PHU LUC: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC
(kém theo vin ban s6 13147/QLD-GT ngay 14 thang 08 nim 2013)

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

Patent - Chii s¢ hiru - Pham vi bdo ho

Abbott Laboratories

Sé
1 Tén doanh nghiép dé nghi cong bo:
B

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

1.1 Khéng dap wng quy dinh (Tong so6: 3)

1 . Betaserc Betahistine dyhidrochloride -16mg
SPK:VN-5764-08 vién nén
-SX: Abbott Products GmbHGermany

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

PHAM VI: Chua rd pham vi bao hg cho hoat chét
hay quy trinh bao ché

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

9/7: Cong ty giai trinh Betahistine dyhidrochloride
khong c6 Patent cép cho hoat chit (ma duoc boc 16
lan d4u tai 4n pham khoa hoc cua tac gia Karl Loffer
nam 1904)

- Cong ty ciing giai trinh tat ca cac bang sang ché lién
quan dén hoat chét trén va dang mudi déu 1a cau
Unimed Inc (Céng ty nay da duoc sap nhap vao
Solvay Group, sau dé Solvay sap nhdp vao Abbbot)
Patent GB945095 xac 1ap pham vi bao ho cho ché
pham ding qua duong miéng, ngoai duong tiéu hoa,
qua duong truc trang. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho truc tiép cho hoat chit
Betahistine dyhidrochloride.Patent US 3149034 xac
1ap pham vi bao ho phuong phép diéu tri bénh dau
déu bang cach cung cip duoc chit cho bénh nhan qua
duong miéng. Tuy nhién, patent nay khong xac lap
pham vi bdo h tryc tiép cho hoat chit Betahistine
dyhidrochloride.Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:
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2 . Betaserc 24mg
SPK:VN-10229-11

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

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

PHAM VI: 9/7: Cong ty giai trinh Betahistine
dyhidrochloride khong c6 Patent cp cho hoat chét
(ma dugc boe 16 lan dau tai n phém khoa hoc cua tac
gia Karl Loffer nam 1904)

- Cong ty ciing giai trinh tat ca cac bang sang ché lién
quan dén hoat chat trén va dang mudi déu 1a cta
Unimed Inc (Cong ty nay da dugc sap nhdp vao
Solvay Group, sau dé Solvay sap nhap vao Abbbot)
Patent GB945095 xac 1ap pham vi bao h cho ché
pham dung qua dudng miéng, ngoai dudng tiéu hoa,
qua duong tryc trang. Tuy nhién, patent nay khong
xac 1ap pham vi bao h truc tiép cho hoat chét
Betahistine dyhidrochloride.Patent US 3149034 xac
1ap pham vi bao ho phuong phép diéu tri bénh dau
dau bang cach cung cap duoc chit cho bénh nhan qua
duong miéng. Tuy nhién, patent nay khong xac lap
pham vi bao h¢ truc tiép cho hoat chit Betahistine
dyhidrochloride.Két luan: Khong déap tmg quy dinh
vé patent cip cho hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:
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3 .Serc8
SPK:VN-5765-08

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

Tén doanh nghiép dé nghi cong bo:

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 nudc nay khong nam trong DM
14 co quan SHTT duoc chap thuin dé xem xét Patent
PHAM VI: Chua rd pham vi bao h¢ cho hoat chét
hay quy trinh bao ché
12/4: Cong ty bd sung patent US 3149034 (Umimed
Inc) -> Pham vi bao ho 1a phwong phép diéu tri va
quy trinh bao ché, khong phai cho hoat chat
Betahistine dyhidrochloride
9/7: Cong ty giai trinh Betahistine dyhidrochloride
khong c6 Patent cép cho hoat chit (ma dugc boe 16
14n dau tai 4n phém khoa hoc cua tac gia Karl Loffer
nam 1904)
- Cong ty ciing giai trinh tat ca cac bang sang ché lién
quan dén hoat chét trén va dang mudi déu 1a cau
Unimed Inc (Cong ty nay da dugc sap nhdp vao
Solvay Group, sau d6 Solvay sap nhip vao Abbbot)
Patent US 3149034 xac 1ap pham vi bao h cho
phuong phép diéu tri bénh dau dau. Tuy nhién,
patent nay khong bao ho truc tiép cho hoat chat
Betahistine dyhidrochloride.GB945095 dé cap dén
dugc pham ding qua dudng miéng, ngoai dudng tiéu
hoa, dudng truc trang chia hoat chit dé diéu tri bénh
dau du. Tuy nhién, n6 khong bao hé truc tiép cho
hoat chét Betahistine dyhidrochloride.Két luan:
Khoéng dap tmg quy dinh vé patent cip cho hoat chét.

Baxter Healthcare (Asia) Pte. Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (T6ng s6 thubc: 2).

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:
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1 . Extraneal Perotoneallcodextrin-7.5% (Kl/tt)
dialysis solution with Tui 2L dung dich tham phan mang bung
7.5% lIcodextrin -SX: Baxter Healthcare SA, Singapore
SPK:VN-6447-08 BranchSingapore

2 . Holoxan
SPK:VN-9945-10

Ifosfamide-1g
Bot dong kho pha tiém. Lo 1g
-SX: Baxter Oncology GmbHD1rc

3 Tén doanh nghiép dé nghi cong bo:

PATENT: US 6248726 (ML Laboratotries Plc)
PHAM VI: US: Thiam phén mang bung sir dung
glucose cao phan tir -> Giai trinh 1am ro6 pham vi bao
ho 1a hoat chét Icodextrin.

Patent US 6248726 xac lap pham vi bao h cho
phuong phép diéu tri bénh bang cach tham tach st
dung dung dich nudc ciia hdn hgp polymer glucose
(diém 1 yéu cau bao ho). Tuy nhién, patent ndy
khong xéac 1ap pham vi bao ho cho hoat chat
icodextrin.

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

31/7: Patent US 6248726 chi xac lap pham vi bao
ho6 cho ngudi can tham phan huyét thanh. Patent nay
khong xac 1ap pham vi bao ho cho thube tiém chira
Icodextrin.

Két luan: Khong dap tng quy dinh vé patent cip cho
thudc tiém.

PATENT: US 3,732,340 (Asta Pharma AG)

PHAM VI: US:Dan xuét N',0 -propylene phosphoric
acid ester -> Giai trinh lam 16 pham vi bao hd trong
Patent 1 hoat chét Ifosfamide

Diém 5 yéu cau bao ho ctia patent US 3,732,340 chi
xéc 1ap phami bao ho cho hop chit co cong thie
chung, ma khong xac lap pham vi bao ho tryuc tiép
cho hoat chat Ifosfamide (diém nay chi néu Ifosfamide
la mét phuong an lya chon khi nhém thé Z 1a H).
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

31/7: Patent US 3,732,340 khong xac 1ap pham vi
bao ho cho thudc tiém chira [fosfamide.

Két luan: Khong déap tng quy dinh vé patent cip cho
thudc tiém.

Quyén sé hiru, chuyén giao_patent

CHI:J SO HUU SP: Baxter Healthcare SA

CHU/CHUYEN NHUONG PATENT:1. ML Laboratotries Plc
2. B¢ nghi Cong ty giai trinh vé viéc chuyén nhugng Patent
gitta ML Laboratotries Plc va Baxter Healthcare SA

CH[:J SO HUp SP: Baxter Healthcare
CHU/CHUYEN NHUONG PATENT:Asta Pharma AG

Boehringer-Ingelheim International GmbH

A. DE NGHI BO SUNG HO SO PAP UNG OUY DINH TRUOC KHI CONG BO: (Téng s6 thube: 2).

3.1 Bo sung tai liéu v@ viéc chuyén nhwong Patent (Tong so: 2)
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Patent - Chu s6 hitu - Pham vi bio ho

1 . Mobic
SPK:VN-16140-13

Meloxicam-15 mg
Vién nén, hop 2 vi x 10 vién
-SX: Boehringer Ingelheim Ellas

2 . Mobic Meloxicam-7,5 mg
SPK:VN-16141-13 Vién nén, hop 2, 3 vi x 10 vién
-SX: Boehringer Ingelheim Ellas

PATENT: US 4233299 (Boehringer-Ingelheim
GmbH)

EP 002482B1 (Dr. Karl Thomae GmbH)

PHAM VI: US: 4-hydroxy-2H-1,2-benzothiazine-3-
carboxamide-1,1-dioxides va cac mudi ciia n6 (diém
yéu cau bao ho 2, Hoat chat Meloxicam - Tra ciru
Martindale)

EP: 4-hydroxy-2H-1,2-benzothiazine-3-carboxamide-
1,1-dioxides (diém yéu cau bao ho 2, Hoat cht
Meloxicam - Tra clru Martindale)

* * Thudc cap lai SO dang ky, thay doi nha san xuat,
cac thong tin khac khong thay ddi so véi sé dang ky
¢l (SPK cii: VN-5221-08 - di duoc cong bd biét
duoc gbe (Bot 1)

Diém 2 yéu cau bao ho ciia patent US 4233299 xéac
lap pham vi bao ho cho hoat cht meloxicam. Két
luan: Pap tmg quy dinh vé patent cip cho hoat chit.

PATENT: US 4233299 (Boehringer-Ingelheim
GmbH)

EP 002482B1 (Dr. Karl Thomae GmbH)

PHAM VI: US: 4-hydroxy-2H-1,2-benzothiazine-3-
carboxamide-1,1-dioxides va cac mudi ctia nd (diém
yéu cau bao ho 2, Hoat chit Meloxicam - Tra ctru
Martindale)

EP: 4-hydroxy-2H-1,2-benzothiazine-3-carboxamide-
1,1-dioxides (diém yéu cAu bao hd 2, Hoat chét
Meloxicam - Tra clru Martindale)

* Thudc cép lai S6 ding ky, thay d6i nha san xuit,
cac thong tin khac khong thay dbi so véi sé dang ky
¢l (SPK cii: VN-5222-08 - da dugc cong bd biét
dugce goc (bot 1)

Diém 2 yéu cau bao ho ciia patent US 4233299 xac
1ap pham vi bao hd cho hoat chit meloxicam. Két
ludn: Pap tmg quy dinh vé patent cap cho hoat chat.

