BANG TONG HQP

KET QUA XEM XET HO SO CONG BO THUOC BIET DUQC GOC
(kem theo Cong van so 11672 /IQLD-GT ngay 01 thang 7 nam 2015)

S6  Tén thudc - SDPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s hiru - Pham vi bio ho

Tén doanh nghiép dé nghi cong bd: Abbvie Inc

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

1 . Humira
SPK:VN-11670-11

Fertigung GmbH & Co. KGbuc

2 Tén doanh nghiép dé nghi cong bo:

Adalimumab-40mg/0.8ml_Hop 2 bom tiém
chira dung dich tiém_-SX: Vetter Pharma -

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

PATENT: EP 0929578 B1 (BASF
Aktiengesellschaft) PHAM VI: EP: Biém yéu ciu
bao ho cua Patent xac 1ap pham vi bao ho cho khang
thé Adalimumab_10/11/2014: Patent EP 0929578 B1
xéc 1ap pham vi bao ho cho khang thé phén 1ap cta
ngudi hodc phan gin két véi khang nguyén cua né cd
céc dic tinh vé d6 phan ly voi TNF alpha cua ngudi,
viing CDR3 chudi nhe va ving CDR3 chudi ning,
v.v.. Do thiéu thong tin vé cau triic va dic tinh cta
hoat chit Adalimumab nén chua thé danh gia 1a
patent EP 0929578 B1 ¢6 xac lap pham vi bao hd
cho hoat chat Adalimumab hay khong.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chat hodc san phém thudc tiém

Bavyer (South East Asia) Pte. Ltd

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

2.1 Khéng dip \ing quy dinh (Tong so: 1)

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Abb Vie Inc. CHU/CHUYEN NHUONG
PATENT:1.BASF Aktiengesellschaf

2. Cong ty cung cip tai lidu vé viéc doi tén Cong ty tir Abbott
Laboratories thanh AbbVie Inc va tai liéu vé viéc Cong ty
AbbVie Inc cho phép Cong ty Vetter Pharma - Fertigung GmbH
& Co. KG san xuit san pham dya trén Patent

3. Cong ty ciing cung cap tai liéu xac nhan AbbVie Inc, Abb
Vie Biotechnology Ltd, AbbVie Pharmaceutical BV déu 1a cong
ty thudc tap doanf ABBVie

4. Cong ty cung giai trinh Patent ¢6 chu sé hitu BASF
Aktiengesellschaft sau d6 di dwoc chuyén nhugng cho Abbott
Laboratories nam 2003 sau d6 lai chuyén nhugng cho Abbott
Biotechnology Ltd. nim 2004 va cubi cung 1a cho Abbvie
Biotechnology Ltd nam 2014

> Pé nghi Cong ty cung cap tai lidu cé tinh phép 1y vé viéc
chuyén nhuong Patent tir BASF Aktiengesellschaft cho Abbott
Laboratories naim 2003
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1 . Mirena Lenovorgestrel-52mg_Hop 1 dung cu dat PATENT: US 5400804 (Leiras OY) PHAM VI: US: CHU SO HUU SP: Bayer AG_CHU/CHUYEN NHUQNG
SPK:VN-5005-10 tr cung_-SX: Bayer OYPhan Lan Dung cu tranh thai dat tir cung -> Pham vi bao h¢ 1a PATENT:1. Leiras OY

dang bao ché, khong phai 1a hoat chat Lenovorgestrel 2. Cong ty cung cép tai lidu doi tén tir Leiras OY thanh Bayer
30/8: Cong ty giai trinh Patent do Cong ty cung cap OY; tir Bayer Schering Pharma OY thanh Bayer OY (Cong van
dap tng quy dinh vé Patent cap cho dang thudc cay dong ¥ ctia Cuc QLD)

10/11/2014: Patent US 5400804 xac lap pham vi bao

ho cho thiét bi dat vién nén chira thude c6 16 mé 1én

can d5. Patent nay khong xac 1ap pham vi bao ho cho

hoat chat Levonorgestrel hodc san pham dang thudc

céy chira hoat chit Levonorgestrel.

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

hoat chét hodc san pham dang thudc cdy.

