PHU LUC 1: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC

THEO Y KIEN HQI PONG TAI BUOI HQP NGAY 27/06/2014
(kém theo van ban sé 12022/QLD-GT ngay 15 thang 07 ndam 2014)

>

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

Patent - Chi s¢ hiru - Pham vi bio ho

Tén doanh nghiép dé nghi cong bo:

Abbott Laboratories

1.1 Khéng dip ing quy dinh (Tong sb: 1)

1 . Duphalac Lactulose-667g/1 (10g/15ml)_Dung dich
SPK:VN-12828-11 ubng hop 20 goi x 15ml, chai 200, 500,
1000 ml dung dich uéng_-SX: Abbott
Biologicals B.VThe Netherlands

1
B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 4).

PATENT: US3272705 (North America Philips
Company Inc)

EP 865593 (N.V Tervalon) PHAM VI: US, EP: Hop
chat nhuan trang va phuong phép sir dung -> Pham
vi bao ho 1a quy trinh bao ché/phuong phap san xut

khong phai 1a hoat chat Lactulose.

12/4: Cong ty giai trinh tai liéu dau tién cho hoat
chit lactulose 13 trén mot 4n phim khoa hoc nim
1930 nén s& khong c6 Patnet cho hoat chit nay sau
do

12/5/2014: Cong ty giai trinh di ndp b sung Patent
US3272705 va GB 865593 Patent EP865593 dugc
cung cip 1a khong chinh xéc, trong trudng hop nay,
patent chinh xac la GB865593.Patent US3272705
khong xac 1ap pham vi bao hd cho hoat chét
lactuloza. Piém 8 yéu cu bao ho cta patent
US3272705 x4c 1ap pham vi bao ho cho ché phdm
long chira lactuloza, galactoza, lactoza va nudc. Tuy

nhién, Duphalac con chira thém, ngoai cac thanh phan

néu trén, epilactoza, tagatoza va fructoza. Ngoai ra,
diém 8 nay ciing khong cho biét dudng sir dung cua
ché pham.Patent GB865593 xac 1ap pham vi bao ho
cho phuong phap san xuat ché pham thirc in va ché
pham thirc 4n chira lactuloza va lactoza. Tuy nhién,
patent nay khong xac 1ap pham vi bédo hd cho hoat
chit lactuloza. Két luan: Khong dap tmg quy dinh vé
patent cap cho hoat chit.

1.2 Pham vi bio hé chwa rd, dé nghi 1am ré ndi dung béo hd (Tong sb: 3)

Quyén sé hitu, chuyén giao patent

CHU SO HUU SP: Abbott Healthcare Products B.V_
CHU/CHUYEN NHUONG PATENT:Tai liéu x4c nhén viéc
sap nhap cia North American Philips Company (mét thanh vién
cta N.V. Philips" Gloeilampenfabrieken) vao Solvay Group va
viéc sap nhap Solvay Group vao Abbott (C6 cong vin dong ¥
dbi tén tir Solvay Pharmaceuticals GmbH thanh Abbott
Products GmbH)



Tén thubc - SDK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

1 . Betaserc
SPK:VN-17206-13

Betahistine dyhidrochloride -16mg_vién
nén_-SX: Abbott Healthcare SASPhap

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)->2 Co quan SHTT nay khong. nam
trong DM 14 co quan SHTT duoc chip thuan dé xem
xét Patent PHAM VI: Chua rd pham vi bao hd cho
hoat chit hay quy trinh bao ché

28/4/2014: Cong ty bo sung cac Patent GP 945095;
US 3410861; GP 1140504; GP 1103135; US
3632765; US 4159332; US 4229428; EP 0397025;
JP 3203056, EP 1158963, EP 1493435; US
7728015; US 7737165; US 8119668; US 8242148,
EP 2293794; EP 2314296 Patent GB945095 xac lap
pham vi bao ho cho ché pham ding qua duong
miéng, ngoai dudng ti€u hda, qua duong truc trang.
Tuy nhién, patent nay khong xac 14p pham vi bao ho
truc tiép cho hoat chat Betahistine dyhidrochloride.
Patent US 3149034 xac 1ap pham vi bdo hd phuong
phap diéu tri bénh dau dau bang cach cung cap duogc
chit cho bénh nhan qua dwong miéng. Tuy nhién,
patent nay khong xéc 14p pham vi bao ho truc tiép
cho hoat chit Betahistine dyhidrochloride. Két luan:
Khéng dap umg quy dinh vé patent cap cho hoat chat.
25/6/2014: Viéc cong ty bd sung nhiéu patent trong
khi khong chi ra diém yéu cu bao ho xac 1ap pham
vi bao hd cho hoat chit Betahistine dihydrochloride
hay sang ché dang sir dung lan dau tién trong y té cua
hoat chét Betahistine dihydrochloride 14 trai VOi quy
dinh néu tai diém 2, muc I, Quy dinh tam thoi vé cac
tai liéu can cung cap dé cong bd cac danh muyc thube
biét dugc gde, thude trong duwong didu tri voi thude
biét duoc gde, thube co tai liéu chirmg minh tuong
duong sinh hoc duoc ban hanh kém theo Quyét dinh
50 2962/QP-BYT ngay 22 thang 8 nim 2012 ciia By
Y té va cac quyét dinh sira doi (thay thé) quyét dinh
nay, dong thoi lam cho viée danh gia tré nén khong
kha thi.

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

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Abbott Products SAS_ CHU/CHUYEN
NHUGQNG PATENT:




Tén thubc - SDK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

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

Betahistine dyhidrochloride -24mg_vién
nén_-SX: Abbott Healthcare SASPhap

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)->2 Co quan SHTT nay khong. nam
trong DM 14 co quan SHTT duogc chap thuan dé xem
xét Patent PHAM VI: 9/7: Cong ty giai trinh
Betahistine dyhidrochloride khong c6 Patent cip cho
hoat chit (ma dugc boc 16 1an dau tai 4n phém khoa
hoc cua tac gia Karl Loffer nam 1904)

- Cong ty cling giai trinh tit ca cac bang sang ché lién
quan dén hoat chat trén va dang mudi déu 1a cua
Unimed Inc (Cong ty nay da dugc sap nhdp vao
Solvay Group, sau dé Solvay sap nhdp vao Abbbot)
28/4/2014: Cong ty bd sung cac Patent GP 945095;
US 3410861; GP 1140504; GP 1103135; US
3632765; US 4159332; US 4229428; EP 0397025;
JP 3203056, EP 1158963, EP 1493435; US

7728015; US 7737165; US 8119668; US 8242148;
EP 2293794; EP 2314296 Patent GB945095 xac lap
pham vi bao hd cho ché pham ding qua dudng
miéng, ngoai duong ti€u hda, qua duong tryc trang.
Tuy nhién, patent nay khdng xac 1ap pham vi bao ho
tryc tiép cho hoat chat Betahistine dyhidrochloride.
Patent US 3149034 xac 1ap pham vi bao hd phuong
phap diéu tri bénh dau dau bang cach cung cap dugc
chat cho bénh nhan qua duong miéng. Tuy nhién,
patent nay khong xéc lap pham vi bao ho truc tiép
cho hoat chit Betahistine dyhidrochloride. Két luan:
Khéng dap tmg quy dinh vé patent cap cho hoat chit.
25/6/2014: Vigc cong ty bd sung nhiéu patent trong
khi khong chi ra diém  yéu cau bao ho xdc 1ap pham
vi bao hé cho hoat chét Betahistine dihydrochloride
hay sang ché dang str dung 1an dau tién trong y té cua
hoat chat Betahistine dihydrochloride la chua phu hop
v6i quy dinh néu tai d1em 2, muc I, Quy dinh tam thoi
vé céc tai liéu can cung cap dé cong bd cac danh muc

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Abbott Products SAS_ CHU/CHUYEN
NHUGQNG PATENT:

thudc biét duoc goc thudc tuong duong diéu tri v6i thude

biét dugc gdc, thudc c6 tai lidu chirng minh tuong
duong sinh hoc dugc ban hanh kém theo Quyét dinh
50 2962/QD-BYT ngay 22 thang 8 nam 2012 cua BO
Y té va cac quyét dinh stra ddi (thay thé) quyét dinh
nay, ddng thoi 1am cho viée danh gia tré nén khong
kha thi.



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



Tén thubc - SDK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

3 .Serc8
SPK:VN-17207-13

Betahistine dyhidrochloride -8mg_vién
nén_-SX: Abbott Healthcare SASPhap

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 nuéc nay khong ndm trong DM
14 co quan SHTT duoc chip thuan dé xem xét
Patent PHAM VI: Chua rd pham vi bao hd cho hoat
chit hay quy trinh bao ché

28/4/2014: Cong ty bo sung cac Patent GP 945095;
US 3410861; GP 1140504; GP 1103135; US
3632765; US 4159332; US 4229428; EP 0397025;
JP 3203056, EP 1158963, EP 1493435; US
7728015; US 7737165; US 8119668; US 8242148,
EP 2293794; EP 2314296_Patent US 3149034 x4c
1ap pham vi bao ho cho phuong phap diéu tri bénh
dau dau. Tuy nhién, patent nay khong bao ho truc
tiép cho hoat chét Betahistine dyhidrochloride.
GB945095 dé cap dén dwoc pham dung qua dudng
miéng, ngoai duong tiéu hoa, duong tryc trang chira
hoat chit dé diéu tri bénh dau dau. Tuy nhién, n6
khong bao ho truc tiép cho hoat chit Betahistine
dyhidrochloride.Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

25/6/2014: Viéc cong ty bd sung nhiéu patent trong
khi khong chi ra diém yéu cau bao ho xac 1ap pham
vi bao hd cho hoat chit Betahistine dihydrochloride
hay sang ché dang str dung lan dau tién trong y té cua

hoat chat Betahistine dihydrochloride la chua phu hop
v6i quy dinh néu tai dlem 2, muc I, Quy dinh tam thoi

vé c4c tai liéu can cung cap dé cong bd cac danh muc
thude biét duge gbe, thude twong dwong didu trj voi

thude biét duge gde, thude c6 tai liéu chimg minh twong

duong sinh hoc duoc ban hanh kém theo Quyét dinh

50 2962/QP-BYT ngay 22 thang 8 nam 2012 ciia Bo
Y té va cac quyét dinh sira doi (thay thé) quyét dinh

nay, dong thoi lam cho viée danh gia tré nén khong

kha thi.

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

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Abbott Products SAS_ CHU/CHUYEN
NHUGQNG PATENT:




Tén thubc - SDK Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

2 Tén doanh nghiép dé nghi cong bo:

Baver (South East Asia) Pte. Ltd

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

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

1 . Yasmin (Péng go6i:  Ethinyl estradiol/ Drospirenone-

Bayer Schering 0.03mg+3mg_Hop 1 vi x 21 vién nén bao
Pharma AG - phim_-SX: Schering GmbH & Co.
Germany) Produktions KGDire

SPK:VN-10761-10

PATENT: US 4129564 (Schering AG)

DE 3022337C2 (Schering AG) -> Co quan SHTT
Puc khong nam trong danh sach 14 co quan SHTT
dugc cong nhan PHAM VI: US: Spirolactone (Piém
yéu cau bao ho 3; Hoat chat Drospirenone) (Khong c6
Patent cho hdn hop 2 hoat chit)

-> Pé nghi Cong ty cung cip Patent cho hdn hop 2
hoat chat Ethinyl estradiol va Drospirenone Cac diém
1-18 yéu ciu bao ho cua patent US 4129564 xac lap

pham vi bao hd cho hop chat spirolactone va dugc
pham chtra hop chit nay. Tuy nhién patent nay khong
xéc ljap pham vi bao ho cho t6 hop hay hdn hop
chua Ethinyl estradiol/ Drospirenone.
Patent DE 3022337C2 khong dugc danh gia do
khong co ban tiéng Viét hoic tiéng Anh cia patent
nay.
Ket ludn: Khong déap ng quy dinh vé patent cip cho
t6 hop (hdn hop) hoat chat.
22/5/2014: Biém 1 va 2 yéu ciu bao ho cua patent
DE 3022337C2 (Bén dich tiéng Anh do cong ty cung
cap) xdc 1ap pham vi bao ho cho san pham dung dé
diéu tri cc rbi loan phy khoa va dung lam thuoc
tranh thai chira ethinyl estradiol véi lwong nam trong
khoang tir 0,003mg dén 0,005mg va Drospirenone
v6i lugng nam trong khoang tir 0,5mg dén 50mg (tdt
hon 1 tir 5mg dén 50mg). San pham Yasmin chira
0,03mg ethinyl estradiol va 3mg Drospirenone, tuc 1a
nam trong khoang néu trong diém 1 va 2 yéu cau
bao h¢ cua patent DE 3022337C2.
Két luan: Pap tmg quy dinh vé patent cip cho hdn
hop (6 hop) cac hoat chét.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Bayer Schering Pharma AG _
CHU/CHUYEN NHUGQNG PATENT:1. Schering AG

2. Cong ty ¢ cong vin xac nhan doi tén tir Schering AG thanh
Bayer Schering Pharma AG

3. P& nghi Cong ty cung cip tai lidu vé viée ty quyen cho
Schering GmbH & Co. Produktions KG san xuat san pham sya
tren Patent



S6  Tén thudc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

2.2 Khéng dap &ng quy dinh (Tong sb: 1)

1. Angeliq
SPK:VN-9436-09

Estradiol/ Drospirenone-2mg + Img_Hop
1 vi x 28 vién nén bao phim_-SX: Schering
GmbH & Co. Produktions KGbuc

3 Tén doanh nghiép dé nghi cong bo:

PATENT: US 4 129 564 (Schering AG)

DE 3022337C2 -> Co quan SHTT Pirc khong nam
trong 14 co quan SHTT dugc cong nhan PHAM VI:
US: Spirolactone (Diém yéu cAu béo ho 3; Hoat chat
Drospirenone) (Khong c6 Patent cho hon hgp 2 hoat
chit)

> Pé nghi Cong ty cung cap Patent cho hdn hop 2
hoat chét Estradiol va Drospirenone Diém 3 yéu cau
bao ho cua patent US 4129564 xac 1ap pham vi bao
hd cho Drospirenone. Tuy nhién, patent nay khong
xéc lap pham vi bao ho chinh x4c cho hdn hgp cac
hoat chét Estradiol va Drospirenone.