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

3.1 B0 sung tii lidu vé viéc chuyén nhuwong Patent (Tong s0: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Boehringer-Ingelheim Pharma GmbH & Co
CHU/CHUYEN NHUQNG PATENT:Bochringer-Ingelheim
GmbH (C6 tai li€u xac nhan Dr. Karl Thomae GmbH va
Boehringer-Ingelheim International GmbH sap nhap)

* Cong ty cung cap tai liéu cua Boehringer-Ingelheim
International GmbH xac nhén Boehringer Ingelheim Ellas A.E
1a cong ty thanh vién c6 cung chu s6 hitu véi Cong ty
Boehringer-Ingelheim International GmbH -> De nghi Cong ty
cung cap tai lidu cam két vé& viéc thudc san xuét tai co so méi
(Boehringer Ingelheim Ellas A.E - Greece) ddm bao chat luong
nhu thudc san xuét tai co so cii (Boehringer-Ingelheim
International GmbH - Germany)

CHU SO HUU SP: Boehringer-Ingelheim Pharma GmbH & Co
CHU/CHUYEN NHUQNG PATENT:Boehringer-Ingelheim
GmbH (C6 tai liéu xac nhan Dr. Karl Thomae GmbH va
Boehringer-Ingelheim International GmbH sap nhép)

* Cong ty cung cap tai liéu cua Boehringer-Ingelheim
International GmbH xac nhdn Boehringer Ingelheim Ellas A.E
1a cong ty thanh vién c6 cung chu s6 hitu vdi Cong ty
Boehringer-Ingelheim International GmbH -> De nghi Cong ty
cung cAp tai liéu cam két vé viéc thude san xuét tai co so méi
(Boehringer Ingelheim Ellas A.E - Greece) ddm bao chit lugng
nhu thudc san xuét tai co s cii (Boehringer-Ingelheim
International GmbH - Germany)
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1 . Combivent
SPK:VN-10786-10

Salbutamol Sulfate + Ipratropium
Bromide-1 mL dung dich chira 3 mg va
0,52 mg

Dung dich khi dung; Hop 10 éng 2,5 mL

2 . Viramune
SPK:VN1-673-12

Nevirapine hemihydrate-200mg
Hop 6 vi x 10 vién nén
-SX: Boehringer Ingelheim Ellas

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

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

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

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

Diém 7 yéu cau bao ho cua patent US5603918 xac
1ap pham vi bao ho cho dugc phém dang khi dung
chira salbutamol sulfate va ipratropium bromide &
dang micron ho4 1am hoat chit, chat tao hdn dich
(soya lecithin), chit ddy (dichlorodifluoromethane,
dichlorotetrafluoroethane, va
trichloromonofluoromethane). San pham Combivent
chtra cac hoat chat & dang micron hoa va chira céc ta
nhu trén.Két luan: Dap tng quy dinh vé patent cap
cho duoc pham dang phun mu.

PATENT: US5366972 (Boehringer Ingelheim
Pharmaceutical)

PHAM VI: Chua c6 ndi dung Patent US5366972 ->
Yéu cau bd sung.

Piém 1 yéu cau bao ho ciia patent US5366972 xéac
lap pham vi bao ho cho hoat chit Nevirapine.

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

Quyén sé hiru, chuyén giao patent

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

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

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

26/7: Cong ty giai trinh Boehringer Ingelheim Pharmaceutical
Inc 1a coéng ty chi nhanh ctia Boehringer-Ingelheim International
GmbH -> D¢ nghi Cong ty cung cép tai liéu dé chimg minh

- Cong ty cung cap tai liéu ciia Boehringer-Ingelheim
International GmbH xé&c nhan Laboratory Unither 14 nha san
xudt san phdm Combivent cho thi trudng Viét Nam

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

Dé nghi Cong ty cung cap tai liéu va giai trinh mdi lién hé giita
Boehringer Ingelheim Ellas A.E va Boehringer Ingelheim
Pharmaceutical
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

1 . Metalyse Tenecteplase-50 mg PATENT: EP 0643772 B1 (Genetech Inc) CHU SO HU'U SP: Boehringer-Ingelheim International GmbH
SPK:VN-5220-08 Bot va dung mdi dé pha dung dich tiém, PHAM VI: EP: Cac bién thé ctia qua trinh glycosyl CHU/CHUYEN NHUGQNG PATENT:1. Genetech Inc
truyén; hop 1 Io bot + 1 lo dung méi. cac chit hoat hoa plaminogen mé -> Gaiir trinh lam 2. Cong ty ¢6 van ban cam két dwoc nhan chuyén giao quyén st
-SX: Boehringer Ingelheim Pharma 13 pham vi bao ho trong Patent 13 hoat chét dung Patent tir Genetech Inc
GmbH&Co.KGDPuc Tenecteplase

Patent EP0643772B1 xac l1ap pham vi bao hd cho
bién thé ctia chat hoat hoa plasminogen & mé clia
nguoi duge glycosyl hda & cac vi tri 103-105 va loai
b6 céu tric chirc carbohydrat & vi tri 117. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho chinh
hoat chét Tenecteplase.

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

31/7: Patent EP0643772 khong xac 1ap pham vi bao
ho cho thudc tiém chira Tenecteplase.

Két luan: Khong dap tng quy dinh vé patent cip cho
thude tiém.

4 Tén doanh nghiép dé nghi cong bé: Cobng ty Deawoong Pharmaceutical Co.,Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thude: 1).
4.1 B sung théng tin lién quan dén sin pham (Tong sb: 1)
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Tén thubce - SDPK Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Easyef 0,005%
SPK:VN-9163-09

Nepidermin-0,5mg/1mL

Dung dich xit trén da . Hop 1 b 10mL
(bom tiém chira ImL dung dich thubc +lo
chira 9mL dung méi)

-SX: Deawoong Pharmaceutical
Co.,LtdHan Quéc

5 Tén doanh nghiép dé nghi cong bo:

PATENT: KR 0231805 (Daewoong Pharmaceutical
Co. Ltd.)

PHAM VI: Khong c6 ndi dung cu thé vé pham vi
bao h¢ dugc cap trong Patent -> Cung cip ndi dung
day du cua Patent (d4 dugc dich sang Tiéng Viét)

4/3: Cong ty cung cap ban dich Patent KR 0231805
va cung cap thém Patent nay tai US 6491904 ->
Pham vi bao ho 1a dang bao ché, khong phai cho hoat
chat

Chua danh gia do khong c6 ban dich patent tiéng

Viét hodc tiéng Anh ciia patent KR 0231805.Két ludn:

Khong dap mg quy dinh vé patent cip cho hoat
chat.

4/3: Patent US 6491904 xac 1ap pham vi bao ho cho
ché phdm ding khu trii trén da chtra yéu t sinh
truong biéu bi cia nguoi. Tuy nhién, patent nay
khong xdc 13p pham vi bao hd cho hoat chat
Nepidermin (yéu t6 sinh truong biéu bi cua nguoi).
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

31/7: Patent US 6491904 xac lap pham vi bao ho
cho ché pham dung khu tri ngoai da chtra yéu t6 ting
truong biéu bi ngudi véi lugng c6 tac dung lam lanh
vét thuong, copolymer polyoxyethylene-
polyoxypropylene c¢6 d6 nhét 4-10 cps ¢ 37° C, 60
vong phit va trong lugng phén tir nim trong khoang
tir 10.000 to 15.000 v6i lugng ndm trong khoang tir
5 dén 7,5 % trong lugng. Do thiéu thong tin vé ta
dugc dugce su dung trong san pham Easyef 0,005%
nén chua thé dua ra két luan vé viéc patent US
6491904 c6 xac lap pham vi bao ho cho san pham

hay khong. Dé nghi Cong ty cung cap thong tin vé cong

thirc bao ché san phdm dé chimg minh

Cong ty Roussel Viét Nam

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

5.1 Bo sung théng tin lién quan dén sin phim (Tong sb: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Deawoong Pharmaceutical Co.,Ltd
CHU/CHUYEN NHUGNG PATENT:Daewoong
Pharmaceutical Co. Ltd.
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Claforan Natri cefotaxim-1 ¢

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

6 Tén doanh nghiép dé nghi cong bo:

PATENT: EP-0001024-B1 (Roussel Uclaf)

PHAM VI: EP: Dang tinh thé mudi Natri cua din
xuét oxyimino-7-aminothiazolylacetamido-
cephalosporanic acid -> Pham vi bao h¢ la dang tinh
thé (dang D) ctia hoat chét cefotaxim

Khong két luan do thiéu théng tin vé san pham, cu
thé 1a thiéu thong tin vé phd nhiéu xa tia X ctia hoat
chit natri cefotaxim trong san pham Claforan.

Dé nghi Cong ty cung cép.

Cong ty TNHH DKSH Viét Nam

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

6.1 Khéng dap ng quy dinh (Tong sb: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Roussel Roussel Viét Nam
CHU/CHUYEN NHUQNG PATENT:1. Roussel Uclaf

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

3. Dé nghi cung cép tai li¢u vé viéc chuyén nhugng Patent giita

Roussel Uclaf va Aventis Pharma

4. Giai trinh vé& viéc Patheon UK Limited san xuét theo ty
quyén va tiéu chuan cia Aventis Pharma

26/6: Cong ty bd sung tai lidu viéc Cong ty Roussel Uclaf
thudc quyén s hitu ciia Cong ty Hoechst (c6 xac nhan ciia co
quan c6 tham quyén) va tai liéu xac nhan viéc Hoechst AG sap
nhép véi Rhone Poulenc S.A thanh Cong ty Aventis Pharma
S.A; tai lidu xac nhan Patheon UK Limited 1a nha san xuét san
pham cuia tap doan Aventis

- Cong ty cung cip hop ddng chuyén nhuong quyén s hiru san
phim giita Cong ty Aventis Pharma va Cong ty Roussel Viét
Nam
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Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

1 . Insulatard FlexPen Insulin human (rDNA)-1001U/ml PATENT: US 4916212 (Novo Industri A/S) CHU SO HUU SP: Novo Nordisk
Hdn dich tiém, hop 5 but tiém x 3ml EP 0427296 Al (Novo Nordisk A/S) CHU/CHUYEN NHUONG PATENT:Novo Industri A/S
-SX: Novo Nordisk A/SDenmark PHAM VI: US: Giai trinh lam rd pham vi bao hd 1a

hoat chat Insulin human (rDNA)

12/7: Cong ty cung cip va giai trinh Patent US
6562011 (Novo Nordisk A/S) xac lap pham vi bao ho
cho thiét bi phan phdi thube dang tiém -> Patent do
Cong ty cung cép chi bao ho cho thiét bi sir dung dé
chira va phan phéi thudc (khong phai 1a Patent cho
hoat chat Human Insulin; cho dang bao ché thude
tiém theo quy dinh)

Céc diém 30-32 yéu cau bao ho cua patent US
4916212 chi xac 1ap pham vi bao ho cho tién chét
Insulin human, khong xac 1ap pham vi bao hd truc
tiép cho hoat chét Insulin human.

Diém 1 yéu cau bao ho ciia patent EP 0427296 B1
ciing chi x4c 1ap pham vi bao ho cho tién chat Insulin
human, khong xéc 1ap pham vi bao ho truc tiép cho
hoat chét Insulin human.

