho cho
phuong phép an thin cho bénh nhén & khoa chiam soc
tich cuc (ICU). Patent nay khong xac 1ap pham vi
bao ho cho hoat chit Dexmedetomidine. Két luan:
Khoéng dap tmg quy dinh vé patent cap cho hoat chit.

9 Tén doanh nghiép dé nghi cong b6: Coéng ty TNHH Dwoc pham va Héa chiat Nam Linh

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 4).
9.1 Khéng dap trng quy dinh (Tong sb: 4)
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S6  Tén thubc - SPK

Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . Anzatax

100mg/16.7ml
SDK:VN-12308-11

Paclitaxel-100mg/16.7ml
Hop 1 10 16.7ml, Dung dich tiém
-SX: Hospira Australia Pty LtdUc

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

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

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

Patent US 006509484B2 xac 1ap pham vi bdo ho cho
hop chit trung gian dé didu ché paclitaxel (xem dong
cubi cuia cot 2). Ngoai ra, hop chit nay chira gbe
trifluoroacetic trong khi hoat chét Paclitaxel khong
chtra gbe nay. Do d6, patent nay khong xéac 1ap pham
vi bao ho cho hoat chét Paclitaxel.

Patent US 5972992 xac lap pham vi bao h¢ cho dugc
pham chira Taxol (Paclitaxel) c6 pH nho hon hodc
bang 7, va quy trinh bao ché. Tuy nhién, patent nay
khong xac 1&p pham vi bao h cho hoat chét
Paclitaxel.

Patent US 5977164 xac lap pham vi bao hd cho quy
trinh bao ché dung dich tiém chura Taxol (Paclitaxel)
va dugc pham chira Taxol (Paclitaxel) c6 pH nho hon
hoic bang 7. Tuy nhién, patent nay khong xac lap
pham vi bao ho cho hoat chat Paclitaxel.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Hospira Australia Pty Ltd
CHU/CHUYEN NHUQNG PATENT:1. Napro Bio
Therapeutics

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

3/4: Cong ty bd sung tai liéu x4c nhan viéc d6i tén nha may
Napro bio Therapeutics thanh Mayne Pharma USA Inc va déi
tén Mayne Pharma Ltd thanh Hospira Australia Pty Ltd
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S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

2 . Anzatax 150mg/25mlPaclitaxel-150mg/25ml
Hop 1 1o 25ml, Dung dich tiém
-SX: Hospira Australia Pty LtdUc

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

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

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

Patent US 006509484B2 xac 1ap pham vi bdo ho cho
hop chét trung gian dé didu ché paclitaxel (xem dong
cubi cuia cot 2). Ngoai ra, hop chit nay chira gbe
trifluoroacetic trong khi hoat chét Paclitaxel khong
chtra gbe nay. Do d6, patent nay khong xéac 1ap pham
vi bao ho cho hoat chét Paclitaxel.

Patent US 5972992 xac lap pham vi bao h¢ cho dugc
pham chira Taxol (Paclitaxel) c6 pH nho hon hodc
bang 7, va quy trinh bao ché. Tuy nhién, patent nay
khong xac 1&p pham vi bao h cho hoat chét
Paclitaxel.

Patent US 5977164 xac lap pham vi bao hd cho quy
trinh bao ché dung dich tiém chura Taxol (Paclitaxel)
va dugc pham chira Taxol (Paclitaxel) c6 pH nho hon
hoic bang 7. Tuy nhién, patent nay khong xac lap
pham vi bao ho cho hoat chat Paclitaxel.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Hospira Australia Pty Ltd
CHU/CHUYEN NHUONG PATENT:1. Napro Bio
Therapeutics

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

3/4: Cong ty bd sung tai liéu x4c nhan viéc d6i tén nha may
Napro bio Therapeutics thanh Mayne Pharma USA Inc va déi
tén Mayne Pharma Ltd thanh Hospira Australia Pty Ltd
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S6  Tén thubc - SPK Hoat chét - Him lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

3 . Anzatax 300mg/50mlPaclitaxel-300mg/50ml
Hop 1 1o 50ml, Dung dich tiém
-SX: Hospira Australia Pty LtdUc

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

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

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

Patent US 006509484B2 xac 1ap pham vi bdo ho cho
hop chit trung gian dé didu ché paclitaxel (xem dong
cubi cuia cot 2). Ngoai ra, hop chit nay chira gbc
trifluoroacetic trong khi hoat chét Paclitaxel khong
chtra gbe nay. Do d6, patent nay khong xéac 1ap pham
vi bao ho cho hoat chét Paclitaxel.

Patent US 5972992 xac lap pham vi bao h¢ cho dugc
pham chira Taxol (Paclitaxel) c6 pH nho hon hodc
bang 7, va quy trinh bao ché. Tuy nhién, patent nay
khong xac 14p pham vi bao h cho hoat chét
Paclitaxel.

Patent US 5977164 xac 1ap pham vi bao ho cho quy
trinh bao ché dung dich tiém chura Taxol (Paclitaxel)
va dugc pham chira Taxol (Paclitaxel) c6 pH nho hon
hoic bang 7. Tuy nhién, patent nay khong xac lap
pham vi bao ho cho hoat chat Paclitaxel.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Hospira Australia Pty Ltd
CHU/CHUYEN NHUONG PATENT:1. Napro Bio
Therapeutics

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

3/4: Cong ty bd sung tai liéu x4c nhan viéc d6i tén nha may
Napro bio Therapeutics thanh Mayne Pharma USA Inc va ddi
tén Mayne Pharma Ltd thanh Hospira Australia Pty Ltd
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S6  Tén thubc - SPK Hoat chit - Him lwong - Quy cich  Patent - Chii sé' hiru - Pham vi bio hd Quyén sé hiru, chuyén giao patent

4 . Anzatax Paclitaxel Paclitaxel -30mg/5ml PATENT: US006509484B2 (Napro Bio CHU SO HU'U SP: Hospira Australita Pty Ltd
30mg/5ml Hop 1 lo 5ml, Dung dich tiém Therapeutics) CHU/CHUYEN NHUGQONG PATENT:1. Napro Bio
SPK:VN-13010-11 -SX: Hospira Australita Pty LtdUc US 5972992 A (Napro Bio Therapeutics) Therapeutics
US 5977164 A (Napro Bio Therapeutics) 2. Cong ty cung cap tai liéu xéc nhan viéc Mayne Pharma Inc
PHAM VI: US006509484B2: Pham vi bao ho khong mua lai toan b day chuyén san xuét Paclitaxel cua Napro Bio
phai 14 hoat chat Paclitaxel Therapeutics va viéc d6i tén Mayne Pharma Inc thanh Hospira
US con lai: Pham vi bao ho 1a quy trinh diéu ché va Australita Pty Ltd
dang bao ché 3/4: Cong ty bd sung tai liéu xac nhan viéc ddi tén nha may

Patent US 006509484B2 xac 1ap pham vi bdo h¢ cho Napro bio Therapeutics thanh Mayne Pharma USA Inc va déi
hop chit trung gian dé diéu ché paclitaxel (xem dong  tén Mayne Pharma Ltd thanh Hospira Australia Pty Ltd
cubi cuia cot 2). Ngoai ra, hop chit nay chira gbe

trifluoroacetic trong khi hoat chét Paclitaxel khong

chtra gbe nay. Do d6, patent nay khong xéac 1ap pham

vi bao ho cho hoat chét Paclitaxel.Patent US
5972992 xé4c 1ap pham vi bao ho cho dwoc pham chira
Taxol (Paclitaxel) c6 pH nh6 hon hodc bang 7, va
quy trinh bao ché. Tuy nhién, patent nay khong xac
1ap pham vi bao ho cho hoat chét Paclitaxel.Patent

US 5977164 xéc lap pham vi bao hd cho quy trinh

bao ché dung dich tiém chira Taxol (Paclitaxel) va
dugc pham chira Taxol (Paclitaxel) c6 pH nhé hon
hodc bang 7. Tuy nhién, patent nay khong xac lap

pham vi bao hd cho hoat chat Paclitaxel. Két luan:

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

10 Tén doanh nghiép dé nghi cong b6: CTY CO PHAN DUQC PHAM PHU THQ

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 3).
10.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 3)
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Tén thube - SDPK

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

1 . Transamin

SDK:VN-6110-08

2 . Transamin
SPK:VN-6616-08

Tranexamic Acid-500mg PATENT: US 3.950.405 (Mitsubishi Chemical

vién nén bao phim, hop 10 vi x 10 vién Industries Ltd)

-SX: Olic - Nhwong quyén Daiichi London 1094876 -> Co quan SHTT Anh khong nim
SankyoThai Lan trong danh sach 14 Co quan SHTT duogc cong nhan

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

Diém 1 yéu ciu bao ho cia patent US 3950405 xac
1ap pham vi bao hd cho hoat chét Acid Tranexamic.
Két luan: Pap tmg quy dinh vé patent cip cho hoat

chat.
Tranexamic Acid-250mg PATENT: US 3.950.405 (Mitsubishi Chemical
vién nang, Hop 10 vi x 10 vién Industries Ltd) .
-SX: Olic - Nhuong quyén Daiichi London 1094876 -> Co quan SHTT Anh khong nam
SankyoThai Lan trong danh sach 14 Co quan SHTT dugc cong nhén

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

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

Quyén sé hitu, chuyén giao patent

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

CHU/CHUYEN NHUOQNG PATENT:1. Theo patent thi chu s&
hitu: Mitsubishi Chemical Industries Ltd

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

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

3/4: Cong ty cung cip hop ddng chuyén nhuong quyén san xuét
gitra ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Thai Lan;
Olic Thai Lan trong d6 Daichi Sankyo cho phép Cong ty Olic
Théi Lan san xuat san phdm

Cong ty chua cung cép tai liéu chimg minh Daichi Sankyo Co.
Ltd 1a dong chu s& hitu Patent

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

CHU/CHUYEN NHUOQNG PATENT:1. Theo patent thi chu s&
hiru: Mitsubishi Chemical Industries Ltd

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

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

3/4: Cong ty cung cip hop dong chuyén nhugng quyén san xuét
gitra ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Thai Lan;
Olic Thai Lan trong d6 Daichi Sankyo cho phép Cong ty Olic
Thai Lan san xuét san pham

Cong ty chua cung cap tai liéu chirng minh Daichi Sankyo Co.
Ltd 1a ddng chu s hitu Patent
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3 . Transamin injectionTranexamic Acid-250mg/5ml
Dung dich tiém IM, IV; Hop 10 dng
-SX: Olic - Nhwong quyén Daiichi
SankyoThai Lan

1 Tén doanh nghiép dé nghi cong bo:

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

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

Diém 1 yéu clu bao ho cia patent US 3950405 xac
1ap pham vi bao hd cho hoat chét Acid Tranexamic.
Ké} luan: Dap ung quy dinh vé patent cAp cho hoat
chat.

Quyén sé hitu, chuyén giao patent

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

CHU/CHUYEN NHUOQNG PATENT:1. Theo patent thi chu s&
hitu: Mitsubishi Chemical Industries Ltd

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

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

3/4: Cong ty cung cip hop ddng chuyén nhuong quyén san xuét
gitra ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Thai Lan;
Olic Thai Lan trong d6 Daichi Sankyo cho phép Cong ty Olic
Théi Lan san xuat san phdm

Cong ty chua cung cép tai liéu chimg minh Daichi Sankyo Co.
Ltd 1a dong chu s& hitu Patent

Cty Invida (Singapore) Private Limited

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

11.1 Khong dap vng quy dinh (Tong sb: 1)

1 . Daivobet
SPK:VN-11666-10

Calcipotriol; Betamethasone
dipropionate-50mcg/g; 0,5mg/g
Thubc m&, hop 1 tuyp 15g, 30g

-SX: Leo Laboratories LimitedIreland

PATENT: EP1178808B1 (Leo Pharma A/S) (Patent
khéng c6 diu xéac nhan cua co s6)

PHAM VI: Ché phim dugc phim khong chtra nudc
st dung cho da dé diéu tri bénh véy nén chira mot
vitamin D, mdt corticosteroid va mét dung moi ->
Giai trinh lam r6 pham vi bao hd trong Patent la cho
t6 hop (hdn hop) 2 hoat chit.

Diém 2 yéu cau bao ho cua patent EP1178808B1 xac
1ap pham vi bao ho cho dugc phém chura hoat chét
tuong ty vitamin D 1a hoat chat calcipotriol, mot
corticosteroid va mot dung méi. Diém 4 yéu cau bao
ho xac 1ap pham vi bao ho cho ché phém duoc phém
chira vitamin D, hoat chét betamethasone hodc ester
dang nhu 17-valerate hodc 17,21-dipropionate. Patent
nay khong xéac 1ap pham vi bao ho truc tiép cho hdn
hop hai hoat chét calcipotriol va betamethasone
dipropionate.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hén hop hoat chét.

CHU SO HINJ"U SP: Leo Pharmaceutical Product Ltd A/S
CHU/CHUYEN NHUONG PATENT:Leo Pharma A/S
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12 Tén doanh nghiép dé nghi cong bo:

Quyén sé hitu, chuyén giao patent

CTY TNHH MTV VIMEDIMEX Binh Duong

B. CAC HO SO DA XEM XET YEU CAU BO SUNG., GIAI TRINH (Téng s6 thudc: 10).

12.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 . Lastacaft Alcaftadine-0.25%
SbK: Hop 1 chai 3ml
-SX: Allergan Sales, LLCUSA

12.2 Khong dap irng quy dinh (Tong so: 8)

1 . Alimta Pemetrexed-500mg
SPK:VN1-731-12 Hop 1 lo bot dong kho pha dung dich tiém
tmyén

-SX: Lilly France S.A.S (Nha san xuat méi:

Eli Lilly & Company)Phap

2 . Alphagan P Brimonidine tartrate-0.15%
SPK:VN-5168-08 Hop 01 1o 5ml
-SX: Allergan Sales, LLCUSA

PATENT: US 5,468,743 (Janssen Pharmaceutic NV)

PHAM VI: Giai trinh lam rd pham vi bao ho trong
Patent 1 hoat chét Alcaftadine

Diém 5 yéu ciu bao ho cia patent US 5,468,743
(dong 47-48, cot 81) xac 1ap pham vi bao hd cho hoat
chat Alcaftadine.

Két luan: Pap tmg quy dinh vé patent cip cho hoat

PATENT: US 5344932 (Trustees of Princeton
University)

PHAM VI: US 5344932:

Patent US 5344932 khong xac 14p pham vi bao ho
cho hoat chét Pemetrexed. Cac hop chit néu trong
yéu cau bao hg ciia patent nay khong chira nhém oxo
trén vong pyrrolopyrimidine. Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

PATENT: US 6562873 B2; US 6562873 B2; US
6627210 B2; US 6673337 B2 (Allergan Inc)

PHAM VI: Céc Patent do Cong ty cung cap déu co
pham vi bao ho 1a dang bao ché nham nang cao kha
ning hoa tan ctia hoat chit (khong c6 pham vi bao ho
13 hoat chat Brimonidine)

28/2: Cong ty bd sung Patent US 5703077 (Allergan)
-> Pham vi bao ho 1a phuong phap diéu tri ¢ sir
dung hoat chét, khong bao ho cho hoat chét

Cac patent US 6562873, US 6627210, US 6673337
xéc 1ap pham vi cho dbi tuong ché pham. Céc patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Brimonidine tartrate. Két luan: Khong dap tmg quy
dinh vé patent cap cho hoat chat.28/2: Patent US
5703077 xac 1ap pham vi bao hd cho phuong phap
diéu tri. Patent nay khong xac 1ap pham vi bao ho
cho hoat chét Brimonidine tartrate. Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

CHI:J SO HUU SP: Allergan Inc

CHU/CHUYEN NHUONG PATENT:1. Janssen Pharmaceutic
NV

2.Chua c6 tai lidu vé viéc chuyén nhuong patent giira Janssen
Pharmaceutic NV va Allergan Inc

CHU SO HUU SP: Lilly France

CHU/CHUYEN NHUONG PATENT: 1. Trustees of Princeton
University

2. Cong ty cung cap vin ban xac nhan cua Trustees of Princeton
University cho phép Eli Lilly & Company cac quyén lién quan
dén Patent nhu san xuét, nhap khau, xuat khau ...trén toan thé
gioi

CHU SO HUU SP: Allergan Inc
CHU/CHUYEN NHUGNG PATENT:Allergan Inc
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3 . Combigan Brimonidine tartrate and Timolol- PATENT: US 6194415 B1 (Allergan Inc)
SDK:VN-9923-10 Brimonidine tartrate 2mg/ml and Timolol US 6465464 B2 (Allergan Inc)
Smg/ml US 7030149 B2 (Allergan Inc)

Hop 1 6ng 5 ml
-SX: Allergan Pharmaceutical

4 . Humulin 70/30 INJ Insulin nguoi-100IU 10ml
100IU 10ML Dung dich, hop/lo
SPK:VN-4420-07 -SX: Eli Lilly&CompanyUSA

PHAM VI: US: Pham vi bao hd cac Patent la phuong
phap diéu tri c6 sir dung hdn hop 2 hoat chét, khong
phai bao ho cho 2 hdn hop 2 hoat chét

Patent My s6 US 6194415 B1 xéc lap pham vi bao
ho cho phuong phap bao vé doc hai cho than kinh thi
giac va vong mac bang cach dung hop chét (2-
imidazolin-2-ylamino)quinoxoalines, tuy nhién
khong xéc 1ap pham vi bao ho cho hdn hop hai hoat
chét Brimonidine tartrate/Timolol.

Két luan: Khong dap tng quy dinh vé patent cip cho
hon hop.

PATENT: US 5457066 (Eli Lilly and Company)
PHAM VI: Qué trinh chuyén doi tir tién insulin
nguoi sang insulin ngudi -> Gidi trinh lam ré pham
vi bao ho trong Patent 13 hoat chét

28/2: Cong ty bd sung cac Patent US 4506013; US
4430266; US 4616078

Patent US 5457066 xac 1ap pham vi bao ho cho quy
trinh chuyén ho4 tién chét insulin ngudi thanh insulin
nguoi. Tuy nhién, patent nay khong xac lap pham vi
bao ho cho hoat chat insulin ngudi.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

28/2: Patent US 4506013 xac 1ap pham vi bao h¢ cho
phuong phap lam 6n dinh va lya chon cac té bao vat
chu vi khuin chtra ADN tai t6 hop va cac d6i twong
lién quan (t& bao vat chu vi khuén bién nap, E. Coli,
Plasmid, ...). Patent US 4430266 xac 1ap pham vi
bao ho cho quy trinh diéu ché tién insulin, patent US
4616078 xac lap pham vi bao hd cho quy trinh tach
tap chit ra khoi hon hop khong tinh khiét chira tién
insulin. Tuy nhién, cac patent nay khong xac 1ap
pham vi bao h¢ cho hoat chat insulin nguoi. Két luan:
Khong dap tmg quy dinh vé patent cip cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Allergan Inc
CHU/CHUYEN NHUGNG PATENT:Allergan Inc

CHI:J SO HUU SP: Eli Lilly and Company
CHU/CHUYEN NHUGQNG PATENT:EIli Lilly and Company

Page 21 of 84



S6  Tén thubc - SPK Hoat chit - Him lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao patent

5 .Humulin NINJ  Insulin ngudi-100I1U 10ml PATENT: US 5457066 (Eli Lilly & Company) CHU SO HUU SP: Eli Lilly & Company
100IU 10ML Dung dich, Hop/Lo PHAM VI: Qua trinh chuyén doi tir tién insulin CHU/CHUYEN NHUGONG PATENT:Eli Lilly & Company
SDK:VN-2977-07 -SX: Eli Lilly & CompanyMy nguoi sang insulin ngudi -> Giai trinh 1am rd pham

vi bao h¢ trong Patent 13 hoat chét

28/2: Cong ty bd sung cac Patent US 4506013; US
4430266; US 4616078

Patent US 5457066 xac 1ap pham vi bao ho cho quy
trinh chuyén ho4 tién chét insulin ngudi thanh insulin
nguoi. Tuy nhién, patent nay khong xac 1ap pham vi
bao ho cho hoat chét insulin nguc‘fi.Két luan: Khoéng
dap ung quy dinh vé patent cip cho hoat chit.28/2:
Patent US 4506013 xac 1ap pham vi bao ho cho
phuong phap 1am 6n dinh va lya chon cac té bao vt
chu vi khuan chtra ADN tai t6 hop va cac d6i tuong
lién quan (té bao vét chu vi khuén bién nap, E. Coli,
Plasmid, ...). Patent US 4430266 xac 1ap pham vi
bao ho cho quy trinh diéu ché tién insulin, patent US
4616078 xac lap pham vi bao hd cho quy trinh tach
tap chat ra khoi hon hop khong tinh khiét chira tién
insulin. Tuy nhién, cac patent nay khong xac lap
pham vi bao hd cho hoat chét insulin ngu(‘yi.Két luan:
Khong déap tmg quy dinh vé patent cip cho hoat
chat.
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6 . Humulin R INJ
1001IU 10ML
SDK:VN-2978-07

7 . Neoamiyu
SDK:VN-4146-07

Insulin nguoi-100IU 10ml
Dung dich, Hop/Lo
-SX: Eli Lilly & CompanyMy

L-Isoleucine, L-Leucine, L-Lysine acetate,

L-Methionine, L-Phenylalanine, L-
Threonine, L-Tryptophan, L-Valine, L-
Alanine, L-Arginine, L-Aspartic acid, L-
Glutamic acid, L-Histidine, L-Serine, L-
Proline, L-Tyrosine, Glycine-6,1%

Tai 200ml, tiém truyén tinh mach
-SX: Ajinomoto Media Co., Ltd.Nhat

PATENT: US 5457066 (Eli Lilly & Company)
PHAM VI: Qué trinh chuyén dbi tir tién insulin
nguoi sang insulin ngudi -> Giai trinh 1am rd pham
vi bao h¢ trong Patent 14 hoat chét

28/2: Cong ty bd sung cac Patent US 4506013; US
4430266; US 4616078

Patent US 5457066 xac 1ap pham vi bao ho cho quy
trinh chuyén ho4 tién chét insulin ngudi thanh insulin
nguoi. Tuy nhién, patent nay khong xac 1ap pham vi
bao ho cho hoat chét insulin nguc‘fi.Két luan: Khoéng
dap ung quy dinh vé patent cip cho hoat chit.28/2:
Patent US 4506013 xac 1ap pham vi bao ho cho
phuong phap 1am 6n dinh va lya chon cac té bao vt
chu vi khuan chtra ADN tai t6 hop va cac d6i tuong
lién quan (té bao vét chu vi khuén bién nap, E. Coli,
Plasmid, ...). Patent US 4430266 xac lap pham vi
bao ho cho quy trinh diéu ché tién insulin, patent US
4616078 xac lap pham vi bao hd cho quy trinh tach
tap chat ra khoi hon hop khong tinh khiét chira tién
insulin. Tuy nhién, cac patent nay khong xac lap
pham vi bao hd cho hoat chét insulin ngu(‘)’i.Két luan:
Khong déap tmg quy dinh vé patent cip cho hoat
chat.