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

22/5/2014: Piém 1 va 2 yéu céu bao ho cua patent
DE 3022337C2 (Ban dich tiéng Anh do cong ty cung
cap) xdc 1ap pham vi bao ho cho san pham dung dé
diéu tri cac r6i loan phy khoa va dung lam thuoc
tranh thai chira ethinyl estradiol véi lwong ndm trong
khoang tir 0,003mg dén 0,005mg va Drospirenone
v6i lugng ndm trong khoang tir 0,5mg dén 50mg (tot
hon 14 tir 5mg dén 50mg). San pham Angeliq chira
2mg estradiol va 1mg Drospirenone, tirc 1a nim ngoai
khoang néu trong diém 1 va 2 yéu cau bao ho ctia
patent DE 3022337C2. Ngoai ra, hoat chit trong san
pham nay 1a estradiol ma khong phai 1a ethinyl
estradiol.

Két luan: Khong déap tng quy dinh vé patent cip cho
hén hop (t6 hop) cac hoat chit.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Bayer AG_CHU/CHUYEN NHUQNG
PATENT:1. Schering AG

2. Cong ty ¢6 cong vin xac nhan doi tén tir Schering AG thanh
Bayer Schering Pharma AG

Boehringer-Ingelheim International GmbH

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

3.1 Pi cong bd trong DM BDG, Thay d6i S6 diing ky va NSX (NSX méi khong thudéc ICH) (Tong sb: 1)




4

Tén thubc - SDK Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

1 . Berodual Ipratropium bromide khan + fenoterol

SPK:VN-16958-13 hydrobromide-25mcg/ml, 500mcg/ml_
Dung dich khi dung; hop 1 1o 20ml_-SX:
Boehringer Ingelheim do Brasil Quimica e
Farceutica LtdsBrazil
* Hoi dong chua dong y cong
b6 do co sé san xuit méi khdng
thudc cac nwéc tham gia ICH

Tén doanh nghiép dé nghi cong bo:

PATENT: - AU199945521B2; EP 0673240B1 (BI
Pharmaceuticals Inc.) PHAM VI: AU Dang bao ché
phun mu chira 02 hoat chét (Ipratropium bromide +
Fenoterol
EP: D6 6n dinh cta dung dich thuéc phun mu chira
(Ipratropium bromide + Fenoterol)
24/5: Cong ty bd sung Patent AU 759222
(Boehringer-Ingelheim KG) va US 629986 B1
(Boehringer-Ingelheim KG) (Piém yéu cau bao ho 1
va 5 patent US 629986 B1)
2/7: Cong ty bo sung Patent AU 530174
(Boehringer-Ingelheim GmbH) (2/3/1979) va giai
trinh Diém yéu cau bao ho sb 3 xéac 14p pham vi bao
ho cho dang bao ché chira 2 hoat chat Ipratropium
bromide + fenoterol HBr
20/11/2013: Thubc cap lai S6 dang ky, chi thay doi
nha san xudt, cac théng tin khac khong thay doi so
v6i sb dang ky cii da dugc cong bd biét duge gbe
(Dot 8) (Nha san xudt méi: Boehringer Ingelheim do
Brasil Quimica e Farceutica Ltds - Brasil; Nha san
xuét cii: Pharmetique S.A -Colombia; Ca 2 nha san
xut déu thudc tap doan Boehringer-Ingelheim
International GmbH; Cong ty cung cép tai liéu xac
nhén chat luong thudc duoc san xuit tai Brasil khong
khéc so v6i chat lugng thudc duoc san xuit tai
Colombia) Diém 3 yéu cau bao ho ctia patent
AU530174 xé4c 1ap pham vi bao hd cho d6 chtra (bao
gdm lo chira) chira ché phidm dang khi dung hoic
phun mu st dung qua dudng miii chira N-isopropyl-
nortropine tropic acid ester methobromide (tén hoa
hoc cua Ipratropium Bromide) va Fenoterol. Do do,
diém 3 yéu cau bao ho cia patent AU530174 xac 1ap
pham vi bao h¢ cho lo chira ché pham dang khi dung
hodc phun mu sir dung qua duong mili chtra hoat chét
Ipratropium Bromide va Fenoterol.
Két luan: Dap tmg quy dinh vé patent cAp cho san
pham thudc phun mu.

Cong ty TNHH DKSH Viét Nam

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Nha san xuat: Bl Pharma GmbH& Co KG.
Chu sé hitu san pham: BI International GmbH_
CHU/CHUYEN NHUGQNG PATENT:Dé nghi chimg minh mdi
lién hé chu so hitu san pham va chi so hitu Patent.

2/7: Chu s¢ hiru theo Patent méi: Boehringer-Ingelheim GmbH




B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1).
4.1 HS ndp méi, Pap tng quy dinh, Co sé déng géi khong thudc ICH (Tong sb: 1)




S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy c4ch  Patent - Chii sé hiru - Pham vi bio hd Quyén s¢ hiru, chuyén giao_patent

1 . Aricept evess5mg  Donepezil hydrochloride-5mg_Vién nén PATENT: US 7,727,548 B2 (Eisai R&D CHU SO HUU SP: Eisai Co., Ltd CHU/CHUYEN NHUGQNG
SPK:VN-15328-12 tan trong miéng, hop 2 vi x 14 vién_-SX: Management Co Ltd) PHAM VI: US: Vién giai PATENT:Eisai Co.,Ltd
Eisai Co.,LtdJapan phong nhanh chira polyvinylalcohol -> Pham vi bao
* Hoi ddng chwa déng y cong ho 1a dang bao ché vién giai phong nhanh, khong
b6 do co sé dong goi khong phai 12 hoat chit Donepezil
thudc cac nuéc tham gia ICH 28/3: Cong ty bo sung Patent US 4895481 (Eisai
Co.,Ltd)

23/5: Cong ty giai trinh Vi du sb 4, Cot s6 34 trong
Patent US 4895841 (Eisai Co.,Ltd) chinh 13 hoat chat
Donepezil (Piém yéu cau bao ho 9) Patent US
7,727,548 B2 xac 1ap pham vi bao h cho dugc phém
phén ra nhanh. Tuy nhién, patent nay khong xac lap
pham vi bao h¢ cho hoat chét Donepezil
Hydrochloride.Két luan: Khong dép tmg quy dinh vé
patent cip cho hoat chét.
28/3: Patent US 4895481 xac l1ap pham vi bao h cho
"Nén bién linh hoat dung cho céc timg dung nudc
sau". Patent nay khong xac 1ap pham vi bao ho cho
hoat chat Donepezil Hydrochloride. Két luan: Khéng
dap tng quy dinh vé patent cAp cho hoat chét.
16/6: Piém 3 yéu cau bao ho (trang 42) ciia patent EP
0296560B1 (khong phai patent US 4895841) xac lap
pham vi bao ho cho hoat chét Donepezil hodc mudi
dugc dung cta nob.
Ké:c luan: Pap ung quy dinh vé patent cip cho hoat
chat.

5 Tén doanh nghiép dé nghi cong bé: Coéng tv TNHH Duoc Nano

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 1).
5.1 Khéng dap ing quy dinh (Tong sb: 1)

1 . Lipo-Dox Doxorubicin HCI-20mg/10ml_Lo 10ml, PATENT: ZL 200410097044.7 (TTY Biopharm CHU SO HU'U SP: TTY Biopharm Co., Ltd CHU/CHUYEN
SPK:VN-5329-08 dung djch tiém 2mg/ml_-SX: TTY Co., Ltd) PHAM VI: Phuong phap diéu ché va st NHUGQNG PATENT:TTY Biopharm Co., Ltd
Biopharm Co., LtdDai Loan dung Doxorubicin Liposome_Patent CN 100376249

xéc 1ap pham vi bao ho cho dbi tugng "Sir dung
doxorubicin liposom dé bao ché dugc pham". Tuy
nhién, patent nay khong xac 1ap pham vi bao ho cho
hoat chét hoac thudc tiém.

Két luan: Khong dap ting quy dinh vé patent cip cho



hoat chét hoac thudc tiém



S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy c4ch  Patent - Chii sé hiru - Pham vi bio hd Quyén s¢ hiru, chuyén giao_patent

6 Tén doanh nghiép dé nghi cong bo: CTY TNHH MTV VIMEDIMEX Binh Duong

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

6.1 Bo sung ti liéu vé viéc chuyén nhwong Patent (Tong sb: 1)

1 . Baraclude Entercavir-0,5mg Hop 3 vix 10 viennén ~ PATENT: VN 4547 (Bristol Myers Squibb Co.) CHU SO HU'U SP: Bristol Myers Squibb Co. CHU/CHUYEN
SPK:VN-3828-07 bao phin_-SX: Bristol Myers SquibbM§y US 6627224B2 (Bristpl Myers Squibb Co.) NHUONG PATENT:1. Bristol Myers Squibb Co. i

25/4/2014: Cong ty bo sung Patent US 5206244 (E. 29/4/2014: B¢ nghi Cong ty cung cap tai li€u vé viéc chuyén
R. Squibb & Sons, Inc.,) PHAM VI: US: Duogc nhugng patent giita E. R. Squibb & Sons, Inc., va Bristol

pham chtra Entecavir lidu thip va phuong phap bao Myers Squibb
ché chung -> Pham vi bao ho 14 quy trinh diéu ché
(khong phai 14 hoat chat)

4/3: Cong ty giai trinh hoat chat entecavir trudc day
dugc sir dung dé diéu tri virus Herpes, sau 6 cong ty
nghién ctru va cai tién cong thirc va lidu dung cho
hiéu qua khang virus HBV ciing nhur diéu tri viém
gan B man tinh

25/4/2014: Cong ty giai trinh patent US 5206244

xac 1ap pham vi bao hd cho hoat chét Entercavir_
Patent US662722B2 xac lap pham vi bao hd cho
duoc phdm chira entercavir dung qua dudng miéng va
patent nay ciing khong xac 1ap pham vi bao hg cho
hoat chat entercavir. Két luan: Khéng dap timg quy
dinh vé patent cap cho hoat chat.

16/6: Piém 8 yéu cau bao ho cuia patent US 5206244
xac 1ap pham vi bao hd cho hoat chét Entecavir.

Két luan: Dap tmg quy dinh vé patent cdp cho hoat

chit.
6.2 Khong dap irng quy dinh (Tong so: 2)
1 . Optive Carboxymethylcellulose sodium, PATENT: US 2010/0184664A1 (Allergan Inc)_ CHU SO HU'U SP: Allergan Inc CHU/CHUYEN NHUQNG
SPK:VN-4960-10 Glycerin-0.5%, 0.9%_Hop 1 chai 15ml_- PHAM VI: US: Pham vi bao h¢ la phuong phap di€u PATENT:Allergan Inc
SX: Allergan Sales, LLCUSA tri sir dung hon hop hoat chat

14/4/2014: Cong ty cung cap thong tin vé cong thirc
bao ché, dang bao ché cua thudc va giai trinh Patent
do Cong ty nop dap tmg quy dinh vé Patent cip cho
dang thudc dung cho mit_US 2010/0184664A1 1a s6
cong bd don khong phai 1a patent. Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat chét.
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2 . Venofer
SPK:VN-14662-12

Sét sucrose-100mg/5ml_Hop 5 éng, dung
dich tiém truyén tinh mach. -SX: Nycomed

GmbHD1rc

PATENT: Thiéu Patent. Dé nghi b6 sung Patent va

c4c tai liéu lién quan theo huéng din PHAM VI:

Cong ty giai trinh: San pham duoc cap phép luu hanh
lan dau tai Thuy S§ nam 1949 va tai Viét Nam ngay
19/10/1999

Cong ty khong cung cip duoc Patent cép cho hoat
chit Khong co Patent cho hoat chit

6.3 Pham vi bio hd 1a dang bao ché (Tong sb: 4)

1 . Ozurdex
SPK:VN1-644-12

2 . Refresh liquigel
SPK:VN-14430-12

Dexamethasone-0.7mg_hop 1 chai 15ml_-
SX: Allergan Pharmaceutical Irelandlreland

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

PATENT: US 6899717 B2 (Allergan Inc)

US 8034370 B2 (Allergan Inc)

US 8043628 B2 (Allergan Inc) PHAM VI: US:

Pham vi bao hd céc Patent 1a phuong phap dang bao
ché (phwong phép dua thude vao co thé), khong phai
bao ho cho hoat chat.

18/9: Cong ty giai trinh patent cép cho ~dang bao ché
thudc dung cho mit theo Quyét dinh sb 1545/QD-
BYT

14/4/2014: Cong ty cung cip thong tin vé cong thirc
bao ché, dang bao ché cua thuéc_Patent US 6899717
B2, US 8034370 B2 va US 8043628 B2 lan luot

xac 1ap pham vi bao ho cho phwong phéap phan b
manh ghép siéu nho trong mit, manh ghép tu huy
sinh hoc va phuong phap diéu tri & mat. Tuy nhién,
cac patent nay khong xéac 1ap pham vi bao ho truc tiép
cho hoat chit Dexamethasone. Két luan: Khong dép
tmg quy dinh vé patent cho hoat chit.