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

12/7: Piém 1 yéu cau bao ho cua Patent US
6,562,011 xac 1ap pham vi bao hd cho thiét bi phéan
phéi chira thude trong duong véi bt tiém FlexPen
(gdm bo phan chira thudc dang dng (cartridge
assembly) va bo phan dinh liéu (dosing assembly)
duoc lién két voi nhau, khi tic dong 1én bo phan dinh
liéu nho nat bam, pittong trong bo phéan dinh lidu s&
tac dong lén nut chan trong bo phan chua thude dang
dng dé phan phéi mot lidu mong mubn (co thé diéu
chinh dugc), b  phén chira thudc dang 6 ong c6 mot
dau c6 ren dé gan véi cum kim tiém, dau con lai co
ren dé lién két v6i bo phén dinh lidu, tit ca déu dugc
duc lién khdi voi bd phéan chia thuéc dang éng, bd
phan dinh liéu c6 vach chia d¢ (scale) bao gobm phan
Vo, pittong, va co cAu dé diéu chinh liéu mong muén
va dé lam dich chuyen pittong tuong db6i voi phan
vo theo hudng truc dé sir dung lidu dwoc didu chinh
(counter va push button), phan v cua bo phén dinh
lidu bao gdm chi tiét lién két dé lien két vai chi tiét
lién két thtr hai ctia bo phan chira thube dang dng
nhim giir chit phan vo khong bi dich chuyén hudng
truc twong ddi voi bd phan chira thude dang dng).
Két luan: Patent chi bao ho cho thiét bi sir dung dé chua
va phan phdi thude. Khong dap mg quy dinh v¢ patent
cép cho hoat chat va dang thudc tiém.
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Tén thubce - SDPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Mixtard 30 FlexPen Insulin human (rDNA)-1001U/ml

Hdn dich tiém, hop 5 but tiém x 3ml

-SX: Novo Nordisk A/SDenmark

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 ngudi -> Pham vi bao hd 1a
quy trinh.
US 6562011: Thiét bi phan phdi thude.
12/7: Cong ty giai trinh Patent US 6562011 xéc lap
pham vi bao hd cho thiét bi phan phdi thudc dang
tiém -
Patent US4916212 x4c 1ap pham vi bao ho cho trinh
tw ADN chura trinh tu ma hoa tién chat insulin &
ngudi va tién chét insulin ndy. Tuy nhién, patent niy
khong xac 1ap pham vi bao ho cho chinh hoat chét
insulin & nguoi.
Patent US6562011 xac 1ap pham vi bao ho cho dung
cu phéan phdi thubc ma khong xac 1ap pham vi bao ho
cho hoat chat insulin & ngudi.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
12/7: Piém 1 yéu cau bao ho cua Patent US
6,562,011 xac lap pham vi bao hd cho thiét bi phéan
phéi chira thude trong duong véi bt tiém FlexPen
(gdm bo phan chira thude dang dng (cartridge
assembly) va b phan dinh liéu (dosing assembly)
duoc lién két voi nhau, khi tic dong 1én bo phan dinh
liéu nho nat bam, pittong trong bo phan dinh lidu s&
tac dong lén nat chan trong bo phan chira thudc dang
dng dé phan phéi mot lidu mong mubn (co thé diéu
chinh duoc), bo phén chira thudc dang 6 ong c6 mot
dau c6 ren dé gan véi cum kim tiém, dau con lai co
ren dé lién két v6i bo phén dinh lidu, tit ca déu dugc
duc lién khdi voi bd phéan chua thuéc dang éng, bd
phan dinh liu co vach chia d¢ (scale) bao gobm phan
Vo, pittong, va co cAu dé diéu chinh liéu mong muén
va dé lam dich chuyen pittong tuong d6i voi phan
vo theo hudng truc dé sir dung lidu dwoc didu chinh
(counter va push button), phin vé ctia bd phan dinh
lidu bao gdm chi tiét lién két dé lién két véi chi tiét
lién két thir hai cta bo phén chira thudc dang dng
nhim giir chit phan vo khong bi dich chuyén huéng
truc twong ddi voi bd phan chira thude dang dng).

Két luan: Patent chi bao ho cho thiét bi sir dung dé chua

va phan phdi thude. Khong dap ng quy dinh v€ patent
cap cho hoat chat va dang thudc tiém.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novo Nordisk A/S
CHU/CHUYEN NHUGNG PATENT:Novo Nordisk A/S
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Tén thudc - SPK Hoat chit - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd

Quyén sé hiru, chuyén giao patent

Sb
7 Tén doanh nghiép dé nghi cong bé: Coéng tv TNHH dwoc phim Lam Son
B

.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
7.1 Khéng dip ing quy dinh (Tong sb: 1)

1 . Precedex Dexmedetomidime-100mcg/ml PATENT: US 6,716,867 B1 (Orion Corrporation)
SPK:VN-4685-07 Hop 2 1o x 2ml dung dich tiém US 4910214 (Farrmos Yhtyma Qy)
-SX: Hospira Inc.,USA PHAM VI: US: Pham vi bao ho khong phai la hoat

chit Dexmedetomidime

Patent US 6716867 B1 xac lap pham vi bao hd cho
phuong phép an than cho bénh nhan ¢ khoa chim soc
tich cuc (ICU). Patent nay khong xac lap pham vi
béo ho cho hoat chit Dexmedetomidine.Két luan:
Khoéng dap tmg quy dinh vé patent cip cho hoat chét.
31/7: Patent US 6716867 B1 chi xac 1ap pham vi bao
ho cho phuong phéap an than. Patent nay khong xac
1ap pham vi bao ho cho thubc tiém chira
Dexmedetomidime.

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

8 Tén doanh nghiép dé nghi cong bé: Coéng ty TNHH Otsuka OPV

B. CAC HO SO DA XEM XET YEU CAU BO SUNG., GIAI TRINH (Téng s6 thudc: 1).
8.1 Bo sung thong tin lién quan dén san phim (Tong sb: 1)

1 . Bfluid Injection Glucose, cac acid amin, chit dién giai- PATENT: EP 1632233 (Otsuka Pharmaceutical
SPK:VN-15861-12 Dung dich tiém truyén tinh mach, tGi nhwa Factory Inc)
mém 500ml, 1000ml PHAM VI: EP: Cong ty giai trinh Diém yéu cau bao
-SX: Otsuka Pharmaceutical Factory, ho 1 xac 1ap pham vi bao ho cho hdn hop cac hoat
IncJapan chat

Khong két luan do thiéu thong tin vé san phdm, cu
thé 1a thong tin vé pH, do acid, ham luong céc ion
trong san pham Bfluid Injection . D& nghi Cong ty cung
cAp thong tin vé san phim nhu trén dé chirng minh

CHU SO HUU SP: Orion Corrporation

CHU/CHUYEN NHUGQNG PATENT:1. Orion Corrporation
2. Pé nghi Cong ty giai trinh viéc Hospira Inc., san xuat theo
iy quyén va tiéu chuén ciia Orion Corrporation

CHI:J SO HUU SP: Otsuka Pharmaceutical Factory Inc
CHU/CHUYEN NHUONG PATENT:1. Otsuka Pharmaceutical
Factory Inc

9 Tén doanh nghiép dé nghi cong b6: CTY TNHH MTV VIMEDIMEX Binh Duong

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 2).
9.1 Khéng dip trng quy dinh (Tong sb: 2)
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Botox
SPK:VN-6880-08

2 . Relestat
SPK:VN-1384-10

Clostridium Botulinum toxin type A-
Hop 1 6ng 100U1
-SX: Allergan Pharmaceutical

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

10 Tén doanh nghiép dé nghi cong bo:

PATENT: US 6974578 B1 (Allergan Inc)

PHAM VI: US: Phuong phap diéu trj st dung doc td
botulinum -> Pham vi bao ho 1a phuong phép diéu
tri, khong phai cho hoat chét

Yéu cau bao ho ctia patent US 6974578 xac 1ap pham
vi bao ho cho phuong phap diéu trj bénh. Patent nay
khong xac 1ap pham vi bao hd cho hoat chat hay san
pham thudc tiém.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét hay san pham thudc tiém.

PATENT: US7429602 B2 (Boehringer Ingelheim
Pharma GmbH)
PHAM VI: Didu trj viém két mac tai chd boi dung
dich epinasine -> Pham vi bao ho 1a phuong phap
diéu tri (khong phai bao ho cho hoat chat)
28/2: Cong ty bd sung Patent US 5312916
(Boehringer Ingelheim KG) -> Pham vi bao h¢ la
phuong phap diéu ché hoat chat
Patent US 7429602 xac 1ap pham vi bao h cho
phuong phép diéu tri. Patent nay khong xac 1ap pham
vi bao ho cho hoat chat Epinastine HC1.Két luan:
Khong dap tmg quy dinh vé patent cap cho hoat chat.
28/2: Patent US 5312916 xac 1ap pham vi bao h cho
quy trinh diéu ché. Patent nay khong xéac lap pham
vi bao hd cho hoat chat Epinastine HCLKét luan:
Khoéng dap tmg quy dinh vé patent cip cho hoat chét.
31/7: Patent US7429602 B2 chi xac 1ap pham vi bao
ho cho phuong phép diéu tri. Patent nay khong xéac
1ap pham vi bao ho cho thudc nho mét chira
Epinastine HCI.
Patent US 5312916 chi xac 1ap pham vi bao ho cho
quy trinh diéu ché. Patent khong xac 1ap pham vi bao
ho cho thude nho mét chira Epinastine HCI.
Két luan: Khong dap tmg quy dinh vé patent cép cho
thuc nho mat.

Fresenius kabi Asia Pacific Ltd

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

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

Quyén s6 hiru, chuyén giao patent

CHI:J SO HUU SP: Allergan Inc

CHU/CHUYEN NHUGNG PATENT:1. Allergan Inc

2. bé nghi Cong ty cung cap tai li€u va giai trinh moi lién hé
gitta Allergan Inc va Allergan Pharmaceutical Ireland

CHU SO HUU SP: Allergan Inc

CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu x4c nhan
viéc chuyén quyén s hitu Patent cuia Boehringer Ingelheim
Pharma GmbH cho Allergan Inc.
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hé Quyén s¢ hiru, chuyén giao patent

1 . Ketosteril Céc keto acid va acid amin-600mg PATENT: PS 2531299 -> Co quan SHTT buc CHU SO HU'U SP: Fresenius kabi

SPK:VN-4443-07 Vién nén, hop 100 vién khong ndm trong danh sach 114 co quan SHTT dugc ~ CHU/CHUYEN NHUGNG PATENT:Dé nghi Cong ty cung
-SX: Beijing Fresenius Kabi cong nhan cép tai lidu vé viéc chuyén nhugng Patent
Pharmaceutical Co., LtdTrung Qudc PHAM VI: DE 2531299 C2 : Patent xac 1ap pham vi

bao hd cho hdn hop hoat chat

Céc diém 1-3 yéu cau bao ho ciia patent DE 2531299
C2 xac 1ap pham vi bao ho cho hdn hop chira dong
phan L cta cac amino acid thiét yéu ¢ dang hydroxy
hoic keto. Cac amino acid néu trong cac diém 1-3
yéu cau bao ho ciia patent DE 2531299 C2 1a giéng
v6i cac amino acid c6 mit trong san pham Ketosteril.
Theo thong tin do cong ty cung cip, ham lugng tinh
theo mMol ctia cac amino acid cé mét trong san
pham Ketosteril ciing nim trong khoang ham luong
néu trong cac diém 1-3 yéu ciu bao hd cua patent DE
2531299 C2.