PATENT: VN 19678 (Ajinomoto Co., INC, Nhat
Ban).

PHAM VI: Hon hop acid amin dé diéu tri tinh trang
thiéu méau, giam liéu lidu luong Erythropoietin khdng
ché cac murc phosphat huyét thanh, kim ham su di

hoa protein ¢ bénh nhan loc mau.

S patent VN19678 dugc cung cap 1a khong chinh
xéc. Pay 1a s cong bo don cua don yéu cau cip
patent Viét Nam véi s6 don 1-2008-03194, don nay
van dang trong qua trinh tham dinh va chua dugc cap
patent.

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

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Eli Lilly & Company
CHU/CHUYEN NHUQNG PATENT:EIi Lilly & Company

CHU SO HU'U SP: Chii s6 hitu: Ajinomoto Pharmaceuticals
Co., Ltd.

CHU/CHUYEN NHUGNG PATENT:Khong c6. Dé nghi bo
chu s¢ hitu patent: Ajinomoto Co., INC, Nhat Ban ty quyén st
dung patent cho chu s& hiru san phim

25/2: Cong ty cung cap thu ity quyén ciia Ajinomoto Co., INC

cho Ajinomoto Pharmaceuticals Co., Ltd. dugc st dung Patent
VN19678 tai Viét Nam
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8 . Relestat
SPK:VN-1384-10

Epinastine HCL-0.05%
hop 1 chai 54ml
-SX: Allergan Pharmaceutical

PATENT: US7429602 B2 (Boehringer Ingelheim
Pharma GmbH)

PHAM VI: Diéu trj viém két mac tai chd boi dung
dich epinasine -> Pham vi bao h¢ 1a phuong phap
diéu tri (khong phai bao ho cho hoat chit)

28/2: Cong ty bd sung Patent US 5312916
(Boehringer Ingelheim KG) -> Pham vi bao ho 1a
phuong phép didu ché hoat chit

Patent US 7429602 xac 1ap pham vi bao ho cho
phuong phép diéu tri. Patent nay khong x4c 1ap pham
vi bao hd cho hoat chat Epinastine HCLKét luan:
Khéng dap tmg quy dinh vé patent cip cho hoat chét.
28/2: Patent US 5312916 xac 1ap pham vi bao hg cho
quy trinh diéu ché. Patent nay khong xac lap pham
vi bao ho cho hoat chét Epinastine HCLKét luan:
Khong dap tmg quy dinh vé patent cap cho hoat chit.

12.3 Pham vi bio ho 13 quy trinh bao ché. (Tong so: 1)

1 . Baraclude

SDK:VN-3828-07

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

PATENT: VN 4547 (Bristol Myers Squibb Co.)

US 6627224B2 (Bristol Myers Squibb Co.)

PHAM VI: US: Duoc phém chira Entecavir liéu thép
va phuong phép bao ché chung -> 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 liéu dung cho
hiéu qua khang virus HBV ciing nhu diéu tri viém
gan B man tinh

Quyén sé hitu, chuyén giao patent

13 Tén doanh nghiép dé nghi cong bé: Diethelm&Co.,Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 1).
13.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

CHU SO HUU SP: Allergan Inc

CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu x4c nhan
viéc chuyén quyén so hitu Patent cua Boehringer Ingelheim
Pharma GmbH cho Allergan Inc.

CHU SO HUU SP: Bristol Myers Squibb Co.
CHU/CHUYEN NHUGQNG PATENT:Bristol Myers Squibb
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1 . Hyalgan Mudi natri ctia acid Hyaluronic
SPK:VN-11857-11 (Hyalectin) 20mg-20mg/2ml
Hop mét Ong tiém bom diy sin 2ml dung
dich tiém trong khop
-SX: Fidia FarmaceuticiaS.p.Altaly

14 Tén doanh nghiép dé nghi cong bo:

PATENT: US 5925626 (Fidia S.p.A)

PHAM VI: Phan doan Hyaluronic acid c6 tac dung va
céc ché pham duoc pham co chira ching -> Pham vi
bao ho trong Patent 1a dang bao ché.

21/2: Cong ty giai trinh Piém yéu ciu bao ho s6 1,
5,9 chinh 1a hoat chét acid Hyaluronic

Piém 1 yéu cau bao ho ciia patent US 5925626 xac
1ap pham vi bao hd tryc tiép cho phén doan
Hyaluronic acid.

Ké} luan: Dap umg quy dinh vé patent cAp cho hoat
chat.

Gedeon Richter PLC

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

14.1 Khong dap wng quy dinh (Tong sb: 3)

1 . Mydocalm Tolperisone Hydrochloride; Lidocain
SPK:VN-5365-10 Hydrochloride-150mg; 2.5mg

Thude tiém, Hop 5 éng x 1 ml

-SX: Gedeon Richter PlcHungary

PATENT: HU144997 ( (Richter Gedeon Vegyezeti
Gyar RT) -> Co quan SHTT Hungari khong nim
trong danh sach 14 Co quan SHTT dugc cong nhén
EP 2175839 B1 ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao ho 1a dang bao ché
(vién giai phong co kiém soat), khong phai cho hoat
chat hon hop 2 hoat chat Tolperisone va Lidocain
Patent Hungary khong dugc xem xét do Co quan
sang ché Hungary khong ndm trong s6 cic co quan s&
hiru tri tué duoc chép nhén néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd cac danh muc thude biét duoc géc, thube
tuong duong diéu tri v6i thude biét duoc gde, thude
06 tai liéu chiing minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
Bo Y té.Patent EP 2175839B1 xéc lap pham vi bao
ho cho dugce pham giai phong c6 kiém soét chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho hoat chat
Tolperisone Hydrochloride.Két luan: Khong dap tmg
quy dinh vé paten cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Fidia FarmaceuticiaS.p.A
CHU/CHUYEN NHUONG PATENT:Fidia S.p.A

Giai trinh va cung cép tai liéu 1am 16 mdi lién hé giita Fidia
FarmaceuticiaS.p.A va Fidia S.p.A

CHU o] HUU SP: Gedeon Richter Plc
CHU/CHUYEN NHUONG PATENT:Richter Gedeon Nyrt
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2 . Mydocalm 150mg Tolperisone Hydrochloride-150mg

SDK:VN-5556-08

3 . Mydocalm 50mg
SPK:VN-8705-09

Vién nén bao phim, Hop 3 vi x 10 vién
-SX: Gedeon Richter PlcHungary

Tolperisone Hydrochloride-50mg
Vién nén bao phim, Hop 3 vi x 10 vién
-SX: Gedeon Richter PlcHungary

PATENT: HU144997 ( (Richter Gedeon Vegyezeti
Gyar RT) -> Co quan SHTT Hungari khong nam
trong danh sach 14 Co quan SHTT dugc cong nhan
EP 2175839 B1 ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao h¢ 1a dang bao ché
(vién giai phong c6 kiém soat), khong phai cho hoat
chat Tolperisone

Patent Hungary khong duoc xem xét do Co quan
sang ché Hungary khong nam trong s6 cac co quan s&
hiru tri tu¢ duoc chap nhan néu trong Myc V cua
"Quy dinh tam thoi v cac tai liéu can cung cap dé
cong bd cac danh muc thude biét duoc goc, thube
tuong duong diéu tri v6i thude biét duge géc, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B0 Y té.Patent EP 2175839B1 xéc lap pham vi bao
ho cho duoc pham giai phong co kiém soat chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khong xac 1dp pham vi bao h cho hoat chét
Tolperisone Hydrochloride Két luén: Khong dap tng
quy dinh vé paten cdp cho hoat chit.

PATENT: HU144997 ( (Richter Gedeon Vegyezeti
Gyar RT) -> Co quan SHTT Hungari khéng nam
trong danh sach 14 Co quan SHTT dugc cong nhén
EP 2175839 B1 ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao ho 1a dang bao ché
(vién giai phong c6 kiém soat), khong phai cho hoat
chét Tolperisone

Patent Hungary khong dugc xem xét do Co quan
sang ché Hungary khong nam trong sd cac co quan s&
hiru tri tué duoc chap nhén néu trong Muc V cua
"Quy dinh tam thoi vé cac tai liéu can cung cap dé
cong bd cac danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thude biét duoc gde, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
BoY té Patent EP 2175839B1 x4c 1ap pham vi bao
ho cho dwoc phim giai phong c6 kiém sodt chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khong xac 1ap pham vi bao hd cho hoat chét
Tolperisone Hydrochloride.Két luan: Khong dap tmg
quy dinh vé paten cap cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Ple
CHU/CHUYEN NHUGQNG PATENT:Richter Gedeon Nyrt

CHI:J SO HUU SP: Gedeon Richter Plc
CHU/CHUYEN NHUQNG PATENT:Richter Gedeon Nyrt
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15 Tén doanh nghiép dé nghi cong bo:

Hyphens Pharma Pte. Ltd

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

15.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

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

15.2 Khong dap irng quy dinh (Tong sb: 1)
1 . dotarem Acid Gadoteric-27,932¢/100ml

SPK:VN-3655-07 lo chira 10ml, 15ml, 20ml dung dich tiém
-SX: GuerbetFrance

16 Tén doanh nghiép dé nghi cong bo:

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

PHAM VI: US: THanh phan quinolon carboxylic
acid va cac phuong phap diéu tri c6 lién quan ->
Pham vi bao ho 1a dang bao ché va phuong phap diéu
tri

25/3: Cong ty bd sung patent US 5447926 (SS
Pharmaceutical Co Ltd)

Patent US 6,685,958 xac 1ap pham vi bao ho cho
ché phiam nho mit chira khang sinh phd rong. Tuy
nhién, patent nay khong xac lap pham vi bao ho cho
hoat chét Besifloxacin.Két ludn: Khong dap tng quy
dinh vé patent cap cho hoat chat.25/3: Diém 4 yéu
ciu bao ho cua patent US 5447926 xéac 1ap pham vi
bao ho cho hoat chat Besifloxacin.Két luan: bap ung
quy dinh vé patent cAp cho hoat chét.

PATENT: US 5,886,158 (Guerbet S.A)

PHAM VI: US: Phtic hop kim loai ctia polyamino
oxid va ing dung cuia né trong chan doan hinh anh ->
Giai trinh 1am r6 pham vi bao h¢ 1a hoat chét
Gadoteric acid

Patent US 5,886,158 xac 1ap pham vi bao hd phutc
hop kim loai gadolinium cé ciu trac hoa hoc khac
voi cAu truc hoa hoc cua phuc hop axit gadoteric. Cu
thé trong patent ndy, cdu triic chira R 12 nhém cong
thirc hda hoc chira vong benzene, con axit Gadoteric
¢6 céu triic v6i R 1a hydrogen.

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

Les Laboratoires Servier

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

16.1 Khong dap vng quy dinh (Tong sb: 4)

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Bausch & lomb inc

CHU/CHUYEN NHUQNG PATENT:1. Insite Vision
Incorporated

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

25/3: P& nghi Cong ty tai liéu chuyén nhuong Patent giita SS
Pharmaceutical Co Ltd va Bausch & lomb inc

CHI:J SO HUU SP: Guerbet
CHU/CHUYEN NHUONG PATENT:Guerbet S.A
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1 . Coveram 10mg/10mg
Laboratoires Servier
besilate 10mg-Perindopril Arginine 10mg
, Amlodipine besilate 10mg
Hop 1 1o chtra 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

2 . Coveram 10mg/5SmgPerindopril Arginine 10mg , Amlodipine
besilate Smg-Perindopril Arginine 10mg ,
Amlodipine besilate 5Smg
Hop 1 lg chura 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

Perindopril Arginine 10mg , Amlodipine

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bao ho 1a hoat
chat Perindopril, khong phai cho hdn hop 2 hoat chét
Perindopril Arginine , Amlodipine besilate.

US 6698481: Pham vi bao ho 1a hoat chét dang mubi
Perindopril Arginine, khong phai cho hdn hop 2
hoat chét Perindopril Arginine , Amlodipine besilate.
> Dénghi Cong ty bd sung chinh xéac Patent c6
pham vi bao hd cho hdn hop 2 hoat chét

Diém 3 yéu cau bao ho cua Patent My US 4508729
chi xac 1ap pham vi bao hd cho hoat chét Perindopril,
tuy nhién khong xac 1ap pham vi bao hd cho hon
hop Perindopril/Amlodipine.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hon hop.

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bao ho 1a hoat
chét Perindopril, khong phai cho hdn hgp 2 hoat chat
Perindopril Arginine , Amlodipine besilate.

US 6698481: Pham vi bao ho 13 hoat chit dang mubi
Perindopril Arginine, khong phai cho hon hop 2
hoat chat Perindopril Arginine , Amlodipine besilate.
> Pénghi Cong ty bo sung chinh xac Patent c6
pham vi bao ho cho hén hop 2 hoat chét

Diém 3 yéu cau bao ho ciia Patent My US 4508729
chi xac 1ap pham vi bao hd cho hoat chét Perindopril,
tuy nhién khong xac 1ap pham vi bao ho cho hdn
hop Perindopril/Amlodipine.

Két ludn: Khoéng dap ing quy dinh vé patent cdp cho
hon hop.

Quyén sé hitu, chuyén giao patent

PATENT: US 4,508,729 (Adir) CHU SO HU'U SP: Les

CHU/CHUYEN NHUONG PATENT:Les Laboratoires Servier

CHI:J o] HfJ'U SP: Les Laboratoires Servier
CHU/CHUYEN NHUONG PATENT:Les Laboratoires Servier
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3 . Coveram Smg/10mgPerindopril Arginine 5mg , Amlodipine
besilate 10mg-Perindopril Arginine Smg ,
Amlodipine besilate 10mg
Hop 1 1o chtra 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

4 . Coveram 5mg/5mg Perindopril Arginine Smg , Amlodipine
SPK:VN-8233-09 besilate Smg-Perindopril Arginine 5mg ,
Amlodipine besilate S5Smg
Hop 1 1o chira 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bao ho 1a hoat
chat Perindopril, khong phai cho hdn hop 2 hoat chit
Perindopril Arginine , Amlodipine besilate.

US 6698481: Pham vi bao ho 14 hoat chat dang mudi
Perindopril Arginine, khong phai cho hdn hop 2
hoat chat Perindopril Arginine , Amlodipine besilate.
-> Pénghi Cong ty bo sung chinh xéac Patent c6
pham vi bao ho cho hdn hop 2 hoat chét

Diém 3 yéu cau bao ho ciia Patent My US 4508729
chi xac 1ap pham vi bao ho cho hoat chét Perindopril,
tuy nhién khong xéac 1ap pham vi bao ho cho hon
hop Perindopril/Amlodipine.

Két luan: Khong dap tng quy dinh vé patent cip cho
hon hop.

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bao ho 1a hoat
chat Perindopril, khong phai cho hdn hop 2 hoat chat
Perindopril Arginine , Amlodipine besilate.

US 6698481: Pham vi bao ho 1a hoat chét dang mubi
Perindopril Arginine, khong phai cho hdn hop 2
hoat chét Perindopril Arginine , Amlodipine besilate.
> Dénghi Cong ty bd sung chinh xéac Patent c6
pham vi bao ho cho hdn hop 2 hoat chét

Diém 3 yéu cau bao ho cua Patent My US 4508729
chi xac 1ap pham vi bao hd cho hoat chét Perindopril,
tuy nhién khong xéac 1ap pham vi bao ho cho hon
hop Perindopril/Amlodipine.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hon hop.

16.2 Pham vi bao ho chwa ré, dé nghi 1am ré ndi dung bio ho (Tong sé: 1)

1 . Stablon Tianeptine 12.5mg-Tianeptine 12.5mg
SPK:VN-14727-12 Hop 2 vi x 15 vién bao
-SX: Les Laboratoires Servier

17 Tén doanh nghiép dé nghi cong bo:

PATENT: US 3,758,528 (Science Union et Cie)
PHAM VI: Hop chit tricyclic -> Giai thich 1am r&
pham vi bao ho trong Patent chinh 14 hoat chit
Tianeptine. (Trong Patent chi dé cap dén cong thirc
Tianeptine & vi dy 30 cht khong néu rd trong pham
vi bao hg)

Sanofi Aventis Viét Nam
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CHU SO HINJ"U SP: Les Laboratoires Servier
CHU/CHUYEN NHUONG PATENT:Les Laboratoires Servier

CHI:J SO HUU SP: Les Laboratoires Servier
CHU/CHUYEN NHUONG PATENT:Les Laboratoires Servier

CHU SO HINJ"U SP: Les Laboratoires Servier
CHU/CHUYEN NHUONG PATENT:C6 tai liéu xac nhan
viéc chuyén s& hitu Patent tir Science Union et Cie cho Les
Laboratoires Servie
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 20).

17.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sd: 9)

1 . Amaryl
SPK:VN-6298-08

glimepirid-1mg
Hop 3 vi x 10 vién nén
-SX: PT Aventis pharmalndonesia

2 . Amaryl
SPK:VN-8879-09

glimepirid-4mg
Hop 3 vi x 10 vién nén
-SX: Sanofi Aventis SPAIndonesia

PATENT: EP 0031058A1 (Hoechst
Aktiengesellschaft)

PHAM VI: Céc sulfonyl ure, quy trinh diéu ché va
céc duoc pham chira cac hop chat d6 -> Giai trinh lam
rd pham vi béo ho 1a hoat chét Glimepirid.

25/2: Cong ty cung cAp Patent US 4379785 (Hoechst
AG)

EP 0031058A1 1a sb ‘cong bd don sang ché chau Au,
khong phai patent. Két luan: Khong dap ung quy dinh
vé patent cap cho hoat chit.25/2: Piém 3 yéu cau
bao ho cua patent US 4379785 xac 1ap pham vi bao
ho cho hoat chat Glimepiride.Két luan: Dap tng quy
dinh vé patent cép cho hoat chat.

PATENT: EP 0031058A1 (Hoechst
Aktiengesellschaft)

PHAM VI: Céc sulfonyl ure, quy trinh diéu ché va
céc duoc pham chira cac hop chat d6 -> Giai thich
lam rd pham vi bao hd 1a hoat chét Glimepirid.

25/2: Cong ty cung cAp Patent US 4379785 (Hoechst
AG) -> Giai thich 1am rd pham vi bao ho 1a hoat
chét Glimepirid.

EP 0031058A1 1a sb ‘cong bd don sang ché chau Au,
khong phai patent. Két luan: Khong dap ung quy dinh
vé patent cap cho hoat chit.25/2: Diém 3 yéu cau
bao ho cua patent US 4379785 xac 1ap pham vi bao
ho cho hoat chat Glimepiride. Két luan: Dap tng quy
dinh vé patent cép cho hoat chat.
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CHU SO HU'U SP: PT Aventis Pharma

CHU/CHUYEN NHUQNG PATENT:C6 tai liéu xac nhan
Sanofi Aventis dd ndm giir Hoechst Aktiengesellschaft

Dé nghi Cong ty cung cap tai lidu va giai trinh 1am rd mbi lién
hé gitra PT Aventis pharma va Sanofi Aventis

CHU SO HUU SP: PT Aventis Pharma

CHU/CHUYEN NHUONG PATENT:C6 tai liéu x4c nhan
Sanofi Aventis dd ndm giir Hoechst Aktiengesellschaft

Dé nghi Cong ty gidi trinh va lam & mdi lién hé giira Sanofi
Aventis SPA va Sanofi-Aventis
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3 . Eloxatin oxaliplatin-5mg/ml
SPK:VN-12644-11 va Hop 1 1o 10 ml va 1 1o 20ml dung dich

VN-12645-11 dam dic pha dung dich tiém truyén
-SX: Aventis pharma (Dagenham)Anh
4 . Rodogyl Spiramycin, Metronidazole-Spiramycin

SPK:VN-3748-07 750000 1.U., Metronidazole 125mg
vién nén bao phim, hop 2 vi x 10 vién

-SX: Farmar LyonFrance

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUONG PATENT:1. Tanaka Kikinzoku
Kogyo KK

10/4: Cong ty cung cap tai liéu x4ac nhan viéc chuyén nhuong
Patent tir Tanaka Kikinzoku Kogyo KK cho Debio Pharm SA

- Cong ty cung cap hop ddng chuyén nhuwong Patent tir Debio
Pharm cho Sanofi-Synthelabo (hién nay 1a Sanofi-Aventis)

- Dé nghi cong ty giai trinh va cung cp tai liéu lam 15 mdi lién
hé gitra Aventis Pharma (Dagenham) va Sanofi-Aventis

PATENT: WO 99/43355 (Sanofi) -> Xem xét lai

do WIPO khéng nam trong danh sach 14 co quan s&
hitu tri tu€ theo quy dinh.

PHAM VI: Céc ché phiam chira Oxaliplatin

10/4: Cong ty bd sung Patent US 5338874 (Tanaka
Kikinzoku Kogyo KK) (Piém yéu cau bao ho 1; Hoat
chat oxaliplatin)

WO 99/43355 1a s6 cong bb don quéc té, khong phai
patent. Két luan: Khong dap ung quy dinh vé patent
cép cho hoat chat.

10/4: Patent US 5338874 xac 1ap pham vi bao ho cho
hoat chat Oxaliplatin ¢ dang tinh khiét quang hoc
(Optically Pure). Néu hoat chét Oxaliplatin c6 mat
trong san pham Eloxatin ¢ dang tinh khiét quang

hoc, thi diém 1 va 2 yéu cau bao ho patent US
5338874 dugc coi 1a xac 1ap pham vi bao hd cho hoat
chit Oxaliplatin. Qua thong tin san pham, biét ring
hoat chat Oxaliplatin c6 mit trong san pham Eloxatin
& dang tinh khiét quang hoc Cis-[oxalato(1R, 2R-
cyclohexanediamine)platinum (I1)], do d6 diém 1 va 2
yéu cau bao ho patent US 5338874 xac lap pham vi
bao ho cho hoat chat Oxaliplatin trong san pham
Eloxatin.

Ké} luan: Dap ung quy dinh vé patent cp cho hoat
chat.