PATENT: EP 1753461B1 (Allergan Inc)_PHAM VI:
EP: Thanh phan 6n dinh c6 chtra haotj chét c6 tac
dung, acid citric ... -> Pham vi bao ho 1a dang bao
ché, khong phai cho hoat chét Natri
carboxymethylcellulose

18/9: Céng ty giai trinh patent EP 1753461B1 xac
1ap pham vi bao ho cho dang bao ché thudc nho mét
14/4/2014: Cong ty cung cép thong tin vé cong thirc
bao ché, dang bao ché ctia thuéc_Khong két luan do
thiéu thong tin vé dang bao ché thudc ding cho mat
chira Carboxymethylcellulose. D& nghi Cong ty bd
sung thong tin vé& cong thirc bao ché, dang bao ché

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Diethemlmé& Co., Ltd_ CHU/CHUYEN
NHUGQNG PATENT:

CHU SO HUU SP: Allergan Inc. CHU/CHUYEN NHUQNG
PATENT:1. Allergan Inc

2. P& nghi Cong ty giai trinh va cung cip tai liéu 1am & moi
lién hé gitta Allergan Inc va Allergan Pharmaceutical Ireland
18/9: Cong ty cung cap tai liéu xac nhan Allergan Inc 1a Cong
ty me cua Cong ty Allergan Pharmaceutical Ireland

CHU SO HU'U SP: Allergan Inc CHU/CHUYEN NHUQNG
PATENT:1. Allergan Inc

2. P& nghi Cong ty giai trinh va cung cAp tai liéu 1am 13 mdi
lién h¢ gitta Allergan Inc va Allergan Sales, LLC

18/9: Cong ty cung cap tai liéu x4c nhan Allergan Inc 1a Cong
ty me ctia Cong ty Allergan Sales, LLC



ctia thubce trong Ho so dang ky thube
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3 . Refresh tears Natri carboxymethylcellulose-0.50%_hop
SPK:VN-8418-09 1 chai 15ml_-SX: Allergan Sales,
LLCUSA

4 . Restasis Cyclosporine-0.05%_Hop 30 éng 0.4ml_-
SPK:VN-14894-12 SX: Allergan Sales, LLCUSA

7 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 1753461B1 (Allergan Inc) PHAM VI:

EP: Thanh phan 6n dinh c6 chira haotj chét c6 tac
dung, acid citric ... -> Pham vi bdo ho la dang bao
ché, khong phai cho hoat chét Natri
carboxymethylcellulose

19/9: Cong ty giai trinh patent EP 1753461B1 xac
1ap pham vi bao ho cho dang bao ché thuéc nho mit.
14/4/2014: Cong ty cung cap thong tin vé cong thure
bao ché, dang bao ché ciia thude _Khong két luan do
thiéu thong tin vé dang bao ché thudc dung cho méat
chira Carboxymethylcellulose. D& nghi Cong ty bd
sung thong tin vé cong thirc bao ché, dang bao ché
ctia thudc trong HO so dang ky thube

PATENT: US 8211855 B2; US 7501393 B2; US
5474979 (Allergan Inc) PHAM VI: Cac Patent déu
c6 pham vi bao hd 1a dang bao ché ¢6 chira
Cyclosporine (khong c6 pham vi bao ho 1a hoat chat
Cyclosporine)

28/2: Cong ty giai trinh hoat chat Cyclosporine dugc
phan 13p tir nAm nén khong co Patent cho hoat chat
12/6: Céng ty giai trinh cac Patent Cong ty da nop
xdc 1ap pham vi bao h¢ cho dang bao ché thudc ding
cho mit chira hoat chét Cyclosporine

14/4/2014: Cong ty cung cap thong tin vé cong thire
bao ché, dang bao ché cua thuéc_Khong két luan do
thiéu thong tin vé dang bao ché thude dung cho mit
chira Cyclosporine. bé nghi Cong ty b6 sung thong
tin vé cong thire bao ché, dang bao ché cua thube
trong Ho so ding ky thube

Diethelm&Co.,L td

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

7.1 Patent cip cho sang ché lin diu sd trong v hoc (Tong s6: 1)

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Allergan Inc. CHU/CHUYEN NHUONG
PATENT:1. Allergan Inc

2. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd moi
lién h¢ gitta Allergan Inc va Allergan Sales, LLC

19/9: Cong ty cung cp tai liéu xac nhan Allergan Inc 1a cong ty
me cua cong ty Allergan Sales, LLC

CHU SO HUU SP: Allergan Inc. CHU/CHUYEN NHUQNG
PATENT:Allergan Inc
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1 . Artrodar
SPK:VN-11017-10

Diacerein -50mg_Hop 3 vi x 10 vién
nang_ -SX: TRB Pharma S.AArgentina

* De nghi Cong ty giai trinh, cung
cap tai li¢u chirng minh thudc dwoc
cap phép luvu hanh lan diu trén thé
gi6i tai nwéc sin xuit

PATENT: US 5670695 (Laboratoire Medidom S.A)

* Cong ty bo sung Patent South Africa 27/1627 (Co
quan SHTT khéng nam trong danh sach 14 Co quan
SHTT dugc cong nhan); US 4244968, US 5864048
(Pham vi bao ho 2 Patent nay 1a phuong phép diéu tri
va quy trinh san xuat) PHAM VI: Quy trinh diéu
ché Diacerein -> Pham vi bao ho cac Patent do Cong
ty cung cép chi 14 quy trinh diéu ché khong phai 1a
hoat chét.

26/10/2013: Cong ty b sung Patent GB 1578452
(Proter S.p.A) va gidi trinh Patent cap cho sang ché
lan dau trong y hoc_GT: Cong ty cung cip Patent
South Africa 27/1627 (Co quan SHTT khong nam
trong danh sach 14 Co quan SHTT dugc cong nhan);
US 4244968, US 5864048 (Pham vi bao ho 2 Patent
nay la phuong phap diéu tri va quy trinh san xudt) ->
Patent US 4244968 xéc lap pham vi bao hd cho dén
phuong phap diéu tri cac triéu chimg ctia bénh viém
khop, patent US 5864048 xac 1ap pham vi bao ho
cho quy trinh diéu ché dan xuat rhein. Tuy nhién, hai
patent nay khong xac 1ap pham vi bao hd cho hoat
chat Diacerein.Két luan: Khong dap tmg quy dinh vé
patent cip cho hoat chat.Huéng khic phuc: Xac dinh
chinh xac patent xac 1ap pham vi bao ho cho hoat
chat Diacerein (néu c6).

25/6/2014: Diém 24 yéu cau bao ho cua patent GB
1,578,452 (cip ngay 05/11/1980) x4c lap pham vi
bao ho cho duoc phém chira hoat chét Diacerein hodc
este dé thity phan trong méi trudng sinh 1y ctia nd va
chét pha loang, chét mang hoac ta dugc dugc dung.
Day la cach thé hién yéu cau bao ho dién hinh cua
sang ché dang str dung ldn dau tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
"Dugc pham (hoic thudc hodc ché pham) chira hoat
chit (1a chat da biét nhung chua dugc sir dung trong y
té) va chat mang (ta dugc, chét pha loang) duoc
dung"). Ngoai ra, qua kiém tra tinh trang ky thuat cua
patent GB 1,578,452, duong nhu khong co tai liéu
nao dé cap dén viéc sir dung hoat chat Diacerein trong
y té trudce thoi diém ngay uu tién cua patent GB

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: TRB Pharma S.A_ CHU/CHUYEN
NHUGONG PATENT:1. Laboratoire Medidom S.A

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

> Pé nghi Cong ty giai trinh va cung cap tai lidu lam rd mbi
lién h¢ gitra TRB Pharma S.A va TRB Chemedica Int. Group
26/5/2014: D& nghi Cong ty bd sung tai lidu vé viéc chuyén
nhuong Patent gitra Proter S.p.A va TRB Pharma S.A




1,578,452 (16/03/1976). Do d6, c6 thé két luan rang
diém 24 yéu cAu bao hd cua patent GB 1,578,452 xac
1ap pham vi bao ho cho sang ché dang sir dung lan
dau tién trong y té cta hoat chat Diacerein.

Két luan: Pap tmg quy dinh vé patent cép cho sang
ché dang st dung 1an dau tién trong y té.
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Tén doanh nghiép dé nghi cong bo:

Hyphens Pharma Pte. Ltd

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

.1 BO sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 . Dotarem
SPK:VN-3655-07

Acid Gadoteric-27,932¢/100ml_lo chira
10ml, 15ml, 20ml dung dich tiém_-SX:
GuerbetFrance

PATENT: US 5,886,158 (Guerbet S.A) PHAM VI:
US: Phuc hop kim loai cta polyamino oxid va ung
dung ctia no trong chan doan hinh anh -> Giai trinh
1am 16 pham vi bao ho 14 hoat chat Gadoteric acid
10/6: Cong ty bd sung Patent US 5648063
(15/7/1997) (Chering AG) va giai trinh Diém yéu cau
bao ho sb 51 xac 1ap pham vi bao ho cho hoat chét
Acid Gadoteric_Patent US 5,886,158 xac lap pham vi
bao ho phic hop kim loai gadolinium c6 ciu tric
hoa hoc khéc véi cu trac hda hoc ciia phirc hop axit
gadoteric. Cu thé trong patent ndy, cdu tric chira R 1a
nhom cong thirc hoa hoc chira vong benzene, con
axit Gadoteric ¢6 ciu trac voi R 1a hydrogen.

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

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

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

14/3/2014: Thong tin vé cong thirc bao ché cua thude
trong Ho so dang ky thude phi hop vai thong tin
trong pham vi bao hd cta Patent

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Guerbet CHU/CHUYEN NHUQONG
PATENT:Guerbet S.A

10/6: Cong ty cung cp van ban ctia Allen&Overy LLp trong d6
dé cap dén viéc chuyén nhugng Patent tir Schering cho Guerbet
va cho phép Guerbet 14 nha san xuit san pham -> D& nghi Cong
ty cung cap hop dong chuyén nhuong Patent gitra Guerbet va
Schering AG (theo nhu ndi dung dé cép tai vin bén)

9/10: Cong ty Hyphens giai trinh hop dong chuyén giao patent
gitta Schering cho Guerbet phai bao mat nén Cong ty khong
cung cip duoc hop dong ndy. Tuy nhién, Cong ty cam két noi
dung hop ddng 1a viéc chuyén nhugng Patent tir Schering cho
Guerbet



9 Tén doanh nghiép dé nghi cong bé: Sanofi Aventis Viét Nam
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb thude: 4).
.1 Patent cAp cho sing ché lin déu sd trong y hoc (Tong sb: 4)

1 . Depakine Natri Valproate-57.64mg/ml si ro_si ro_- PATENT: US 3,325,361 (Chemetron Corporation)
SPK:VN-7829-07 SX: Unither Liquid ManufacturingFrance PHAM VI: Tac nhéan chdng co giat -> Giai trinh lam
rd pham vi bao ho 1a hoat chét Natri Valproate.
3/4: Cong ty cung cap Patent US 3325361 (khong co
ndi dung Patent nay); AU 272333 (Henry Eugene
Jean-Marie meunier) (Pham vi bao hd khong phai la
hoat chét Natri Valproate) Diém 17 yéu cau bao hd
cua patent US 3,325,361 xac 1ap pham vi bao h cho
ché pham tri liéu ding cho viéc kiém soét ching co
giat va ching dong kinh chira mot luong hitu hig¢u
hoat chét sodium di-n-propylacetate (1a hoat chat natri
valproate). Tuy nhién patent nay khong xac 1ap
pham vi bao h¢ truc tiép cho hoat chét natri
valproate. Két luan: Khong dap tmg quy dinh vé
patent cip cho hoat cht.
26/5/2014: Piém 8 yéu cau bao ho cua patent AU
272333 xac lap pham vi bao hd cho ché phém diéu tri
chira hoat chét Natri Valproate va chat pha lodng
hodc chit mang duoc dung. Pay 1a cach thé hién yéu
cau bao ho dién hinh ciia sang ché dang sir dung lan
dau tién trong y té (first medical use) (v6i cach thé
hién yéu cAu bao ho 13 "Dugc phém (hoac thudc hodc
ché pham) chira hoat chit (1a chat d biét nhung chua
dugc sir dung trong y t&) va chit mang (ta dugc, chit
pha lodng) duoc dung"). Ngoai ra, qua kiém tra tinh
trang k¥ thuat ctia patent AU 272333, duong nhu
khong c6 tai liéu nao dé cap dén viéc su dung hoat
chit Natri Valproate trong y té trugc thoi diém ngay
uu tién cua patent AU 272333 (17/10/1962). Do do,
c6 thé két luan rang diém 8 yéu cau bao ho ctia patent
AU 272333 xac 1ap pham vi bao ho cho sang ché
dang sir dung 1an dau tién trong y té ctia hoat chét
Natri Valproate.
Két luan: Pap tmg quy dinh vé patent cap cho sang
ché dang str dung ldn dau tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Sanofi-Aventis CHU/CHUYEN NHUQNG
PATENT:Chua c6 tai liéu x4c nhan viéc chuyén quyén sé hiru
Patent tir Chemetron Corporation cho Sanofi-Aventis

3/4/2013: Cong ty cung cap tai liéu xac nhan Laboratoires Derol
sép nhap vao Cong ty Laboratoires Labaz va sau d6
Laboratoires Labaz sap nhap vao Millot-solac va sau d6 Millot-
solac chuyén sang thahf Sanofi-Aventis

> Pé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent tir Henry Eugene Jean-Marie meunier cho Sanofi-Aventis
va viéc y quyén cho Glaxo Wellcome Production 12 nha san
Xuét san pham
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Natri Valproate-400mg/4ml_ thudc bot
dong kho & dung méi pha tiém, hop 4 lo
bot dong kho & 4 1o dung moi_-SX: Glaxo
Wellcome ProductionFrance

2 . Depakine
SPK:VN-4698-07

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tac nhan chdng co giat -> Giai trinh lam
13 pham vi bao ho 14 hoat chat Natri Valproate.

3/4: Cong ty cung cap Patent US 3325361 (khong co
ndi dung Patent nay); AU 272333 (Henry Eugene
Jean-Marie meunier) (Pham vi bao hg khong phai la
hoat chit Natri Valproate) Piém 17 yéu cau bao ho
cua patent US 3,325,361 xac 1ap pham vi bao ho cho
ché pham tri liéu ding cho viéc kiém soét ching co
giat va chung dong kinh chira mot lugng hiru hiéu
hoat chét sodium di-n-propylacetate (1a hoat chat natri
valproate). Tuy nhién patent nay khong xac lap
pham vi bao h¢ truc tiép cho hoat chét natri
valproate. Két luan: Khong dap ung quy dinh vé
patent cAp cho hoat chét

25/6/2014: Biém 8 yéu cau bao ho cua patent AU
272333 xac lap pham vi bao h cho ché phém diéu tri
chira hoat chat Natri Valproate va chit pha loing
hodc chit mang dugc dung. Py 1a cach thé hién yéu
cau bao ho dién hinh cua sang ché dang sir dung lan
dau tién trong y té (first medical use) (v6i cach thé
hién yéu cau bao ho 1a "Dugc phém (hodc thudc hodc
ché phdm) chira hoat chét (1a chat da biét nhung chwa
dugc sir dung trong y t€) va chat mang (ta duoc, chit
pha loding) duoc dung"). Ngoai ra, qua kiém tra tinh
trang k¥ thuat ctia patent AU 272333, duong nhu
khong c6 tai liu nao dé cap dén viéc str dung hoat
chit Natri Valproate trong y té trudc thoi diém ngay
uu ti€n cua patent AU 272333 (17/10/1962). Do @6,
c6 thé két luan ring diém 8 yéu ciu bao ho cia patent
AU 272333 x4c 1ap pham vi bao ho cho sang ché
dang sir dung 1an dau tién trong y té ctia hoat chét
Natri Valproate.

Két luan: Dap tmg quy dinh vé patent cip cho sang
ché dang st dung 14n dau tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Sanofi-Aventis CHU/CHUYEN NHUQNG
PATENT:Chua c6 tai liéu xac nhan viéc chuyén quyén sé hiru
Patent tir Chemetron Corporation cho Sanofi-Aventis

3/4/2013: Cong ty cung cap tai liéu xac nhan Laboratoires Derol
sap nhap vao Cong ty Laboratoires Labaz va sau d6
Laboratoires Labaz sap nhap vao Millot-solac va sau d6 Millot-
solac chuyén sang thahf Sanofi-Aventis

> Pé nghi Cong ty cung cap tai lidu vé viéc chuyén nhuong
Patent tir Henry Eugene Jean-Marie meunier cho Sanofi-Aventis
va viéc iy quyén cho Glaxo Wellcome Production 1a nha san
xuit san pham
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3 . Depakine
SPK:VN-15133-12

Natri Valproate-200mg_vién nén khang
acid da day, hop 1 lo 40 vién_-SX: Sanofi-
Aventis S.A.Spain

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tac nhan chdng co giat -> Giai trinh 1am
13 pham vi bao ho 1a hoat chat Natri Valproate.