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

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 3).
11.1 Khong dép ing quy dinh (Tong sb: 3)
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So

Tén thube - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Mydocalm
SPK:VN-5365-10

Tolperisone Hydrochloride; Lidocain
Hydrochloride-150mg; 2.5mg

Thudc tiém, Hop 5 ong 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 nhan
EP 2175839 B1 ( Richter Gedeon Nyrt)
PHAM VI: EP: Pham vi bao hé 14 dang bao ché
(vién giai phong c6 kiém soat), khong phai cho hoat
chat hon hop 2 hoat chéat Tolperisone va Lidocain
Patent Hungary khong duoc xem xét do Co quan
sang ché Hungary khong nam trong sb cic co quan s&
hiru tri tué dugc chép nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chirng minh twong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Patent EP 2175839B1 xac lap pham vi bao
hé cho duge phim giai phong c6 kiém soat chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khoéng xac 1ap pham vi bao hd cho hoat chét
Tolperisone Hydrochloride. Két luan: Khong dap tmg
quy dinh vé paten cip cho hoat chat.
31/7: Patent EP 2175839 B1 chi x4c 1ap pham vi bao
ho cho dugc pham giai phong c6 kiém soat chira
Tolperisone Hydrochloride dang da hat va khong thé
& dang thudc tiém. Do do, patent EP 2175839 B1
khong xac 1ap pham vi bao ho cho thube tiém chira
Tolperisone Hydrochloride va Lidocain
Hydrochloride.
Két luan: Khong dap tng quy dinh vé patent cap cho
hén hop hoat chat hay san phdm dang thudc tiém.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Ple
CHU/CHUYEN NHUGNG PATENT:Richter Gedeon Nyrt
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Tén thubce - SDPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Mydocalm 150mg  Tolperisone Hydrochloride-150mg

SPK:VN-5556-08

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 nim
trong danh sach 14 Co quan SHTT dugc cong nhan
EP 2175839 B1 ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao hé 14 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 sb cac co quan s&
hiru tri tué dugc chép nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chirng minh twong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Patent EP 2175839B1 xac lap pham vi bao
hé cho duge phim giai phong c6 kiém soat chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khoéng xac 1ap pham vi bao hd cho hoat chét
Tolperisone Hydrochloride. Két luan: Khong dap tng
quy dinh vé paten cip cho hoat chat.

31/7: Patent EP 2175839 B1 chi x4c 1ap pham vi bao
ho cho dugc pham giai phong c6 kiém soat chira
Tolperisone Hydrochloride dang da hat. Patent nay
khong xac 1ap pham vi bao ho cho hoat chat
Tolperisone Hydrochloride.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Plc
CHU/CHUYEN NHUGNG PATENT:Richter Gedeon Nyrt
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

3 . Mydocalm 50mg  Tolperisone Hydrochloride-50mg
SPK:VN-8705-09 Vién nén bao phim, Hop 3 vi x 10 vién
-SX: Gedeon Richter PlcHungary

12 Tén doanh nghiép dé nghi cong bo:

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

PHAM VI: EP: Pham vi bao hé 14 dang bao ché
(vién giai phong c6 kiém soat), khong phai cho hoat
chat Tolperisone

Patent Hungary khong dugc xem xét do Co quan
sang ché Hungary khong nam trong sb cac co quan s&
htru tri tué duogc chép nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thudc biét duge géc, thude
c6 tai liéu chirng minh tuong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Patent EP 2175839B1 xac lap pham vi bao
hé cho duge phim giai phong c6 kiém soat chira
Tolperisone Hydrochloride. Tuy nhién, patent nay
khoéng xac 1ap pham vi bao hd cho hoat chét
Tolperisone Hydrochloride. Két luan: Khong dap tmg
quy dinh vé paten cip cho hoat chat.

31/7: Patent EP 2175839 B1 chi x4c 1ap pham vi bao
hé cho duge phim giai phong c6 kiém soat chira
Tolperisone Hydrochloride dang da hat. Patent nay
khong xac 1ap pham vi bao ho cho hoat chat
Tolperisone Hydrochloride.

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

Hyphens Pharma Pte. Ltd

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

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Ple
CHU/CHUYEN NHUGNG PATENT:Richter Gedeon Nyrt
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Dotarem Acid Gadoteric-27,9329/100ml
SPK:VN-3655-07 lo chira 10ml, 15ml, 20ml dung dich tiém
-SX: GuerbetFrance

13 Tén doanh nghiép dé nghi cong bo:

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

PHAM VI: US: Phtrc hop kim loai ctiia polyamino
oxid va timg dung ctia n6 trong chan doan hinh anh ->
Giai trinh 1am rd pham vi bao h¢ 1a hoat chét
Gadoteric acid

10/6: Cong ty bo sung Patent US 5648063
(15/7/1997) (Chering AG) va giai trinh Diém yéu cau
bao ho s6 51 xéc 1ap pham vi bao ho cho hoat chat
Acid Gadoteric

Patent US 5,886,158 xac 1ap pham vi bao ho phuc
hop kim loai gadolinium c6 céu trac hoa hoc khac
v6i cdu triic hda hoc cua phirc hop axit gadoteric. Cu
thé trong patent ndy, cdu triic chira R 1a nhém cong
thirc hoa hoc chira vong benzene, con axit Gadoteric
¢6 cau tric voi R 1a hydrogen.

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

10/6: Piém 51 yéu cau bao hd cta patent US
5648063 xac 1ap pham vi bao ho cho ché pham lam
tang d6 twong phan trong chup cdng hudng tur hat
nhan (NMR) chira phirc chit chelate ctia Gadolinium
v6i DOTA (tirc 1a Acid Gadoteric) va chat mang chap
nhan duoc vé mit sinh 1y, trong d6 ché phdm nay &
dang v6 tring. San phdm Dotarem 14 san phim c6 tac
dung lam tang d6 twong phan trong chup cdng
huong tir hat nhan (NMR) chira Acid Gadoteric va
chit mang chip nhan dwoc vé mat sinh Iy & dang
thudc tiém vo trung. Do do6, patent US 5648063 x4c
1ap pham vi bao hd cho thudc tiém Dotarem (lo chtra
10ml, 15ml, 20ml dung dich tiém).

Két luan: Dap tmg quy dinh vé patent cip cho thude
tiém

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Guerbet

CHU/CHUYEN NHUGONG PATENT:Guerbet S.A

10/6: Cong ty cung cap van ban ctua Allen&Overy LLp trong d6
dé cap dén viéc chuyén nhugng Patent tir Schering cho Guerbet
va cho phép Guerbet 1a nha san xuit san pham -> D& nghi Cong
ty cung cap hop dong chuyén nhuong Patent giira Guerbet va
Schering AG (theo nhur ndi dung dé cap tai van ban)

LABORATORIOS LICONSA, S.A

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

13.1 B6 sung tai li¢u vé viéc chuyén nhwong Patent (Tong so: 1)
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Heberprot P Recombinant Human Epidermal Growth
SPK:VN1 - 648 - 12 Factor - rh EGF-75 mcg
thudc bot déng kho pha tiém
-SX: Center for Genetic Engineering and
BiotechnologyCuba

14 Tén doanh nghiép dé nghi cong bo:

PATENT: US 7,465,704 B2: US 2470971 (Centro

de Igeniera Genetica y Biotecnologia)

EP 1466617 B1 (Centro de Igeniera Genetica y
Biotecnologia)

AU 2002361923; JP 4808378

PHAM VI: US, EP: Pham vi bao hd 1a phuong phap
diéu tri, khong phai 1a hoat chét

12/7: Cong ty giai trinh diém yéu cau bao ho s6 1, 4,
5, 6 ctiia Patent CA 2470971 (EP 1466617 B1)
(Centro de Igeniera Genetica y Biotecnologia) bao hd
cho dang bao ché chira hoat chat Recombinant Human
Epidermal Growth Factor - rh EGF

Cac diém 1, 4, 5 yéu cAu bao hd cua patent CA
2470971 x4c 1ap pham vi bao ho cho dwoc pham chira
yéu td tang truong biéu bi ngudi & dang dong kho
pha tiém.

Két luan: Pap tmg quy dinh vé patent cip cho san
pham thudc tiém.

Les Laboratoires Servier

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

14.1 P& nghi bo sung tii liéu dé Hi ddong xem xét (Tong s6: 7)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: LABORATORIOS LICONSA, S.A
CHU/CHUYEN NHUGQNG PATENT:Centro de Ingenieria
Genetica Y Biotecnologia -> D& nghi Cong ty cung cép tai liéu
va giai trinh 1am rd méi lién hé giita Center for Genetic
Engineering and Biotechnology va Centro de Ingenieria
Genetica Y Biotecnologia
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Tén thubce - SDPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Bi Preterax
SPK:VN-3070-07

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

-SX: Les Laboratoires Servier

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

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

28/6: Cong ty giai trinh 1a chu s¢ hitu cta cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 1an dau tai Phép ngay 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép str dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril tert-butylamine va Indapamid.Két luan:
Khéng dap tmg quy dinh vé patent cap cho hdn hop
hoat chét.Huérng khéc phuc: Xac dinh chinh xac
patent xéac 1ap pham vi bao ho cho hdn hop gom
Perindopril tert-butylamine va Indapamid.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Bi Preterax ArgininePerindopril Arginine 5mg & Indapamide
1,25mg-Perindopril Arginine 5mg &
Indapamide 1,25mg
Hop 1 1o 30 vién nén
-SX: Les Laboratoires Servier

PATENT: US 6653336 (Les Laboratoires Servier)
PHAM VI: US: Su két hop ciia chat tc ché enzyme
chuyén ddi cao huyét ap véi mot thude loi tiéu dé
diéu tri r6i loan vi tudn hoan

28/6: Cong ty giai trinh 1a cha so hitu clia cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 14n dau tai Phap ngdy 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép st dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay duogc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 x4ac 1ap pham vi bao hd cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril Arginine va Indapamid.Két luan: Khong
dap tng quy dinh vé patent cdp cho hdn hop hoat
chat.Hudng khéc phuc: Xéac dinh chinh xac patent xéc
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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Tén thubce - SDPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