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUGQNG PATENT:Aventis SA di sap nhép
vao Sanofi Aventis

bé nghi Cong ty giai trinh vé viéc Farmar Lyon san xuét theo
uy quyén va tiéu chuin cua Sanofi Aventis

PATENT: US 6162792 (Aventis Pharma S.A)
PHAM VI: St dung Spiramycin dé diéu tri rdi loan
duong ti€u hoa gay ra bai H.Pylori -> Pham vi bao
ho 14 phuong phap diéu tri khéng phai cho hdn hop
hoat chét.

28/2: Cong ty bd sung Patent US 6162792 (Aventis
Pharma SA) (Diém yéu cau abor ho 17; Hon hop 2
hoat chit Spiramycin, Metronidazole)

Diém 17 yéu cau bao ho cta patent US 6162792 xac
18p pham vi bao h¢ cho duge pham chtra hdn hop
gbém Spiramycin va Metronidaozole. Két luan: Bap
mg quy dinh vé patent cip cho hoat chét.
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5 . Taxotere
SPK:VN-12647-11

6 . Taxotere
SPK:VN-12646-11

Docetaxel-200mg/0,5ml

hop 119 0,5 ml + 1 lo dung méi 1,5ml.
Dung dich ddm dac pha dung dich tiém
truyén

-SX: Aventis Pharma(Dagenham)UK

Docetaxel- 80mg/2ml

Hop 110 2 mlo + 1 19 dung moéi 6 ml. Dung
dich dam déc pha dung dich tiém truyén
-SX: Aventis Pharma(Dagenham)UK

PATENT: US 5698582 (Rhone-Poulenc Rorer S.A.,
Antony, France)

PHAM VI: Dan chit nhém Taxane

25/2: Cong ty bd sung Patent US 4814470 (Rhone-
Poulenc Sante) (Piém yéu cau bao ho 2; Hoat chat
Docetaxel)

Patent US5698582 xac 1ap pham vi bao ho cho dugc
phim chira dan xuét taxan dung dé tiém truyén. Tuy
nhién, sang ché nay khong xéc 1ap pham vi bao ho
cho hoat chét docetaxel ciing nhu dugc phim chira
hoat chét docetaxel. Két luan: Khong dap tmg quy
dinh vé patent cip cho hoat chat. Hudng khic phuc:
Xac dinh chinh xac patent xac lap pham vi bao ho
cho hoat chat docetaxel (néu c6).

25/2: Piém 2 yéu cau bao ho cua patent My s6 US
4814470 xac lap pham vi bao hd cho hoat chét
Docetaxel.

Ké:c luan: Dap ung quy dinh vé patent cip cho hoat
chat.

PATENT: US 5698582 (Rhone-Poulenc Rorer S.A.,
Antony, France)

PHAM VI: Din chit nhém Taxane

25/2: Cong ty bd sung Patent US 4814470 (Rhone-
Poulenc Sante) (Piém yéu cau bao ho 2; Hoat chét
Docetaxel)

Patent US5698582 xac 1ap pham vi bao ho cho dugc
pham chira din xuét taxan ding dé tiém truyén. Tuy
nhién, sang ché nay khong xac 1ap pham vi bao ho
cho hoat chat docetaxel ciing nhur dugc pham chira
hoat chit docetaxel.Két luan: Khong dap ting quy
dinh vé patent cép cho hoat chat. Hudng khic phuyc:
Xéac dinh chinh x4c patent xac 1ap pham vi bdo ho
cho hoat chat docetaxel (néu c6).

25/2: Piém 2 yéu ciu bao ho cua patent My s6 US
4814470 xac lap pham vi bao hd cho hoat chét
Docetaxel.

Ké} luan: Dap umg quy dinh vé patent cAp cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Sanofi Aventis

CHU/CHUYEN NHUOQNG PATENT:T4i li¢u xéc nhan Céong
ty Rhone Cooper S.A sap nhap vao Sanofi

25/2: Giai trinh va cung cAp tai liéu lam rd mdi quan hé giira
Aventis Pharma (Dagenham) va Sanofi Aventis

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUONG PATENT:Tai liéu xac nhan Cong
ty Rhone Cooper S.A sap nhap vao Sanofi

25/2: Giai trinh va cung cip tai liéu lam rd mdi quan hé giira
Aventis Pharma (Dagenham) va Sanofi Aventis
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7 . Telfast BD
SPK:VN-12648-11

8 . Telfast HD
SPK:VN-12649-11

fexofenadin-60mg
Hop 1 vi x 10 vién nén bao phim
-SX: Sanofi Aventis US LLCMy

fexofenadin-180 mg
Hop 1 vi x 10 vién nén bao phim
-SX: Sanofi Aventis US LLCMy

PATENT: US 7241601 B2 (Aventis Pharma SA)
PHAM VI: Quy trinh diéuché Fexofenadine -> Pham
vi bao ho chi 14 quy trinh diéu ché khong phai 1a
hoat chét ?

28/2: Cong ty bd sung Patent US 4254129
(Richardson-Merrell Inc) (Piém yéu cau bao ho 8;
Hoat chat fexofenadin)

Patent US 7241601 xac 1ap pham vi bao ho cho quy
trinh diéu ché hop chit. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho cho hoat chét Fexofenadine.
Két luan khong dap ung quy dinh vé patent cip cho
hoat ch4t.28/2: Piém 8 yéu cau bao ho cua patent US
4254129 xac 1ap pham vi bao hd cho hoat chét
Fexofenadine Két luan: Dap tmg quy dinh vé patent
cip cho hoat chat.

PATENT: US 7241601 B2 (Aventis Pharma SA)
PHAM VI: Quy trinh diéuché Fexofenadine -> Pham
vi bao ho chi 14 quy trinh diéu ché khong phai 1a
hoat chét.

28/2: Cong ty bd sung Patent US 4254129
(Richardson-Merrell Inc) (Piém yéu cau bao ho 8;
Hoat chat fexofenadin)

Patent US 7241601 xac 1ap pham vi bao h¢ cho quy
trinh diéu ché hop chat. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho cho hoat chét Fexofenadine.
Két luan khong dap ng quy dinh vé patent cip cho
hoat ch4t.28/2: Piém 8 yéu cau bao ho cua patent US
4254129 xac 1ap pham vi bao hd cho hoat chét
Fexofenadine. Két luan: Péap tng quy dinh vé patent
cép cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Sanofi Aventis

CHU/CHUYEN NHUONG PATENT:1. Richardson-Merrell
Inc -> Dé nghi Cong ty bd sung tai lidu vé viéc chuyén nhugng
Patent gilta Richardson-Merrell Inc va Sanofi Aventis

2. Giai trinh va cung cép tai liéu 1am r5 mdi lién hé giita Sanofi
Aventis US LLC va Sanofi Aventis

CHU SO HU'U SP: Sanofi Aventis

CHU/CHUYEN NHUGNG PATENT: 1. Richardson-Merrell
Inc -> D& nghi Cong ty bd sung tai lidu vé viéc chuyén nhugng
Patent gilta Richardson-Merrell Inc va Sanofi Aventis

2. Giai trinh va cung cap tai liéu lam rd mdi lién hé giira Sanofi
Aventis US LLC va Sanofi Aventis
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9 . Tildiem Diltiazem hydrochloride-60mg
SPK:VN-5756-08 Vién nén, hop 2 vi x 15 vién
-SX: Sanofi Winthrop IndustrieFrance

17.2 Khéng dap irng quy dinh (Tong sb: 11)

1 . Aspegic DL-lysine acetylsalicylate-1000mg
SPK:VN-5752-08 bot pha dung dich udng, hop 20 goi
-SX: Sanofi Winthrop IndustrieFrance

PATENT: US 5112621 (Synthelabo)

PHAM VI: Dugc pham kiém soat giai phong co chira
Diltiazem -> Pham vi bao ho 1a quy trinh diéu ché
khong phai 1a hoat chat.

28/2: Cong ty bd sung Patent US 3562257 (Tanabe
Seiyaku Co Ltd)

Patent US 5112621 xac lap pham vi bao h¢ cho dugc
pham giai phong kéo dai chira hat nano chta
diltiazem hydrochloride. Tuy nhién, patent nay
khong xéac 1ap pham vi bao hd cho hoat chét
diltiazem hydrochloride.Két luan: Khong dap tng
quy dinh vé patent cip cho hoat chat

.28/2: Piém 34 yéu cau bao ho cia patent US
3562257 xac 1ap pham vi bao hg cho hoat chét
diltiazem va cac mudi cong acid dugc dung khong
doc ciia n6.Két luan: Pap tng quy dinh vé patent cip
cho hoat chat.

PATENT: US 4885288 (Synthelabo)

PHAM VI: Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu
ché khong phai 13 hoat chat.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché phdm dugc phdm, khong phai 1 hoat
chét DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh hong cau hinh liém bing
cach st dung duge phdm chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao hd). Tuy nhién,
patent nay khong xac lap pham vi bao h¢ chinh xac
cho hoat chét lysine acetylsalicylate.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.28/2:
Patent US 4265888 xac 1ap pham vi bao ho dugc
pham chtra DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xéc 1ap pham vi bao ho cho hoat
chét DL-lysine acetylsalicylate.Két luan: Khoéng dap
mg quy dinh vé patent cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Sanofi Aventis

CHU/CHUYEN NHUGQNG PATENT:Synthelabo da sap nhap
vao Sanofi Aventis

Dé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gilta Tanabe Seiyaku Co Ltd va Sanofi Aventis

CHU SO HUU SP: Sanofi-Aventis
CHU/CHUYEN NHUONG PATENT:Tai li¢u xac nhan Sanofi-
Synthelabo chuyén thanh Sanofi-Aventis
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2 . Aspegic DL-lysine acetylsalicylate-250mg PATENT: US 4885288 (Synthelabo)
SPK:VN-4609-07 b6t pha dung dich ung, hop 20 goi PHAM VI: Duoc phém c6 chira Lysine
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu

ché khong phai 14 hoat chét.
28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham dugc pham, khong phai 1a hoat
chat DL-lysine acetylsalicylate
Patent US 4885288 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh hdng cau hinh liém bing
cach st dung dugc phim chta lysine acetylsalicylate
qua tinh mach (diém 1 yéu cu bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chat lysine acetylsalicylate.Két luan: Khong
dap tmg quy dinh vé patent cap cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

3 . Aspegic DL-lysine acetylsalicylate-1000mg PATENT: US 4885288 (Synthelabo)
SPK:VN-3226-07 Bot pha tiém, hop 6 lo + 6 6ng dung moi PHAM VI: Duoc phdm c6 chira Lysine
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu

ché khong phai 14 hoat chét.
28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao h 1a ché phidm dugc phdm, khong phai 13 hoat
chat DL-lysine acetylsalicylate
Patent US 4885288 xac 1ap pham vi bao h cho
phuong phap diéu tri bénh hong cau hinh liém bang
céch str dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao hd). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chat lysine acetylsalicylate.Két luan: Khoéng
dap tng quy dinh vé patent cp cho hoat chit.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chét DL-lysine acetylsalicylate.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT:

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT: Synthelabo
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4 . Aspegic DL-lysine acetylsalicylate-500mg PATENT: US 4885288 (Synthelabo)
SPK:VN-3227-07 Bt pha tiém, hop 6 lo + 6 ng dung méi PHAM VI: Duoc phém c6 chira Lysine
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu

ché khong phai 14 hoat chét.
28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham dugc pham, khong phai 1a hoat
chat DL-lysine acetylsalicylate
Patent US 4885288 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh hdng cau hinh liém bing
cach st dung dugc phim chua lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chat lysine acetylsalicylate.Két luan: Khong
dap tmg quy dinh vé patent cap cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hé cho hoat
chat DL-lysine acetylsalicylate.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

5 . Aspegic DL-lysine acetylsalicylate-500mg PATENT: US 4885288 (Synthelabo)
SPK:VN-5754-08 b6t pha dung dich ubng, hop 20 goi PHAM VI: Duoc phdm c6 chira Lysine
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu

ché khong phai 1a hoat chét.
28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao h 1a ché phidm dugc phdm, khong phai 13 hoat
chat DL-lysine acetylsalicylate
Patent US 4885288 xac 1ap pham vi bao h cho
phuong phap diéu tri bénh hong cau hinh liém bang
céch str dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao hd). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chat lysine acetylsalicylate.Két luan: Khoéng
dap tng quy dinh vé patent cp cho hoat chit.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chét DL-lysine acetylsalicylate.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUONG PATENT:Sanofi Aventis

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT:
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DL-lysine acetylsalicylate-100mg
bot pha dung dich udng, hop 20 goi
-SX: Sanofi Winthrop IndustrieFrance

6 . Aspegic
SPK:VN-5753-08

7 . Depakine
SPK:VN-11313-10

Natri Valproate-200mg/ml
dung dich uéng, hop 1 chai 40ml
-SX: Unither Liquid ManufacturingFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bao ho 14 quy trinh diéu
ché khong phai 14 hoat chét.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham dugc pham, khong phai 1a hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh hdng cau hinh liém bing
cach st dung dugc phim chra lysine acetylsalicylate
qua tinh mach (diém 1 yéu cu bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chat lysine acetylsalicylate.Két luan: Khong
dap tmg quy dinh vé patent cap cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao ho dugc
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hé cho hoat
chat DL-lysine acetylsalicylate.Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tac nhéan chéng co giat -> Giai trinh lam
rd pham vi bao hd 1a hoat chét Natri Valproate.

3/4: Cong ty cung cép Patent US 3325361 (khong c6
ndi dung Patent nay); AU 272333 (Pham vi bao ho
khong phai 1a hoat chit Natri Valproate)

Diém 17 yéu cau bao ho ctia patent US 3,325,361
xac 1ap pham vi bao hd cho ché pham tri liéu dung
cho viéc kiém soat chimg co git va chimng dong kinh
chira mot lugng hiru hi¢u hoat chét sodium di-n-
propylacetate (1 hoat chat natri valproate). Tuy nhién
patent nay khong xéac 1ap pham vi bao ho truc tiép
cho hoat chét natri valproate. Két luan: Khéng dap
Ung quy dinh vé patent cap cho hoat chét

3/4: Diém 8 yéu cau bao ho cua patent AU 272333
do cong ty cung cép xéc 1ap pham vi bao hd cho ché
pham diéu tri chira Sodium Valproate. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chat Sodium Valproate. Két luan: Khong dap tmg quy
dinh vé patent cap cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT:Synthelabo

CHU SO HU'U SP: Sanofi-Aventis

CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu x4c nhan

viée chuyén quyén s& hitu Patent tir Chemetron Corporation
cho Sanofi-Aventis
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8 . Depakine Natri Valproate-400mg/4ml PATENT: US 3,325,361 (Chemetron Corporation)
SPK:VN-4698-07 thudc bot dong khd & dung méi pha tiém, PHAM VI: Téc nhan chong co git -> Giai trinh lam

hop 4 1o bot dong kho & 4 1o dung moi
-SX: Glaxo Wellcome ProductionFrance

r0 pham vi bao h¢ 1a hoat chét Natri Valproate.

3/4: Cong ty cung cap Patent US 3325361 (khong c6
ndi dung Patent nay); AU 272333 (Pham vi bao ho
khong phai 1a hoat chét Natri Valproate)

Patent VN 5991 xéc 1ap pham vi bao hd cho thube
uéng chira cac hoat chat 1a ranitidin, bismuth
subcitrate va sucralfate, trong d6 ranitidin dugc bao
bang chat bao v6i lugng nam trong khoang tir 0,1 toi
10,0% khdi lugng. Patent nay khong xéac lap pham vi
bao ho cho hdn hop (6 hop) gdm 3 thanh phan
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR 119031 va 0453179 khong
duogc danh gia do khong c¢6 ban dich tiéng Viét hodc
tiéng Anh cua 2 patent nay.Két luan: Khong dap tmg
quy dinh vé patent cip cho hdn hop hoat chat.4/3:
Diém 1 yéu cau bao ho ciia patent VN 5991 xéac lap
pham vi bao h¢ cho thude uéng chira cac hoat chit 1a
ranitidin, bismuth subcitrate va sucralfate, trong do6
ranitidin dugc bao bang chit bao voi lvong ndm trong
khoang tir 0,1 téi 10,0% khdi lwong. Patent nay
khong xéac 1ap pham vi bao ho cho hdn hop (6 hop)
gdm 3 thanh phan Ranitidin HCI, Tripotassium
bismuth dicitrate va Sucralfate. Két luan: Khong dap
mg quy dinh vé patent cip cho hdn hop hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Sanofi-Aventis

CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu xac nhin
viéc chuyén quyén so hitu Patent tir Chemetron Corporation
cho Sanofi-Aventis
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9 . Depakine Natri Valproate-57.64mg/ml si 16 PATENT: US 3,325,361 (Chemetron Corporation) CHI:J SO HUU SP: Sanofi-Aventis
SPK:VN-7829-07 sird PHAM VI: Téc nhan chong co git -> Giai trinh lam CHU/CHUYEN NHUONG PATENT:Chua c6 tai li€u xac nhan
-SX: Unither Liquid ManufacturingFrance rd pham vi bao h¢ 1a hoat chat Natri Valproate. viéc chuyén quyén sé hitu Patent tir Chemetron Corporation

3/4: Cong ty cung cap Patent US 3325361 (khong c6 cho Sanofi-Aventis
ndi dung Patent nay); AU 272333 (Pham vi bao ho
khong phai 1a hoat chat Natri Valproate)

Diém 17 yéu cau bao ho cua patent US 3,325,361
xac 1ap pham vi bao ho cho ché pham tri liu dung
cho viéc kiém soat chimg co git va chimng dong kinh
chtira mét lugng hitu hiéu hoat chét sodium di-n-
propylacetate (1 hoat chit natri valproate). Tuy nhién
patent nay khong xéac 1ap pham vi bao ho truc tiép
cho hoat chat natri valproate Két luan: Khong dap
mg quy dinh vé patent cip cho hoat chat.

3/4: Piém 8 yéu céu bao ho cua patent AU 272333

do cong ty cung cép xéc lap pham vi bao ho cho ché
pham diéu tri chira Sodium Valproate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hé cho hoat
chat Sodium Valproate. Két luan: Khong dap tmg quy
dinh vé patent cip cho hoat cht.

10 . Depakine Natri Valproate-200mg PATENT: US 3,325,361 (Chemetron Corporation) CHI:J SO HUU SP: Sanofi-Aventis
SPK:VN-15133-12 vién nén khang acid da day, hop 1 19 40 PHAM VI: Téc nhéan chong co git -> Giai trinh lam CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu x4c nhin
vién rd pham vi bdo hd 1a hoat chat Natri Valproate. viéc chuyén quyén s¢ hitu Patent tir Chemetron Corporation

3/4: Cong ty cung cap Patent US 3325361 (khong c6 cho Sanofi-Aventis
ndi dung Patent nay); AU 272333 (Pham vi bao ho
khong phai 1a hoat chét Natri Valproate)

Diém 17 yéu cau bao ho cua patent US 3,325,361
xac 1ap pham vi bao ho cho ché phim tri liéu ding
cho viéc kiém soat chimg co git va chimng dong kinh
chtira mét lugng hitu hiéu hoat chét sodium di-n-
propylacetate (1 hoat chat natri valproate). Tuy nhién
patent nay khong xéac 1ap pham vi bao ho truc tiép
cho hoat chat natri valproate. Két luan: Khong dap
{mg quy dinh vé patent cap cho hoat chat

.3/4: Diém 8 yéu cau bao ho cua patent AU 272333
do cong ty cung cap xéac lap pham vi bao ho cho ché
pham diéu tri chira Sodium Valproate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hé cho hoat
chat Sodium Valproate. Két luan: Khong dap tmg quy
dinh vé& patent cip cho hoat cht.
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11 . Stilnox zolpidem-10mg
SPK:VN-14627-12 Hop 20 vién nén bao phim
-SX: Sanofi Winthrop IndustriePhéap

18 Tén doanh nghiép dé nghi cong bo:

PATENT: WO 00/33835 (Sanofi-Synthelabo) -
>Xem xét lai do WIPO khéng nam trong danh sach
14 co quan s¢ hitu tri tu¢ dugc cong nhan.

PHAM VI: Dang thudc phong thich c¢6 kiém soat co
chira Zolpidem hoac mot muoi cua né -> Pham vi
bao ho 14 dang bao ché khong phai 14 hoat chat.
25/2: Cong ty bd sung Patent US 4382938
(Synthelabo) -> Pham vi bdo h khong phai 1a cong
thirc hoat chat Zolpidem

WO 00/33835 1a s6 cong bd don qubc té, khong phai
patent. Két luan: Khong dap ting quy dinh vé patent
cAp cho hoat chét.

25/2: Cac diém 1-3 yéu cu bao ho cua patent US
4382938 dé cap dén hop chét c6 cong thirc chung,
khong xac 1ap pham vi bao ho truc tiép cho hoat chat
Zolpidem.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGNG PATENT:Sanofi-Synthelabo sap
nhap voi Aventis thanh Sanofi-Aventis

VPDD AstraZeneca Singapore Pte., L.td

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

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

1 . Pulmicort Respules Budesonide-500 mcg/2 ml (twong duong
SPK:VN-11682-11 vGi 250 meg/ ml)
Hén dich khi dung dung d& hit,hop 4 goi
nhém x 5 éng don liéu x 2 mL
-SX: AstraZeneca ABThuy Dién

PATENT: US3,929,768 (AB Bofors)

PHAM VI: Steroid, quy trinh san xuét va diéu ché.
Giai trinh lam rd pham vi bao h$ 1a hoat chét
Budesonide.

4/1: Cong ty giai trinh diém yéu ciu bao ho 1 va 2
trong Patent la hoat chat Budesonide

Patent US 3,929,768 khong xac 1ap pham vi bao ho
cho hoat chat Budesonide. Cac diém 1-8 yéu cau bao
ho cua patent nay chi xac 1ap pham vi bao h cho hgp
chat c6 cong thirc chung ma khéng xac 14p pham vi
bao ho truc tiép cho hoat chit Budesonide. Cac hop
chét cu thé néu trong cac diém 9-29 yéu cau bao ho
cla patent nay déu khong phai 1a hop chit
Budesonide.

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

CHU SO HINJ"U SP: AstraZeneca Singapore Pte, Ltd
CHU_/CHUYEN NHUGQNG PATENT:1. C6 tai liéu xac nhan
chuyén nhuong Patent tir AB Bofors cho Aktiebolaget Astra va
Aktiebolget Draco

2. C6 tai lidu xac nhén viéc d6i tén tir Aktiebolaget Astra thanh
Astrazeneca AB

3. C¢ tai liéu xac nhan Aktiebolget Draco la cong ty con cua
Astrazeneca AB
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2 . Rhinocort aqua Budesonide-Budesonide 64 ug/liéu
SPK:VN-10734-10 Hbn dich xit miii, hép chira 1 dng xit miii
chira 120 liéu

-SX: AstraZeneca ABSweden

PATENT: US3,929,768 (AB Bofors)

PHAM VI: Steroid, quy trinh san xuat va diéu ché.
Giai trinh lam rd pham vi bao hd 1a hoat chét
Budesonide.