3/4: Cong ty cung cap Patent US 3325361 (khong co
ndi dung Patent nay); AU 272333 (Henry Eugene
Jean-Marie meunier) (Pham vi bao hg khong phai la
hoat chit Natri Valproate) Piém 17 yéu cau bao ho
cua patent US 3,325,361 xac 1ap pham vi bao ho cho
ché pham tri liéu ding cho viéc kiém soét ching co
giat va chung dong kinh chira mot lugng hiru hi¢u
hoat chét sodium di-n-propylacetate (1a hoat chat natri
valproate). Tuy nhién patent nay khong xac lap
pham vi bao h¢ truc tiép cho hoat chét natri
valproate. Két luan: Khong dap umg quy dinh vé
patent cAp cho hoat chét

26/5/2014: Biém 8 yéu ciu bao ho cua patent AU
272333 xac lap pham vi bao h cho ché phém diéu tri
chira hoat chat Natri Valproate va chit pha loing
hodc chit mang duoc dung. Pay 1a cach thé hién yéu
cau bao ho dién hinh cua sang ché dang sir dung lan
dau tién trong y té (first medical use) (v6i cach thé
hién yéu cau bao ho 1a "Dugc phém (hodc thudc hodc
ché phdm) chira hoat chét (1a chat da biét nhung chwa
dugc sir dung trong y t&) va chit mang (ta dugc, chat
pha loding) duoc dung"). Ngoai ra, qua kiém tra tinh
trang k¥ thuat ctia patent AU 272333, duong nhu
khong c6 tai liu nao dé cap dén viéc str dung hoat
chat Natri Valproate trong y té trudc thoi diém ngay
uu ti€n cua patent AU 272333 (17/10/1962). Do @6,
c6 thé két luan ring diém 8 yéu ciu bao ho cia patent
AU 272333 x4c 1ap pham vi bao ho cho sang ché
dang sir dung 1an dau tién trong y té ctia hoat chét
Natri Valproate.

Két luan: Dap tmg quy dinh vé patent cip cho sang
ché dang st dung 1dn dau tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Sanofi-Aventis CHU/CHUYEN NHUQNG
PATENT:Chua c6 tai liéu xac nhan viéc chuyén quyén sé hiru
Patent tir Chemetron Corporation cho Sanofi-Aventis

3/4/2013: Cong ty cung cap tai liéu xac nhan Laboratoires Derol
sap nhdp vao Cong ty Laboratoires Labaz va sau do
Laboratoires Labaz sap nhap vao Millot-solac va sau d6 Millot-
solac chuyén sang thahf Sanofi-Aventis

> Pé nghi Cong ty cung cap tai lidu vé viéc chuyén nhuong
Patent tir Henry Eugene Jean-Marie meunier cho Sanofi-Aventis
va viéc iy quyén cho Glaxo Wellcome Production 1a nha san
xuit san pham
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4 . Depakine
SPK:VN-11313-10

Natri Valproate-200mg/ml_dung dich
ubng, hop 1 chai 40ml_-SX: Unither
Liquid ManufacturingFrance

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tac nhan chdng co giat -> Giai trinh lam
13 pham vi bao ho 1a hoat chat Natri Valproate.

3/4: Cong ty cung cap Patent US 3325361 (khong co
noi dung Patent nay); AU 272333 (Henry Eugene
Jean-Marie meunier) (Pham vi bao hg khong phai la
hoat chit Natri Valproate) Piém 17 yéu cau bao ho
cua patent US 3,325,361 xac 1ap pham vi bao ho cho
ché pham tri liéu ding cho viéc kiém soét ching co
giat va chung dong kinh chira mot lugng hiru hi¢u
hoat chét sodium di-n-propylacetate (1a hoat chat natri
valproate). Tuy nhién patent nay khong xac lap
pham vi bao h¢ truc tiép cho hoat chét natri
valproate. Két luan: Khong dap umg quy dinh vé
patent cAp cho hoat chét

26/5/2014: Biém 8 yéu ciu bao ho cua patent AU
272333 xac lap pham vi bao h cho ché phém diéu tri
chira hoat chat Natri Valproate va chit pha loing
hodc chit mang dugc dung. Pay 1a cach thé hién yéu
cau bao ho dién hinh cua sang ché dang sir dung lan
dau tién trong y té (first medical use) (v6i cach thé
hién yéu cau bao ho 1a "Dugc phém (hodc thudc hodc
ché pham) chira hoat chét (1a chét da biét nhung chua
dugc sir dung trong y té) va chit mang (ta dugc, chat
pha loding) duoc dung"). Ngoai ra, qua kiém tra tinh
trang k¥ thuat ctia patent AU 272333, duong nhu
khong c6 tai liéu nao dé cap dén viéce str dung hoat
chat Natri Valproate trong y té trudc thoi diém ngay
uu ti€n cua patent AU 272333 (17/10/1962). Do @6,
c6 thé két luan ring diém 8 yéu ciu bao ho cia patent
AU 272333 x4c 1ap pham vi bao ho cho sang ché
dang sir dung 1an dau tién trong y té ctia hoat chét
Natri Valproate.

Két luan: Dap tmg quy dinh vé patent cip cho sing
ché dang sir dung 1dn dau tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Sanofi-Aventis CHU/CHUYEN NHUQNG
PATENT:Chua c6 tai liéu xac nhan viéc chuyén quyén sé hiru
Patent tir Chemetron Corporation cho Sanofi-Aventis

3/4/2013: Cong ty cung cap tai liéu xac nhan Laboratoires Derol
sap nhdp vao Cong ty Laboratoires Labaz va sau do
Laboratoires Labaz sap nhap vao Millot-solac va sau d6 Millot-
solac chuyén sang thahf Sanofi-Aventis

> Pé nghi Cong ty cung cap tai lidu vé viéc chuyén nhuong
Patent tir Henry Eugene Jean-Marie meunier cho Sanofi-Aventis
va viéc iy quyén cho Glaxo Wellcome Production 1a nha san
xuit san pham

10 Tén doanh nghiép dé nghi cong b6: VPPD Alcon Pharmaceuticals Ltd.




S6  Tén thudc - SPK Hoat chit - Ham lrong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

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

10.1 Khong dép ing quy dinh (Tong sb: 1)

1 . Duotrav Drop 2.5ml Travoprost; Timolol (duéi dang Timolol
maleat)-40mcg/ml; 5mg/ml 2.5ml_Hop 1 1o
2,5ml; Dung dich nho mét_-SX:
S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: EP 1,920,764 (Alcon Laboratories Inc)
1/4/2014: B6 sung EP 0812198 BI_PHAM VI: EP:
Ester Fluprostenol isopropyl sir dung dé diéu trj
glaucom -> Pham vi bao ho 1a dang bao ché c6 thanh
phan cong thic chira Travoprost; Timolol

1/4/2014: EP 0812198 B1: Pham vi bao h¢ cho dang
bao ché thubc ding cho mit

Cong ty cling giai trinh Patent EP 1,920,764 xac lap
pham vi bao ho cho hdn hop 2 hoat chit Cac diém 1-
5 yéu cau bao ho cua patent EP 1,920,764 xac lap
pham vi bao hd cho ché pham ding khu trii cho mét
dé diéu tri bénh tang nhan ap va ting huyét 4p mét
chira fluprostenol isopropyl ester véi lugng co tac
dung diéu tri, véi diéu kién ché pham nay khong
chira cac thanh phan sau: hop chét (F) 0,0001% trong
luong, fluprostenol isopropyl ester 0,001% trong
luong, benzalkonium chloride 0,01% trong lugng,
dextran 70 0,1% trong lugng, disodium edetate
0,05% trong lugng, potassium chloride 0,12% trong
lwong, sodium chloride 0,77% trong lugng,
hydroxypropyl methyl cellulose 0,3% trong lugng,
HCI va/hodc NaOH dé diéu chinh pH, va nudc tinh
khiét vira da dén 100%. Patent nay khong xac 1ap
pham vi bao ho cho t6 hop hay hdn hop chira
travoprost va timolol, ciing nhu thuc ding cho mét
chira hai thanh phan nay.

Két luan: Khong dap tmg quy dinh vé patent cép cho
t6 hop (hdn hop) hoat chat hodc thudc ding cho mét.

10.2 Pham vi béo h 13 dang bao ché (Tong sb: 3)

Quyén s6 hiru, chuyén giao patent

CHU SO HU'U SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQNG PATENT:Alcon Laboratories Inc
1/4/2014: Cong ty cung cép tai liéu xac nhan mdi quan hé giira
Alcon Laboratories Inc va S.A.Alcon-Couvreur.N.V (ca 2 Cong
ty déu la thanh vién cua Alcon Inc.)



So

Tén thubc - SDK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

1 . Nevanac
SPDK:VN1-747-12

2 . Travatan Drop
0.004% 2.5ml
SPK:VN-11673-11

Nepafenac-1mg/ml_Hép 1 lo 5Sml Héon dich
nhé mét_-SX: S.A.Alcon-Couvreur.N.V -
BelgiumBi

Travoprost-0.004%, 2.5ml_Hén dich nhé
mit_-SX: Alcon Laboratories Inc -
USAMY

PATENT: EP 1819362 B1 (Alcon Inc) PHAM VI:
US: Dang nho mit Nepafenac

1/4/2014: Cong ty bo sung thong tin vé thanh phan
cong thire ctia thude Nevanac trong CPP_Cac diém 1-
20 yéu cau bao ho cua patent EP 1819362 B1 xac lap
pham vi bao ho cho ché pham nhin khoa dung khu
tri chira nepafenac va cac thanh phan khéac carbomer,
chét hoat dong bé mat khong dién ly, chét diéu chinh
truong luc, chat diéu chinh pH, v.v., Do thiéu thong
tin vé cac thanh phan trong san pham Nevanac nén
chua thé dua ra két luan 1a patent EP 1819362 B1 c6
xac 1ap pham vi bao hd cho thudc nho mét Nevanac
hay khong.

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

PATENT: US 5510383 (Alcon Laboratories Inc)
1/4/2014: Cong ty bo sung patent EP 0812198 B1
(Alcon Laboratories Inc) va EP 1920764 (Alcon
Laboratories Inc) PHAM VI: US: St dung
cloprosterol, Fluproterol va dang mudi, dang ester
ctia n6 dé diéu tri glaucom -> Pham vi bao ho 1a
phuong phap diéu tri sir dung hoat chat, khong phai
bao ho cho hoat chét Travoprost Cac diém 9-16 yéu
cau bao ho cua patent US 5510383 xéc lap pham vi
bao ho cho duge phim ding cho mit. Tuy nhién,
patent nay khong bao ho truc tiép cho hdn dich nho
mit chira hoat chit Travoprost.Két luan: Khong dap
Umg quy dinh vé patent cap cho san phim thudc nho
mat.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT: 1. Alcon Inc

2. Pé nghi Cong ty cung cip tai lidu va giai trinh 1am rd moi
lién hé gitra Alcon Inc va S.A.Alcon-Couvreur.N.VV

1/4: Cong ty bd sung tai liéu xac nhan Alcon Laboratories Inc
va S.A.Alcon-Couvreur.N.V 13 Cong ty thanh vién cua Alcon
Inc.

CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQONG PATENT:Alcon Laboratories Inc
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3 . Vigadexa Sol 5ml 1s Moxifloxacin HCL; Dexamethasone
phosphate-0.5%;0.1%; 5ml_Dung dich
nho mét_-SX: Alcon Laboratories do
Brazil LtdaBrazin

PATENT: US 7888370B2 (Alcon Research Ltd)
1/4/2014: Cong ty bo sung Patent US 5607942
(Bayer AG) PHAM VI: US: Pham vi bao h¢ 1a cong
thirc bao ché dang dung dich c6 chira 2 thanh phan
1/4/2014: Céng ty bo sung thong tin vé cong thirc
san phim_Khong két luan do thiéu thong tin vé dang
bao ché hon dich dung cho mét chira Moxifloxacin
HCL va Dexamethasome. Dé& nghi Cong ty bd sung
thong tin vé cong thirc bao ché, dang bao ché cua
thudc trong HO so dang ky thude

25/7: Piém 1 yéu cau bao ho ciia patent US
7888370B2 xéc lap pham vi bao ho cho ché pham
dang dung dich nudc da liéu dung cho tai, ché phadm
nay duoc st dung cho tai, chira benzalkonium
chloride lam chét bao quan, khi san pham Vigadexa
Sol Sml duogc st dung cho mit, chira sorbitol 1am
chit bao quan. Do dé, paten US 7888370B2 khong
xac 1ap pham vi bao ho cho thubc nho mit Vigadexa
Sol 5ml.

Két luan: Khong dap tng quy dinh vé patent cip cho
thu6c nho mat.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd._
CHU/CHUYEN NHUONG PATENT:1. Alcon Research Ltd

2. Pé nghi Cong ty cung cip tai liéu va giai trinh 1am rd moi
lién hé gitta (Alcon Research Ltd va Alcon Laboratories do
Brazil Ltda

1/4/2014: Cong ty cung cip tai liéu xac nhan Bayer da chuyén
nhuong Patent cho Alcon Universal Ltd.

Cong ty ciing cung cap tai liéu xac nhan mdi lién hé giita Alcon
Research Ltd va Alcon Laboratories do Brazil Ltda déu 1a cong
ty thanh vién ctia Alcon Inc

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 6).