3 . Coversyl Plus
SPK:VN-13762-11

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

-SX: Les Laboratoires Servier

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

PHAM VI: US: Su két hop ciia chét tc ché enzyme
chuyén ddi cao huyét ap véi mot thude loi tiéu dé
diéu tri r6i loan vi tuan hoan

28/6: Cong ty giai trinh 1a chu s¢ hitu cta cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép str dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 xac 1ap pham vi bao ho cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril tert-butylamine va Indapamid.Két luan:
Khéng dap tmg quy dinh vé patent cap cho hdn hop
hoat chét.Huérng khéc phuc: Xac dinh chinh xac
patent xéac 1ap pham vi bao ho cho hdn hop gom
Perindopril tert-butylamine va Indapamid.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

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

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

Hop 1 1o 30 vién nén bao phim

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

PHAM VI: US: Su két hop ciia chét tc ché enzyme
chuyén ddi cao huyét ap véi mot thude loi tiéu dé
diéu tri r6i loan vi tudn hoan

28/6: Cong ty giai trinh 1a chu s¢ hitu cta cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chira 2 hoat chat trén dugc cip phép
lwu hanh 14n dau tai Phap ngdy 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép st dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 xac 1ap pham vi bao hd cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril Arginine va Indapamid.Két luan: Khong
dap tng quy dinh vé patent cdp cho hdn hop hoat
chat.Hudng khéc phuc: Xac dinh chinh xac patent xéc
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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5 . Coversyl Plus Perindopril Arginine 5mg & Indapamide PATENT: US 6,653,336 B2 (Les Laboratoires CHU SO HU'U SP: Les Laboratoires Servier
Arginine 1,25mg-Perindopril Arginine 5mg & Servier) CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
SPK:VN-7730-09 Indapamide 1,25mg PHAM VI: US: Su két hop ciia chat rc ché enzyme Dé nghi Cong ty cung cap bd sung tai liéu chirg minh cho dén
Hop 1 lo 30 vién nén bao phim chuyén ddi cao huyét ap véi mot thude loi tiéu dé nay chura c6 cong ty nao khac dugc cap bang phat minh sang
-SX: Les Laboratoires Servier diéu tri rdi loan vi tudn hoan ché cho dang phdi hop ctia 02 hoat chat Perindopril va
28/6: Cong ty giai trinh 1a chu so hitu ciia cac san Indapamide dé Hoi dong xem xét

pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 14n dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép str dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 xac 1ap pham vi bao ho cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril Arginine va Indapamid.Két luan: Khong
dap tng quy dinh vé patent cip cho hdn hop hoat
chat.Hudng khéc phuc: Xac dinh chinh xac patent xéc
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.
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Tén thubce - SDPK

Hoat chét - Him lwong - Quy cach

Patent - Chu s6 hitu - Pham vi bio ho

6 . Preterax

SPK:VN-13763-11

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

-SX: Les Laboratoires Servier

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

28/6: Cong ty giai trinh la chu s¢ hitu cua cdc san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chita 2 hoat chat trén dugc cip phép
lwu hanh 14n dau tai Phap ngdy 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao duoc phép st dung hoat
chit dé san xudt san pham) (Ngoai ra, dang muoi
Arginine ciia hoat chit nay duogc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 x4ac 1ap pham vi bao hd cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao ho cho hdn hop hoat chit gdm
Perindopril tert-butylamine va Indapamid. Két luan:
Khong dap umg quy dinh vé patent cap cho hdn hop
hoat chat.Hudng khic phuc: Xac dinh chinh xac
patent xéac 14p pham vi bao ho cho hdn hop gom
Perindopril tert-butylamine va Indapamid.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

7 . Preterax Arginine
SPK:VN-7731-09

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

Hop 1 1o 30 vién nén bao phim

-SX: Les Laboratoires Servier

PATENT: US 6,653,336 (Les Laboratoires Servier)
PHAM VI: US: Su két hop ciia chat trc ché enzyme
chuyén ddi cao huyét ap v6i mot thude loi tiéu dé
diéu tri r6i loan vi tudn hoan

28/6: Cong ty giai trinh 1a cht s¢ hitu cua cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu so hitu ciia cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay dugc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).

- Céc san pham chita 2 hoat chit trén dugc cip phép
lwu hanh 14n dau tai Phap ngdy 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép st dung hoat
chat dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay duogc cip Patent US
6696481 ngay 24/2/2004)

Patent US 6653336B2 x4ac 1ap pham vi bao hd cho
phuong phéap diéu tri rdi loan vi tuan hoan dong
mach - mao mach. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hdn hop hoat chit gdm
Perindopril Arginine va Indapamid.Két luan: Khong
dap tng quy dinh vé patent cdp cho hdn hop hoat
chat.Hudng khéc phuc: Xéac dinh chinh xac patent xéc
1ap pham vi bao ho cho hdn hop gdm Perindopril
Arginine va Indapamid.

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

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

15.1 B6 sung tai li¢u vé viéc chuyén nhuong Patent (Tong so6: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Les Laboratoires Servier

CHU/CHUYEN NHUGQNG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide dé Hoi dong xem xét
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1 . Orelox Cefpodoxime-100mg PATENT: US 4,486,425 (Sankyo) CHU SO HU'U SP: Sanofi Aventis
SPK:VN-9851-10 Hop 1 vi x 10 vién nén bao phim PHAM VI: US: Piém yéu ciu bao ho 5; Hoat chit CHU/CHUYEN NHUGQNG PATENT:1. Sankyo
-SX: sanofi Winthrop IndustrieFrance Cefpodoxime 2. Dé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Diém 6 yéu cau bao ho clia patent US 4486425 xac patent giita Sankyo va Sanofi-Aventis
1ap pham vi bao ho cho hoat chat Cefpodoxim 3. Dé nghi Cong ty giai trinh va cung cap tai liéu lam rd mdi
proxetil. Két luan: Dap tmg yéu cau vé patent cip cho lién hé gitta Sanofi Winthrop Industrie va Sanofi-Aventis
hoat chit. 3/7: Cong ty cung cap tai liéu xéc nhan Sanofi Winthrop

Industrie va Sanofi-Aventis déu la cong ty thanh vién cua tap
doan Sanofi

- Cong ty cung cap tai liéu xac nhan Daiichi Sankyo Co., Ltd
cho phép Sanofi str dung Patent dé phat trién, ddng ki, ban san
phim Cefpodoxime tai Viét Nam dudi tén Orelox -> D& nghi
Cong ty 1am 6 viéc chuyén nhuong Patent US 4,486,425 tir
Cdng ty Sankyo

15.2 Khong dap ing quy dinh (Tong sb: 1)
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1 . Aspegic DL-lysine acetylsalicylate-500mg PATENT: US 4885288 (Synthelabo) CHU SO HUU SP: Sanofi Aventis
SPK:VN-3227-07 Bt pha tiém, hop 6 lo + 6 ng dung moi PHAM VI: Dugc pham c6 chira Lysine . CHU/CHUYEN NHUGQONG PATENT:Sanofi Aventis
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao hd 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 duogc pham, khong phai 14 hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao h cho
phuong phép diéu tri bénh hong cau hinh liém bang
cach sir dung dugc pham chira 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 chit lysine acetylsalicylate.Két luan: Khong
dap tng quy dinh vé patent cip cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd duoc
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
g quy dinh vé patent cap cho hoat chat.

28/2: Piém 1 va 2 yéu cau bao ho cuia patent US
4265888 xac lap pham vi bao ho cho dugc phém
dang rin chtra DL-lysine acetylsalicylate véi luong
hitu hi¢u va chira calcium chloride khan véi lugng
khoang 3-6% trong lugng tinh theo tong trong lugng
DL-lysine acetylsalicylate va calcium chloride khan.
Theo thong tin c¢6 dugc, san pham Aspegic khong
chtra calcium chloride khan. Do d6, patent US
4265888 khong xac 1ap pham vi bao ho cho san
pham dang thudc bot pha tiém Aspegic.

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

16 Tén doanh nghiép dé nghi cong bé: VPDD Glaxosmithkline Pte Ltd tai Tp. HCM

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 3).
16.1 Khong dap ing quy dinh (Tong sb: 3)
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Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Arixtra
SPK:VN-14177-11

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

PATENT: US 4,818,816 (Choay, S.A) (4/4/1989)
PHAM VI: Qué trinh téng hop hitu co cia
oligosaccharides va dan chat cua né (Diém yéu cau
bao ho: 60, Hoat chét F ondaparinux)
9/7: Cong ty giai trinh san phim
Arixtra/fondaparinux c6 qué trinh tong hgp san pham
rat phirc tap va chua duoc cap Patent. Va san pham da
duoc bao ho theo co ché bao ho dir liéu tai My (5
nim) va tai Chau Au (10 nam)
- Cong ty ciing giai trinh c6 11 soan thao tai diém
yéu cau bao ho s 54 va 56 ciia Patent US4818816 va
Cong ty khong thé yéu ciu Co quan sang ché My
sira 16i vao thoi diém nay (do 18i bat du tir cha s&
hitu 1a Cong ty Sanofi, nay Cong ty GSK mua lai va
khong chiu trach nhiém vé 15i nay va theo Luét hién
hanh ctia Luat sing ché Hoa Ky thi Cong ty khong
thé yéu cau sira 13i)
Diém 60 yéu cu bao ho cua patent US 4818816 xac
1ap pham vi bao hd cho hoat chét c6 ciu trac khac voi
fondaparinux & nhém OH gin vio vong
glucopyranosyl, thay vi nhom OCH3 gin vao vong
glucopyranosyl trong hoat chat fondaparinux. Két
luén: Khong dép tmg quy dinh vé patent cip cho hoat
chat.