4/1: Cong ty giai trinh diém yéu cau bao ho 1 va 2
trong Patent 14 hoat chat Budesonide

Patent US 3,929,768 khong xac 1ap pham vi bao ho
cho hoat cht Budesonide. Cac diém 1-8 yéu cdu bao
hd cua patent nay chi xac 1ap pham vi bao ho cho hop
chét c6 cong thire chung ma khong xac 1ap pham vi
bao ho truc tiép cho hoat chit Budesonide. Cac hop
chét cu thé néu trong cac diém 9-29 yéu ciu bao ho
cuia patent nay déu khong phai 1a hop chit
Budesonide.

Két luan: Khong dap tn

18.2 Pham vi bio ho 13 phwong phap diéu tri. (Tong s6: 1)

1 . Diprivan 1% (20ml)Propofol-Propofol 1% (10 mg/mL)
Nhii twong dung duong tinh mach,hdp 5
dng tiém 20 mL
-SX: Corden Pharma S.P.AY

19 Tén doanh nghiép dé nghi cong bo:

PATENT: US4,056,635 (Imperial Chemical
Industries)

PHAM VI: 1. US: 2,6-diisopropylphenol -> Pham vi
bao hé 1a phuong phap diéu tri, khong phai 1a hoat
chat

2. Cong ty giai trinh:

- Hoat chat Propofol da dugc phat hién vao nam 1938
boi cong ty Standard oil Development nhung bang
sang ché nay khong boc 16 bat ky thong tin nao cho
thdy hoat chat nay c6 dic tinh giy mé

- Nam 1970, Imperial Chemical Industries da ndp
don xin bao ho dic tinh gy mé cho hoat chat nay va
da dugc cip bang phat minh sang ché

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: AstraZeneca Singapore Pte., Ltd
CHU/CHUYEN NHUGNG PATENT:1. C6 tai liéu xac nhan
chuyén nhuong Patent tir AB Bofors cho Aktiebolaget Astra va
Aktiebolget Draco

2. C6 tai liéu xac nhan viéc ddi tén tur Aktiebolaget Astra thanh
Astrazeneca AB

3. Co tai liéu xac nhan Aktiebolget Draco la cong ty con cua
Astrazeneca AB

CHU SO HU'U SP: AstraZeneca

CHU/CHUYEN NHUGQNG PATENT: 1 .Imperial Chemical
Industries (Cong ty cung cip tai liéu xac nhan viéc chuyén giao
Patent tir Imperial Chemical Industries cho Zeneca Ltd)

2. Cong ty cung cAp tai liéu x4c nhan viéc sap nhap Zeneca Ltd
va AstraZeneca AB thanh tip doan AstraZeneca

29/3: Cong ty cung cap hop ddng cung tmg thudc giita
Astrazeneca UK Ltd va Corden Pharma Srl (sau nay 1a Corden
Pharma SpA - ¢6 tai li¢u xdc nhén dbi tén) trong d6 Corden
Pharma S.P.A san xuat san pham theo tiéu chudn va iy quyén
cua Astrazeneca UK Ltd

VPDD AstraZenneca Singapore Pte., Ltd

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

19.1 Pham vi bao hé 13 phwong phap diéu tri. (Tong s6: 1)
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1 . Diprivan
SDK:VN-6897-08

Propofol-Propofol 1%(10 mg/mL)
Nhil twong dung tiém hodc truyén tinh
mach,hop chira 1 bom-tiém-chira-san-
thube-50 mL nhil twong.

-SX: Corden Pharma S.P.Altaly

20 Tén doanh nghiép dé nghi cong bo:

PATENT: US4,056,635 (Imperial Chemical
Industries)

PHAM VI: 1. US: 2,6-diisopropylphenol -> Pham vi
bao ho 1a phuong phép diéu tri, khong phai 1a hoat
chat

2. Cong ty giai trinh:

- Hoat chat Propofol da dugc phat hién vao nam 1938
boi cong ty Standard oil Development nhung bﬁng
sang ché nay khong boc 16 bat ky thong tin nao cho
thdy hoat chit nay c6 dic tinh giy mé

- Nam 1970, Imperial Chemical Industries da ndp
don xin bao hg dac tinh gy mé cho hoat chét nay va
da dugc cip bang phat minh sang ché

VPDD Berlin Chemie AG

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

20.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 1)

1 . Sympal
SPK:VN2-28-13

Dexketoprofen-50mg/2ml
Dung dich tiém truyén tinh mach. Hop 5
bng x 2ml

-SX: A.Menarini Manufacturing Logistics

and Services S.r.1Italy

1 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 0668851 B1

EP 0693134 B1 (Laboratorios Menarini SA)

VN 837 (Laboratorios Menarini SA)

PHAM VI: EP 0693134 B1; VN 837: Diém yéu cu
bao ho 1; Hoat chét Dexketoprofen

Diém 1 yéu cau bao ho cia patent VN 837 xac lap
pham vi bao hd cho hoat chat Dexketoprofen

Trometamol (mudi tromethamine ciia Dexketoprofen).

Ké} luan: Dap umg quy dinh vé patent cAp cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: AstraZeneca

CHU/CHUYEN NHUONG PATENT:1.Imperial Chemical
Industries (Cong ty cung cip tai liéu xac nhan viéc chuyén giao
Patent tir Imperial Chemical Industries cho Zeneca Ltd)

2. Cong ty cung cap tai liéu xac nhan viéc sap nhap Zeneca Ltd
va AstraZeneca AB thanh tdp doan AstraZeneca

29/3: Cong ty cung cap hop dong cung tmg thudc giita
Astrazeneca UK Ltd va Corden Pharma Srl (sau nay 1a Corden
Pharma SpA - ¢6 tai liéu xdc nhan dbi tén) trong do6 Corden
Pharma S.P.A san xuét san pham theo tiéu chudn va iy quyén
cua Astrazeneca UK Ltd

CHU SO HUU SP: Berlin Chemie AG (Menarini Group)
CHU/CHUYEN NHUGQNG PATENT:1. Laboratorios Menarini
SA

2. Cong ty Laboratorios Menarini SA c¢6 van ban xac nhan

Berlin Chemie AG (Menarini Group) 1a nha phan phdi va dang

ky san pham tai Viét Nam

3. Dé nghi Cong ty giai trinh va cung cip tai lidu 1am & mbi
lién hé gitta A.Menarini Manufacturing Logistics and Services
S.r.1 va Berlin Chemie AG (Menarini Group)

VPDD Glaxosmithkline Pte L.td tai Tp. HCM

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

21.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 4)
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1 . Flixonase

SDK:VN-10263-10

2 . Flixotide Evohaler
SDK:VN-4461-07

3 . Flixotide nebules
SPK:VN-11056-10

4 . Relenza
SPK:VN-3994-07

Fluticasone propionate-0.05% kl/kl
Hbn dich xit miii. Hop 1 chai 60 liédu xit
-SX: Glaxo Wellcome S.A.Spain

Fluticasone propionate-125meg/lidu xit
Huyén dich xit. Hop 1 binh xit 120 liéu
-SX: Glaxo Wellcome S.A.Spain

Fluticasone propionate-0.5mg/2ml

Hdn dich hit dung cho khi dung. Hop 10
6ng x 2ml

-SX: GlaxoSmithKline Australia Pty
LtdAustralia

zanamivir-5mg
Bot dung cho khi dung
-SX: Glaxo Wellcome ProductionPhap

21.2 Khéng dap ving quy dinh (Tong so: 1)

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM VI: US: Androstane Carbothiogtes > Giai
trinh 1am r6 pham vi bao h¢ 1a hoat chat Fluticasone

Piém 13 yéu cau bao ho cta patent US 4335121 xac
1ap pham vi bao ho cho hoat chét fluticasone
propionate.

Két luan: Pap tmg quy dinh vé patent cip cho hoat

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM VI: US: Androstane Carbothiogtes > Giai
trinh 1am r6 pham vi bao h¢ 1a hoat chat Fluticasone

Piém 13 yéu cau bao hd cta patent US 4335121 xac
1ap pham vi bao ho cho hoat chét fluticasone
propionate.

Két luan: Pap tmg quy dinh vé patent cip cho hoat

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM VI: US: Androstane Carbothiogtes > Giai
trinh 1am r6 pham vi bao h¢ 1a hoat chat Fluticasone

Piém 13 yéu cau bao hd cta patent US 4335121 xac
1ap pham vi bao hd cho hoat chét fluticasone
propionate.

Két luan: Pap tmg quy dinh vé patent cip cho hoat

PATENT: EP0526543 B1 (Biota Scientific
Management Pty Ltd)

PHAM VI: Dan xuat 2-deoxy-2,3-dichydro-N-acetyl
neuraminic acid -> Gidi thich lam rd pham vi bao hd
trong Patent chinh 1a hoat chit zanamivir

28/1: Cong ty giai trinh Piém 7 cua Patent chinh 1a
hoat chét zanamivir

Piém 7 yéu cau bao ho cua patent EP0526543 B1 xéc
1ap pham vi bao ho cho hoat chit Zanamivir.

Ké} luan: Pap umg quy dinh vé patent cip cho hot
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: GlaxoSmithkline Pte Ltd
CHU/CHUYEN NHUGNG PATENT:Glaxo Group Ltd
Giai trinh 1am r& mdi lién hé giita Glaxo Group Ltd; Glaxo
Wellcome S.A. va GlaxoSmithkline Pte Ltd

CHU SO HU'U SP: GlaxoSmithkline Pte Ltd
CHU/CHUYEN NHUGNG PATENT:Glaxo Group Ltd
Giai trinh 1am rd mdi lién hé giita Glaxo Group Ltd; Glaxo
Wellcome S.A. va GlaxoSmithkline Pte Ltd

CHU SO HUU SP: GlaxoSmithkline Pte Ltd
CHU/CHUYEN NHUONG PATENT:Glaxo Group Ltd
Giai trinh 1am r& mdi lién hé giita Glaxo Group Ltd;
GlaxoSmithKline Australia Pty Ltd. va GlaxoSmithkline Pte

CHU SO HUU SP: GSK Pte Ltd

CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
nghién ctru va li-xang gitra Biota Scientific Management Pty
Ltd va Glaxo Group Ltd (mét cong ty thude tap doan GSK Plc)
Giai trinh 1am rd mdi lién hé giira Glaxo Wellcome Production
va GSK Plc
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1 . Cervarix
SPK:QLVX-0490-12

Protein L1 cia Human Papillomavirus
tuyp 16, tuyp 18 (6 ngudi); 3-O-desacyl-
4'-monophosphoryl lipid A (MPL),
hydroxyde nhom hydrate héa-20 mcg,
20mceg, 50 mcg, 0.5mg

Hbn dich tiém. Hop 1 liéu 0.5ml x 01 xi
lanh duoc lam day. Hop 1 liéu 0.5ml x 10
xi lanh dwoc lam day

-SX: GlaxoSmithKline Biologicals S.ABi

CHU SO HUU SP: GlaxoSmithKline Pte., Ltd

CHU/CHUYEN NHUGQNG PATENT:1. GSK Biologicals SA

2. Cong ty cung cap thu ity quyén cia GSK Biologicals SA cho
GlaxoSmithKline Pte., Ltd 1a chi s¢ hitu san phém tai Viét Nam

PATENT: EP 1572 233 B1 (GSK Biologicals SA)
PHAM VI: EP: Giai trinh lam r6 pham vi bao ho
trong Patent 1a hdn hop hoat chét Protein L1 cua
Human Papillomavirus tuyp 16, tuyp 18 (6 nguoi);
3-O-desacyl-4'-monophosphoryl lipid A (MPL),

hydroxyde nhém hydrate hoa.

Piém 10 yéu ciu bao ho ctia patent EP 1572233 Bl
xac 1ap pham vi béo hd cho viéc st dung ché phém
dang hat chura protein L1 cuia Human Papillomavirus
(HPV) type 16, type 18 (¢ nguoi); mono-phosphoryl
lipid A dugc tach acyl & vi tri 3-O; va aluminium
hydroxide ma khong xéc 1ap pham vi bao ho tryc tiép
cho ché pham chira hdn hop cac hoat chat néu trén.
Két ludn: Khoéng dap ing quy dinh vé patent cdp cho
hdn hop hoat chét.

21.3 Pham vi bio hd chwa rd, dé nghi lam ré néi dung bao hé (Tong so: 1)

1 . Tracrium
SPK:VN-6667-08

atracurim besylate-25mg/2,5ml

Hop 5 éng 2,5mlDung dich tiém hoic
truyén tinh mach

-SX: GlaxoSmithKline Manufacturing
SpAltaly

CHU SO HUU SP: Chu s hiru: GSK Pte Ltd
(GlaxoSmithKline Manufacturing SpA 1a cong ty san xuit thudc
tap doan GSK Plc)

CHU/CHUYEN NHUGNG PATENT:C6 tai liéu xac nhan
Cong ty Buroughs Wellcome Co thudc tap doan GSK Plc

PATENT: US 4179507 (Buroughs Wellcome Co)
PHAM VI: Quarternary amonium compounds -> Giai
thich lam r6 pham vi bao ho trong Patent chinh 1a
hoat chét Atracurim besylate.

28/1: Cong ty giai trinh Piém yéu ciu bao hg 35
trong Patent 13 hoat chét atracurim besylate

22 Tén doanh nghiép dé nghi cong b6: VPPD Hoffmann - La Roche Ltd.

B. CAC HO SO DA XEM XET YEU CAU BO SUNG., GIAI TRINH (Téng s6 thudc: 23).
22.1Bé sung tai liéu ve viée chuvén nhwong Patent (Téng s6: 4)
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Hoat chit - Him lwong - Quy cich

Patent - Chi sé hiru - Pham vi bao ho

1 . Tarceva

SDK:VN-12448-11

2 . Tarceva
SPK:VN-11870-11

Erlotinib-100mg

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

Erlotinib-100mg
Hop 3 vi x 10 vién nén bao phim
-SX: F.Hoffmann-La Roche Ltd.Thuy S§

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

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuat Quinazoline 13 cong thirc cia
Erlotinib -> D& nghi B6 sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chit thir 19, diém yéu cau bao ho 10 14 hoat chat
Erlotinib.

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

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

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuat Quinazoline 13 cong thirc cia
Erlotinib -> D& nghi B6 sung, giai trinh

3/4: Cong ty cung cap Patent VVN 1681 va giai trinh
hop chét thtr 19, diém yéu cau bao hd 10 1a hoat chat
Erlotinib.

Patent EP 1110953B1 khong xac 1ap pham vi bao
ho cho hoat chit Erlotinib. Hop chit néu trong yéu
ciu bao ho cua patent EP 1110953B1 khéng dugc
thé nhom amine & vi tri 4 ciia vong quinazoline nhu
trong hoat chét Erlotinib.Két luan: Khong dap tng
quy dinh vé patent cip cho hoat chét.3/4: Biém 10
yéu cau bao hg ciia patent VN 1681 xéc 1ap pham vi
bao ho cho hoat chét Erlotinib (hop chat thir 19).Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUQNG PATENT:OSI Pharmaceuticals Inc
da chuyén quyén cho F. Hoffmann-La Roche Ltd

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

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

3/4: D& nghi Cong ty bd sung tai liéu chuyén nhugng Patent tir
chu sé hitu Patent cho F. Hoffmann - La Roche Ltd.
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3 . Tarceva
SPK:VN-12446-11

4 . Tarceva
SPK:VN-11868-11

Erlotinib-150mg

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

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

22.2 Khong dap ing quy dinh (Tong so: 17)

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

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuat Quinazoline 13 cong thirc cia
Erlotinib -> D& nghi bo sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chit thir 19, diém yéu cau bao ho 10 14 hoat chat
Erlotinib.

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

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

PHAM VI: Dan xuit Quinazoline -> Patent khong
chi rd dan xuat Quinazoline 13 cong thirc cia
Erlotinib -> D& nghi B6 sung, giai trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chit thir 19, diém yéu cau bao ho 10 14 hoat chat
Erlotinib.

Patent EP 1110953B1 khong xac 1ap pham vi bao
ho cho hoat chit Erlotinib. Hop chit néu trong yéu
cdu bao ho cua patent EP 1110953B1 khéng duoc
thé nhom amine & vi tri 4 ciia vong quinazoline nhu
trong hoat chét Erlotinib.Két luan: Khong dap timg
quy dinh vé patent cip cho hoat chét.3/4: Biém 10
yéu cau bao hg ciia patent VN 1681 xac 1ap pham vi
bao ho cho hoat chét Erlotinib (hgp chét thir 19).Két
luan: Pap tmg quy dinh vé patent cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUQNG PATENT:OSI Pharmaceuticals Inc
da chuyén quyén cho F. Hoffmann-La Roche Ltd

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

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGQNG PATENT:OSI Pharmaceuticals Inc
da chuyén quyén cho F. Hoffmann-La Roche Ltd
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1 . 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: Khéng thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
dung dich tiém truyén pham vi bao ho 1 hoat chit Bevacizumab. Genetech Inc chuyén quyén s hiru cho F. Hoffmann-La Roche
-SX: Roche Diagnostics GmbHD1rc Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé ciia khang thé khang yéu td sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truong ndi moé
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu céu bao ho, khang thé gbc nay co ving bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va ving bién ddi chudi nhe bao gdm trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cta
ving bién ddi chudi nang cta khang thé gdc nay la
hoan toan gidng véi trinh ty cua ving bién ddi chudi
nang cua hoat chét Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe ctia khang thé gdc
nay la gidng véi trinh ty axit amin s 1-107 cta hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb

108, Arg).
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.
2 . Avastin Bevacizumab-100mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HUU SP: F. Hoffmann-La Roche Ltd
SPK:VN-9655-10 Hop 1 lo 4ml Dung dich d4m di dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam r6 CHU/CHUYEN NHUONG PATENT:C6 tai liéu x4c nhin
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hitu cho F. Hoffmann-La Roche
-SX: Genetech Inc. America Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truéng ndi mod
mach (VEGF) gbc nay. Nhu dugce dé cap trong diém
1 yéu céu bao ho, khang thé gdc nay c6 vung bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va vung bién ddi chudi nhe bao gom trinh tur
axit amin SEQ ID NO: 8. Trinh ty axit amin cta
ving bién ddi chudi nang cta khang thé gdc nay la
hoan toan giéng véi trinh ty ciia ving bién ddi chudi
nang cua hoat chit Bevacizumab, va trinh tu axit
amin ctia ving bién d6i chudi nhe cta khang thé gbc
nay la giéng véi trinh ty axit amin s6 1-107 ctia hoat
chét Bevacizumab, nhung it hon mgt axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb
108, Arg).

Két ludn: Khoéng dap ng quy dinh vé patent cp cho
hoat chét.
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3 . 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 ddm da dé pha PHAM VI: Khang thé anti-Vegf -> Giai thich 1am r& CHU/CHUYEN NHUONG PATENT:C6 tai liéu x4c nhin
dung dich tiém truyén pham vi bao h¢ 1a hoat chét Bevacizumab. Genetech Inc chuyén quyén s& hitu cho F. Hoffmann-La Roche
-SX: Roche Diagnostics GmbHD1rc Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé ciia khang thé khang yéu td sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truéng ndi moé
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu céu bao ho, khang thé gbc nay co ving bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va ving bién ddi chudi nhe bao gom trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cta
ving bién ddi chudi nang cua khang thé gdc nay la
hoan toan gidng véi trinh ty cua ving bién ddi chudi
nang cua hoat chét Bevacizumab, va trinh ty axit
amin ctia ving bién d6i chudi nhe cta khang thé gbc
nay la gidng véi trinh ty axit amin s 1-107 cta hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb

108, Arg).
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.
4 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HUU SP: F. Hoffmann-La Roche Ltd
SPK:VN-9654-10 Hoép 1 lo 16ml Dung dich dam da dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh 1am r& CHU/CHUYEN NHUONG PATENT:C6 tai liéu x4c nhin
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hitu cho F. Hoffmann-La Roche
-SX: Genetech Inc. America Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truéng ndi mod
mach (VEGF) gbc nay. Nhu dugce dé cap trong diém
1 yéu céu bao ho, khang thé gdc nay c6 vung bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va vung bién ddi chudi nhe bao gom trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cta
ving bién ddi chudi nang cta khang thé gdc nay la
hoan toan giéng véi trinh ty ciia ving bién ddi chudi
nang cua hoat chit Bevacizumab, va trinh tu axit
amin cta ving bién d6i chudi nhe cta khang thé gdc
nay la giéng véi trinh ty axit amin s6 1-107 ctia hoat
chét Bevacizumab, nhung it hon mgt axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb
108, Arg).

Két ludn: Khoéng dap g quy dinh vé patent cip cho
hoat chét.
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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-10241-10 Hop 1 lo 16ml Dung dich ¢am d3 dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh 1am r& CHU/CHUYEN NHUGNG PATENT:C6 tai liéu xac nhan
dung dich tiém truyén pham vi bao h¢ 1a hoat chét Bevacizumab. Genetech Inc chuyén quyén s0 hitu cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd.Thuy Sy Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé ciia khang thé khang yéu td sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truéng ndi moé
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu céu bao ho, khang thé gbc nay co ving bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va ving bién ddi chudi nhe bao gom trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién ddi chudi nang cta khang thé gdc nay la
hoan toan gidng véi trinh ty cua ving bién ddi chudi
nang cua hoat chét Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cta khang thé gbc
nay la gidng véi trinh ty axit amin s 1-107 cta hoat
chat Bevacizumab, nhung it hon mét axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb

108, Arg).
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.
6 . 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 d4m di dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh 1am r& CHU/CHUYEN NHUONG PATENT:C6 tai liéu x4c nhin
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hitu cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd.Thuy Sy Patent EP 0973804B1 xac lap pham vi bao hd cho Ltd

bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang the khang yéu t sinh truéng ndi mod
mach (VEGF) gbc nay. Nhu dugce dé cap trong diém
1 yéu céu bao ho, khang thé gdc nay c6 vung bién
d6i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 va vung bién ddi chudi nhe bao gom trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cta
ving bién ddi chudi nang cta khang thé gdc nay la
hoan toan giéng véi trinh ty ciia ving bién ddi chudi
nang cua hoat chit Bevacizumab, va trinh tu axit
amin ctia ving bién d6i chudi nhe cta khang thé gbc
nay la giéng véi trinh ty axit amin s6 1-107 ctia hoat
chét Bevacizumab, nhung it hon mgt axit amin so
vé6i trinh ty cua hoat chit Bevacizumab (axit amin sb
108, Arg).