3 Tén doanh nghiép dé nghi cong b6: CTY TNHH MTV VIMEDIMEX Binh Dwong

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

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




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Morihepamin
SPK:VN-17215-13 L-Leucine 1,890g; L-Lysine acetate
0,790g; L-Methionine 0,088g; L-

Phenylalamine 0,060g; L-Threonine

0,428g; L-Tryptophan 0,140g; L-Valine

1,780g; L-Alanine 1,680g; L-Arginine
3,074g; L-Aspartic acid 0,040g; L-
Histidi-7,58%_Tuai 200ml, Tai 500ml,
dung dich truyén tinh mach_-SX: AY
Pharmaceuticals Co., Ltd.Nhat

3.2 Khéng dip \rng quy dinh (Tong so: 4)

MJbi 200ml c6 chira L-Isoleucine 1,840g;

PATENT: JP 2618653 (Cty CP Roussel

Morishita) PHAM VI: Duoc pham diéu ché tir acid
amin dung cho bénh nhén bi bénh 1y ndo do gan

* Thudc c6 cung Patent, cting chu sé hiru, cung hoat
chat, ciing ham lugng nhung khac nha san xuat voi

thudc da duge cong b6 Dot 3 (Nha san xuit méi:
Ajinomoto Pharmaceuticals Co., Ltd. - Nhat Ban;
Nha san xuét cii: Ajinomoto Medica Co., Ltd. -
Nhat Ban) -> D& nghi Cong ty cung cap tai li¢u va
giai trinh vé mdi lién hé giita Ajinomoto
Pharmaceuticals Co., Ltd. va Ajinomoto Medica
Co., Ltd.

26/9/2014: Cong ty cung cap tai liéu chimg nhan vé
viéc d6i tén nha may san xudt tir Ajinomoto
Pharmaceuticals Co., Ltd. thanh AY Pharmaceuticals
Co., Ltd -> Cong ty vin chua cung cap tai liéu va
giai trinh vé mdi lién hé giita Ajinomoto
Pharmaceuticals Co., Ltd. (nay la AY
Pharmaceuticals Co., Ltd ) va Ajinomoto Medica
Co., Ltd._ Piém 1 va 2 yéu cau bao ho ciia patent JP
2618653 B xac lap pham vi bao hd cho dugc phém
chira axit amin c¢6 thanh phan gdm L-Isoleucine, L-
Leucine, L-Lysine acetate, L-Methionine, L-
Phenylalanine, L-Threonine, L-Tryptophan, L-
Valine, L-Alanine, L-Arginine, acid L-Aspartic, L-
Histidine, L-Proline, L-Serine, L-Tyrosine la cac
thanh phan ciing c6 mit trong san pham
Morihepamin.Két luan: Dap g quy dinh vé patent

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Ajinomoto Pharmaceuticals Co., Ltd.
CHU/CHUYEN NHUQNG PATENT:Tai Patent c6 dé cap
chuyén nhuong nam 2007 tir Cty CP Roussel Morishita cho
Cong ty co phan Ajinomoto. Dé nghi cung cap tai liéu phép 1y
chimg minh mbi lién hé Cong ty c6 phan Ajinomoto va chii s&

hitu san pham Ajinomoto Pharmaceuticals Co., Ltd.hodc gidy
iy quyén Chu s¢ htru Patent: Cty CP Roussel Morishita cho
cht s¢ hitu san pham (Ajinomoto Pharmaceuticals Co., Ltd).
GT:Cong ty cung cip gidy chimg nhén lich str thanh 1ap Cong
ty trong d6 c6 viéc ddi tén tir Roussel Morishita thanh
Ajinomoto Pharmaceuticals Co., Ltd (2010) -> Bap tng quy
dinh
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1 . Acular
SPK: VN-4151-07

Ketorolac tromethamine-0.50%_Box 01
bottle 5mil_-SX: Allergan Pharmacetical
Irelandireland