11.1 P4 cong bd trong DM BDG, Thay d6i S6 ding ky va NSX (NSX méi khong thudc ICH) (Tong sb: 4)

1 . Betaloc
SPK:VN-17245-13 vi x 20 vién_-SX: AstraZeneca
Pharmaceutical Co., LtdTrung Quéc
* Hoi dong chwa dong y cong
b do co sé san xuat méi khong
thudc cac nwée tham gia ICH

Metoprolol tartrate -50mg_Vién nén, hop 3

PATENT: US3,998,790 (Aktiebolaget Hassle)
PHAM VI: Dan xuit Carboxyalkyl dipeptide (Diém
yéu ciu bao ho: 5, Hoat chét Lisinopril)
13/1/2014:Thudc cap lai S6 dang ky, chi thay ddi
nha san xudt, cac thong tin khac khong thay ddi so
v6i sb dang ky cii d duge cong bd biét duge gbe
(Dot 3) (Nha san xudt moi: AstraZeneca
Pharmaceutical Co., Ltd-Trung Qudc; Nha san xuat
cli: Interphil Laboratories Inc.,- Philippines; Ca 2 nha
san xuat déu thudc tap doan AstraZeneca.) Piém 9
yéu cau bao ho cua patent US 3,998,790 xac 1ap
pham vi bao h¢ cho hoat chét Metoprolol.Két luan:

CHU SO HUU SP: AstraZeneca Singapore Pte, Ltd
CHU/CHUYEN NHUGQNG PATENT:1. Cong ty cung cap tai
liéu xac nhan Aktiebolaget Hassle 1a cong ty con cua
Astrazeneca AB-Sweden va tai liéu xac nhan Astrazeneca AB -
Sweden, AstraZeneca Singapore Pte, Ltd 1a cong ty con cua
AstraZeneca Plc

2. Cong ty cung cap tai liéu xac nhan AstraZeneca
Pharmaceutical Co., Ltd 1a nha san xut san phdm theo ty
quyén cua AstraZeneca



Dap tmg quy dinh vé patent cip cho hoat chit.
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2 . Zestril
SPK:VN-17248-13

3 . Zestril
SPK:VN-17246-13

4 . Zestril
SPK:VN-17247-13

Lisinopril (dudi dang Lisinopril
dihydrat)-5mg_Vién nén,hop 2 vix 14
vién_-SX: AstraZeneca Pharmaceutical
Co., LtdTrung Québc

* Hpi dong chwa dong y cong

b6 do co sé san xuit méi khong
thuc cac nwée tham gia ICH

Lisinopril (dudi dang Lisinopril
dihydrat)-10mg_Vién nén,hop 2 vi x 14
Vvién_-SX: AstraZeneca Pharmaceutical
Co., LtdTrung Quéc

* Hoi dong chwa dong y cong

b6 do co s& san xuit méi khong
thufc cac nwée tham gia ICH

Lisinopril (dudi dang Lisinopril
dihydrat)-20mg_Vién nén,hop 2 vi x14
vién_-SX: AstraZeneca Pharmaceutical
Co., LtdTrung Quéc

* Hoi dong chwa dong y cong

b6 do co so san xuit méi khong
thudc cac nwée tham gia ICH

PATENT: EP0,012,401 B1 (Merck&Co. Inc)_
PHAM VI: Dan xuat Carboxyalkyl dipeptide (Piém
yéu cau bao ho: 5, Hoat chat Lisinopril)

13/1/2014: Thude cip lai S6 dang ky, thay doi nha
san xuat, cac thong tin khac khong thay déi so véi sb
dang ky cii da dugc cong bd biét duge gbe (Dot 1)
(Nha san xudt méi: AstraZeneca Pharmaceutical Co.,
Ltd-Trung Qudc; Nha san xuat cii: AstraZeneca UK
Ltd - Anh; Ca 2 nha san xuét déu thuoc tap doan
AstraZeneca.) Diém 5 yéu ciu bao ho cua patent
EP0012401B1 xac lap pham vi bao hd cho hoat chét
lisinopril. Két luan: dap tung quy dinh vé patent cip
cho hoat chat.

PATENT: EP0,012,401 B1 (Merck&Co. Inc)_
PHAM VI: Dan xuat Carboxyalkyl dipeptide (Piém
yéu cAu bao ho: 5, Hoat chat Lisinopril)

13/1/2014: Thudc cip lai S6 dang ky, thay doi nha
san xuat, cac thong tin khac khong thay déi so véi sd
ding ky cii da dugc cong bd biét duge gbe (Dot 1)
(Nha san xudt méi: AstraZeneca Pharmaceutical Co.,
Ltd-Trung Qudc; Nha san xuat cii: AstraZeneca UK
Ltd - Anh; Ca 2 nha san xuét déu thudc tap doan
AstraZeneca.) Diém 5 yéu ciu bao ho cua patent
EP0012401B1 xac lap pham vi bao hd cho hoat chét
lisinopril. Két luan: dap tng quy dinh vé patent cip
cho hoat chit.

PATENT: EP0,012,401 B1 (Merck&Co. Inc)_
PHAM VI: Dan xuit Carboxyalkyl dipeptide (Diém
yéu cAu bao ho: 5, Hoat chét Lisinopril)

13/1/2014: Thudc cip lai S6 ding ky, thay ddi nha
san xuat, cac thong tin khac khong thay déi so véi sb
ding ky cii da dugc cong bd biét duge gbe (Dot 1)
(Nha san xudt méi: AstraZeneca Pharmaceutical Co.,
Ltd-Trung Qudc; Nha san xuat cii: AstraZeneca UK
Ltd - Anh; Ca 2 nha san xuat déu thudc tp doan
AstraZeneca.) Diém 5 yéu ciu bao ho cua patent
EP0012401B1 xac 1ap pham vi bao hd cho hoat chét
lisinopril. Két luan: dap tmg quy dinh vé patent cép

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: AstraZeneca Singapore Pte, Ltd
CHU/CHUYEN NHUQONG PATENT:1. C6 tai liéu x4c nhan
viéc chuyén quyén so hitu patent tir Merck&Co. Inc cho ICI va
tir ICI cho Zeneca va tir Zeneca sang Astrazeneca (Zeneca sap
nhdp vao Astrazeneca)

2. Cong ty cung cip tai liéu xac nhan AstraZeneca
Pharmaceutical Co., Ltd va AstraZeneca Singapore Pte, Ltd la
Cong ty thudc tdp doan AstraZeneca va tai li¢u xac nhan
AstraZeneca Pharmaceutical Co., Ltd san xuét theo uy quyén va
tiéu chuan cua AstraZeneca

CHU SO HUU SP: AstraZeneca Singapore Pte, Ltd
CHU/CHUYEN NHUONG PATENT:1. C6 tai liéu xac nhan
viée chuyén quyén sé hitu patent tir Merck&Co. Inc cho ICI va
tir ICI cho Zeneca va tir Zeneca sang Astrazeneca (Zeneca sap
nhap vao Astrazeneca)

2. Cong ty cung cp tai liéu xac nhin AstraZeneca
Pharmaceutical Co., Ltd va AstraZeneca Singapore Pte, Ltd la
Cong ty thudc tap doan AstraZeneca va tai liéu xac nhan
AstraZeneca Pharmaceutical Co., Ltd san xuét theo uy quyén va
tiéu chuan cia AstraZeneca

CHU SO HUU SP: AstraZeneca Singapore Pte, Ltd
CHU/CHUYEN NHUQNG PATENT:1. C6 tai liéu x4c nhan
viéc chuyén quyén sé hiru patent tir Merck&Co. Inc cho ICI va
tr ICI cho Zeneca va tr Zeneca sang Astrazeneca (Zeneca sap
nhdp vao Astrazeneca)

2. Cong ty cung cip tai liéu xac nhin AstraZeneca
Pharmaceutical Co., Ltd va AstraZeneca Singapore Pte, Ltd la
Cong ty thudc tap doan AstraZeneca va tai li¢u xac nhan
AstraZeneca Pharmaceutical Co., Ltd san xuit theo ty quyén va
tiéu chuén cua AstraZeneca



cho hoat chét.

11.2 Patent cp cho siang ché lin déu sd trong y hoc (Tong sb: 2)




Tén thubc - SDK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

1 . Imdur 30mg
SPK:VN-11458-10

Isosorbide-5-mononitrate-30mg_Hop 2 vi
x 14 vién_-SX: AstraZeneca ABthuy dién

PATENT: AU461993 (AB Hassle) PHAM VI: 1.
Quy trinh bao ché vién phéng thich kéo dai chira hoat
chat Isosorbide-5-mononitrate -> Pham vi bao ho 1a

dang bao ché, khong phai 1a hoat chit.

2. Cong ty giai trinh:

- Hoat chét sosorbide-5-mononitrate da duoc biét dén
tir rit som (nim 1973) (dugc phat hién la chét chuyén
hoéa c6 hoat tinh cta isosorbide dinitrate) do nhiéu
nha nghién ctru khac nhau nén khong céng ty nao bao
ho duoc cho hoat chit vao nhiing nam 1980

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

- Cong ty cung cap dit liéu thir nghiém 1am sang ctia
thuéc Imdur_Patent AU461993 xac 1ap pham vi bao
ho cho quy trinh bao ché vién nén giai phong kéo dai
chira duoc chat va vién nén giai phong kéo dai thu
dugc. Tuy nhién, patent nay khong xac 1ap pham vi
béo ho cho hoat chat isosorbide-5-mononitrate. Két
luén: Khong dép tmg quy dinh vé patent cip cho hoat
chat.

25/6/2014: Patent AU461993 xac 1ap pham vi bao hd
cho quy trinh bao ché vién nén giai phong kéo dai
chira dugc chat va vién nén giai phong kéo dai. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chét Isosorbide-5-mononitrate ciing nhu sang ché
dang st dung 1an dau tién trong y té cua hoat chat
Isosorbide-5-mononitrate.

Két luan: Khong dap tng quy dinh vé patent cép cho
hoat chét cung nhu patent cap cho sang ché dang sir
dung 14n déu tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: AstraZeneca CHU/CHUYEN NHUQNG
PATENT:AB Hassle (Cong ty cung cap tai liéu xac nhan AB
Hassle sap nhap vao Astrazeneca AB va tai li¢u xac nhan
AstraZeneca Singapore Pte Ltd, AstraZeneca AB la cong ty con
cua tap doan AstraZeneca)




Tén thubc - SDK
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2 . Imdur 60 mg
SPK:VN-15207-12

Isosorbide-5-mononitrate-60mg_Vién
phoéng thich kéo dai,hdp 2 vi x 15 vién_-
SX: AstraZeneca ABThuy Dién

PATENT: AU461993 (AB Hassle) PHAM VI: . Quy
trinh bao ché vién phong thich kéo dai chira hoat
chét Isosorbide-5-mononitrate -> Pham vi bao ho 1a
dang bao ché, khong phai 1a hoat chat.

2. Cong ty giai trinh:

- Hoat chét sosorbide-5-mononitrate da duoc biét dén
tir rat som (nam 1973) (dwoc phat hién 1a chat chuyén
hoéa c6 hoat tinh cta isosorbide dinitrate) do nhiéu
nha nghién ctru khac nhau nén khong céng ty nao bao
ho duoc cho hoat chit vao nhiing nam 1980

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

- Cong ty cung cap dit liéu thir nghiém 1am sang ctia
thuéc Imdur_Patent AU461993 xac 1ap pham vi bao
ho cho quy trinh bao ché vién nén giai phong kéo dai
chira duoc chat va vién nén giai phong kéo dai thu
dugc. Tuy nhién, patent nay khong xac lap pham vi
béo ho cho hoat chat isosorbide-5-mononitrate. Két
luén: Khong dép tmg quy dinh vé patent cip cho hoat
chat.

25/6/2014: Patent AU461993 xac 1ap pham vi bao ho
cho quy trinh bao ché vién nén giai phong kéo dai
chira dugc chat va vién nén giai phong kéo dai. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho

hoat chét Isosorbide-5-mononitrate ciing nhu sang ché

dang sir dung 1an dau tién trong y té cua hoat chét
Isosorbide-5-mononitrate.

Két luan: Khong dap tng quy dinh vé patent cép cho
hoat chét cung nhu patent cap cho sang ché dang sir
dung 14n déu tién trong y té.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: AstraZeneca CHU/CHUYEN NHUQNG
PATENT:AB Hassle (Cong ty cung cap tai liéu xac nhan AB
Hassle sap nhap vao Astrazeneca AB va tai li¢u xac nhan
AstraZeneca Singapore Pte Ltd, AstraZeneca AB la cong ty con
cua tap doan AstraZeneca)

VPDD Glaxosmithkline Pte L.td tai Tp. HCM

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 1).
12.1 HS nép méi, Co sé sx khong thudéc ICH (Tong sb: 1)

12 Tén doanh nghiép dé nghi cong bo:
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1 . Hepsera
SPK:VN-5374-10

Adefovir dipivoxil-10mg_Hdop 1 1o 30
vién nén_-SX: GlaxoSmithKline (Tianjin)
Co., LtdTrung Qudc

* Hpi dong chwa dong y cong

b6 do co sé san xuit khong

thudc cac nuéc tham gia ICH

13 Tén doanh nghiép dé nghi cong bo:

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

13/6: Cong ty bd sung Patent EP 0481214 Bl
(22/4/1992) (Institute of organic Chemistry and
Biochemistry - IOCB) va giai trinh Diém yéu cau bao
ho s6 9 chinh 1a hoat chit Adefovir dipivoxil (theo
Merck Index)

* Thude nay da duge cip phép tai Viét Nam nam
2006 v6i S6 Pang ky VN-0356-06 do Cong ty
Patheon Inc. (Canada) san xuat_Diém 9 yéu cau bao
ho cta patent EP 0481214 B1 xac ldp pham vi béo
ho6 cho hoat chit Adefovir Dipivoxil.

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

VPDD Merck KGaA

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

13.1 Patent cip cho sing ché lin diu sd trong v hoc (Tong sé: 6)

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: GlaxoSmithkline Pte Ltd CHU/CHUYEN
NHUONG PATENT:1. Gilead Sciences Inc
2. Pé nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Patent giita Gilead Sciences Inc va GSK Plc va cung cip tai liéu
lam rd méi lién hé gitra GlaxoSmithKline (Tianjin) Co., Ltd
va GSK Plc
13/6: Cong ty cung cap hop ddng chuyén nhuong Patent giita
Gilead World Market Ltd va Glaxo Group Ltd va tai liéu xac
nhén GlaxoSmithKline (Tianjin) Co., Ltd 14 cong ty thudc tap
doan GSK -> Dé nghi Cong ty cung cap tai liéu va lam rd viée
chuyén nhuong Patent tir IOCB cho Gilead World Market Ltd
18/4: Cong ty GSK cung cap thoa thuan giitra dong chu so hitu
la IOCB va Rega Stiching V.z.w cho phép Gilead Sciences Inc
va cac cong ty thanh vién cta Gilead dugc doc quyén sir dung
Patent trén.

Cong ty ciling cung cap tai lidu xac nhan Gilead World Market
Ltd 1a céng ty thanh vién ctia Gilead Sciences Inc
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1 . Glucophage
SPK:VN-4037-07

Metformin hydrochlorid-1000mg_Vién
nén bao phim - Hop 02 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 b6 thude biét duge géc.