Két ludn: Khoéng dap ng quy dinh vé patent cp cho
hoat chét.
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7 . Mabthera
SPDK:VN1-567-11

8 . Mabthera
SPK:VN-5535-08

Rituximab-10mg/ml

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

-SX: Roche Diagnostics GmbHDuc

Rituximab-10mg/ml

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

-SX: F.Hoffmann-La Roche Ltd.Thuy S§

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 1a quy trinh diéu ché khong phai 1a hoat chét.
22/4: Cong ty giai trinh cong thirc hoa hoc va cau tao
phan tir ca hoat chat Rituximab nim trong Muc sd
3, trang 105, dong thir 8; dugc mo ta chi tiét tai trang
30, dong thur 15 va trang 32, dong thir 9 cua Patent
VN989

GT: Cong ty cung cp Patent VN 989 -> Patent VN
989 x4c lap pham vi bao hd cho khang thé khéang
CD20 dang kham c6 hoat tinh mién dich dugc tao ra
tur transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu Iuu giit ATCC 6919). Do thiéu thong tin vé
phuong phap san xuit Rituximab nén chua thé dua ra
Kkét luan 1a patent VN 989 c6 xac 1ap pham vi bao hd
cho hoat chét RItuximab hay khong.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 14 quy trinh diéu ché khong phai 14 hoat chat.
22/4: Cong ty giai trinh cong thirc hoa hoc va cau tao
phan tir ctia hoat chat Rituximab nam trong Muc s6
3, trang 105, dong thu 8; dugc mo ta chi tiét tai trang
30, dong thur 15 va trang 32, dong thir 9 cua Patent
VN989
GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 xac lap pham vi bao ho cho khang thé khang
CD20 dang kham c6 hoat tinh mién dich dugc tao ra
tr transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu luu giir ATCC 6919). Do thiéu thong tin vé
phuong phap san xuét Rituximab nén chua thé dwa ra
két luan 1a patent VN 989 c6 xac 1ap pham vi bao ho
cho hoat chét RItuximab hay khong.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

Quyén sé hitu, chuyén giao patent

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

CHU/CHUYEN NHUGNG PATENT:1. C6 tai liéu xac nhan

su sap nhap Biogen Idec Inc. vao Genetich Inc. va tir Genetich
Inc. vao F.Hoffmann-La Roche Ltd.

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

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

22/4: Cong ty cung cap tai liéu xac nhan Roche Diagnostics
GmbH 14 nha san xudt san phdm cho cong ty me F. Hoffmann -
La Roche Ltd.

CHU SO HUU SP: F.Hoffmann-La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:C$ tai liéu xac nhén sy
sap nhap Biogen Idec Inc. vao Genetich Inc. va tir Genetich Inc.
vao F.Hoffmann-La Roche Ltd.
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9 . Mabthera
SPK:VN1-566-11

10 . Mabthera

SPK:VN-5536-08

Rituximab-10mg/ml

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

-SX: Roche Diagnostics GmbHDuc

Rituximab-10mg/ml

Hop 2 1o 10ml ¢6 dac dé pha dung dich
truyén

-SX: F.Hoffmann-La Roche Ltd.Thuy S§

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 1a quy trinh diéu ché khong phia 14 hoat chét.
22/4: Cong ty giai trinh cong thirc héa hoc va cu tao
phan tir cia hoat chat Rituximab nim trong Muc sd
3, trang 105, dong thir 8; dugc mo ta chi tiét tai trang
30, dong thur 15 va trang 32, dong thtr 9 cua Patent
VN989

GT: Cong ty cung cp Patent VN 989 -> Patent VN
989 x4c lap pham vi bao hd cho khang thé khéang
CD20 dang kham c6 hoat tinh mién dich dugc tao ra
tur transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu Iuu giit ATCC 6919). Do thiéu thong tin vé
phuong phap san xuit Rituximab nén chua thé dua ra
Kkét luan 1a patent VN 989 c6 xac 1ap pham vi bao hd
cho hoat chét RItuximab hay khong.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

PATENT: EP 2000149B1 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao ho 14 quy trinh diéu ché khong phai 14 hoat chat.
22/4: Cong ty giai trinh cong thirc hoa hoc va cau tao
phan tir ctia hoat chat Rituximab nam trong Muc s6
3, trang 105, dong thu 8; dugc mo ta chi tiét tai trang
30, dong thur 15 va trang 32, dong thir 9 cua Patent
VN989

GT: Cong ty cung cap Patent VN 989 -> Patent VN
989 xac lap pham vi bao ho cho khang thé khang
CD20 dang kham c6 hoat tinh mién dich dugc tao ra
tr transfectoma chira khang CD20 trong TCAES (voi
s6 hiéu luu giir ATCC 6919). Do thiéu thong tin vé
phuong phap san xuat Rituximab nén chua thé dwa ra
két luan 1a patent VN 989 c6 xac 1ap pham vi bao ho
cho hoat chét RItuximab hay khong.Két luan: Khong
dap ung quy dinh vé patent cip cho hoat cht.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: F.Hoffmann-La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:C$ tai liéu xdc nhan su
sap nhap Biogen Idec Inc. vao Genetich Inc. va tir Genetich Inc.
vao F.Hoffmann-La Roche Ltd.

22/4: Cong ty cung cap tai liéu xac nhan Roche Diagnostics
GmbH 14 nha san xuét san pham cho cong ty me F. Hoffmann -
La Roche Ltd.

CHU SO HUU SP: F.Hoffmann-La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:C$ tai liéu xac nhén sy
sap nhap Biogen Idec Inc. vao Genetich Inc. va tir Genetich Inc.
vao F.Hoffmann-La Roche Ltd.
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11 . Madopar
SPK:VN-8169-09

Levodopa, Benserazide-200mg;50mg
Chai 100 vién nén; Chai 30 vién nén
-SX: F. Hoffmann-La Roche LtdThuy S§

12 . Madopar
SPK:VN-7671-09

Levodopa, Benserazide-100mg; 25mg
Chai 100 vién nang
-SX: F. Hoffmann-La Roche LtdThuy S§

13 . Madopar
SPK:VN-14669-12

Levodopa, Benserazide-100mg; 25mg
Chai 100 vién nang
-SX: Roche S. p. Altaly

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.).

PHAM VI: Céng thirc kiém soat giai phong
Levodopa va chét trc ché decarboxylate -> Giai trinh
lam rd pham vi bao hé 1a to hop 2 hoat chét

Diém 2 clia patent US4424235 xac 1ap pham vi bao
ho cho duoc pham giai phong co kiém soat chira
levodopa va mudi hydroclorua cua Benserazit cung ta
duge dé giai phong co kiém soat. Tuy nhién, patent
nay khong xac 1ap pham vi bao hg cho hon hop (t6
hop) chira Levodopa va Benserazide

Két luan: Khong dap tng quy dinh vé patent cip cho
hén hop hoat chat.

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.).

PHAM VI: Céng thirc kiém soat giai phong
Levodopa va chét trc ché decarboxylate.-> Xem xét co
phai nghién ciru dang bao ché cong thirc két hop 2
hoat chat theo céc ti 1& khac nhau, dé nghi lam rd ndi
dung bao ho cho t6 hop hoat chét thude.

Diém 2 ctia patent US4424235 xéac 1ap pham vi bao
ho cho dwoc phim giai phong c6 kiém sodt chira
levodopa va mudi hydroclorua cua Benserazit cung ta
dugc dé giai phong co kiém soat. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hdn hop (t6
hop) chira Levodopa va Benserazide

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

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.).

PHAM VI: Cong thirc kiém soat giai phong
Levodopa va chat trc ché decarboxylate.-> Xem xét c6
phai 1 nghién ctru dang bao ché cong thic két hop 2
hoat chat theo céc ti 1¢ khac nhau: Dé nghi lam rd
ndi dung bao hd cho td hop 2 hoat chét

Diém 2 ctia patent US4424235 xéac 1ap pham vi bao
ho cho duoc pham giai phong co kiém soat chira
levodopa va mudi hydroclorua ctia Benserazit ciing ta
dugc dé giai phong c6 kiém soat. Tuy nhién, patent
nay khong xac 1ap pham vi bao hg cho hon hop (t6
hop) chira Levodopa va Benserazide

Két luan: Khong dap tng quy dinh vé patent cip cho
hén hop hoat chat.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:F. Hoffmann - La Roche
Ltd.

CHI:J SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:F. Hoffmann - La Roche
Ltd.

CHU SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUONG PATENT:F. Hoffmann - La Roche
Ltd.

17/4: Cong ty cung cAp tai liéu xac nhan Roche S.p.A 1a nha
san xuat san pham cho cong ty me¢ F. Hoffmann - La Roche Ltd.
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14 . Neorecormon
SPK:VN-2326-06

15 . Neorecormon
SPK:VN-8171-09

16 . Neorecormon
SPK:VN-8171-09

17 . Neulastim
SPK:VN-6645-08

Epoetin beta-40001U/0,3ml

Dung dich tiém. Hop 6 bom tiém 0,3ml + 6
kim tiém

-SX: Roche Diagmostics GmbHDuc

Epoetin beta-20001U/ 0,3ml

Dung dich tiém. Hop 6 bom tiém 0,3ml + 6
kim tiém

-SX: Roche Diagmostics GmbHDurc

Epoetin beta-100001U/0,3ml

Dung dich tiém. Hop 6 bom tiém 0,3ml + 6
kim tiém

-SX: Roche Diagmostics GmbHDurc

Pegfilgrastim-6mg/0.6ml

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 sin xuét Erythropoietin ->
Pham vi bao h¢ chi la quy trinh khong phai la hoat
chat.

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

Két ludn: Khoéng dap ing quy dinh vé patent cdp cho
hoat chét.

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.

Patent EP 0205564 B2 x4c 1ap pham vi bao hd cho
quy trinh diéu ché Erythropoietin ngudi. Patent nay
khong xac 1ap pham vi bao ho cho hoat chéat Epoetin
beta.

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

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

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

Két luan: Khong dap tmg 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 -> Dé nghi gidi
thich rd pham vi bao hd chinh 1a hoat chét
Pegfilgrastim

Patent EP0733067 xac 1ap pham vi bao hg cho ché
pham chtra hoat chit Pegfilgrastim. Tuy nhién, patent
nay khong xac 1ap pham vi bao h cho chinh hoat
chat Pegfilgrastim.

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

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUGNG PATENT:Chua c6 tai liéu chung
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.
CHU/CHUYEN NHUGQNG 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.
CHU/CHUYEN NHUGONG PATENT:Chua c6 tai liéu chirng
minh viéc chuyén quyén sé hiru cua Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

CHU SO HUU SP: F.Hoffmann-La Roche Ltd. - Switzerland
CHU/CHUYEN NHUGQNG PATENT:F.Hoffmann-La Roche
Ltd. - Switzerland 1 nha san xut va chi so hitu san pham ding
ky tai Viét Nam, Amgen 1a chu sé hitu patent va trademark
Neuglastim, c6 kém theo van ban xac nhan cua Roche.
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22.3 Pham vi bio hd chwa rd, dé nghi lam ré ni dung bao hd (Tong sob: 2)

1 . Roferon-a
SPK:VN-5538-08
tiém dudi da 3 MU/0,5ml

-SX: F. Hoffmann-La Roche LtdThuy S§

2 . Roferon-a
SPK:VN-5538-08

23 Tén doanh nghiép dé nghi cong bo:

Interferon alfa-2a-3 MIU/0,5 ml
Hop 1 bom tiém déng san 0,5ml dung dich

Interferon alfa-2a-4,5 MIU/0,5 ml

Hop 1 bom tiém déng san 0,5 ml dung dich
tiém dudi da 4,5 MIU/0,5 ml

-SX: F. Hoffmann-La Roche LtdThuy S§

PATENT: EP: 0211148 B1 (F. Hoffmann-La Roche
Ltd)

PHAM VI: Hoat chit: Mature human leukocyte
interferons, cac dan xudt va hdn hop chira chung ->
Dé nghi bd sung, giai trinh pham vi bao ho 1a hoat
chat Interferon alfa-2a

6/3: Cong ty bd sung Patent EP 43980 -> Dé nghi
b6 sung nodi dung Patent

PATENT: EP: 0211148 B1 (F. Hoffmann-La Roche
Ltd)

PHAM VI: Hoat chit: Mature human leukocyte
interferons, cac dan xudt va hdn hop chira chung ->
Dé nghi bd sung, giai trinh pham vi bao ho 1a hoat
chat Interferon alfa-2a

6/3: Cong ty bd sung Patent EP 43980 -> Dé nghi
b6 sung noi dung Patent

VPDD Ipsen Pharma

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

23.1 Khong dap @ng quy dinh (Tong sd: 1)

1 . Ginkor Fort
SPK:VN-3850-07 Troxerutine-

Vién nang, Hop 3 vi x 10 vién
-SX: Beaufor Ipsen IndustriePhap

Dich chiét ginkgo biloba, Heptaminol,

PATENT: EP 1035858B1 (Beaufor Ipsen)

EP 0431 535B1 (Dr. Willimar Schabe GmbH&Co)
PHAM VI: EP 0431 535B1: Chiét xuét tir 14 cay
ginkgo biloba, phurong phép diéu ché va ché pham
dugc phim chira chiét xuat -> Pham vi bao ho 1a hoat
chat, khong phai 1a hdn hop 3 hoat chat

Yéu ciu bao ho cua patent EP 1035858 B1 xéac lap
pham vi bao ho cho vi¢c sir dung dich chiét ginkgo
biloba dé bao ché thudc ma khong xac 1ap pham vi
bao ho truc tiép cho hdn hop hoat chét cua dich chiét
ginkgo biloba, Heptaminol va Troxerutine.

Yéu cau bao ho ciia patent EP 04310535 B1 xac lap
pham vi bao ho cho dich chiét tir 14 cay Ginkgo
biloba chtra mot s thanh phin ma khong xéc lap
pham vi bao h¢ tryc tiép cho hdn hop hoat chét cua
dich chiét ginkgo biloba, Heptaminol va Troxerutine.
Két luan: Khong dap tmg quy dinh vé patent cap cho
hdn hop hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUOQONG PATENT:F. Hoffmann-La Roche
Ltd

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUONG PATENT:F. Hoffmann-La Roche
Ltd

CHU SO HUU SP: Ipsen Pharma
CHU/CHUYEN NHUONG PATENT:Dr. Willimar Schabe
GmbH&Co
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24 Tén doanh nghiép dé nghi cong bo:

VPDD Janssen - Cilag L.td

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

24.1 Khong dap vng quy dinh (Tong sd: 1)

1 . Yondelis Trabectedin-1mg
SPK:VN-15476-12 Hop 1 lo bt dong khéd pha dung dich tiém
truyén

-SX: Baxter Oncology GmbH. Péng gdi:
Janssen Pharmaceutica N.VDtic

25 Tén doanh nghiép dé nghi cong bo:

PATENT: VN 10358 (Pharma Mar SA, Sociedad
Unipersonal)

PHAM VI: VN: Pham vi bao ho 14 hdn hop 2 hoat
chat, khong phai bao ho cho hoat chat Trabectedin
Patent VN 10358 xac 1ap pham vi bao ho cho ché
pham chtra Ecteinascidin (Trabectedin) va
disaccharide. Tuy nhién, patent nay khong xac lap
pham vi bao hg cho hoat chét Trabectedin. Két luan:
Khoéng dap tmg quy dinh vé patent cip cho hoat chét.

VPDD Janssen-Cilag 1.td.

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

25.1 Khong dap vng quy dinh (Tong sd: 1)

1 . Doribax Doripenem monohydrate-500mg
SPK:VN-13741-11 Doripenem
Hop 10 lok bot pha dung dich tiém truyén

PATENT: US 5,317,016 (Shionogi Seiyaku
Kabuchiki Kaisha)

PHAM VI: US: Dan xuit Pyrrolidylthiocarbapenem -
> (idi trinh lam r6 pham vi bao h¢ 1a hoat chat
Doripenem

Céc diém 1-11 Yéu cau bao ho cia patent US
5,317,016 chi xac 1ap pham vi bao hd cho hop chét
¢6 cong thirc chung, cac diém nay khong xac lap
pham vi bao ho tryc tiép hoat chat Doripenem.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Janssen - Cilag Ltd

CHU/CHUYEN NHUOQNG PATENT:1. Pharma Mar SA,
Sociedad Unipersona

2. Cong ty cung cap gidy iy quyén cua Pharma Mar SA cho
Janssen - Cilag Ltd

3 D& nghj Cong ty giai trinh v& viéc Baxter Oncology GmbH
san xuat san pham theo iy quyén va tiéu chuén cua Janssen -
Cilag Ltd

CHU SO HUU SP: Janssen- Cillag Ltd
CHU/CHUYEN NHUGQNG PATENT:Shionogi Seiyaku
Kabuchiki Kaisha

26 Tén doanh nghiép dé nghi cong bé: VPPD Menarini Singapore Pte Ltd

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

26.1 Khong cé ndi dung Patent, dé nghi b6 sung (Tong so: 1)
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1 . Fastum Gel Ketoprofen-2.5mg/100g gel
SPK:VN-12132-11 Tuyp 20g, 30g, 50g, 100g Gel boi ngoai
da

-SX: A. Menarini Manufacturing Logistics

PATENT: ES 49741 S (A. Menarini SAS): Dé nghi
Cong ty cung cip ban dich bang Tiéng Viét hodc
Tiéng Anh

Italia 1124398; Bi 886486 -> Co quan SHTT Y, Bi
khong nam trong danh sach 14 Co quan SHTT duoc
cong nhan

PHAM VI

27 Tén doanh nghiép dé nghi cong bé: VPDPD Merck KGaA

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 10).

27.1 Khéong dap @ng quy dinh (Tong sd: 9)

1 . Cetrotide Cetrorelix acetate-0.25 mg

SPK:VN-6134-08 Hop 7 khay, mdi khay gdm 1 Lo bot + 1
Bom tiém chtra dung moéi pha tiém
-SX: Baxter Oncology GmbHDuc

PATENT: EP0611572 BI(ASTA Medica AG)

US 4800191 (Andrew V. Schally)

PHAM VI: US: Chét dbi 1ap LHRH -> Giai trinh
1am rd pham vi bao hé 1a hoat chét Cetrorelix

EP: Giai trinh 1am rd pham vi bao ho 1a hoat chét
Cetrorelix

Piém 15 yéu cau bao hd cta patent US 4800191 xac
1ap pham vi bao ho cho peptide, trong do X 1a Ac,
R6 1a D-Cit, R10 la D-Ala, cac vi tri amino acid tir
vi tri amino acid tht 7 (Ser) dén vi tri amino acid
cubi cung lién két v6i dau NH2 (D-Ala) 1a hoan toan
gidng vai cac vi tri amino acid twong tmg cua hoat
chét cetrorelix acetate, tuy nhién cac vi tri amino acid
thir 1,2,3 ctia peptide nay khong gidng véi cac amion
acid cua cetrorelix acetate & cac vi tri tuong tng do
(voi pepide néu trén, vi tri thir 1, R1 1a D-Phe; vi tri
thir 2, R2 1a D-Phe(4-F) hoac D-Phe (4-cl); vi tri thi
3, R3 1a D-Trp; trong khi cac vi tri twong ting 1,2,3
cua cetrorelix acetate 1a D-Nal, D-Cpa, D-Pal). Do @6,
patent US 4800191 xac 1ap pham vi bdo hd cho
peptide c6 trinh ty amino acid khac so véi trinh ty
cua cetrorelix acetate.

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

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Menarini
CHU/CHUYEN NHUONG PATENT:A. Menarini SAS

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUGQNG PATENT:STA Medica AG (la tén
trudc day cua Baxter Oncology GmbH - ¢6 cong van xac nhan
cua Cyc Quan ly duogc)
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2 . Glucophage Metformin hydrochlorid-1000mg PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) -> CHU SO HUU SP: Merck Sante s.a.s
SPK:VN-4037-07 Vién nén bao phim - Hop 02 vi x 15 vién Bi khong nam trong danh sach 14 co quan s¢ hitu tri CHU/CHUYEN NHUQONG PATENT:Merck KGaA xac nhin
-SX: Merck Sante s.a.sPhap tué dugc xem xét dé cong bd thude biét duge gdc. Lipha SA d4 mua lai quyén s& hitu tir Aron-Samuel va Lipha
2. Bang sang ché da hét quyén bao ho. SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cua

PHAM VI: San phiam dugc phdm méi (diém yéu cau Cong ty da qudc gia Merck KGaA)
bao ho 1, Hoat chit Metformine - Tra ctru Martindale)
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chit Metformin hydrochlorid
Patent Bi khong dugc xem xét do Co quan s¢ hiru
cong nghiép Bi khong nim trong sb cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cia
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd cac danh muc thude biét duoc géc, thube
twong duong diéu tri v6i thude biét duge géc, thube
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B0 Y té.Két luan: Khong dap tng quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho dugc pham chdng dai thao dudng
chtira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cap cho hoat chit.
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3 . Glucophage Metformin hydrochlorid-500mg PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) -> CHU SO HUU SP: Merck Sante s.a.s
SPK:VN-13272-11 Vién nén bao phim - Hop 05 vi x 20 vién Bi khong nam trong danh sach 14 co quan s¢ hitu tri CHU/CHUYEN NHUQONG PATENT:Merck KGaA xac nhin
-SX: Merck Sante s.a.sPhap tué dugc xem xét dé cong bd thude biét duge gdc. Lipha SA d4 mua lai quyén s& hitu tir Aron-Samuel va Lipha
2. Bang sang ché da hét quyén bao ho. SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cua

PHAM VI: San phiam dugc phidm méi (diém yéu cau Cong ty da qudc gia Merck KGaA)
bao ho 1, Hoat chit Metformine - Tra ctru Martindale)
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chit Metformin hydrochlorid
Patent Bi khong dugc xem xét do Co quan sé hiru
cong nghiép Bi khong nim trong sb cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cta
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd cac danh muc thude biét duoc géc, thube
twong duong diéu tri v6i thude biét duge géc, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B0 Y té.Két luan: Khong dap g quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho dugc pham chng dai thao duong
chtira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cap cho hoat chit.
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4 . Glucophage
SPK:VN-14744-12

Metformin hydrochlorid-850mg

Vién nén bao phim - Hop 05 vi x 20 vién,
Hop 05 vix 15 vién

-SX: Merck Sante s.a.sPhap

PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) ->
Bi khong nam trong danh sach 14 co quan s hitu tri
tué dugc xem xét dé cong bd thude biét dugc gde.
2. Bing séng ché da hét quyén bao hd.
PHAM VI: San phiam dugc phidm méi (diém yéu cau
bao ho 1, Hoat chit Metformine - Tra ctru Martindale)
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chat Metformin hydrochlorid
Patent Bi khong dugc xem xét do Co quan sé hiru
cong nghiép Bi khong nim trong sb cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cia
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
twong duong diéu tri v6i thude biét duge géc, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B0 Y té.Két luan: Khong dap tng quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho dugc pham chéng dai thao duong
chtira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cap cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sante s.a.s

CHU/CHUYEN NHUONG PATENT:Merck KGaA x4c nhan
Lipha SA d4 mua lai quyén s& hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién ciia
Cong ty da qudc gia Merck KGaA)
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5 . Glucophage XR
SPK:VN-15545-12

Metformin hydrochlorid-1000mg
Vién phong thich - Hop 03 vi x 10 vién
-SX: Merck Sante s.a.sPhap

PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) ->
Bi khong nam trong danh sach 14 co quan s hitu tri
tué dugc xem xét dé cong bd thude biét duoc
2. US 6475521 (Bristol-Myers Squibb)
PHAM VI: Bi: San pham duoc pham méi (diém yéu
cau bao hd 1, Hoat chat Metformine - Tra ciru
Martindale)
US: Pham vi bao hd chi la phuong phép bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chat Metformin hydrochlorid
Patent Bi khong dugc xem xét do Co quan so hitu
cong nghiép Bi khong nim trong sb cac co quan s
hiru tri tué duoc che“ip nhén néu trong Muc V cia
"Quy dinh tam thoi vé cac tai liéu can cung cp dé
cong bd céc danh muc thude biét duoc géc, thube
tuong duong diéu tri v6i thude biét duoc gde, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B6 Y té.Két luan: Khong déap ting quy dinh vé paten
cAp cho hoat chét.29/3: Patent CA 709811 xac lap
pham vi bao hd cho duoc pham chéng dai thao duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cap cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQONG PATENT:Merck KGaA xac nhin
Lipha SA d4 mua lai quyén so hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién ciia
Cong ty da qudc gia Merck KGaA)
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6 . Glucophage XR
SPK:VN-14264-11

Metformin hydrochlorid-500mg

Vién phong thich kéo dai - Hop 15 vi x 08
vién

-SX: Merck Sante s.a.s ( dong goi:
PT.Merck Tbk., Indonesia)Phap

PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) ->
Bi khong nam trong danh sach 14 co quan s hitu tri
tué dugc xem xét dé cong bd thude biét dugc gde.