Quyén s¢ hiru, chuyén giao patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

CHU/CHUYEN NHUGNG PATENT:1. Choay, S.A (Cong ty
cung cap hgp dong chuyén giao giita Sanofi-Synthelabo véi
Glaxo Group Ltd, Glaxo Wellcome Production SAS, GSK Plc)

2. Pé nghi Cong ty cung cip tai lidu vé viéc chuyén quyén so
hitu Patent tir Choay, S.A cho GSK; giai trinh vé viéc Glaxo
Wellcome Production san xuét theo iy quyén ctia Choay, S.A
9/7: Cong ty cung cap tai liéu chuyén giao quyén sir dung
Patent gitta Sanofi-Synthelabo va Glaxo Group Ltd, Glaxo
Wellcome Production SA va GSK Plc
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2 . Fraxiparin 0,3ml
SPK:VN-14178-11

nadroparin calcium-2850 anti Xa 1U/0,3ml

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

PATENT: EP 0623629B1 (Choay SA)

PHAM VI: Phan doan Heparin tinh khiét, quy trinh

diéu ché va ché pham duoc phdm c6 chira ching

9/7: Cong ty giai trinh nadroparin calcium khong

phai 1a mot chét hoa hoc di biét ma 1a hdn hop cua

cac Heparin c6 trong lugng phan tir thap (twong tu
nhu Enoxaparin trong thudc Lovenox) va diém yéu
cau bao ho s6 1 ctia Patent EP 0623629B1 xac lap
pham vi bao h¢ cho nadroparin calcium dang tinh
khiét voi ham lugng N-NO duéi 500 ppb (kém theo
tai li€u cd xac nhén cua chuyén gia ky thuat)

Patent EP 0623629B1 khong xac 1ap pham vi bao hd
cho hoat chét Nadroparin Calcium. Cy thé, nhu duoc
thé hién tai dong 17, trang 1 cua patent ndy,

Nadroparin Calcium 1 hoat chit da biét. Do do,

patent nay khong thé xac 1ap pham vi bao ho cho

hoat chat Nadroparin Calcium.Két luan: Khong dap

g quy dinh vé patent cap cho hoat chat.

9/7: Patent EP 0623629B1 khong xac lap pham vi

bao hd cho dugc phém dang thudc tiém chira

Nadroparin Calcium.

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

thude tiém.

Quyén s¢ hiru, chuyén giao patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

CHU/CHUYEN NHUGNG PATENT:1. Choay, S.A (Cong ty
cung cap hgp dong chuyén giao giita Sanofi-Synthelabo véi
Glaxo Group Ltd, Glaxo Wellcome Production SAS, GSK Plc)

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

9/7: Cong ty cung cap tai liéu xac nhan viéc chuyén nhuong
gitra Saofi-Synthelabo va Glaxo Group Ltd; Glaxo Wellcome
Production va GSK Plc (Cong ty ciing cung cap tai liéu cap boi
co quan sang ché Thuy Si lién quan t6i qua trinh chuyén
nhuong, trong d6, Patent cap cho Choay nam 1996, nim 2000
chuyén sang Sanofi-Synthelabo va tén chu s hitu 1 Sanofi-
Aventis)
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3 . Fraxiparin 0,4ml
SPK:VN-14682-12

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

-SX: Glaxo Wellcome ProductionPhéap

PATENT: EP 0623629B1 (Choay S.A)

PHAM VI: Phan doan Heparin tinh khiét, quy trinh

didu ché va ché pham dugc pham c6 chira chiing

9/7: Cong ty giai trinh nadroparin calcium khong

phai 1a mot chat hoa hoc da biét ma 13 hdn hop cua

cac Heparin c6 trong luong phén tir thap (tuong tu
nhu Enoxaparin trong thudc Lovenox) va diém yéu
cau bao ho s6 1 ctia Patent EP 0623629B1 xac lap
pham vi bao h¢ cho nadroparin calcium dang tinh
khiét voi ham lugng N-NO duéi 500 ppb (kém theo
tai liéu cd xac nhén cua chuyén gia ky thuat)

Patent EP 0623629B1 khong xac 1ap pham vi bao ho
cho hoat chét Nadroparin Calcium. Cy thé, nhu dugc
thé hién tai dong 17, trang 1 cua patent ndy,

Nadroparin Calcium 1 hoat chit da biét. Do do,

patent nay khong thé xac 1ap pham vi bao ho cho

hoat chat Nadroparin Calcium.Két luan: Khong dap
mg quy dinh vé patent cap cho hoat chat.

9/7: Patent EP 0623629B1 khong xac lap pham vi

bao hd cho dugc phém dang thudc tiém chira

Nadroparin Calcium.

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

thuéc tiém.

17 Tén doanh nghiép dé nghi cong bé: VPDD Janssen - Cilag Ltd

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

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

1 . Intelence
SPK:VN1-640-12

Etravirine-100mg

Lo 120 vién nén

-SX: Janssen - Cilag SpA - Via C.
Janssenltaly

PATENT: US 7,037,917 (Janssen Pharmaceutica
NV)

US 8003789 B2 (Janssen Pharmaceutica NV)
PHAM VI: US 7,037,917 (Piém yéu cau bao ho sb
1; Hoat chit Etravirine)

Diém 1 yéu cau bao ho ciia patent US 7,037,917 xac
1ap pham vi bao ho cho hoat chat Etravirine.

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

18 Tén doanh nghiép dé nghi cong b6: VPPD Janssen-Cilag L td.

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

18.1 B6 sung thong tin lién quan dén sian phim (Tong sb: 1)

Quyén sé hiru, chuyén giao_patent

CHU SO HUU SP: Glaxosmithkline Pte Ltd

CHU/QHUYEN NHUOQNG PATENT:1. Choay, S.A (Cong ty
cung cap hgp dong chuyén giao gitta Sanofi-Synthelabo véi
Glaxo Group Ltd, Glaxo Wellcome Production SAS, GSK Plc)

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

9/7: Cong ty cung cép tai liéu xac nhan viéc chuyén nhuong
gitra Saofi-Synthelabo va Glaxo Group Ltd; Glaxo Wellcome
Production va GSK Plc (Cong ty ciing cung cip tai lidu cap boi
co quan sang ché Thuy Si lién quan t6i qua trinh chuyén
nhuong, trong d6, Patent cap cho Choay nam 1996, nim 2000
chuyén sang Sanofi-Synthelabo va tén chu s hitu 1 Sanofi-
Aventis)

CHU SO HUU SP: Janssen Pharmaceutica NV

CHU/CHUYEN NHUQNG PATENT:1. Janssen Pharmaceutica
NV

2. Cong ty cung cip gidy iy quyén ctia Janssen Pharmaceutica
NV cho Janssen - Cilag Ltd 1a nha dang ky va nha phan phéi
san pham tai Viét Nam

3. Dé nghi Cong ty cung cp tai liéu va giai trinh 1am ré mdi
lién hé giira Janssen - Cilag SpA va Janssen Pharmaceutica NV
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1 . Caelyx
SPK:VN-14212-11

Doxorubicine HCI-2mg/ml

Dung dich dam déc pha tiém truyén tinh
mach. Hop 1 éng 10ml

-SX: Ben Venue Laboratories IncM§

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

1 . Doribax
SPK:VN-13741-11

Doripenem monohydrate-500mg
Doripenem
Hép 10 lok bt pha dung dich tiém truyén

19 Tén doanh nghiép dé nghi cong bo:

PATENT: US 5013556 (Liposome Technology)
PHAM VI: US: Liposome vo6i viée tang thoi gian
tudn hoan -> Pham vi bao ho 1a dang bao ché, khong
phai 12 hoat chit Doxorubicine

6/6/2013: Cong ty giai trinh Piém yéu cau bao ho 1
ctia Patent x4c 1ap pham vi bao ho cho dang bao ché
thudc tiém cua hoat chit Doxorubicine HCI

Khong két luan do thiéu thong tin vé san pham, cu
thé 1a thong tin vé dang liposome trong san pham
Caelyx ciing nhu dic tinh phong thich hoat chit cuia
san pham nay.

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

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

Céc diém 1-11 Yéu cau bao hd cua patent US
5,317,016 chi xac 1ap pham vi bao hd cho hop chét
c6 cong thirc chung, cac diém nay khong xéac lap
pham vi bao h¢ truc tiép hoat chat Doripenem.

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

31/7: Patent US 5317016 khong xac 1ap pham bao ho
cho thudc tiém chtra hoat chat Doripenem.

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

VPDD Merck KGaA

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 9).

19.1 Khong dap ing quy dinh (Tong sb: 9)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Janssen-Cilag Ltd (theo iy quyén ciia Alza
Corporation)

CHU/CHUYEN NHUGQNG PATENT:1. Liposome Technology
2.Cong ty cung cép tai liéu xac nhan Liposome Technology
sap nhdp thanh Alza Corporation

6/6: D& nghi Cong ty cung cap tai liu va giai trinh vé viéc Ben
Venue Laboratories Inc san xuat theo try quyén va tiéu chuan
cua Alza Corporation

CHI:J SO HUU SP: Janssen- Cillag Ltd
CHU/CHUYEN NHUONG PATENT:Shionogi Seiyaku
Kabuchiki Kaisha
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1 . Cetrotide Cetrorelix acetate-0.25 mg PATENT: EP0611572 B1(ASTA Medica AG) CHU SO HUU SP: Merck KGaA
SPK:VN-6134-08 Hop 7 khay, m&i khay gom 1 Lo bot + 1 US 4800191 (Andrew V. Schally) CHU/CHUYEN NHUQNG PATENT:STA Medica AG (la tén
Bom tiém chira dung méi pha tiém PHAM VI: US: Chat ddi lap LHRH -> Giai trinh trude day cua Baxter Oncology GmbH - c6 cong van xac nhan
-SX: Baxter Oncology GmbHDGc 1am 16 pham vi bao ho 14 hoat chit Cetrorelix cua Cuc Quan ly duoc)
EP: Giai trinh 1am rd pham vi bao ho 1a hoat chét
Cetrorelix

Diém 15 yéu ciu bao ho cua patent US 4800191 xac
1ap pham vi bao hd cho peptide, trong d6 X 1a Ac,
R6 la D-Cit, R10 la D-Ala, céc vi tri amino acid tur
vi tri amino acid tht 7 (Ser) dén vi tri amino acid
cudi cung lién két v6i dau NH2 (D-Ala) 1a hoan toan
gidng voi cac vi tri amino acid tuong g ciia hoat
chit cetrorelix acetate, tuy nhién céc vi tri amino acid
thir 1,2,3 cua peptide nay khong gidng véi cac amion
acid cua cetrorelix acetate & cac vi tri tuong ung do
(v6i pepide néu trén, vi tri thr 1, R1 1a D-Phe; vi tri
thir 2, R2 1a D-Phe(4-F) hoac D-Phe (4-cl); vi tri thir
3, R3 la D-Trp; trong khi cac vi tri twong tng 1,2,3
cua cetrorelix acetate la D-Nal, D-Cpa, D-Pal). Do do,
patent US 4800191 xac 1ap pham vi bao ho cho
peptide co 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.
31/7: Patent EP0611572 B1 xac lap pham vi bao ho
cho quy trinh bao ché san phdm dong khé vo tring
chira Cetrorelix Acetate. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chét Cetrorelix
Acetate hay thudc tiém chira Cetrorelix Acetate.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chit hay san pham dang thudc tiém.
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2 . Glucophage
SPK:VN-13272-11

Metformin hydrochlorid-500mg
Vién nén bao phim - Hop 05 vi x 20 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 duoc xem xét dé cong bd thude biét duge gc.