2. Bang sang ché da hét quyén bao hg. PHAM VI:
San pham duoc pham méi (diém yéu cau bao ho 1,
Hoat chat Metformine - Tra ciru Martindale)

29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao h¢ 1a phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

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

26/5/2014: Biém 1 yéu cau bao ho cua patent CA
709811 (cAp ngay 18/05/1965, khong rd ngay ndp
don) x4c 1ap pham vi bao ho cho ché phdm chdng dai
thao duong chira hoat chat Metformin hodc mubi
cong acid khong doc ciia nd va cht mang duge dung
tiéu hoa duoc khi dung qua duong miéng, trong do6
hoat chét c6 mat v6i lwong nam trong khoang tir
250mg dén 4g trong mdi don vi liéu. Pay khong
phai 14 cach thé hién yéu ciu bao ho dién hinh cua
sang ché dang sir dung lan dau tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
"Dugc pham (hodc thudc hodc ché phim) chira hoat
chit (1a chat d biét nhung chua dugc sir dung trong y
té) va chat mang (ta dugc, chat pha lodng) duoc
dung") do chtra c4c thong tin vé liéu hoat chit trong
ché pham. Ngoai ra, qua kiém tra tinh trang ky thuat
ctia patent CA 709811, thiy rang c6 thé c6 mot sb tai
lidu da dé cap dén viéc sir dung hoat chat Metformin
trong y té trudc thoi diém nop don ctia patent CA
709811. Do do, patent CA 709811 duong nhu khong
xac 1ap pham vi bao ho cho sang ché dang sir dung
lan dau tién trong y té cua hoat chat Metformin.

Két luan: Khong dap tmg quy dinh vé patent cap cho
sang ché dang st dung lan dau tién trong y té.
Huéng khic phuc: Lam rd ngay ndp don cua patent
CA 709811 va cung cép 1y do vi sao cong ty coi

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sante s.a.s CHU/CHUYEN
NHUGONG PATENT:Merck KGaA xac nhan Lipha SA d3 mua
lai quyén s6 hiru tir Aron-Samuel va Lipha SA d6i tén thanh
Merck Sante s.a.s (1a cong ty thanh vién ctia Cong ty da quic
gia Merck KGaA)




patent CA 709811 xéc 14p pham vi bao hd cho sang
che dang st dung lan dau tién trong y té ctia hoat chat
Metformin.
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2 . 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 b6 thude biét duge géc.

2. Bang sang ché da hét quyén bao h. PHAM VI:
San pham duoc pham méi (diém yéu cau bao ho 1,
Hoat chat Metformine - Tra ciru Martindale)

29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao h¢ 1a phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

29/3: Patent CA 709811 chi xac 1ap pham vi bao hd
cho dugc phém chira hoat chat 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.

26/5/2014: Biém 1 yéu cau bao ho cua patent CA
709811 (cAp ngay 18/05/1965, khong rd ngay ndp
don) x4c 1ap pham vi bao ho cho ché phdm chdng dai
thao duong chira hoat chat Metformin hodc mubi
cong acid khong doc ciia nd va cht mang duge dung
tiéu hoa duoc khi dung qua duong miéng, trong do6
hoat chat c6 mit voi lugng nam trong khoang tir
250mg dén 4g trong mdi don vi liéu. Pay khong
phai 14 cach thé hién yéu ciu bao ho dién hinh cua
sang ché dang sir dung lan dau tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
“Dugc phim (hodc thude hodc ché pham) chira hoat
chit (1a chat da biét nhung chua dugc sir dung trong y
té) va chat mang (ta dugc, chat pha lodng) duoc
dung") do chtra c4c thong tin vé liéu hoat chit trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
ctia patent CA 709811, thiy ring c6 thé c6 mot sb tai
lidu da dé cap dén viéc sir dung hoat chat Metformin
trong y té trudc thoi diém nop don ctia patent CA
709811. Do do, patent CA 709811 duong nhu khong
xac 1ap pham vi bao ho cho sang ché dang sir dung
lan dau tién trong y té cua hoat chat Metformin.

Két luan: Khong dap tmg quy dinh vé patent cip cho
sang ché dang st dung lan dau tién trong y té.
Huéng khic phuc: Lam rd ngay ndp don cua patent
CA 709811 va cung cép ly do vi sao cong ty coi

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sante s.a.s CHU/CHUYEN
NHUGONG PATENT:Merck KGaA xac nhan Lipha SA d3 mua
lai quyén s6 hiru tir Aron-Samuel va Lipha SA d6i tén thanh
Merck Sante s.a.s (1a cong ty thanh vién ctia Cong ty da quic
gia Merck KGaA)




patent CA 709811 xdc 1ap pham vi bao ho cho sang
che dang st dung lan dau tién trong y té cia hoat chat
Metformin.
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3 . 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 b6 thude biét duge géc.
2. Bang sang ché da hét quyén bao hg. PHAM VI:
San pham dugc pham méi (diém yéu cau bao ho 1,
Hoat chat Metformine - Tra ciru Martindale)
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao h¢ 1a phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid
26/5/2014: Piém 1 yéu cau bao ho cua patent CA
709811 (cip ngay 18/05/1965, khong rd ngay ndp
don) x4c 1ap pham vi bao ho cho ché pham chong dai
thao duong chira hoat chit Metformin hodc mudi
cong acid khong doc ciia n6 va chat mang duoc dung
tiéu hoa duoc khi dung qua dudng miéng, trong do6
hoat chét c6 mat v6i lwong nam trong khoang tir
250mg dén 4g trong mdi don vi lidu. Pay khong
phai 13 cach thé hién yéu ciu bao ho dién hinh cia
sang ché dang str dung ldn dau tién trong y té (first
medical use) (v6i cach thé hién yéu cau bao ho 1a
"Duoc phﬁm (hodc thudc hodc ché phém) chtra hoat
chat (1a chit da biét nhung chua duoc sir dung trong y
té) va chat mang (ta dugc, chét pha lodng) duoc
dung") do chtra cac thong tin vé liéu hoat chit trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
ctia patent CA 709811, thay rang c6 thé c6 mot sé tai
lidu da dé cap dén viéc sir dung hoat chit Metformin
trong y té trudc thoi diém nop don cua patent CA
709811. Do do, patent CA 709811 dudng nhu khong
xéc 1ap pham vi bao ho cho sang ché dang sir dung
1an ddu tién trong y té ctia hoat chit Metformin.
Két luan: Khong dap tng quy dinh vé patent cip cho
sang ché dang str dung lan dau tién trong y té.
Hudng khac phuc: Lam rd ngay nop don ciia patent
CA 709811 va cung cép 1y do vi sao cong ty coi
patent CA 709811 xac 1ap pham vi bao hg cho sang
ché dang sir dung 1dn dau tién trong y té cuia hoat chat
Metformin.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck Sante s.a.s CHU/CHUYEN
NHUGONG PATENT:Merck KGaA xac nhan Lipha SA d3 mua
lai quyén s6 hiru tir Aron-Samuel va Lipha SA d6i tén thanh
Merck Sante s.a.s (1a c6ng ty thanh vién cua Cong ty da qubc
gia Merck KGaA)
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4 . 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 b6 thude biét duge
2. US 6475521 (Bristol-Myers Squibb) PHAM VI:
Bi: San phim duoc phim méi (diém yéu cau bao ho
1, Hoat chit Metformine - Tra ctru Martindale)
US: Pham vi bao ho chi 1a phuong phap bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid
26/5/2014: Piém 1 yéu cau bao ho cua patent CA
709811 (cip ngay 18/05/1965, khong rd ngay ndp
don) x4c 1ap pham vi bao ho cho ché pham chong dai
thao duong chira hoat chit Metformin hodc mudi
cong acid khong doc ciia nd va chit mang dugc dung
tiéu hoa duoc khi dung qua dudng miéng, trong do6
hoat chét c6 mat v6i lwong nam trong khoang tir
250mg dén 4g trong mdi don vi lidu. Pay khong
phai 13 cach thé hién yéu ciu bao ho dién hinh cua
sang ché dang str dung lan dau tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
"Duoc phﬁm (hodc thudc hodc ché phém) chtra hoat
chat (1a chit da biét nhung chua duoc sir dung trong y
té) va chat mang (ta dugc, chét pha lodng) duoc
dung") do chtra cac thong tin vé liéu hoat chit trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
ctia patent CA 709811, thiy ring c6 thé c6 mot sb tai
liéu da @& cap dén viéc st dung hoat chat Metformin
trong y té trudc thoi diém ndp don cua patent CA
709811. Do do, patent CA 709811 dudong nhu khong
xéc 1ap pham vi bao ho cho sang ché dang sir dung
1an ddu tién trong y té ctia hoat cht Metformin.
Két luan: Khong dap tmg quy dinh vé patent cap cho
sang ché dang str dung lan dau tién trong y té.
Hudng khac phuc: Lam rd ngay nop don ciia patent
CA 709811 va cung cap 1y do vi sao cong ty coi
patent CA 709811 xac 1ap pham vi bao hg cho sang
ché dang str dung 1dn dau tién trong y té cia hoat chat
Metformin.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck KGaA CHU/CHUYEN NHUONG
PATENT:Merck KGaA xac nhan Lipha SA d4 mua lai quyén
sO hitu tir Aron-Samuel va Lipha SA ddi tén thanh Merck
Sante s.a.s (1a cong ty thanh vién cuia Cong ty da quc gia
Merck KGaA)
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5 . Glucophage XR
SPK:VN-15546-12

Metformin hydrochlorid-750mg_Vién
phong thich kéo dai - Hop 02 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 b6 thude biét duge géc.
2. US 6475521 (Bristol-Myers Squibb) PHAM VI:
Bi: San phim dwoc phim méi (diém yéu ciu bao h
1, Hoat chit Metformine - Tra ctru Martindale)
US: Pham vi bao h¢ chi 1a phwong phap bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chit Metformin hydrochlorid
26/5/2014: Piém 1 yéu cau bao ho cua patent CA
709811 (cip ngay 18/05/1965, khong rd ngay ndp
don) x4c 1ap pham vi bao ho cho ché pham chong dai
thao duong chira hoat chat Metformin hodc mudi
cong acid khong doc ciia n6 va chit mang dugce dung
tiéu hoa duoc khi dung qua dudng miéng, trong do6
hoat chét c6 mat v6i lwong nam trong khoang tir
250mg dén 4g trong mdi don vi lidu. Pay khong
phai 13 cach thé hién yéu ciu bao ho dién hinh cia
sang ché dang str dung 1an diu tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
"Duoc phﬁm (hodc thudc hodc ché phém) chtra hoat
chat (1a chit da biét nhung chua duoc sir dung trong y
té) va chat mang (ta dugc, chét pha lodng) duoc
dung") do chtra cac thong tin vé liéu hoat chat trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
ctia patent CA 709811, thiy ring c6 thé c6 mot sb tai
lidu da dé cap dén viéc sir dung hoat chit Metformin
trong y té trudc thoi diém ndp don cua patent CA
709811. Do do, patent CA 709811 dudng nhu khong
xéc 1ap pham vi bao ho cho sang ché dang sir dung
1an ddu tién trong y té ctia hoat chit Metformin.
Két luan: Khong dap tmg quy dinh vé patent cép cho
sang ché dang str dung lan dau tién trong y té.
Hudng khac phyuc: Lam rd ngay ndp don ciia patent
CA 709811 va cung cap 1y do vi sao cong ty coi
patent CA 709811 xac 1ap pham vi bao hg cho sang
ché dang str dung 1dn dau tién trong y té cuia hoat chat
Metformin.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck KGaA CHU/CHUYEN NHUONG
PATENT:Merck KGaA xac nhan Lipha SA d4 mua lai quyén
sO hitu tir Aron-Samuel va Lipha SA ddi tén thanh Merck
Sante s.a.s (1a cong ty thanh vién cuia Cong ty da quc 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 duoc xem xét dé cong b6 thude biét duge géc.

2. US 6475521 (Bristol-Myers Squibb) PHAM VI:
Bi: San phim dwoc phim méi (diém yéu cau bao ho
1, Hoat chit Metformine - Tra ctru Martindale)

US: Pham vi bao ho chi 1a phuwong phéap bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 12 phuong phép bao ché, khong phai
cho hoat chat Metformin hydrochlorid

26/5/2014: Piém 1 yéu cau bao ho cua patent CA
709811 (cip ngay 18/05/1965, khong rd ngay nop
don) x4c 1ap pham vi bao ho cho ché pham chong dai
thao duong chira hoat chat Metformin hodc mudi
cong acid khong doc ciia nd va chit mang dugc dung
tiéu hoa duoc khi dung qua dudng miéng, trong do6
hoat chét c6 mat v6i luong nam trong khoang tir
250mg dén 4g trong mdi don vi lidu. Pay khong
phai 13 cach thé hién yéu ciu bao ho dién hinh cia
sang ché dang str dung lan dau tién trong y té (first
medical use) (véi cach thé hién yéu cau bao ho 1a
"Duoc phﬁm (hoic thudc hodc ché phém) chira hoat
chat (1a chit da biét nhung chua duoc sir dung trong y
té) va chat mang (ta dugc, chéat pha lodng) duoc
dung") do chtra cac thong tin vé liéu hoat chit trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
ctia patent CA 709811, thiy rang c6 thé c6 mot s tai
lidu da dé cap dén viéc sir dung hoat chit Metformin
trong y té trudc thoi diém ndp don cua patent CA
709811. Do do, patent CA 709811 dudong nhu khong
xéc 1ap pham vi bao ho cho sang ché dang sir dung
1an ddu tién trong y té ctia hoat chit Metformin.

Két luan: Khong dap tmg quy dinh vé patent cip cho
sang ché dang str dung lan dau tién trong y té.
Hudng khac phuc: Lam rd ngay nop don ciia patent
CA 709811 va cung cap 1y do vi sao cong ty coi
patent CA 709811 xac 1ap pham vi bao hd cho sang
ché dang str dung 1dn dau tién trong y té ciia hoat chat
Metformin.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Merck KGaA CHU/CHUYEN NHUONG
PATENT:Merck KGaA xac nhan Lipha SA d4 mua lai quyén
sO hitu tir Aron-Samuel va Lipha SA ddi tén thanh Merck
Sante s.a.s (1a cong ty thanh vién cuia Cong ty da quc gia
Merck KGaA)
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13.2 Xin y kién Hoi dong (Hoat chit Somatropin) (Tong so0: 1)
1 . Saizen Somatropin-10 IU (3.33mg) Hop chira 1 PATENT: EP 0804 223 B1 (Appiled Research
SPK:VN-3964-07 lo bt va 1 lo dung méi_-SX: Merck Systems AS holding) PHAM VI: EP: Ché pham
Serono S.AThuy Sy dugc pham chira HGH -> Pham vi bdo h¢ 1a dang bao

ché, khong phai cho hoat chat Somatropin

17/5: Cong ty giai trinh Patent EP 0 804 223 B1
(Applied Research Systems ARS Holding N.V
Curacao) ¢6 pham vi bao h¢ 1a dang bao ché dang
tiém cho hoat chit Somatropin Céc diém 1-4 yéu cu
bao ho cua patent EP 0 804 223 B1 xac lap pham vi
bao ho cho dugc pham chira hdn hop tron ki dang
ran ctia hormon ting trudong nguoi (hGH -
Somatropin) va saccharose la chat 6n dinh duy nhét
v6i lugng o tac dung 1am 6n dinh. Do thiéu thong
tin vé& su ¢6 mit clia saccharose 1a chét on dinh duy
nhét trong san pham Saizen chira 3,33mg (10IU)
Somatropin nén chua thé két luan 1a patent EP 0 804
223 B1 ¢6 xé4c 1ap pham vi bao hd cho san phim
thudc tiém Saizen chtra 3,33mg (10IU) Somatropin
hay khong.