2. US 6475521 (Bristol-Myers Squibb)

PHAM VI: Bi: San pham duoc pham méi (diém yéu
cau bao hd 1, Hoat chat Metformine - Tra ciru
Martindale)

US: Pham vi bao hd chi la phuong phép bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan so hitu
cong nghiép Bi khong ndm trong s cac co quan s
hiru tri tué duoc che“ip nhén néu trong Muc V cia
"Quy dinh tam thoi vé cac tai liéu can cung cp dé
cong bd céc danh muc thude biét duoc géc, thube
tuong duong diéu tri v6i thude biét duoc gde, thude
¢ tai liéu chung minh tuong duong sinh hoc" dugc

ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua

BoY té.Két ludn: Khong dap ing quy dinh vé paten
cap cho hoat chat.29/3: Patent CA 709811 xéc lap

pham vi bao ho cho dwoc phdm chdng dai thio duong

chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQONG PATENT:Merck KGaA xac nhin
Lipha SA d4 mua lai quyén s& hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién ciia
Cong ty da qudc gia Merck KGaA)
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7 . Glucophage XR
SPK:VN-15546-12

8 . Gonal-f
SPK:VN-11197-10

Metformin hydrochlorid-750mg

Vién phong thich kéo dai - Hop 02 vix 15
vién

-SX: Merck Sante s.a.sPhap

Follitropin alfa-3001U/0.5ml
Hop 1 bat tiém chira 0.5ml dung dich tiém
-SX: Merck Serono S.p.AY

PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) ->
Bi khong nam trong danh sach 14 co quan sé hitu tri
tué dugc xem xét dé cong bd thude biét dugc gde.

2. US 6475521 (Bristol-Myers Squibb)

PHAM VI: Bi: San pham duoc pham méi (diém yéu
cau bao hd 1, Hoat chat Metformine - Tra ciru
Martindale)

US: Pham vi bao hd chi la phuong phép bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan so hitu
cong nghiép Bi khong nim trong sb cac co quan s
hiru tri tué duoc chép nhén néu trong Muc V cuia
"Quy dinh tam thoi vé cac tai liéu can cung cp dé
cong bd céc danh muc thude biét duoc géc, thube
tuong duong diéu tri v6i thude biét duoc gde, thude
¢ tai liéu chirng minh tuong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
B6 Y té.Két luan: Khong déap ting quy dinh vé paten
cAp cho hoat chét.29/3: Patent CA 709811 xac lap
pham vi bao ho cho dwoc phdm chdng dai thio duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride Két luan: Khong d4p tng
quy dinh vé paten cap cho hoat chit.

PATENT: EP 0211894 B1(Appliedd Research
System ARS Holding)

PHAM VI: EP: Pham vi bao ho 1a quy trinh diéu ché
hoat chét sinh hoc Follitropin alfa, khong phai bao
hé cho cong thirc hoat chit

Patent EP 0211894 xac 1ap pham vi bao ho cho quy
trinh diéu ché hormone kich thich nang trimg nguoi
¢6 chu tric heterodimer, don vi duédi ciu tric chua
trudng thanh ctia hormone kich thich nang trimg
ngudi, DNA tai to hop ma hoa don vi dudi cu tric
chua trudng thanh cua hormone kich thich nang trirng
ngudi, vector va vector biéu hién. Tuy nhién, patent
nay khong xac lap pham vi bao ho cho hoat chat
Follitropin alfa.

Két ludn: Khoéng dap g quy dinh vé patent cdp cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQONG PATENT:Merck KGaA xac nhin
Lipha SA d4 mua lai quyén s& hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién ciia
Cong ty da qudc gia Merck KGaA)

CHU SO HUU SP: erck KGaA

CHU/CHUYEN NHUGQNG PATENT:1. Appliedd Research
System ARS Holding

2. Cong ty xac nhan Appliedd Research System ARS Holding
la cong ty con ciia Merck Serono SA va Merck Serono SA 1a
cong ty con cua Merck KGaA
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9 . Gonal-f Follitropin alfa-75IU (5.5mcg) PATENT: EP 0211894 B1(Appliedd Research CHU SO HU'U SP: Merck KGaA
SDK:VN-9304-09 Hop 1 lo bot va 1 bom tiém chira dung méi  System ARS Holding) CHU/CHUYEN NHUGQNG PATENT:1. Appliedd Research
-SX: Merck Serono S.AThuy Sy PHAM VI: EP: Pham vi bao ho 14 quy trinh diéu ché System ARS Holding
hoat chat sinh hoc Follitropin alfa, khong phai bao 2. Cong ty xac nhan Appliedd Research System ARS Holding
ho cho cong thirc hoat chat la cong ty con ciia Merck Serono SA va Merck Serono SA 1a

Patent EP 0211894 xac 1ap pham vi béo hd cho quy cong ty con cua Merck KGaA
trinh diéu ché hormone kich thich nang trimg ngudi
¢6 chu tric heterodimer, don vi dudi cAu trac chua
tredng thanh ctiia hormone kich thich nang tring
ngudi, DNA tai tb hop ma hoa don vi dudi ciu trac
chua trudng thanh cia hormone kich thich nang tring
ngudi, vector va vector biéu hién. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Follitropin alfa.

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

27.2 Pham vi bio hd 13 dang bio ché (Tong so6: 1)

1 . Erbitux Cetuximab-5gm/ml PATENT: EP 1687031 va US 0177068A1 (Merck CHU SO HINJ"U SP: Merck KGaA
SPK:VN1-574-11 Thubc tiém truyén, lo 20ml Patent GmbH) ) 7 ) CHU/CHUYEN NHUONG PATENT:CH tai liéu x4c nhan
-SX: Merck KGaADuc PHAM VI: biéu ché dugc pham chira khang thé Merck Patent GmbH 1a cong ty thanh vién ciia Merck KGaA

chéng lai cac thu thé EGF -> Giai trinh lam 13 pham
vi bao h¢ trong Patent 14 hoat chat Cetuximab

29/1: Cong ty giai trinh do Cetuximab la mot khang
thé nén hién khong c6 Patent bao hd cho hoat chét
nay.

- Patent d4 ndp bao ho cho ché pham ¢ dang dung
dich nuéc chira khang thé

- Thudc Erbitux dugc ndp dang ky 1an dau theo dang
bao mat dir lidu v6i ddy du Ho so 1am sang va da
duge cAp SO luu hanh 1an dau cho thude mai

28 Tén doanh nghiép dé nghi cong b6: VPDPD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 18).
28.1 B6 sung tai liéu vé viéc chuyén nhuwong Patent (Tong so: 7)
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1 . Esmeron 2,5ml

SDK:VN-7935-09

2 . Esmeron Sml
SPK:VN-6764-08

Rocuronium bromide-10mg/ml

Hop 2 vi x 5 10 2,5ml dung dich tiém tinh
mach 10mg/ml

-SX: N.V. OrganonHa Lan

Rocuronium bromide-10mg/ml

Hop 10 1o x 5 ml dung dich tiém tinh mach
10mg/ml

-SX: N.V. OrganonHa Lan

PATENT: US 4,894,369 (Akzo NV)

PHAM VI: US: Pham vi bao h¢ 1a cong thirc chung,
khong bao ho cu thé cho hoat chit Rocuronium
16/4: Cong ty bd sung patent AU 608313 va giai
trinh Diém yéu cau bao ho s6 9 (vi du 23) 1a hoat
chat Rocuronium

Patent US 4,894,369 chi xac 1ap pham vi bao ho cho
hop chat co cong thirc chung. Patent nay khong xac
1ap pham vi bao hd tryc tiép cho hoat chét
Rocuronium Bromide.Két luan: Khong dap ung quy
dinh vé patent cép cho hoat chat.

16/4: Biém 9 yéu cau bao ho (hop chat néu trong Vi
du 23) ctia patent AU 608313 xac 1ap pham vi bao hd
cho hoat chat Rocuronium Bromide.Két luan: Pép
mg quy dinh vé patent cip cho hoat chat.

PATENT: US 4,894,369 (Akzo NV)

PHAM VI: US: Pham vi bao hd 1a cong thirc chung,
khong bao ho cu thé cho hoat chat Rocuronium
16/4: Cong ty bd sung patent AU 608313 va giai
trinh Piém yéu cau bao ho s6 9 (vi du 23) 1a hoat
chat Rocuronium

Patent US 4,894,369 chi xac 1ap pham vi bao ho cho
hop chit c6 cong thirc chung. Patent nay khong xac
1ap pham vi bao hd tryc t1ep cho hoat chat
Rocuronium Bromide.Két luan: Khong dap ung quy
dinh vé patent cip cho hoat cht.

16/4: Biém 9 yéu cau bao ho (hop chat néu trong Vi
du 23) ctia patent AU 608313 xac lap pham vi bao hd
cho hoat chat Rocuronium Bromide.Két luan: Dap
mg quy dinh vé patent cip cho hoat chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1. Akzo NV

2. Dé nghi cong ty cung cap tai lidu vé viéc chuyén nhugng
Patent gitra Akzo NV va Merck Sharp & Dohme; giai trinh vé
viéc N.V. Organon san xuét theo iy quyén va tiéu chuan cua
Merck Sharp & Dohme

CHU SO HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1. Akzo NV

2. P& nghi cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitta Akzo NV va Merck Sharp & Dohme; giai trinh vé
viéc N.V. Organon san xuét theo uy quyen va tiéu chuén cia
Merck Sharp & Dohme
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3 .Invanz 1g, H/11¢
SPK:VN-8831-09

4 . Puregon Inj
3001U/0.36ml, H/1
cartridge
SPK:VN-8885-09

Ertapenem Sodium 1g-1 g

Bot pha tiém; Hop 1 1o Bot pha tiém

-SX: Laboratoire Merck Sharp & Dohme -
Chibret (Mirabel)Phap

Follitropin beta-300 [U / 0,36 mL
Cartridge; Mbi hop mot Cartridge
-SX: N.V. ORGANONHa Lan

PATENT: US 5952323 (Merck&Co Inc)

PHAM VI: US: Khang sinh Carbapenem (Piém yéu
ciu bao ho 1; Hoat chét Ertapenem)

9/4: Cong ty bd sung Patent US 5478820 (Zeneca
Ltd)

16/4: Cong ty giai trinh Piém yéu ciu bao ho s6 3
cua Patent US 5478820 xac 1ap pham vi bao hd cho
hoat chét Ertapenem

Diém 1 yéu cau bao ho cia patent US 5952323
khong xéac 1ap pham vi bao hd cho hoat chét
Ertapenem. Hop chat néu trong diém 1 yéu ciu bao
h¢ cua patent US 5952323 duoc thé nhom carboxy
gan vi tri 1 ctia vong pyrrolidine, trong khi hoat chét
Ertapenem chira nguyén tir H ¢ vi tri nay.

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

16/4: Piém 3 yéu ciu bao ho cua patent My s6 US
5478820 xac 1ap pham vi bao ho cho hoat chét
Ertapenem Sodium.

Ké} luan: Dap umg quy dinh vé patent cAp cho hoat
chat.

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof -> Giai trinh lam
rd pham vi bao hd 1a hoat chét Follitropin beta

Diém 4 yéu cau bao ho cia patent US 5767251 xac
1ap pham vi bao hé cho hoat chét Follitropin beta
trong san pham Puregon. bay 1a hormone kich thich
thich nang trimg ngudi (c6 cau tric heterodimer) duge
san xuit bang phuwong phap tai t6 hop.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUOQNG PATENT:1. Merck&Co Inc

2. Cong ty Merck & Co Inc xac nhéan da sap nhép vadi Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

3. Pé nghi Cong ty giai trinh va cung cap tai liéu mbi lién hé
gitta Laboratoire Merck Sharp & Dohme - Chibret (Mirabel) va
Merck Sharp & Dohme Corporation

9/4: Cong ty cung cap tai liéu thoa thuan vé viéc chuyén giao
ban quyén sang ché Ertapenem cua Zeneca cho Merck&Co Inc

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1.Genzyme Corp.
2.bé nghi Cong ty cung cAp tai liéu vé viéc chuyén nhuong
Patent gitta Genzyme Corp. va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc N.V. ORGANON.san xuét theo ty quyén
cua Merck Sharp & Dohme Corp.
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5 . Puregon Inj
6001U/0.72ml, H/1
cartridge
SDK:VN-8884-09

Follitropin beta-600 IU / 0,72 mL
Cartridge; Mbi hop mot Cartridge
-SX: N.V. ORGANONHa Lan

6 . Puregon Sol 100IU, Follitropin beta-100 [U
H/1 19 Lo; M&i hop mét lo
SPK:VN-5687-08 -SX: N.V. ORGANONHa Lan

7 . Puregon Sol 50IU, Follitropine beta -50 [U
H/11lo Dung dich tiém; Hop mét lo
SPK:VN-5688-08 -SX: N.V. ORGANONHa Lan

28.2 Khong dap tng quy dinh (Tong sb: 10)

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof -> Giai trinh lam
rd pham vi bdo hé 1a hoat chét Follitropin beta

Diém 4 yéu cau bao ho cia patent US 5767251 xac
1ap pham vi bdo hg cho hoat chét Follitropin beta
trong san pham Puregon. Day Ia hormone kich thich
thich nang trimg nguoi (c6 cau trac heterodimer) duoc
san xuét bang phuong phap tai t6 hop.

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

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof -> Giai trinh lam
13 pham vi bao ho 13 hoat chét Follitropin beta

Diém 4 yéu cau bao ho cia patent US 5767251 xac
1ap pham vi bao ho cho hoat chét Follitropin beta
trong san pham Puregon. bay 1a hormone kich thich
thich nang trimg nguoi (c6 cau tric heterodimer) duoc
san xuat bang phwong phap tai t6 hop.

Ke:c luan: Dap ung quy dinh vé patent cip cho hoat
chat.

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof -> Gidi trinh lam
rd pham vi bao hd 1a hoat chét Follitropin beta

Diém 4 yéu cau bao ho cua patent US 5767251 xéc
1ap pham vi bao hd cho hoat chét Follitropin beta
trong san pham Puregon. P4y 1a hormone kich thich
thich nang trimg ngudi (c6 ciu trac heterodimer) duoc
san xuit bang phuwong phap tai t6 hop.

Két luan: Dap tmg quy dinh vé patent cip cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUONG PATENT:1.Genzyme Corp.

2. Pé nghi Cong ty cung cép tai lidu vé viéc chuyén nhugng
Patent gilta Genzyme Corp. va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc N.V. ORGANON san xuat theo iy quyén
cua Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUONG PATENT:1.Genzyme Corp.

2.bé ngh1 Cong ty cung cp tai liéu vé viéc chuyén nhuong
Patent gitra Genzyme Corp. va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc N.V. ORGANON.san xuét theo ty quyén
cua Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUONG PATENT:1.Genzyme Corp.

2. Pé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitta Genzyme Corp. va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc N.V. ORGANON san xuét theo iy quyén
cua Merck Sharp & Dohme Corp.
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1 . Clarinase Repetabs, Pscudoephedrine, Loratadine-
H/14 vién Vién; Mbi hop chira 14 vién
SPK:VN-3821-07 -SX: Schering-Plough Labo N.V.Bi

2 . Diprospan 1ml
SPK:VN-15551-12

Betamethasone dipropionate 6,43 mg/ml +
betamethasone Na phosphate 2,63mg/ml-
6,43 mg/ml + 2,63mg/ml

Hbn dich tiém; M&i hop chira 1 éng 1 mL
-SX: Schering-Plough Labo N.V.Bi

PATENT: EP 0042544 B1 (Schering Corporation)
PHAM VI: EP: Novel antihistamines, process for
their preparation and pharmaceutical compositions
containing them -> Pham vi bao h¢ cho hoat chat,
khong phai cho hdn hop 2 hoat chit Pseudoephedrine
va Loratadine

Patent EP 0042544 B1 xac lap pham vi bao ho cho
hoat chét Loratadine (xem diém 10 yéu ciu bao ho)
ma khong xac 1ap pham vi bao ho cho hdn hop hai
hoat chét Pseudoephedrine va Loratadine.

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

PATENT: US 3053865 (Merck&Co Inc)

US 4775529 (Schering Corp.)

PHAM VI: US 3053865:Compound patent -> Pham
vi bao h¢ khong phai 1a hoat chit Betamethasone.

US 4775529 : Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chat

Patent US 3053865 co dé cap dén hoat chit
Betamethasone trong phén mo ta, cu thé & cot 10,
dong 23-24, tuy nhién phan yéu cau bao ho xac 1ap
pham vi bao ho khong phai 14 hoat chat
Betamethasone.

Diém 5 va diém 6 cua patent US 4775529 x4c lap
pham vi bao ho nuéc thom (lotion) dung khu tra
chtra hoat chit Betamethasone dipropionate. Tuy
nhién patent nay khong xac 1ap pham vi bao h tryc
tiép hoat chit Betamethasone ciing nhu khong bao ho
tryc tiép cho hdn hop Betamethasone dipropionate va
Betamethasone Na phosphate.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hdn hop hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1. Schering Corporation
2. Pé nghi Cong ty cung cép tai lidu vé viéc chuyén nhugng
Patent gilta Schering Corporation va Merck Sharp & Dohme
Corporation; giai trinh vé& viéc SP Labo N.V. san xuat theo ty
quyén va tiéu chuan cia Merck Sharp & Dohme Corporation

CHU SO HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc xac nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
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3 . Fosamax Plus
Tablet

Alendronate Natri, Colecalciferol (Vitamin
D3) -70 mg/ 2800 UT

Vién nén; Hop 1 vi X 2 vién; Hop 1 vi X 4
vién nén

-SX: Frosst Iberica S.A.Tay Ban Nha

4 . GARDASIL Inj
0.5mL/dose
SPK:QLVX-0413-11

Vaccin tai t6 hop tir gi4 phong vi-rit HPV
& nguoi typ 6, 11, 16, 18-0.5mL/ liéu

Dich treo v6 khuén; Hop 1 1o X 1 lidu X
0,5 mL; Hop 10 1o X 1 liéu X 0,5 mL

-SX: Merck Sharp & Dohme Corp.Hoa Ky

5 . Orgalutran 0.25/0.5 Ganirelix 0,25mg-0.25/0.5

Sol 0.5mg H/1 bom Bom tiém; Mdi hop chira mot bom tiém
tiém -SX: VETTER PHARMADGc
SPK:VN-7760-09

PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
B6 sung ndi dung Patent

PHAM VI: VN 5715: Thanh pham dugc chira hop
chat Biphosphonat ¢6 tac dung trc ché tiéu xuong

VN 5734: Str dung acid alendronic hoac mudi duge
dung ctia n6 dé san xuat thude e ché tiéu xuong.

9/4: Cong ty giai trinh patent VN 5715 c¢6 pham vi
bao ho 14 hon hop hoat chét

GT: Cong ty cung cap Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xéc 1ap pham
vi bao ho cho quy trinh diéu ché dan xuét acid
biphosphonic. Tuy nhién, patent nay khong xac lap
pham bao ho cho hdn hop hoat chit gdm Alendronate
Natri va Colecalciferol. Két luan: Khong dép Gmg quy
dinh vé patent cép cho hdn hop hoat chat. Huéng
khic phuc: Xéc dinh chinh xéc patent xac lap pham
vi bao ho cho hdn hop hoat chit gdm Alendronate
Natri va Colecalciferol (néu co).

PATENT: US 5820870 (Merck&Co Inc)

PHAM VI: US: Recombinant human papillomavirus
type 18 vaccine -> Pham vi bao h¢ chi cho vaccin
tuyp 18, khong phai cho hdn hop cac tuyp vaccin
US 5820870 xac lap pham vi bao hd cho vaccine
phong virut HPV type 18 (c4c diém 5 va 6 yéu cau
bao hg). Tuy nhién, patent nay khong xac 1ap pham
vi bao ho cho té hop vaccine phong virut HPV type
6,11, 16 va 18.

Két luan: Khong dap tng quy dinh vé patent cip cho
hén hop vaccine.