2. Bang sang ché da hét quyén bao ho.

PHAM VI: San phdm dwoc phdm méi (diém yéu ciu
bao ho 1, Hoat chit Metformine - Tra cliu Martindale)
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chit Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan sé hiru
cong nghiép Bi khong nam trong sb cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duge géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chirng minh twong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho duoc pham chdng dai thao duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride. Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao hd
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 1ap pham vi bao
ho cho chinh hoat chdt Metformin hydrochloride.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sante s.a.s

CHU/CHUYEN NHUQONG PATENT:Merck KGaA x4c nhin
Lipha SA d3 mua lai quyén s hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cua
Cong ty da qudc gia Merck KGaA)
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3 . Glucophage Metformin hydrochlorid-1000mg PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) -> CHU SO HU'U 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 NHUGQNG PATENT:Merck KGaA xac nhan
-SX: Merck Sante s.a.sPhap tué duoc xem xét dé cong bd thude biét duge gc. Lipha SA di mua lai quyén sé hiru 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 ctia

PHAM VI: San phdm dwoc phdm méi (diém yéu ciu Cong ty da qudc gia Merck KGaA)
bao ho 1, Hoat chat Metformine - Tra ctru Martindale)
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan sé hiru
cong nghiép Bi khong nam trong s6 cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chirng minh twong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho duoc pham chdng dai thao duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride. Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao hd
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 1ap pham vi bao
ho cho chinh hoat chdt Metformin hydrochloride.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
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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 vi x 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 duoc xem xét dé cong bd thude biét duge gc.

2. Bang sang ché da hét quyén bao ho.

PHAM VI: San phdm dwoc phdm méi (diém yéu ciu
bao ho 1, Hoat chit Metformine - Tra cliu Martindale)
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan sé hiru
cong nghiép Bi khong nam trong sb cac co quan s
hiru tri tué dwoc chip nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duoc géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chirng minh twong dwong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT ciia
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho duoc pham chdng dai thao duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chit
Metformin Hydrochloride.Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao hd
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 1ap pham vi bao
ho cho chinh hoat chit Metformin hydrochloride.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sante s.a.s

CHU/CHUYEN NHUQNG PATENT:Merck KGaA xac nhin
Lipha SA d3 mua lai quyén s hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cia
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 duoc xem xét dé cong b thude biét duoc

2. US 6475521 (Bristol-Myers Squibb)

PHAM VI: Bi: San pham dugc pham méi (diém yéu
cAu béo ho 1, Hoat chit Metformine - Tra clru
Martindale)

US: Pham vi bao ho chi la phuong phap bao ché
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chit 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 dwoc chip nhan néu trong Muc V cua
"Quy dinh tam thoi vé céc tai lidu can cung cap dé
cong bd céc danh muc thude biét duge géc, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chiing minh twong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao ho cho duoc pham chdng dai thao dudong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chét
Metformin Hydrochloride. Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao hd
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 14p pham vi bao
ho cho chinh hoat chdt Metformin hydrochloride.
Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQNG PATENT:Merck KGaA xac nhin
Lipha SA d3 mua lai quyén s hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cia
Cong ty da qudc gia Merck KGaA)
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6 . Glucophage XR
SPK:VN-15546-12

Metformin hydrochlorid-750mg

Vién phong thich kéo dai - Hop 02 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 duoc xem xét dé cong bd thude biét duge gc.

2. US 6475521 (Bristol-Myers Squibb)

PHAM VI: Bi: San pham dugc pham méi (diém yéu
cAu béo ho 1, Hoat chit Metformine - Tra clru
Martindale)

US: Pham vi bao ho chi la phuong phap bao ché
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong dugc xem xét do Co quan s hitu
cong nghiép Bi khong nim trong sb cac co quan s&
hiru tri tué dwoc chip nhan 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, thude
tuong duong diéu tri v6i thudce biét duge géc, thude
c6 tai liéu chiing minh twong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac lap
pham vi bao hd cho duoc pham chdng dai thao duong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chét
Metformin Hydrochloride. Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao ho
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 14p pham vi bao
ho cho chinh hoat chdt Metformin hydrochloride.
Két luan: Khong dap tmg quy dinh vé patent cép cho
hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQNG PATENT:Merck KGaA xac nhin
Lipha SA da mua lai quyén s6 hitu tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cia
Cong ty da qudc gia Merck KGaA)
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7 . 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 Thk., Indonesia)Phap

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

2. US 6475521 (Bristol-Myers Squibb)

PHAM VI: Bi: San pham dugc pham méi (diém yéu
cAu béo ho 1, Hoat chit Metformine - Tra clru
Martindale)

US: Pham vi bao ho chi la phuong phap bao ché
29/3: Cong ty bo sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép 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 dwoc chip nhan 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, thude
tuong duong diéu tri v6i thude biét duge géc, thude
c6 tai liéu chiing minh twong duong sinh hoc" dugc
ban hanh kém theo Quyét dinh s6 2962/QD-BYT cua
Bo Y té.Két luan: Khong dap tmg quy dinh vé paten
cép cho hoat chat.29/3: Patent CA 709811 xac 1ap
pham vi bao ho cho duoc pham chdng dai thao dudong
chira Metformin Hydrochloride. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chét
Metformin Hydrochloride. Két luan: Khong dap tmg
quy dinh v& paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac 1ap pham vi bao ho
cho dugc phém chita hoat chit Metformin
hydrochloride. Patent nay khong xac 14p pham vi bao
ho cho chinh hoat chdt Metformin hydrochloride.
Két luan: Khong dap tmg quy dinh vé patent cép cho
hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck KGaA

CHU/CHUYEN NHUQNG PATENT:Merck KGaA xac nhin
Lipha SA da mua lai quyén s¢ hiru tir Aron-Samuel va Lipha
SA d6i tén thanh Merck Sante s.a.s (1a cong ty thanh vién cia
Cong ty da qudc gia Merck KGaA)
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8 . Gonal-f
SPK:VN-9304-09

Follitropin alfa-751U (5.5mcg)
Hop 1 1o bét va 1 bom tiém chira dung moi
-SX: Merck Serono S.AThuy S§

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

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

20 Tén doanh nghiép dé nghi cong bo:

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

PHAM VI: EP: Pham vi bao hé 14 quy trinh diéu ché
hoat chét sinh hoc F ollitropin alfa, khong phai bao
ho cho cong thirc hoat chét

Patent EP 0211894 xac 14p pham vi bao hd cho quy
trinh diéu ché hormone kich thich nang tring ngudi
¢6 cAu trac heterodimer, don vi dudi ciu trac chua
trudng thanh ctia hormone kich thich nang trung
ngudi, DNA tai tb hop ma hoa don vi dudi ciu tric
chua truong thanh cta hormone kich thich nang trang
ngudi, vector va vector biéu hién. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chét
Follitropin alfa. Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

31/7: Patent EP 0211894 B1 khong xac 1ap pham vi
bao ho cho thude tiém chira Follitropin alfa.

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

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

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

Patent EP 0211894 xac 1ap pham vi bao hd cho quy
trinh diéu ché hormone kich thich nang trimg ngudi
c6 chu tric heterodimer, don vi duéi cAu tric chua
trudng thanh cua hormone kich thich nang trirng
ngudi, DNA tai t6 hop ma hod don vi dudi cdu triic
chua truong thanh cua hormone kich thich nang triing
nguoi, vector va vector biéu hién. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chat
Follitropin alfa.Két luan: Khong dap tng quy dinh vé
patent cap cho hoat chit.

31/7: Patent EP 0211894 B1 khong xac 1ap pham vi
bao ho cho thube tiém chira Follitropin alfa.

Két luan: Khong déap tng quy dinh vé patent cip cho
thude tiém.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck KGaA

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

2. Cong ty xac nhan Appliedd Research System ARS Holding
1a cong ty con ciia Merck Serono SA va Merck Serono SA 1a
cong ty con cua 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 ctia Merck Serono SA va Merck Serono SA 1a
cong ty con cua Merck KGaA

VPDD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 2).
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20.1 Khong dap ing quy dinh (Tong so0: 2)
1 . Diprospan 1mi Betamethasone dipropionate 6,43 mg/ml+  PATENT: US 3053865 (Merck&Co Inc)

SPK:VN-15551-12 betamethasone Na phosphate 2,63mg/ml-
6,43 mg/ml + 2,63mg/ml
Hbn dich tiém; M&i hop chtra 1 éng 1 mL
-SX: Schering-Plough Labo N.V.Bi

US 4775529 (Schering Corp.)

PHAM VI: US 3053865:Compound patent -> Pham
vi bao ho khong phai 1a hoat chit Betamethasone.
US 4775529 : Pham vi bao h la dang bao ché,
khong phai 14 hoat chat

Patent US 3053865 c6 d& cap dén hoat chit
Betamethasone trong phén mo ta, cu thé & cot 10,
dong 23-24, tuy nhién phan yéu cau bao h¢ xac lap
pham vi bao ho khong phai 14 hoat chat
Betamethasone.

Piém 5 va diém 6 cua patent US 4775529 xac lap
pham vi bao hg nude thom (lotion) dung khu tra
chira hoat chat Betamethasone dipropionate. Tuy
nhién patent nay khong xac 1ap pham vi béo ho truc
tiép hoat chit Betamethasone ciing nhu khong bao ho

truc tiép cho hdn hgp Betamethasone dipropionate va

Betamethasone Na phosphate.

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

31/7: Patent US 4775529 xac 1ap pham vi bao hd cho
ché phim dang nu6c thom dé sir dung khu tri
(topical lotion) va phuong phap diéu tri viém. Patent
nay khong xac 1ap pham vi bao ho cho thudc tiém.
Két luan: Khong dap tng quy dinh vé patent cap cho
thudc tiém.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U 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 dbi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
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2 . Orgalutran 0.25/0.5 Ganirelix 0,25mg-0.25/0.5

Sol 0.5mg H/1 bom Bom tiém; Mdi hop chita mdt bom tiém
tiém -SX: VETTER PHARMADuc
SPK:VN-7760-09

21 Tén doanh nghiép dé nghi cong bo:

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 h¢ 1a hoat chét Ganirelix

Patent US5767082 xac 1ap pham vi bao hg cho cac
phuong phép phong ngira va diéu tri bénh bao gdm
bude st dung chat twong tu chat 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 tng quy dinh vé patent cap cho
hoat chét.

31/7: Patent US 5767082 chi xac 1ap pham vi bao hd
cho phwong phap diéu tri. Patent nay khong xéc lap
pham vi bao ho cho thudc tiém.

Két luan: Khong dap tng quy dinh vé patent cip cho
thude tiém.