PATENT: US7842714 B2 (Allergan Inc) PHAM VI:
US: Thanh phan ketorolac trolamin diéu tri dau mét
-> Pham vi bao hd 1a thanh ph?m dung dich nho mét
(dang bao ché), khong phai 1a hoat chat Ketorolac
18/9: Cong ty giai trinh Patent do Cong ty cung cip
dap tng quy dinh vé Patent cép cho hoat chat
24/10/2014: Cong ty cung cap US 8512717 B2
(Allergan Inc) va giai trinh Diém yéu cau bao ho 1-5
ctia patent 1a dang bao ché ding cho thudc nhi khoa
chura ketorolac ¢6 ham lugng tir 0,01%-1% w/w va
cung cip thanh phan cong thirc bao ché Cac diém 1-3
yéu cau bao ho cia patent US7842714 B2 xac lap
pham vi bao hg cho dung dich nhédn khoa chira nuéc
dé dung khu tra chira ketorolac tromethamine (0,45%
trong luong/thé tich), carboxymethyl cellulose (c6 dd
nhét trung binh va d6 nhét cao), NaCl, sodium
citrate dihydrate, chat dém, véi ty 1¢ phan trim xac
dinh. Do thiéu thong tin vé cac thanh phan cu thé co
mit trong san pham Acular nén chua thé dénh gia la
patent US7842714 B2 c6 xéc 1ap pham vi bao h¢ cho
thu6c dung cho mit Acular hay khéng. O day, xin
lwu ¥ ring ty 18 ketorolac tromethamine 13 0,45%
trong lugng/thé tich ma khong phai 0,50% trong
luong/thé tich.

Két luan: Khong dap ung quy dinh vé patent cip cho
hoat chét hodc thude ding cho mat

10/11/2014: Cac diém 1-5 yéu cau bao ho cua patent
US 8512717 B2 xac lap pham vi bao ho cho dung
dich st dung khu tra trong nhan khoa dé chong viém
chira ketorolac va carboxymethyl cellulose. Khi xem
xét thong tin duge cong ty cung cép ngay
24/10/2014, thiy rang san pham Acular 'khong chira
carboxymethyl cellulose. Do d¢, cac diém 1-5 yéu
cau bao ho cua patent US 8512717 B2 xé4c lap pham
vi bao h¢ cho san pham Acular.

Két luan: Khong dap ng quy dinh vé patent cip cho
hoat chit hoic thudc nho mét.

Quyén sé hiru, chuyén giao patent

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

2. Dé nghi Cong ty giai trinh va cung cap tai liéu lam rd mdi
lién h¢ gitta Allergan Inc va Allergan Pharmacetical Ireland
18/9: Cong ty cung cap tai liéu xac nhan Allergan Inc 1a Cong
ty me cua Allergan Pharmacetical Ireland
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2 . Acuvail

SPK:VN-15194-12

Ketorolac tromethamine-0.45% Hop 1
chai 5ml_-SX: Allergan Sales, LLCUSA

PATENT: US 7842714 B2 (Allergan Inc) PHAM
VI: US: Thanh phén ketorolac trolamine dé diéu tri
dau mét -> Pham vi bao ho 1a dang bao ché, khong
phai 14 hoat chat Ketorolac tromethamine
18/9: Céng ty giai trinh patent do Cong ty cung cap
xac 1ap pham vi bao h¢ cho dang bao ché thudc nho
mit theo Quyét dinh sb 1545
22/10/2014: Cong ty cung cip thanh phan cong thure
bao ché cia mat hang Acuvail Céc diém 1-3 yéu cau
bao hd cia patent US7842714 B2 xac lap pham vi
bao ho cho dung dich nhédn khoa chira nudc dé dung
khu tra chira ketorolac tromethamine (0,45% trong
lwong/thé tich), carboxymethyl cellulose (c6 d6 nhot
trung binh va d¢ nhat cao), NaCl, sodium citrate
dihydrate, chat dém, véi ty 1 phan tram xac dinh. Do
thiéu thong tin vé cac thanh phan cu thé c6 mat
trong san pham Acuvail nén chua thé danh gia la
patent US7842714 B2 c6 x&c lap pham vi bao ho cho
thudc dung cho mat Acuvail hay khong.
Két luan: Khong dap ng quy dinh v¢ patent cép cho
hoat chét hodc thude ding cho mat
10/11/2014: Cac diém 1 va 3 yéu cau bao ho cua
patent US7842714 B2 xac lap pham vi bao ho cho
dung dich nhén khoa chira nuéc dé dung khu tra chira
ketorolac tromethamine, carboxymethyl cellulose (c6
d0 nhét trung binh va dg nhét cao), sodium
chloride, sodium citrate dihydrate va it nhat mot chat
dém duoc chon tir nhém bao gém sodium hydroxide
(1N) va acid hydrochloric (1N) dé diéu chinh pH dén
6,8. Khi xem x¢t cac thong tin do cong ty cung cap
ngay 22/10/2014, c6 thé thdy san pham Acuvail chira
ketorolac tromethamine, carboxymethy! cellulose (c6
d6 nhét trung binh va do nhét cao), sodium chloride,
sodium citrate dihydrate v&i ty 16 % trong lwong/thé
tich gidng vdi ty 1& néu trong cac diém 1 va 3 yéu
cau bao ho cua patent US7842714 B2. Tuy nhién, do
cong ty chua cung cip thong tin vé& nong do cua chét
dém sodium hydroxide va acid hydrochloric dugc su
dung ciing nhu thong tin vé pH cua san pham
Acuvail nén chua thé dénh gia 1a patent US7842714
B2 c6 xac 1ap pham vi bao hg cho san phém thudc
nho mét Acuvail hay khong.
Két luan: Khong dép ng quy dinh vé patent cap cho
hoat chét hodc thudc nho mit.