PATENT: US 5767082 (Syntex USA)

PHAM VI: US:Nonapeptide and decapeptide analogs
of LHRH useful as LHRH antagonists -> Giai trinh
lam rd pham vi bao hd 1a hoat chit Ganirelix

Patent US5767082 xac 1ap pham vi bao hd cho cac
phuong phap phong ngira va diéu tri bénh bao gdm
bude st dung chat twong tu chit d6i khang LHRH
nona hodc decapeptit. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chit Ganirelix.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme (Asia) Ltd
CHU/CHUYEN NHUONG PATENT:Chua c6 tai li¢u chimg
nhan chuyén quyén s& hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai li¢u

9/4: Cong ty cung cap hop dong thoa thuan chuyén giao quyén
san xuat tir Merck Sharp & Dohme International Ser BV cho
Frosst Iberica S.A.

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUQONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc xéc nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

CHU SO HU'U SP: Merck Sharp & Dohme
CHU/CHUYEN NHUQONG PATENT: 1. Syntex USA

2. Pé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Syntex USA va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc VETTER PHARMA san xuét theo iy
quyén ctiia Merck Sharp & Dohme Corp.
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6 . Peg-Intron 50mcg,
H/1 lg+dung moi
SPK:VN-6307-08

7 . Peg-Intron 80mcg,
H/1 lg+dung méi
SPK:VN-6308-08

Peginterferon alfa-2b-50 mcg

Bot pha tiém; Hop 1 1o bot va mot lo dung
moi pha tiém

-SX: Schering - Plough (Brinny) Co.Ireland

Peginterferon alfa-2b-80 mcg

Bot pha tiém; Hop 1 1o bot va mot lo dung
moi pha tiém

-SX: Schering - Plough (Brinny) Co.Ireland

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao h¢ la dang
bao ché, khong phai bao ho cho hoat cht.
Patent EP 1066059B1 xac 1ap pham vi bao hd cho
ché pham cho phép 1am 6n dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chat dém, chit 6n dinh, chét bao vé dong lanh
la saccharose, dung méi, quy trinh bao ché bot dong
khé chira ché pham nay, bot dong khé thu dwoc theo
quy trinh nay, va quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Peginterferon alfa-2b.
Két luan: Khong dap tmg quy dinh vé patent cap cho
hoat chét.

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao h¢ 1a dang
bao ché, khong phai bao ho cho hoat chét.

Patent EP 1066059B1 xac 1ap pham vi bao ho cho
ché phim cho phép 1am én dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chit dém, chét on dinh, chit bao vé dong lanh
1a saccharose, dung méi, quy trinh bao ché bot dong
kho chira ché pham nay, bot dong kho thu dugce theo
quy trinh nay, va quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
nay khong xac lap pham vi bao ho cho hoat chat
Peginterferon alfa-2b.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1.Schering Corporation
2. Cong ty Merck & Co Inc xac nhéan da sap nhép vadi Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1.Schering Corporation
2. Cong ty Merck & Co Inc xéc nhan da sap nhap voi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
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8 . Peg-Intron Redipen Peginterferon alfa-2b-100 mcg
100mcg, H/1 but But tiém; Hop mot but tiém dong san Bot
SPK:VN-8276-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

9 . Peg-Intron Redipen Peginterferon alfa-2b-50 mcg
50mcg, H/1 but But tiém; Hop mot but tiém dong san Bot
SPK:VN-8277-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

PATENT: EP 1066059B1 (Schering Corporation)
(Chua c6 ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> B6 sung noi dung
Patent dé chung minh pham vi bao hd 1a hoat chét
Peginterferon alfa-2b.

Patent EP 1066059B1 xdc l1ap pham vi bdo ho cho
ché phim cho phép 1am én dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chat dém, chit 6n dinh, chét bao vé dong lanh
1a saccharose, dung méi, quy trinh bao ché bot dong
kho chtra ché phém nay, bot dong kho thu dugc theo
quy trinh nay, va quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Peginterferon alfa-2b.

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

PATENT: EP 1066059B1 (Schering Corporation)
(Chua c6 ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> B6 sung ndi dung
Patent dé chung minh pham vi bao hd 1a hoat chét
Peginterferon alfa-2b.

Patent EP 1066059B1 xac 1ap pham vi bao ho cho
ché phim cho phép 1am én dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chit dém, chét on dinh, chit bao vé dong lanh
1a saccharose, dung méi, quy trinh bao ché bot dong
kho chira ché pham nay, bot dong kho thu dugce theo
quy trinh nay, va quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
nay khong xac lap pham vi bao ho cho hoat chat
Peginterferon alfa-2b.

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

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Schering - Plough Ltd.

CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu xac nhan
viéc chuyén quyén s hitu Patent tir Schering Corporation cho
Merck Sharp & Dohme (Asia) Ltd -> Dé nghi bo sung tai liéu
GT: Cong ty Merck & Co Inc xac nhan da sap nhap voi
Schering plough Corporation va d6i tén thanh Merck Sharp &
Dohme Corporation vao nam 2009.

CHU SO HU'U SP: Schering - Plough Ltd.

CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu xac nhan
viéc chuyén quyén so hitu Patent tir Schering Corporation cho
Merck Sharp & Dohme (Asia) Ltd -> D& nghi bd sung tai liéu
GT: Cong ty Merck & Co Inc xac nhan da sap nhap voi
Schering plough Corporation va dbi tén thanh Merck Sharp &
Dohme Corporation vao nam 2009.
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10 . Peg-Intron Redipen Peginterferon alfa-2b-80 mcg
80mcg, H/1 but But tiém; Hop mot but tiém dong san Bot
SPK:VN-8278-09 va dung méi pha tiém
-SX: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

PATENT: EP 1066059B1 (Schering Corporation)
PHAM VI: EP: Formulations for protection of peg-
interferon alpha conjugates -> Pham vi bao h¢ la dang
bao ché, khong phai bao ho cho hoat cht.

Patent EP 1066059B1 xac lap pham vi bao hd cho
ché pham cho phép 1am 6n dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chit dém, chat 6n dinh, chat bao vé dong lanh
1a saccharose, dung méi, quy trinh bao ché bot dong
khé chira ché pham nay, bot dong khé thu dwoc theo
quy trinh nay, va quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
nay khong xéac 1ap pham vi bao ho cho hoat chat
Peginterferon alfa-2b.

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

28.3 Pham vi bio hd chwa rd, dé nghi lam ré néi dung bio hd (Tong so: 1)

1 . Fosamax
SPK:VN-8834-09

Alendronate 70mg-70 mg
Vién; Moi hop chira 2 vién
-SX: Merck Sharp & Dohme (Italia) S.p.AY

PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
B6 sung ndi dung Patent

PHAM VI: VN 5715: Thanh phidm duoc chira hop
chét Biphosphonat c6 tac dung trc ché tiéu xuong.
VN 5734: St dung acid alendronic hodc mubi duge
dung cua n6 dé san xuét thude e ché tiéu xuong.
9/4: Cong ty giai trinh Piém yéu cau bao hd 5 va 6
trong Patent VN5715 14 hoat chat Alendronate

GT: Cong ty cung cap Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xéc 1ap pham
vi bao hd cho quy trinh diéu ché dan xuét acid
biphosphonic. Tuy nhién, patent nay khéng xac 1ap
pham bao ho cho hoat cht Alendronate.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét Alendronate (néu co).

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT:1. Schering Corporation
2.Cong ty Merck & Co Inc xac nhan da sap nhap véi Schering
plough Corporation va déi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

CHU SO HINJ"U SP: Merck Sharp & Dohme (Asia) Ltd
CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu ching
nhan chuyén quyén s& hitu patent tir Merck&Co Inc cho Merck
Sharp & Dohme (Asia) Ltd -> B4 sung tai liéu

29 Tén doanh nghiép dé nghi cong bé: VPDPD Novartis Pharma Services AG tai TPHCM

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 7).

29.1 Khéong dap @ng quy dinh (Tong sb: 7)
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1 . Ca-C 1000 SANDOZCalcium carbonate, Calcium lactat

2 . CALCIUM-SANDOZCalcium carbonat, Calcium lactat gluconat,

D3 600/400
SPK:VN-11216-10

3 . GALVUS MET
50MG/1000mg
SDK:VN1-652-12

gluconate, vitamin C-Ca-C 1000mg
Hop 1 vi x 10 vién sui bot
-SX: Famar FrancePhap

Cholecalciterol-600mg Calcium, 400 IU
Cholecalciterol

Hop 1 tuyp x 10, 20 vién sui bot

-SX: Famar FrancePhap

Vildagliptin, metformin HCI-50mg
Vildagliptin, 1000mg metformin HCI
Hop 6 vi x 10 vién nén bao phim

-SX: Novartis Pharma Stein AGThuy Sy

PATENT: US 4,867,977 (Sandoz Ltd)

PHAM VI: Mubi calcium -> Pham vi bao hd cho 2
hoat chét Calcium carbonate, Calcium lactat
gluconate (khong phai cho hdn hop 3 hoat chat
Calcium carbonate, Calcium lactat gluconate, vitamin
C)

Piém 2 yéu cau bao ho cia patent US 4867977 xac
1ap pham vi bao hd cho dugc phém chira hdn hop
gdm calcium carbonate, calcium lactate gluconate va
axit hitu co polycarboxylic khong thom (khéng bao
gdm ascorbic acid- Vitamin C).

Két luan: Khong dap tng quy dinh vé patent cip cho
hén hop 3 hoat chit calcium carbonate va calcium
lactate gluconate va vitamin C.

PATENT: US 4,867,977 (Sandoz Ltd)

PHAM VI: Mudi calcium -> Pham vi bao hd cho 2
hoat chét Calcium carbonate, Calcium lactat
gluconate (khong phai cho hdn hop 3 hoat chét
Calcium carbonate, Calcium lactat gluconate,
Cholecalciterol)

Diém 2 yéu cau bao ho cua patent US 4867977 xéc
1ap pham vi bao ho cho dugc pham chira hdn hop
gom calcium carbonate, calcium lactate gluconate va
axit hitu co polycarboxylic khong thom (khong bao
gdm cholecalciterol- mot dang ctia vitamin D, ciing
duoc goi la vitamin D3).

Két luan: Khong dap ung quy dinh vé patent cap cho
hdn hop 3 hoat chat calcium carbonate va calcium
lactate gluconate va cholecalciterol.

PATENT: VN 5529 (Novartis AG)

PHAM VI: Hop chét 2-xyanopyrolidin duoc thé & vi
tri ciia Nito -> Pham vi bao ho 1a hoat chit, khong
phai 12 hdn hop 02 hoat chat Vildagliptin va
Metformin HCl

Patent VN 5529 xéc 1ap pham vi bao hd cho hoat
chét Vildagliptin (diém 4 yéu cu bao ho). Tuy
nhién, patent nay khong xac 1ap pham vi bao ho cho
hdn hop hoat chat Vildagliptin va Metformin HCI.
Két luan: Khong dap tmg quy dinh vé patent cap cho
hén hop hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUQNG PATENT:Sandoz Ltd

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUOQNG PATENT:Sandoz Ltd

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUGNG PATENT:
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4 . GALVUS MET
50MG/850MG
SPK:VN1-653-12

Vildagliptin, metformin HCI-50mg
Vildagliptin, 850mg metformin HCl
Hop 6 vi x 10 vién nén bao phim

-SX: Novartis Pharma Stein AGThuy Sy

5 . GENTEAL
SDK:VN-7765-09

Hydroxypropyl methyl-cellulose-3mg/ml

Hép 1 lo 10ml thudc nhé mét

PATENT: VN 5529 (Novartis AG)

PHAM VI: Hop chat 2-xyanopyrolidin dugc thé ¢ vi
tri ciia Nito -> Pham vi bao ho 13 hoat chit, khong
phai 12 hdn hop 02 hoat chét Vildagliptin va
Metformin HCl

Patent VN 5529 xéc 1ap pham vi bao hd cho hoat
chat Vildagliptin (diém 4 yéu cu bao ho). Tuy
nhién, patent ndy khong xéac 14p pham vi bao hd cho
hdn hop hoat chat Vildagliptin va Metformin HCL
Két ludn: Khong dap tmg quy dinh vé patent cdp cho
hén hop hoat chat.

PATENT: US 5,607,698 (Ciba-Geigy Corporation)
US 5683993 (Ciba Vision Corporation)

US 5858996 (Ciba Vision Corporation)

US 5725887 (Ciba Vision Corporation)

PHAM VI: Giai trinh 1am rd pham vi bao ho cua cac
Patent trén 1a hoat chit Hydroxypropyl
methylcellulose.

US 5607698 xac lap pham vi bao ho cho phuong
phap bao quan dung dich thubc boi tron mit, thuoc
lam 4m mit va thubc ding dé chira bénh viém mét va
phuong phap diéu tri bénh cho mét. US 5683993 xac
1ap pham vi bao ho cho ché pham nuéc ding dé chira
bénh viém mit chira polymer va phuong phap lam
on dinh ché pham nuéc dung dé chira bénh viém mit
chura polyme. US 5858996 xac 1ap pham vi bao ho
cho ché phdm duoc lam 6n dinh chtra polymer va
phuong phép lam 6n dinh ché pham chira polymer.
US 5725887 xac 1ap pham vi bao h cho duogc phém
dung dé chira bénh viém mit duoc bao quan b?lng
hydrogen peroxide dwoc 1am 6n dinh. Tuy nhién, cac
patent nay khong xac 1ap pham vi bao hd cho chinh
hoat chat hydroxypropyl methyl cellulose.

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

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUQNG PATENT:

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUONG PATENT:1. Ciba Vision
Corporation (Chua c6 tai lidu vé viéc chuyén quyén so hitu
Patent gitra Ciba Vision Corporation va Novartis AG)

2. Giai trinh 1am rd mbi lién hé gitra nha san xuat va chu so
hiru san pham.
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6 . GENTEAL GEL  Hydromellose, carbomer-30mg

SPK:VN-7936-09 Hydromellose, 22mg carbomer
Hop 1 tuyp 10g gel nhé mit
-SX: Excelvision AGThuy S§

7 . Lucentis Ranibizumab-10mg/ml
SPK:VN1-443-11 Hop 1 lo 0,3ml dung dich tiém
-SX: Novartis Pharma Stein AGThuy Sy

30 Tén doanh nghiép dé nghi cong bo:

PATENT: US 5,607,698 (Ciba-Geigy Corporation)
US 5683993 (Ciba Vision Corporation)

US 5858996 (Ciba Vision Corporation)

US 5725887 (Ciba Vision Corporation)

PHAM VI: Giai trinh 1am rd pham vi bao ho cua cac
Patent trén 1a hoat chat Hydroxypropyl
methylcellulose.

US 5607698 xac lap pham vi bao ho cho phuong
phap bao quan dung dich thudc boi tron mét, thuoc
lam 4m mat va thudc ding dé chira bénh viém mét va
phuong phap diéu tri bénh cho mét. US 5683993 xac
13p pham vi bao hg cho ché phdm nude ding dé chira
bénh viém mit chira polymer va phwong phap lam
6n dinh ché pham nudc ding dé chira bénh viém mét
chira polyme. US 5858996 xac 1ap pham vi bao ho
cho ché phim duoc 1am 6n dinh chira polymer va
phuong phap 1am 6n dinh ché pham chia polymer.
US 5725887 xéc lap pham vi bao hd cho dugc phém
dung dé chira bénh viém mat dugc bao quan bang
hydrogen peroxide dugc lam 6n dinh. Tuy nhién, cac
patent nay khong xac 1ap pham vi bao h¢ cho chinh
hoat chat hydroxypropyl methyl cellulose.

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

PATENT: EP 0 973 804 B1 (Genetech Inc)

PHAM VI: EP: Khang thé Anti-VEFG -> Giai trinh
lam rd pham vi bao h trong Patent 1a hoat chét
Ranibizumab.

Patent EP0973804B1 xac lap pham vi bao ho cho
khang thé anti-VEFG. Tuy nhién. Patent nay khong
xac 1ap pham vi bao hd cho hoat chét Ranibizumab.
Két luan: Khong dap tmg quy dinh vé patent cap cho
hoat chét.

VPDD Pfizer (Thailand) L.td

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

30.1 Co quan caAp patent khong nim trong DS 14 nwéc dwoc cong nhan. (Toéng sb: 2)

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUONG PATENT:1. Ciba Vision
Corporation (Chua c6 tai lidu vé viéc chuyén quyén so hitu
Patent gilta Ciba Vision Corporation va Novartis AG)

2. Giai trinh 1am rd mbi lién hé giira nha san xuat va chu so
hiru san pham.

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUONG PATENT:1. Genetech Inc

2. P& nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitta Genetech Inc va Novartis AG
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1 . Proctolog
SDK:VN-6763-08

2 . Proctolog
SPK:VN-8247-09

Trimebutine; Ruscogenins-Trimebutin
120mg, Ruscogenines 10mg

Vién danHop 2 vi x 5 vién

-SX: FarmeaPhap

Trimebutine; Ruscogenins-trimebutine
1,16g, ruscogenins 0,10g

Kem boi truc trangHop 1 tube 20g
-SX: FarmeaPhap

30.2 Khong dap vrng quy dinh (Tong so6: 11)

PATENT: Céng ty cung cap ban photo c6 dudng
dan ciia WIPO d¢ cap Co quan SHTT Viét Nam cap
(VN3261) va EP 0806949 do Co Co quan SHTT
Chau Au cap(chua 1a ban day du). Chu SH: Pfizer
Holding France. Dé nghi cung cap patent lién quan
hdn hop hoat chét (Trimebutine; Ruscogenins).
PHAM VI: - Dang bao ché vién nén duong udng
dugc bao chira Trimebutine Maleat va quy trinh bao
ché

28/1: Cong ty bd sung Patent Fr 2369M -> Co quan
SHTT Phéap khong nam trong danh sach 14 Co quan
SHTT dugc cong nhan

PATENT: Cong ty cung cap ban photo c6 duong
dan cua WIPO dé cip Co quan SHTT Viét Nam cip
(VN3261) va EP 0806949 do Co Co quan SHTT
Chéu Au cap(chua 14 ban day du). Chu SH: Pfizer
Holdmg France. D& nghi cung cap patent lién quan
hdn hop hoat chat (Trimebutine; Ruscogenins).
PHAM VI: - Dang bao ché vién nén duong udng
dugce bao chira Trimebutine Maleat va quy trinh bao
che

28/1: Cong ty bd sung Patent Fr 2369M -> Co quan
SHTT Phap khong nam trong danh sach 14 Co quan
SHTT dugc cong nhan

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUGQNG PATENT:28/1: Cong ty bo sung
tai liéu chuyén nhugng Patent giita Pfizer va Warrner-Lambert
va tai liéu chung nhan Laboratoires 1a cong ty con ciia Warrner-
Lambert

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUONG PATENT:28/1: Cong ty b6 sung
tai liéu chuyén nhuong Patent giita Pfizer va Warrner-Lambert
va tai li¢u chirng nhan Laboratoires 1a cong ty con cua Warrner-
Lambert
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SPK:VN-10462-10
cytosafe)
-SX: Pfizer (Perth) Pty. Ltd.Uc

2 . Campto
SPK:VN-10463-10
cytosafe)
-SX: Pfizer (Perth) Pty. Ltd.Uc

Irinotecan hydrochloride - 40 mg/2mL
Dung dich tiém truyénHép 1 lo 2 mL (lo

Irinotecan hydrochloride -100 mg/5mL
Dung dich tiém truyénHop 1 o5 mL (lo

PATENT: WO1996031513 (ban photto c6 duong
dan) do Co quan SHTT thé gidi cap. Cha SH:
Pharmacia& Up John Company. B) sung ban sao ¢
dau giap lai doanh nghiép.
PHAM VI: Quy trinh tong hop dan xuét
camptothecin trong d6 c6 hoat chat Irinotecan.
28/1: Cong ty cung cap patent US 4604463 -> Giai
trinh lam ro6 pham vi bdo hd trong Patent 1a hoat chét
Irinotecan hydrochloride
WO01996031513 chi 1a cong bd don quéc té, khong
phai patent. Két ludn: Khong dap umg quy dinh vé
patent cip cho hoat chit.28/1: Patent US 4604463
khong xac 1ap pham vi bao ho cho hoat chat
Irinotecan Hydrochloride. Trong s6 cac hop chét néu
trong yéu cau bao ho cua patent nay, khong c6 hop
chat nao c6 nhom bipiperidine gan vao vong
Camptothecin nhu trong hoat chat Irinotecan
Hydrochloride. Ngoai ra, patent nay chi xac 1ap pham
bao ho cho cac hop chit c6 cong thic chung, khong
xac 1ap pham vi bao ho cho céc hop chét cu thé. Két
ludn: Khong dap ing quy dinh vé patent cip cho hoat
chat.

PATENT: WO1996031513 (ban photto c6 duong
dan) do Co quan SHTT thé gi¢i cAp. Chii SH:
Pharmacia& Up John Company. B) sung ban sao ¢
dau giap lai doanh nghiép.

PHAM VI: Quy trinh tong hop dan xuat
camptothecin trong d6 ¢6 hoat cht Irinotecan.