Két luan: Khong dap ung quy dinh vé patent cip cho
hoat chit hodc thudc tiém.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Merck KGaA CHU/CHUYEN NHUOQNG
PATENT:1. Appiled Research Systems AS holding

2.Cong ty xac nhan Appiled Research Systems AS holding la
cbng ty con 100% ciia Merck Serono SA va Merck Serono SA
la cong ty con cua Merck KGaA

17/5: D& nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
patent giira Applied Research Systems ARS Holding N.V
Curacao va Merck KGaA

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

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 5).
14.1 B6 sung tai li¢u vé viéc chuyén nhuong Patent (Tong so6: 1)

1 . Orgalutran Ganirelix-0.25mg/0.5ml_Dung dich tiém; PATENT: CA 1339043 C (Syntex (USA) Inc.)
SPK:VN-7760-09 Hoép 1 bom tiém déng sin_-SX: Vetter PHAM VI: CA: Piém yéu ciu bao ho 22 xac lap
Pharma-Fertigung GmbH&Co. KG (PG: pham vi bao ho cho hoat chat Diém 22 yéu ciu bao
Organon (Ireland) Ltd. - Ireland)Dtc ho cua patent Canada sé CA 1339043 C xac lap

pham vi bao h¢ cho hgp chét ¢o tén hoa hoc N-Ac-D-
Nal(2)-D-pCl-Phe-D-Pal(3)-Ser-Tyr-D-Deh- Leu-Deh-
Pro-D-AlaNH2, trong d6 Nal(2) 1a 3-(2-naphthyl)-
alanyl, Pal(3) la 3-(3-pyridyl)-alanyl, Deh 1a N,N’-
guanidino-(diethyl)-homoarginyl Day chinh la tén hoa
hoc cua hoat chat Ganirelix trong san phim
Orgalutran. Tom lai, diém 22 yéu clu bao ho cua

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGQNG PATENT: 1. Syntex (USA) Inc.

(tén hién nay la Roche Palo Alto LLC) -> Dé nghi Cong ty
cung cap tai lidu xac nhan viéc chuyén tén tir Syntex (USA) Inc.
thanh Roche Palo Alto LLC

2. Cong ty cung cp tai liéu xac nhan viéc chuyén quyén sir
dung sang ché tir Roche Palo Alto LLC cho Merck Sharp &
Dohme Corp va tai liéu xac nhin Vetter Pharma-Fertigung
GmbH&Co. KG 14 nha san xuét san phdm duya trén Patent



patent QA 1339043 C xac lap pham vi bao hd cho
hoat chat Ganirelix trong san phdm Orgalutran.
Keét Iuan: Bap ung quy dinh vé patent cap cho hoat
chét.
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Quyén sé¢ hitu, chuyén giao patent

14.2 Pi cong bd trong DM BDG, Thay d6i S6 diing ky va NSX (NSX méi khong thudc ICH) (Tong sd: 1)

1 . Clarityne Syrup Loratadine-1mg/ml_Hop 1 chai 60ml siro_
SPK:VN-11320-10 -SX: PT Schering Plough Indonesia
TbkIndonesia
* Hoi dong chwa dong y cong
b6 do co sé san xudt méi khong
thufc cic nwée tham gia ICH

PATENT: EP 0042544 B1 (Schering Corporation)
PHAM VI: EP: Novel antihistamines, process for
their preparation and pharmaceutical compositions
containing them -(Diém yéu cau bao ho 10)
20/2/2014: * Thudc ¢ cung Patent, cting chu s¢
hiru, ciing hoat chét, cting ham luong nhung khéc nha
san xuat v6i thude da duoc cong b6 Dot 3 (Nha san
xuit mai: PT Schering Plough Indonesia Thk -
Indonesia; Nha san xuit cii: Schering - Plough Labo
N.V.- Bi; Ca 2 nha san xut déu thuc tap doan
MSD) Biém 10 yéu cau bao hd ciia patent EP
0042544 B1 x4c 1ap pham vi bao ho cho hoat chét
Loratadine.Két luan: Pap tmg quy dinh vé patent cp
cho hoat chét.

14.3 HS nép méi, Co sé sx khong thudéc ICH (Tong sb: 1)

1 . Victrelis Boceprevir-200mg_Vién nang cimng; Hop
SPK:VN2-116-13 16n x 4 hop nhd x 7 vi x 12 vién_-SX:
Schering-Plough (Singapore) Pte. Ltd
(PG: Schering-Plough Labo N.V,; d/c:
Industriepark 30, 2220 Heist-op-den-
Berg, Belgium)Singapore

PATENT: US RE 43298 E (Schering Corporation)_
PHAM VI: US: Piém yéu cau bao hd 14 xac lap
pham vi bao hd cho hoat chit Diém 14 yéu ciu bao
ho cuia patent My s6 US RE 43,298 E xac 1ap pham
vi bao hd cho hoat chat Boceprevir.

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

* Pé nghi Cong ty gii trinh, cung cip chat.

tai liéu chirng minh thuoc dugce san
xuat lan dau trén the giéi tai nwéc
sdn xuat

14.4 Pham vi bio hd chwa rd, dé nghi 1am ré ndi dung bio hd (Tong sb: 2)

CHU SO HU'U SP: Merck Sharp & Dohme CHU/CHUYEN
NHUONG PATENT:1. Schering Corporation

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.

3. Cong ty cung cép tai liéu xac nhan Merck Sharp & Dohme
Corporation cho phép PT Schering Plough Indonesia Tbk dugc
sir dung Patent ciing nhu cac bi quyét, cong nghé san xut

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGQNG PATENT:1. Schering Corporation
2. Cong ty cung cap tai liu x4c nhan viéc ddi tén tir Schering
Corporation thanh Merck Sharp & Dohme Corp

3. Cong ty cung cp tai liéu cho phép Schering-Plough
Singapore) Pte. Ltd 1 nha san xuat san pham duya trén Patent



Tén thubc - SDK Hoat chit - Him lwong - Quy cdch  Patent - Chii s6 hiru - Pham vi bdo hd Quyén sé¢ hitu, chuyén giao patent

1 . Fosamax Alendronate 70mg-70 mg_Vién; Mdi hop PATENT: VN 5715; VN 5734 (Merck & Co Inc) -> CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd
SPK:VN-8834-09 chira 2 vién_-SX: Merck Sharp & Dohme  B6 sung noi dung Patent PHAM VI: VN 5715: CHU/CHUYEN NHUGNG PATENT:Chua c6 tai liéu ching
(Italia) S.p.AY Thanh pham dugc chira hop chat Biphosphonat ¢6 tac  nhan chuyén quyén s& hiru patent tir Merck&Co Inc cho Merck
dung trc ché tiéu xuwong. VN 5734: Sir dung acid ) Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

alendronic hodc mubi dugc dung cua nd dé san xuit
thubc trc ché tiéu xwong.
13/6/2014: Cong ty bd sung cac Patent: US
4054598, US 4621077 (GB 2118042)_GT: Cong ty
cung cip Patent US 4922007 (Merck&Co Inc) ->
Patent US 4922007 xac 1ap pham vi bao hd cho quy
trinh diéu ché dan xuét acid biphosphonic. Tuy
nhién, patent nay khong xac 1ap pham bao hd cho
hoat chét Alendronate.
Két luan: Khong dap Umg quy dinh vé patent cip cho
hoat chét Alendronate (néu c6).
9/4: Piém 5 va 6 cua patent VN 5715 xéac lap pham
vi bao ho cho thanh phém duocchira hoat chit
Alendronat. Tuy nhién, patent nay khong xac 1ap
pham vi bao ho cho hoat chit Alendronat.
Két luan: Khong dap ting quy dinh vé patent cho hoat
chat.
25/6/2014: Viéc cong ty bd sung nhiéu patent trong
khi khong chi ra diém yé€u cau bao ho xac 1ap pham
vi bao hd cho hdn hop (t6 hop) hoat chat gdm
Alendronate Natri va Colecalciferol hay sang ché dang
sir dung lan dau tién trong y té ctia hdn hop (t6 hop)
hoat chat gdm Alendronate Natri va Colecalciferol 1a
chua phu hop véi quy dinh néu tai d1em 2, muc I, Quy dinh
tam thoi vé cac tai liéu can cung cap dé cong bd cac
danh muc thudc biét duoc gbe, thude tuong duong
diéu tri voi thude biét duge gde, thude co tai lidu
chimg minh tuong duong sinh hoc dugc ban hanh
kém theo Quyét dinh s6 2962/Qb-BYT ngay 22
thang 8 nam 2012 cuaBOY té va cac quyét dinh stra
dbi (thay thé) quyét dinh nay, ddng thoi lam cho viée
danh gia tré nén khong kha thi.
Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét



Tén thudc - SDK Hoat chét - Ham lwong - Quy cich  Patent - Chii s& hiru - Pham vi bdo hd
. Fosamax Plus Alendronate Natri, Colecalciferol (Vitamin PATENT: VN 5715; VN 5734 (Merck & Co Inc) ->
Tablet D3) -70 mg/ 2800 UI_Viénnén; Hop 1 vi B0 sung ndi dung Patent PHAM VI: VN 5715:

X 2 vién; Hop 1 vi X 4 vién nén_-SX:
Frosst Iberica S.A.Tay Ban Nha

Thanh phdm dugc chira hop chit Biphosphonat c6 tac
dung trc ché tiéu xuong
VN 5734: Str dung acid alendronic hodc mudi duoc
dung ctia n6 dé san xuat thudc trc ché tidu xwong.
9/4: Cong ty giai trinh patent VN 5715 ¢6 pham vi
bao ho 14 hon hop hoat chat
12/12: Cong ty giai trinh hién nay trén thé giéi
khong co bat ky patent niao xac 1ap pham vi bao hd
cho hon hop 2 hoat chét trén do khong c6 Patent nao
duoc cép cho hoat chit Alendronic acid
13/6/2014: Cong ty bd sung cac Patent: US
4054598, US 4621077 (GB 2118042)_GT: Cong ty
cung cap Patent US 4922007 (Merck&Co Inc) ->
Patent US 4922007 xac lap pham vi bao ho cho quy
trinh diéu ché dan xuét acid biphosphonic. Tuy
nhién, patent nay khong xac 1ap pham bao ho cho
hén hop hoat chat gdm Alendronate Natri va
Colecalciferol. Két luan: Khong (dap tmg quy dinh vé
patent cip cho hdn hop hoat chat. Hudng khéc phuc:
Xac dinh chinh xac patent xac 14p pham vi bao ho
cho hdn hop hoat chat gobm Alendronate Natri va
Colecalciferol (néu co).
25/6/2014: Viéc cong ty bd sung nhiéu patent trong
khi khong chi ra diém yéu ciu bao ho xac 1ap pham
vi bao hd cho hdn hop (t6 hop) hoat chit gdm
Alendronate Natri va Colecalciferol hay sang ché dang
sir dung 1an déu tién trong y té ctia hdn hop (t6 hop)
hoat chat gdm Alendronate Natri va Colecalciferol 1a

Quyén s¢ hiru, chuyén giao_patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu ching
nhan chuyén quyén so hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu
9/4: Cong ty cung cap hop dong thoa thuan chuyén giao quyén
san xuét tir Merck Sharp & Dohme International Ser BV cho
Frosst Iberica S.A.

chwa phu hop véi quy dinh néu tai dlem 2, muc I, Quy dinh

tam thoi vé cac tai liéu can cung cap dé cong bd cac
danh muc thudc biét duoc goc, thudc trong duong
diéu tri v6i thude biét duge goc, thudc c6 tai lidu
chung minh twong duong sinh hoc dugc ban hanh
kém theo Quyét dinh s6 2962/QD-BYT ngay 22



thang 8 nam 2012 ctia Bo Y té va cac quyét dinh stra
d6i (thay thé) quyét dinh nay, dong thoi lam cho viée
danh gia tré nén khong kha thi.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat.
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15 Tén doanh nghiép dé nghi cong bo:

Quyén sé¢ hitu, chuyén giao patent

VPDD Novartis Pharma Services AG tai TPHCM

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

15.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong sb: 2)

1 . Exelon Patch
SPK:VN2-224-14

Rivastigmine-18mg/10cm2_Hop 30 miéng
dén hép thu qua da_-SX: LTS Lohmann
Therapie-Systeme AG (Co s& dong goi thir
cép: Novartis Pharma Services AG; d/c:
Schaffhauserstrasse 4332 Stein,
Switzerland)Duc

2 . Exelon Patch
SPK:VN2-225-14

Rivastigmine-9mg/5cm2_Hop 30 miéng
déan hip thu qua da_-SX: LTS Lohmann
Therapie-Systeme AG (Co s& dong goi thir
cép: Novartis Pharma Services AG; d/c:
Schaffhauserstrasse 4332 Stein,
Switzerland)Duc

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

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

VN 4516 (Novartis AG) PHAM VI: US 4,948,807
Phenyl carbamate (Diém yéu clu bao ho: 3, Hoat chat
Rivastigmine - Tra ctu Martindale). US 5602176:

Phenyl carbamate (Piém yéu ciu bao ho: 2, Dang
mudi tartrate)

VN:Ché pham phan phéi thudc qua da ... Piém 3
yéu cau bao ho cuia patent US 4948807 xac lap pham
vi bao hd cho hoat chat Rivastigmine.Két luan: Pap
g quy dinh vé patent cap cho hoat chat.