VPDD Pfizer (Thailand) L.td

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

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

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Merck Sharp & Dohme
CHU/CHUYEN NHUGQNG PATENT:1. Syntex USA

2. Pé nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Patent gitta Syntex USA va Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viéc VETTER PHARMA san xuat theo ty
quyén ctia Merck Sharp & Dohme Corp.
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1 . Debridat Trimebutine maleate-100 mg
SPK:VN-13803-11 Vién nén bao phimHop 2 vi x 15 vién
-SX: FarmeaPhap

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

PATENT: VN3261 (Pfizer Holding)
PHAM VI: Duoc pham dang vién nén duoc bao chira
Trimebutin maleat va quy trinh bao ché -> Pham vi
bao ho 1a dang bao ché, khong phai 1a hoat chat
28/1: Cong ty bd sung Patent FR 2369M -> Co quan
SHTT Phép khong nam trong danh muc 14 Co quan
SHTT dugc cong nhan
16/7: Cong ty bd sungPatent GB 1342547 (3/1/1974-
Jouveinal S.A) va giai trinh diém yéu cau bao ho sb
15 bao hd cho hoat chit Trimebutine maleate
Diém 15 yéu cau bao ho cua patent GB 1342547 xéac
lap pham vi bao ho cho ester ciia amino alcohol diéu
ché dugc bang phwong phéap theo diém bét ky trong
s6 cac diém tir 1 dén 14. Hop chit diéu ché duoc
bang phuong phap theo diém 14 13 hop chét néu
trong Vi du 1 hoac Vi du 3, trong do, hop chét néu
trong Vi du 1 chinh 1a 1a hoat chéat Trimebutine. Hoat
chat Trimebutine Maleate dugc mo ta trong Vi du 2
clia patent nay. Do d6, diém 15 yéu cau bao ho cua
patent GB 1342547 ciing dugc coi 1a xac 1ap pham vi
bao ho cho hoat chat Trimebutine Maleate.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Pfizer Inc

CHU/CHUYEN NHUQNG PATENT:Pfizer Inc

16/7: Cong ty cung cép tai liéu chuyén nhuong Patent gitra

Pfizer Inc va Pfizer Thailand Ltd -> D& nghi Cong ty cung cap

tai liéu vé viéc chuyén nhugng Patent giita Jouveinal S.A va

Pfizer Inc; tai liéu vé viéc Farmea san xuét theo ity quyén va tiéu chuén
cua chu sé hitu Patent
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1 . Sermion Nicergoline-30 mg PATENT: - Ban sao Patent (US6060483) do Co CHU SO HU'U SP: Pfizer Thailand Ltd
SPK:VN-5565-10 Vién nén bao phimHop 2 vi x 15 vién quan SHTT My cap. D& nghi cung cap ban chinh CHU/CHUYEN NHUGNG PATENT:Cong ty dé cap Pfizer
-SX: Pfizer Italia S.r.1.Y hoédc ching thuc hop 1¢ theo quy dinh. Chu SH: mua lai Pharmacia& Upjohn S.p.A. P& nghi cung cap tai liéu

Pharmacia& Upjohn S.p.A phép 1y lién quan dén viéc mua ban, st nhap nay.
PHAM VI: Didu trj mé&i va cong thirc cta dan xuat 28/1: Cong ty cung cap tai liéu xac nhan viée Societa
ergoline (US6060483). P& nghi 1am rd diém bao ho Farmaceutici Italia S.p.a la cong ty con ciia Pharmacia Corp va
ctia patent vé& hoat chat Nicergoline. Pharmacia Corp d4 mua ban/sap nhap voi Pfizer Inc
28/1: Cong ty bd sung Patent US 3879554 -> Pham Cong ty cung cap tai liéu xdc nhan viéc Pfizer Italia S.r.1. san
vi bao ho ctia Patent 1a phuong phap diéu tri, khong xudt san pham theo iy quyén va tiéu chuén ciia Pharmacia

phai cho hoat chét Nicergoline

16/7: Cong ty bo sung Patent GB 1297890 (Societa
Farmaceutici Italia -29/11/1972) va giai trinh diém
yéu cAu bao ho sb 8 bao ho cho hoat chat Nicergoline
Patent US 6060483 chi xac 1ap pham vi bao hd cho
hop chét c6 cong thire chung, duge phim, phurong
phap diéu tri va quy trinh diéu ché. Tuy nhién, patent
nay khong xéc 1ap pham vi bao ho tryc tiép cho hoat
chat Nicergoline.Két luan: Khong dap tmg quy dinh
vé patent cap cho hoat chat.28/1: Patent US 3879554
xac 1ap pham vi bao ho cho phwong phép trc ché qua
trinh két ty tiéu cAu. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chét Nicergoline.Két
luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.

16/7: Piém 8 yéu cau bao ho cua patent GB 1297890
chi xac 1ap pham vi bao hd cho hop chét ¢o cong
thirc chung. Tuy nhién, diém 8 yéu cdu bao ho cta
patent nay khong xéc 14p pham vi bao ho truc tiép
cho hoat chit Nicergoline.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat.
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2 . Sermion Nicergoline-10 mg PATENT: - Ban sao Patent (US6060483) do Co CHU SO HUU SP: Pfizer Thailand Ltd
SPK:VN-9793-10 Vién nén bao duongHop 2 vi x 25 vién quan SHTT My cap. D& nghi cung cap ban chinh CHU/CHUYEN NHUGNG PATENT:Cong ty d¢ cap Pfizer
-SX: Pfizer Italia S.r.1.Y hoédc ching 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 phép 1y lién quan dén viéc mua ban, st nhap nay.
PHAM VI: Diéu tri méi va cong thirc ctia dan xuat 28/1: Cong ty cung cap tai liéu xac nhan viée Societa
ergoline (US6060483). B¢ nghi 1am rd diém bao ho Farmaceutici Italia S.p.a la cong ty con ciia Pharmacia Corp va
ctia patent vé& hoat chat Nicergoline. Pharmacia Corp da mua ban/sap nhép 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 bao ho ctia Patent 1a phuong phap diéu tri, khong xuit san pham theo iy quyén va tiéu chuan ciia Pharmacia

phai cho hoat chét Nicergoline
16/7: Cong ty bo sung Patent GB 1297890 (Societa
Farmaceutici Italia -29/11/1972) va giai trinh diém
yéu cAu bao ho sb 8 bao ho cho hoat chat Nicergoline
Patent US 6060483 chi xac 1ap pham vi bao hd cho
hop chat co cong thirc chung, duge pham, phurong
phap diéu tri va quy trinh diéu ché. Tuy nhién, patent
nay khong xéc lap pham vi bao ho tryc tiép cho hoat
chat Nicergoline.Két luan: Khong dap tmg quy dinh
vé patent cap cho hoat chat.28/1: Patent US 3879554
xac 1ap pham vi bao ho cho phwong phép trc ché qua
trinh két ty tiéu cAu. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chét Nicergoline.Két
luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.
16/7: Biém 8 yéu cau bao ho cua patent GB 1297890
chi xac 1ap pham vi bao hd cho hop chét ¢o cong
thirc chung. Tuy nhién, diém 8 yéu cdu bao ho cta
patent nay khong xéc 14p pham vi bao ho truc tiép
cho hoat chit Nicergoline.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat.

22 Tén doanh nghiép dé nghi cong bé: VPDPD PIERRE FABRE S.A

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 3).
22.1 Khong dap ving quy dinh (Tong so: 3)
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1 . Mycoster 1% ciclopirox olamine-1g/100g PATENT: EP0226984B1 (Hoechst AG) CHU SO HUU SP: PIERRE FABRE
SPK:VN-14791-12  Kem, Hop 1 tuyp 30g PHAM VI: EP: Dang son mong tay c6 tinh chét CHU/CHUYEN NHUGQNG PATENT:Hoechst AG
-SX: Pierre Fabre Medicament khang nidm -> Pham vi bao ho 1a dang bao ché,
ProductionPhap khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac lap pham vi bao hg cho

son mong chdng ndm. Patent nay khong xac 1ap

pham vi bao h¢ cho hoat chét Ciclopirox. Két luan:
Khéng dap Gmg quy dinh vé paten cap cho hoat chat.
31/7: Piém 4 yéu cau bao ho ciia patent EP

0226984B1 xac lap pham vi bao hd cho son méng
chéng nidm chira hoat chét ciclopirox olamine, chat

tao mang khong tan trong nudc, dung moi va chét

phu gia. Tuy nhién, toan by ban mo ta cua patent nay
khong dé cap dén ché pham dang gel. Ngoai ra,

chung t6i cling khong c6 di thong tin cho thiy san
phiam Mycoster 1% & dang gel. D& nghi Cong ty cung cép
thong tin vé cong thirc, dang bao ché san pham dé ching
minh san pham Mycoster 1% & dang gel

2 . Mycoster 8% ciclopirox-8g/100g PATENT: EP0226984B1 (Hoechst AG) CHU SO HUU SP: PIERRE FABRE
SPK:VN-5056-07 dung dich ngoai da, hop 1 chai 3ml PHAM VI: EP: Dang son mong tay cé tinh chat CHU/CHUYEN NHUONG PATENT:Hoechst AG
-SX: Pierre Fabre Medicament khang ndm -> Pham vi bao ho la dang bao ché,
ProductionPhap khong phai 1a hoat chét Ciclopirox

Patent EP 0226984B1 xac lap pham vi bao hg cho

son mong chdng ndm. Patent nay khong xac 1ap

pham vi bao ho cho hoat chét Ciclopirox.

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

31/7: San pham Mycoster 8% & dang dung

dich. Do d6, chung t6i bao luu két qua dénh gia 1an

1. Trong truong hop Cuc Quan 1y Dugc kiém tra lai
thong tin cho thdy san pham nay & dang gel, két qua
danh gia cho san phim Mycoster 1% dugc ap dung.

bé nghi Cong ty cung cap thong tin vé cong thire, dang
bao ché san pham dé chimg minh san phdm Mycoster 8%
0 dang gel
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3 . Mycoster Solution
SPK:VN-11613-10

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 nim -> Pham vi bao ho 1a dang bao ché,
khong phai 14 hoat chat Ciclopirox

Patent EP 0226984B1 xac lap pham vi bao hg cho
son mong chdng nim. Patent nay khong xac 1ap
pham vi bao h¢ cho hoat chét Ciclopirox.Két luan:

Khong dap tmg quy dinh vé paten cap cho hoat chét.

31/7: San pham Mycoster Solution ¢ dang dung
dich. Do d6, chung toi bao luu két qua danh gia lan
1. Trong trudng hop Cuc Quén 1y Duoc kiém tra lai
thong tin cho thdy san phdm nay & dang gel, két qua
danh gia cho san pham Mycoster 1% dugc 4p dung.

Dé nghi Cong ty cung cip thong tin vé cong thire, dang
bao ché san pham dé ching minh san pham Mycoster

Solution ¢ dang gel

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUQNG PATENT:Hoechst AG
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