28/1: Cong ty cung cap patent US 4604463 -> Giai
trinh 1am rd pham vi bao ho trong Patent 1a hoat chét
Irinotecan hydrochloride

WO1996031513 chi 1a cong bd don quéc té, khong
phai patent. Két luan: Khéng dap ung quy dinh vé
patent cp cho hoat cht.28/1: Patent US 4604463
khong xac 1ap pham vi bao hd cho hoat chét
Irinotecan Hydrochloride. Trong s cac hop chét néu
trong yéu cau bao ho cia patent nay, khong c6 hop
chat nao c6 nhom bipiperidine gin vao vong
Camptothecin nhu trong hoat chat Irinotecan
Hydrochloride. Ngoai ra, patent nay chi xac lap pham
bao ho cho cac hop chit c6 cong thic chung, khong
xac 1ap pham vi bao hd cho céc hop chét cu thé Két
luan: Khong dap ang quy dinh vé patent cip cho hoat
chat.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Ltd
CHU/CHUYEN NHUQNG PATENT:Cong ty d& cap Pfizer
mua Pharmacia& Up John Company. D& nghi cung cap tai lidu
phéap 1y lién quan viéc mua ban, sat nhap nay.
28/1: Cong ty cung cap tai liéu xac nhan Cong ty Yakult
Honsha Co.Ltd déng ¥ cép cho The Upjohn Company (la tién
than cua Cong ty Pharmacia Corporation va Pharmacia da mua
ban/sap nhap voi Pfizer Inc) quyén st dung Patent va tai liéu
chung nhan Pharmacia Corporation chuyén quyén st dung cho
Pfizer (Thailand) trong d6 c6 néu Pfizer (Perth) Pty. Ltd. la nha
san xudt

CHU SO HUU SP: Pfizer Thailand Ltd
CHU/CHUYEN NHUGQNG PATENT:Coéng ty dé cap Pfizer
mua Pharmacia& Up John Company. Dé nghi cung cip tai liéu
phép 1y lién quan viéc mua ban, sat nhap nay.
28/1: Cong ty cung cap tai liéu xdc nhan Cong ty Yakult
Honsha Co.Ltd dong y cAp cho The Upjohn Company (la tién
than cua Cong ty Pharmacia Corporation va Pharmacia da mua
ban/sap nhép voi Pfizer Inc) quyén sir dung Patent va tai licu
ching nhan Pharmacia Corporation chuyén quyén sir dung cho
Pfizer (Thailand) trong d6 c6 néu Pfizer (Perth) Pty. Ltd. la nha
san xuat
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3 . Feldene
SPK:VN-11236-10

4 . Feldene
SPK:VN-10466-10

Piroxicam-20mg/ml
Dung dich tiémHop 2 6ng 1mL
-SX: Pfizer PGMPhap

Piroxicam-20mg
Vién nén phan ra Hop 1 lo 15 vién
-SX: Pfizer PGMPhéap

PATENT: Céng ty cung cap dudng dan cua WIPO
xac nhan Co quan SHTT Chau Au cép
(EP0049099)(ban photo). Chu sé hiru: Pfizer INC. Dé
nghi cung cap ban giap lai cong ty

PHAM VI: Quy trinh tong hop hoat chit Piroxicam
28/1: Cong ty bd sung patent US 3591584 (Pfizer
Inc)

Patent EP0049099 xac 14p pham vi bao ho cho hop
chat trung gian dé diéu ché hoat chét Piroxicam. Tuy
nhién, patent ndy khong xac 14p pham vi bo hé cho
Piroxicam.Két luan: Khong déap tng quy dinh vé
patent cip cho hoat chat.28/1: Patent US 3591584
khong xdc 18p pham vi bao hg cho hoat chit
piroxicam. Trong s6 cac hop chat néu trong yéu cau
bao ho clia oatent nay, khong c6 hop chat nio chira
nhom pyridyl va chira hydroxy ¢ vi tri 4 trén vong
benzothiazine. Két luan: Khong dap ung quy dinh vé
patent cp cho hoat chét.

PATENT: Céng ty cung cip dudng din cia WIPO
xac nhan Co quan SHTT Chau Au cép
(EP0049099)(ban photo). Chu sé hiru: Pfizer INC. Dé
nghi cung cap ban giap lai cong ty

PHAM VI: Quy trinh tong hop hoat chét Piiroxicam
28/1: Cong ty bd sung patent US 3591584 (Pfizer
Inc)

Patent EP0049099 xac 1ap pham vi bao ho cho hop
chat trung gian dé diéu ché hoat chét Piroxicam. Tuy
nhién, patent ndy khong xac 14p pham vi bo hé cho
Piroxicam.Két luan: Khong dép ng quy dinh vé
patent cip cho hoat chat.28/1: Patent US 3591584
khong xac 1ap pham vi bao ho cho hoat chat
piroxicam. Trong sb cac hop chét néu trong yéu ciu
bao ho clia oatent nay, khong c6 hop chat nio chira
nhom pyridyl va chira hydroxy & vi tri 4 trén vong
benzothiazine. Két luan: Khong dap ung quy dinh vé
patent cip cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUQNG PATENT:Cung cip gidy chimg
nhan quyén s hiru patent Pfizer INC cho Pfizer Thailand Ltd
hodc gidy to phap 1y lién quan mdi quan hé 02 cong ty nay.
28/1: Cong ty cung cap tai liéu xac nhan viéc chuyén quyén sir
dung Patent tir Pfizer Inc cho Pfizer Thailand Ltd trong d6 néu
13 Pfizer PGM 1a nha san xuat san pham

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUQNG PATENT:Cung cip gidy chimg
nhan quyén s¢ hiru patent Pfizer INC cho Pfizer Thailand Ltd
hodc giay to phap 1y lién quan mdi quan hé 02 cong ty nay
28/1: Cong ty cung cap tai liéu xac nhan viéc chuyén quyén sir
dung Patent tir Pfizer Inc cho Pfizer Thailand Ltd trong d6 néu
13 Pfizer PGM 1a nha san xuat san pham
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5 . Lipitor
SPK:VN-14308-11

6 . Lipitor
SPK:VN-14309-11

Atorvastatin calcium- 40mg

Vién nén bao phimHop 3 vi x 10 vién
-SX: San xuét: Pfizer Ireland
Pharmaceuticals, Dong goi: Pfizer
Manufacturing Deutschland GmbHD1rc

Atorvastatin calcium- 10mg

Vién nén bao phimHop 3 vi x 10 vién
-SX: San xuat: Pfizer Ireland
Pharmaceuticals, Pong goi: Pfizer
Manufacturing Deutschland GmbHDirc

PATENT: - US 4681893 (Warner-Lambert
Company.)
PHAM VI: Hoat chit (US 4681893) -> Giai trinh,
lam rd lam r6 pham vi bao h chinh 1a hoat chét
hoat chit Artovastatin calcium
28/1: Cong ty bd sung Patent US 4681893 (Warner-
Lambert Company) -> Pham vi bao ho khong phai la
hoat chét Artovastatin
Patent US 4681893 khong xac 1ap pham vi bao ho
cho hoat chét Artovastatin Calcium. Hop chét néu
trong yéu cau bao ho cia patent nay chira nhém pyran
la nhom khong cé mit trong hoat chét Atorvastatin.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

PATENT: - US 4681893 (Warner-Lambert
Company.)
PHAM VI: Hoat chat (US 4681893) -> Giai trinh,
lam r& 1am r6 pham vi bao ho chinh 1a hoat chét
hoat chit Artovastatin calcium
28/1: Cong ty bd sung Patent US 4681893 (Warner-
Lambert Company) -> Pham vi bao h$ khong phai la
hoat chit Artovastatin
Patent US 4681893 khong xac 14p pham vi bao ho
cho hoat chat Artovastatin Calcium. Hop chét néu
trong yéu cAu bao ho cua patent ndy chira nhém pyran
1a nhom khéng c6 mit trong hoat chit Atorvastatin.
Két ludn: Khoéng dap ng quy dinh vé patent cdp cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUQNG PATENT:Cong ty d& cap Cong ty
Pfizer mua lai Warner-Lambert Company nhung khong cung cip
tai liéu. D& nghi cung cp tai liéu chimg minh sy mua ban sat
nhap nay hodc chuyén quyén so hitu patent tir Warner-Lambert
Company cho Pfizer Thailand Ltd

28/1: Cong ty bd sung tai liéu:

- Cong ty cung cAp tai liéu xac nhan Warner Lambert Company
LLC mua ban/sap nhap Pfizer Inc

- Cong ty cung cap tai liéu chuyén nhugng Patent tir Warner
Lambert Company LLC cho Pfizer Thailand trong d6 néu rd
Pfizer Ireland Pharmaceuticals 13 nha san xudt san phim

CHU SO HUU SP: Pfizer (Thailand) Ltd

CHU/CHUYEN NHUQNG PATENT:Céng ty d& cap Cong ty
Pfizer mua lai Warner-Lambert Company nhung khong cung cép
tai liéu. P& nghi cung cép tai liéu chimg minh sy mua ban sat
nhap nay hodc chuyén quyén so hitu patent tir Warner-Lambert
Company cho Pfizer Thailand Ltd

28/1: Cong ty bd sung tai ligu:

- Cong ty cung cap tai liéu xac nhan Warner Lambert Company
LLC mua ban/sap nhap Pfizer Inc

- Cong ty cung cap tai liéu chuyén nhugng Patent tir Warner
Lambert Company LLC cho Pfizer Thailand trong d6 néu ro
Pfizer Ireland Pharmaceuticals 1 nha san xuét san pham
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7 . Lipitor
SPK:VN-14307-11

8 . Sermion
SPK:VN-9793-10

Artovastatin Calcium-20mg

Vién nén bao phimHop 3 vi x 10 vién
-SX: San xuét: Pfizer Ireland
Pharmaceuticals, Dong goi: Pfizer
Manufacturing Deutschland GmbHD1rc

Nicergoline-10 mg
Vién nén bao duongHop 2 vi x 25 vién
-SX: Pfizer Italia S.r.l.Y

PATENT: - US 4681893 (Warner-Lambert
Company.)

PHAM VI: - Hoat chit (US 4681893) -> Giai trinh,
lam rd lam r6 pham vi bao h chinh 1a hoat chét
hoat chit Artovastatin calcium

28/1: Cong ty bd sung Patent US 4681893 (Warner-
Lambert Company) -> Pham vi bao ho khong phai la
hoat chét Artovastatin

Patent US 4681893 khong xac 1ap pham vi bao ho
cho hoat chét Artovastatin Calcium. Hop chit néu
trong yéu cau bao ho cia patent ndy nhom pyran la
nhom khéng c6 mat trong hoat chat Atorvastatin. Két
luén: Khong dép ung quy dinh vé patent cip cho hoat
chat.

PATENT: - Ban sao Patent (US6060483) do Co
quan SHTT My cip. P& nghi cung cép ban chinh
hodc chung thuc hop 1¢ theo quy dinh. Chu SH:
Pharmacia& Upjohn S.p.A
PHAM VI: Diéu tri m&i va cong thire ctia dan xudt
ergoline (US6060483). D& nghi lam rd diém bao ho
clia patent vé hoat chat Nicergoline.
28/1: Cong ty bd sung Patent US 3879554 -> Pham
vi bao h¢ cuia Patent 1a phuong phap diéu tri, khong
phai cho hoat cht Nicergoline
Patent US 6060483 chi xac 1ap pham vi bao h¢ cho
hop chit c6 cong thirc chung, duoc pham, phuong
phap diéu tri va quy trinh diéu ché. Tuy nhién, patent
nay khong xac 1ap pham vi bdo h¢ truc tiép cho hoat
chat Nicergoline.Két luan: Khéng dap ung quy dinh
vé patent cap cho hoat chit.28/1: Patent US 3879554
xéc 1ap pham vi bao hd cho phwong phap trc ché qua
trinh két tu tiéu cdu. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho cho hoat chét Nicergoline Két
luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUQNG PATENT:Cong ty d& cap Cong ty
Pfizer mua lai Warner-Lambert Company nhung khong cung cip
tai liéu. D& nghi cung cp tai liéu chimg minh sy mua ban sat
nhap nay hodc chuyén quyén so hitu patent tir Warner-Lambert
Company cho Pfizer Thailand Ltd

28/1: Cong ty bd sung tai liéu:

- Cong ty cung cAp tai liéu xac nhan Warner Lambert Company
LLC mua ban/sap nhap Pfizer Inc

- Cong ty cung cap tai liéu chuyén nhugng Patent tir Warner
Lambert Company LLC cho Pfizer Thailand trong d6 néu rd
Pfizer Ireland Pharmaceuticals 13 nha san xudt san phim

CHU SO HUU SP: Pfizer Thailand Ltd

CHU/CHUYEN NHUGNG PATENT: :Cong ty d¢ cap Pfizer
mua lai Pharmacia& Upjohn S.p.A. D& nghi cung cap tai liéu
phap 1y lién quan dén viéc mua ban, sat nhap nay.

28/1: Cong ty cung cép tai liéu xac nhan viéc Societa
Farmaceutici Italia S.p.a la cong ty con ciia Pharmacia Corp va
Pharmacia Corp da mua ban/sap nhép véi Pfizer Inc

Cong ty cung cap tai liéu xac nhén viéc Pfizer Italia S.r.l. san
xuét san pham theo Gy quyén va tiéu chuan ciia Pharmacia
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9 . Sermion Nicergoline-30 mg PATENT: - Ban sao Patent (US6060483) do Co CHU SO HU'U SP: Pfizer Thailand Ltd
SDK:VN-5565-10 Vién nén bao phimHop 2 vi x 15 vién quan SHTT M¥ cép. Dé nghi cung cip ban chinh CHU/CHUYEN NHUGQNG PATENT: :Cong ty e cap Pfizer
-SX: Pfizer Italia S.r.l.Y hodc chirng thuc hop 1€ theo quy dinh. Chu SH: mua lai Pharmacia& Upjohn S.p.A. D& nghi cung cap tai liéu

Pharmacia& Upjohn S.p.A phap 1y lién quan dén viéc mua ban, sat nhap nay.
PHAM VI: Diéu tri méi va cong thirc ciia dan xut 28/1: Cong ty cung cap tai liéu xac nhan viéc Societa
ergoline (US6060483). D& nghi lam rd diém bao ho Farmaceutici Italia S.p.a 1a cong ty con cua Pharmacia Corp va
clia patent vé hoat chat Nicergoline. Pharmacia Corp da mua ban/sap nhap voi Pfizer Inc
28/1: Cong ty bd sung Patent US 3879554 -> Pham Cong ty cung cap tai liéu xac nhan viéc Pfizer Italia S.r.1. san
vi bdo ho cua Patent 1a phuong phap diéu tri, khong xudt san phim theo Gy quyén va tiéu chuin cua Pharmacia

phai cho hoat chat Nicergoline

Patent US 6060483 chi xac 1ap pham vi bao ho cho
hop chét co cong thirc chung, dwoc pham, phuong
phap diéu tri va quy trinh diéu ché. Tuy nhién, patent
nay khong xéc lap pham vi bao ho truc tiép cho hoat
chat Nicergoline.Két luan: Khong dap timg quy dinh
vé patent cap cho hoat chat.28/1: Patent US 3879554
xéc 1ap pham vi bao ho cho phwong phap trc ché quéa
trinh két ty tiéu cau. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chét Nicergoline.Két
luan: Khéng dép ung quy dinh vé patent cdp cho
hoat chét.
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10 . Sulperazone Sulbactam sodium; Cefoperazon sodium- PATENT: US 4427678 (Pfizer Inc)
SDK:VN-5035-07 Sulbactam 0,5g; Cefoperazon 0,5g US 4316024 (Bristol-Myers Company)
Hop 11o 1g PHAM VI: Pham vi bao ho trong 2 Patent 1a cho
-SX: Pfizer Italia S.r.1.Y hoat chat, khong phai cho hon hop 2 hoat chat

Sulbactam sodium; Cefoperazon sodium

28/1: Cong ty cung cap bd sung Patent US 4410522
va US 4232579 -> Giai trinh lam rd pham vi bao hd
trong Patent la hén hop 2 hoat cht Sulbactam
sodium; Cefoperazon sodium

Patent US 4427678 khong xac 14p pham vi bao ho
cho hén hop gdm Cefoperazon Sodium va Sodium-
Sulbactam Sodium do hop chét néu trong diém 1 yéu
cdu bao ho cua patent nay khong phai 1a Sulbactam.
Patent US 4316024 xac 1ap pham vi cho hop chét
piperazine. Tuy nhién, patent nay khong xac lap
pham vi bao hd cho hdn hop gdm Cefoperazon
Sodium va Sodium-Sulbactam Sodium.Két luén:
Khong dap tmg quy dinh vé patent cap cho hdn hop
hoat chit.28/1:Patent US 4410522 xac 1ap pham vi
bao ho cho hop chit Cephalosporin va duoc phdm
chtra hop chit nay. Patent nay khong xéc 1ap pham vi
bao ho cho hdn hgp gém Cefoperazon Sodium va
Sodium-Sulbactam Sodium.Patent US 4232579 xac
1ap pham vi bao ho cho "Cong cu phat dién c6 dong
co dién". Patent nay khong xac l1ap pham vi bao ho
cho hén hop gdm Cefoperazon Sodium va Sodium-
Sulbactam Sodium.Két luan: Khong dap ung quy
dinh vé patent cap cho hdn hop hoat chat.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Pfizer
CHU/CHUYEN NHUONG PATENT:Pfizer Inc
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11 . Tazocin Piperacillin monohydrate Tazobactam - PATENT: WO 2006/044600 -> WIPO khong ndm CHU SO HU'U SP: Pfizer
SPDK:VN-12602-11 Piperacillin monohydrate, Tazobactam trong danh sach 14 co quan SHTT dugc cong nhan CHU/CHUYEN NHUGQNG PATENT:1. Wyeth Holdings
4g/0.5g EP1799209 (Wyeth Holdings Corporation) Corporation
Bot dong kho pha tiémHop 1 lo 4,5g PHAM VI: EP: Thanh phan chira piperacillin va 2. Giai trinh vé viéc Wyeth Lederle SPA san xuét theo iy
-SX: Wyeth Lederle SPAY tazobactam dung dé tiém quyén va tiéu chuan cia Wyeth Holdings Corporation

28/1: Cong ty bd sung patent US 4562073 -> Pham
vi bao ho cuia Patent 14 hoat chat, khong phai cho hdn
hop 2 hoat chit Piperacillin monohydrate va
Tazobactam

WO 2006/044600 chi 1a cong bd don qudc té va
khong phai 1a patent. EP1799209 chua duoc cap
patent Két luan: Khong dép tng quy dinh vé& patent
cip cho hdn hop hoat chit.

28/1: Piém 15 yéu cau bao ho ctia patent US
4562073 xac 1ap pham vi bao ho dugce phim chira dan
xuét Penicillin va khéng sinh beta-lactam, trong d6
bao gém Piperacillin. Tuy nhién, dn xuat Penicillin
néu trong diém 15 yéu cau bao ho cia patent nay chi
dugc thé hién dudi dang cong thirc chung. Patent nay
khong xé4c 1ap pham vi bao ho truc tiép cho hén hop
gém Piperacillin monohydrate va Tazobactam.

Két luan: Khong dap ting quy dinh vé patent cip cho
hén hop hoat chat.

30.3 Pham vi biao ho 13 dang bao ché (Tong sb: 1)

1 . Debridat Trimebutine maleate-100 mg PATENT: VN3261 (Pfizer Holding) CHI:J SO HUU SP: Pfizer Inc
SPK:VN-13803-11 Vién nén bao phimHop 2 vi x 15 vién PHAM VI: Dugc pham dang vién nén fiuqc baochta ~ CHU/CHUYEN NHUONG PATENT:Pfizer Inc
-SX: FarmeaPhap Trimebutin maleat va quy trinh bao ché -> Pham vi

bao ho 14 dang bao ché, khong phai 14 hoat chat
28/1: Cong ty bd sung Patent FR 2369M -> Co quan
SHTT Phép khong nam trong danh muc 14 Co quan
SHTT duoc cong nhan

1 Tén doanh nghiép dé nghi cong bé: VPDD Pierre Fabre S.A

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 7).
31.1 Co quan cép patent khong nim trong DS 14 nwéc_dwoe cong nhian. (Tong so: 3)
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1 . Locacid Cream

SDK:VN-7807-09

2 . Locatop 0,1%
SPK:VN-16022-12

3 . Tanganil
SPK:VN-5714-08

Tretinoin-Tretinoin 0,05g/100g
Hoép 1 tuyp 30g
-SX: Pierre Fabre Medicament
ProductionPhép

Desonide-0,1%

kem dung ngoai, hop 1 tuyp 30g
-SX: Pierre Fabre Medicament
ProductionPhap

Acetyl-Leucine-50mg/5ml
hép 5 6ng x 5ml

-SX: Pierre Fabre Medicament
ProductionPhap

31.2 Khéng dap \ing quy dinh (Tong s6: 4)

1 . Mycoster 1%
SPK:VN-14791-12

2 . Mycoster 8%
SPK:VN-5056-07

ciclopirox olamine-1g/100g
Kem, Hop 1 tuyp 30g

-SX: Pierre Fabre Medicament
ProductionPhap

ciclopirox-8g/100g

dung dich ngoai da, hop 1 chai 3ml
-SX: Pierre Fabre Medicament
ProductionPhap

PATENT: FR 1297730 -> Co quan SHTT Phap
khong nam trong danh sach 14 Co quan SHTT dugc
cong nhan

PHAM VI:

PATENT: FR 2721212 B1 -> Co quan SHTT Phap
khong nam trong danh sach 14 Co quan SHTT duoc
cong nhan

PHAM VI

PATENT: FR2883180 -> Co quan SHTT Phap
khong nam trong danh sach 114 co quan SHTT duoc
cong nhan

PHAM VI: 28/2: Céong ty bd sung Patent
DE1111194 va FR 1260566 Al -> Co quan SHTT
Dirc, Phap khong ndm trong danh sach 14 co quan
SHTT dugc cong nhan

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son mong tay c6 tinh chét
khang nam -> Pham vi bao ho 13 dang bao ché,
khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac l1ap pham vi bao ho cho
son mong chdng ndm. Patent nay khong xac 1ap
pham vi bao h¢ cho hoat chét Ciclopirox.Két luan:
Khong dap tmg quy dinh vé paten cp cho hoat cht.

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son mong tay c6 tinh chét
khang ndm -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac l1ap pham vi bao ho cho
son mong chdng ndm. Patent nay khong xac 1ap
pham vi bao h¢ cho hoat chét Ciclopirox.

Két ludn: Khoéng dap tng quy dinh vé& paten cép cho
hoat chét.

Quyén sé hitu, chuyén giao patent

CHI:J SO HUU SP: Pierre Fabre S.A
CHU/CHUYEN NHUONG PATENT:

CHU SO HUU SP: Pierre Fabre S.A
CHU/CHUYEN NHUGQNG PATENT:

CHI:J SO HUU SP: PIERRE FABRE S.A
CHU/CHUYEN NHUONG PATENT:

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUOQNG PATENT:Hoechst AG

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUOQNG PATENT:Hoechst AG
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3 . Mycoster Powder
SPK:VN-11268-10

4 . Mycoster Solution
SPK:VN-11613-10

ciclopirox olamine-1g/100g

Bot thoa ngoai da, Hop 1 1g 30g
-SX: Pierre Fabre Medicament
ProductionPhép

ciclopirox olamine-1g/100g

Dung dich ngoai da, Hop 1 chai 30ml
-SX: Pierre Fabre Medicament
ProductionPhap

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son mong tay c6 tinh chat
khang ndm -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac lap pham vi bao hd cho
son mong chdng ndm. Patent nay khong xac 1ap
pham vi bao h¢ cho hoat chét Ciclopirox.Két luan:

Khoéng dap tng quy dinh vé paten cap cho hoat chit.

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son mong tay c6 tinh chat
khang ndm -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac lap pham vi bao hd cho
son mong chdng ndm. Patent nay khong xac 1ap
pham vi bao hd cho hoat chét Ciclopirox.Két luan:

Khoéng dap tng quy dinh vé paten cap cho hoat chit.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUQONG PATENT:Hoechst AG

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUQONG PATENT:Hoechst AG
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