PATENT: US 4,948,807 (Proterra AG)

US 5602176 (Sandoz Ltd)

VN 4516 (Novartis AG) PHAM VI: US 4,948,807:
Phenyl carbamate (Diém yéu cAu bao hd: 3, Hoat chat
Rivastigmine - Tra ctru Martindale)

US 5602176: Phenyl carbamate (Diém yéu cau bao
hd: 2, Dang mudi tartrate)

VN:Ché pham phén phdi thuc qua da ... Piém 3
yéu cau bao hg clia patent US 4948807 xéc lap pham
vi bao ho cho hoat chét Rivastigmine. Két luan: bép
tmg quy dinh vé patent cap cho hoat chat.

CHU SO HU’U SP: Novartis Pharma Services AG _
CHU/CHUYEN NHUGQNG PATENT:1. Proterra AG (Chua c6
tai liéu xac nhan viéc chuyén quyén so hitu Patent tir Proterra
AG cho Novartis Pharma Services AG) -> Dé nghi bd sung

2. Giai trinh vé viéc LTS Lohmann Therapie-Systeme AG san

xuét theo ty quyén va tiéu chuan cua Proterra AG (Novartis
Pharma Services AG)

17/3/2014: Cong ty cung cap tai liéu xac nhan Proterra AG cho
phép Novartis AG duge quyén phan phdi san pham tai thi
truong Viét Nam

CHU SO HUU SP: Novartis Pharma Services AG_
CHU/CHUYEN NHUGQNG PATENT:1. Proterra AG (Chua c6
tai liéu xac nhan viéc chuyén quyén s& hitu Patent tir Proterra
AG cho Novartis Pharma Services AG) -> Dé nghi bd sung

2. Pé nghi Cong ty giai trinh vé viéc LTS Lohmann Therapie-

Systeme AG san xuét theo tiy quyén va tiéu chuén ciia Novartis
AG

17/3/2014: Cong ty cung cép tai liéu xac nhan Proterra AG cho
phép Novartis AG dugc quyen phan phoi san pham tai thi
truong Viét Nam
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1 . Myfortic
SPK:VN-9325-09

Natri mycophenolate, Acid mycophenolic-
180mg_Hop 12 vi x 10 vién nén bao tan
trong rudt _-SX: Novartis Pharma Stein
AGThuy S§

PATENT: VN 1688 (Norvatis AG) PHAM VI:
Khong c6 ndi dung Patent -> D& nghi bo sung

7/6: Cong ty bo sung ndi dung Patent VN 1688
(Norvatis AG)

16/10: Cong ty giai trinh acid Mycophenolic dugc
phan lap tir nim 1896 nén khong co Patent cip cho
hoat chét nay

24/1/2014: Cong ty giai trinh Cong ty da phat hién

ra dang mubi Mycophenolate dudi dang vién bao tan
trong rudt c6 hiéu qua, kha nang hap thu tét (dang
acid ¢ sinh kha dung thap) va da dugc FDA cong
nhan 1a dugc phém ¢6 hoat chat médi_Patent VN 1688
xac 1ap pham vi bédo h cho duogc phém chira mudi
mycophenolat, trong d6 duoc pham nay duoc bao ché
theo cach thich hgp dé ngin can qua trinh giai phong
mudi mycophenolat & da day va giai phong mudi
mycophenolat & phan trén cia dudng rudt. Tuy
nhién, patent nay khong xac 1ap pham vi bao ho cho
hoat chét Natri Mycophenolat hay Acid
Mycophenolic.

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

16/6: Patent VN 1688 xac 1ap pham vi bao h¢ cho
dugc pham (dang bao ché) chira mubi mycophenolat.
Patent nay khong xac 1ap pham vi bao hd cho hoat
chit natri mycophenolate hay mycophenolic acid.
Két luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HU'U SP: Novartis Pharma Services AG
CHU/CHUYEN NHUQNG PATENT:1. Norvatis AG
2. Cong ty giai trinh da cung cap cac tai lidu kém theo Ho s6 sd
1274 ngay1/2/2013:
- Cong ty cung cdp Ching thu x4c nhén viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel voi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh ctia
Sandoz AG) va Ciba-grey AG (tén truéc day 1a Geigy Chemical
Corporation - theo chirng nhan ctia Phong Thuong mai M¥)
cung sap nhap vao Novartis AG ciia Phong Cong chiing Basel,
Thuy Sy, trong d6 c6 ghi rd tt ca cac tai san va trach nhiém
phap 1y ctia 2 Cong ty Sandoz AG va Ciba-grey AG déu tro
thanh ctia Novartis AG (12/1996)
- Cong ty cung cp Bao céo hoat dong ctia Novartis AG niam
2011 trong d6 Novartis AG 1a cong ty me s hiru 100% von
codng ty Novartis Pharma Services AG va Novartis Pharma Stein
AG la cong ty san xuét thudc Novartis AG
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2 . Myfortic
SPK:VN-9326-09

3 . Xolair 150mg
SPK:QLSP-H02-
0771-13

Natri mycophenolate, Acid mycophenolic-
360mg Hop 12 vi x 10 vién nén bao tan
trong rudt _-SX: Novartis Pharma Stein
AGThuy S§

Omalizumab-150mg_ Hoép 1 lo bdt pha
tiém 150mg + 6ng dung mdi 2ml_-SX:
Novartis Pharma Stein AGThuy Sy

PATENT: VN 1688 (Norvatis AG) PHAM VI:
Khong c6 ndi dung Patent -> D& nghi bo sung

7/6: Cong ty bd sung ndi dung Patent VN 1688
(Norvatis AG)

16/10: Cong ty giai trinh acid Mycophenolic dugc
phan 13p tir nam 1896 nén khong c6 Patent cap cho
hoat chét nay

24/1/2014: Cong ty giai trinh Cong ty da phat hién

ra dang mubi Mycophenolate dudi dang vién bao tan
trong rudt c6 hiéu qua, kha nang héap thu t6t (dang
acid c6 sinh kha dung thap) va da dugc FDA cong
nhan 1a dugc phém ¢6 hoat chat médi_Patent VN 1688
xac 1ap pham vi bédo h cho duogc phém chira mudi
mycophenolat, trong d6 duoc pham nay duoc bao ché
theo cach thich hop dé ngin can qua trinh giai phong
mudi mycophenolat & da day va giai phong mudi
mycophenolat & phan trén cia dudng rudt. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hoat chét Natri Mycophenolat hay Acid
Mycophenolic.

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

16/6: Patent VN 1688 xac 1ap pham vi bao hd cho
dugc pham (dang bao ché) chira mubi mycophenolat.
Patent nay khong xac 1ap pham vi bao hé cho hoat
chit natri mycophenolate hay mycophenolic acid.
Két luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.

PATENT: US 6,329,509 (Genetich Inc) PHAM VI:
US:Khang thé Anti-IGE -> Giai trinh 1am rd pham vi
bao hd trong Patent 1a hoat chit Omalizumab

1/8: Cong ty gidi trinh pham vi bdo hd trong Patent
chinh 1a hoat chét Omalizumab_Patent US 6,329,509
xac 1ap pham vi bao hd cho khang thé nhan hoa
(humanized antibody)> Khong danh gia do thiéu
thong tin va lap ludn vé diém yéu cau ho xac lap
pham vi bao h¢ cho hoat chat Omalizumab va thong
tin va thong tin vé trinh ty cua hoat chit
Omalizumab.

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Novartis Pharma Services AG
CHU/CHUYEN NHUONG PATENT:1. Norvatis AG
2. Cong ty giai trinh da cung cap cac tai lidu kém theo Ho s6 sd
1274 ngay1/2/2013:
- Cong ty cung cdp Ching thu x4c nhén viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel voi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh ctia
Sandoz AG) va Ciba-grey AG (tén trude day 1a Geigy Chemical
Corporation - theo chirng nhan ctia Phong Thuong mai M¥)
cung sap nhap vao Novartis AG ciia Phong Cong chiing Basel,
Thuy Sy, trong d6 c6 ghi rd tt ca cac tai san va trach nhiém
phép 1y cua 2 Cong ty Sandoz AG va Ciba-grey AG déu tré
thanh ctia Novartis AG (12/1996)
- Cong ty cung cp Béo céo hoat dong ctia Novartis AG nim
2011 trong d6 Novartis AG 1a cong ty me sé hiru 100% vén
codng ty Novartis Pharma Services AG va Novartis Pharma Stein
AG la cong ty san xuét thudc Novartis AG

CHU SO HUU SP: Novartis AG_ CHU/CHUYEN NHUONG
PATENT:1. Genetech Inc

2. P& nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Patent gitra Genetech Inc va Novartis AG

29/11: Cong ty cung cap tai liéu xac nhan Novartis Pharma
Stein AG la cong ty thanh vién thudc tdp doan Novartis Pharma
AG (chu s6 hiru Patent ciia san phim Xolair)



Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat hoac thudc tiém.

16 Tén doanh nghiép dé nghi cong bé: VPPD Pfizer (Thailand) Ltd
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 2).

16.1 HS ndp méi, Co sé¢' sx khong thudc ICH (Tong sb: 1)

1 . Ponstan
SPK:VN-13804-11

Mefenamic acid-500mg_Vién nén bao
phim, H910 vi x 10 vién_-SX: Olic
(Thailand) LtdThai Lan
* Hoi dong chwa dong ¥ cong
b6 do co sé san xuit khong
thudc cdc nwée tham gia ICH

PATENT: US 3138636 (Parke, Davis &

Company) PHAM VI: US: Piém yéu cau bao ho 2:
Hoat chit Mefenamic acid Piém 2 yéu cau bao ho cua
patent US 3138636 x4c 1ap pham vi bao h¢ cho

hoat chit Mefenamic Acid.

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

16.2 HS nép méi, Pap ing quy dinh, Co sé déng géi khong thudéc ICH (Tong so: 1)

1 . Efexor XR
SPK:VN-6379-08
DG: Wyeth Taiwan Corporationlreland
* Hpi dong chwa dong y cong
b6 do co sé dong gbi khong
thudc cac nwéc tham gia ICH

17 Tén doanh nghiép dé nghi cong bo:

Venlafaxine-37,5mg_Vién nang, Hop 1 vi x
7 vién_-SX: SX: Wyeth Medica Ireland;

PATENT: US 4535186 (American Home Products
Corporation) PHAM VI: US: Piém yéu ciu bao ho 4
xéc 1ap pham vi bao ho cho hoat chit Piém 4 yéu
cau bao ho cua patent US 4535186 xéc lap pham vi
bao ho cho hoat chat Venlafaxine.

Ké} ludn: Dap tmg quy dinh vé patent cip cho hoat
chat.

Zuellig Pharma Pte., Ltd

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

17.1 HS ndép méi, Pap ving quy dinh, Co s¢ déng géi khong thuéc ICH (Tong sob: 2)

1 . Efexor XR
SPK:VN-10440-05 vi x 14 vién_-SX: SX: Wyeth Medica

Ireland; DG: Wyeth Taiwan

Corporationlreland

* Hoi dong chwa df“)ng y cong

b6 do co s&' dong g6i khong

thudc ciac nwéc tham gia ICH

Venlafaxine-75mg_Vién nang, Hop 1 vi, 2

PATENT: US 4535186 (American Home Products
Corporation) PHAM VI: US: Biém yéu ciu bao ho 4
xac 1ap pham vi bao ho cho hoat chat Piém 4 yéu
cau bao ho cua patent US 4535186 xéc 1ap pham vi
bao ho cho hoat chét Venlafaxine.

Ké} luan: Pap tng quy dinh vé patent cap cho hoat
chat.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Pfizer CHU/CHUYEN NHUQNG
PATENT:1. Parke, Davis & Company

2. Cong ty cung cap tai lidu vé viéc Parke, Davis & Company
cho phép Pfizer (Thailand) Ltd duoc su dung Patent US
3138636 va cho phép Olic (Thailand) Ltd 1 nha san xuét san
pham dya trén Patent

> Pé nghi Cong ty cung cap tai liéu ching minh thude duoc
cép phép luu hanh tai nudc san xuat trong thoi gian bao ho cia
Patent bo sung cam két thudc dugc san xuét 1an dau trén thé
gidi tai Thai Lan

CHU SO HUU SP: Zuellig Pharma Pte., Ltd CHU/CHUYEN
NHUONG PATENT:1. American Home Products Corporation
2. Cong ty cung cip tai lidu xac nhan viéc xac nhap giira
American Home Products Corporation vdi Wyeth Company
thanh Wyeth va tai liéu ddi tén tir Wyeth thanh Wyeth LLC

- Cong ty cung cip tai lidu xac nhan viéc Wyeth LLC cho phép
Zuellig Pharma Pte., Ltd quyén sir dung Patent, trong d6, néu
16 Wyeth Medica Ireland 1a nha san xuat san phdm

CHU SO HUU SP: Zuellig Pharma Pte., Ltd CHU/CHUYEN
NHUGONG PATENT:1. American Home Products Corporation
2. Cong ty cung cip tai liéu xac nhan viéc xac nhap giira
American Home Products Corporation vdi Wyeth Company
thanh Wyeth va tai liéu ddi tén tir Wyeth thanh Wyeth LLC

- Cong ty cung cap tai liéu xac nhan viéc Wyeth LLC cho phép
Zuellig Pharma Pte., Ltd quyén str dung Patent, trong d6, néu
ré Wyeth Medica Ireland 14 nha san xuét san phim



S6  Tén thudc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chu s hiru - Pham vi bio ho

2 . Efexor XR
SPK:VN-10441-05

Venlafaxine-150mg_Vién nang, Hop 1 vi, 2
vi x 14 vién_-SX: SX: Wyeth Medica
Ireland; BDG: Wyeth Taiwan
Corporationlreland

* Hpi dong chwa dong ¥ cong

b6 do co sé dong goi khong

thudc cac nuéc tham gia ICH

PATENT: US 4535186 (American Home Products
Corporation) PHAM VI: US: Piém yéu ciu bao ho 4
xéc lap pham vi bao ho cho hoat chat Piém 4 yéu
cau bao ho cua patent US 4535186 xac lap pham vi
bao ho cho hoat chit Venlafaxine.

Ké} ludn: Pap tng quy dinh vé patent cap cho hoat
chat.

Quyén sé¢ hitu, chuyén giao patent

CHU SO HUU SP: Zuellig Pharma Pte., Ltd CHU/CHUYEN
NHUGONG PATENT:1. American Home Products Corporation
2. Cong ty cung cap tai liéu xac nhan viéc xac nhap giita
American Home Products Corporation véi Wyeth Company
thanh Wyeth va tai liéu d6i tén tir Wyeth thanh Wyeth LLC

- Cong ty cung cap tai liéu xac nhan viéc Wyeth LLC cho phép
Zuellig Pharma Pte., Ltd quyén sir dung Patent, trong d6, néu
16 Wyeth Medica Ireland 1a nha san xuat san pham