Quyén sé hiru, chuyén giao patent

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

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

18/9: Cong ty cung cap tai liéu xac nhan Allergan Inc 1a Cong
ty me cua Cong ty Allergan Sales, LLC
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3 . Botox Clostridium Botulinum toxin type A-100 PATENT: US 6974578 B1 (Allergan Inc) PHAM CHU SO HUU SP: Allergan Inc. CHU/CHUYEN NHUQONG
SPK:VN-6880-08 don vi_Hop 1 lo bot pha tiém_-SX: VI: US: Phuong phap diéu tri sir dung doc t6 PATENT:1. Allergan Inc
Allergan Pharmaceuticals Irelandireland botulinum -> Pham vi bao ho 1a phuong phap diéu 2. Pé nghi Cong ty cung cip tai lidu va giai trinh mdi 1ién hé
tri, khong phai cho hoat chét gitta Allergan Inc va Allergan Pharmaceutical Ireland
18/9: Cong ty bd sung patent US 8501196 B2 18/9: Cong ty cung cap tai liéu xac nhan Allergan Inc la cong ty
(Allergan Inc) mé cta cong ty Allergan Pharmaceutical Ireland

30/10/2014: Cong ty cung cap Patent US 8501196
B2 (Allergan Inc) va gidi trinh Patent xac 1ap pham vi
bao ho cho dang bao ché Yéu ciu bao ho cua patent
US 6974578 xac 1ap pham vi bao h cho phuong
phap diéu tri bénh. Patent nay khong xac 1ap pham vi
bao ho cho hoat chat hay san phim thuoc tiém.

Két luan: Khong dap ung quy dinh vé patent cip cho
hoat chét hay san pham thuoc tiém.

17/1: Cac diém 1-6 yéu ciu bao ho cua patent patent
US 8501196 xac lap pham vi bao hd cho dugc phém
chira collagen va ddc t botulinum, trong d6 dugc
pham nay khong chtra albumin. Do khong c6 thong
tin cho thay san pham Botox chira collagen va khong
chura albumin nén patent US 8501196 khong duoc
coi la xac 1ap pham vi bao ho cho thudc san phém
Botox.

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

10/11/2014: Cac diém 1-6 yéu cu bao ho cua patent
US 8501196 xac 1ap pham vi bao ho cho duge phdm
chira collagen va ddc t botulinum, trong dé dugc
pham nay khong chira albumin. Khi xem xét thong
tin do cong ty cung cap ngay 30/10/201 , thdy rang
san pham Botox chira dc t6 botulinum type A,
albumin nguoi va sodium chloride, trong khi khong
chira collagen. Nhu vy, ddi chiéu véi thong tin néu
trong cac diém 1-6 yéu cau bao ho cua patent US
8501196, c6 thé thiy patent nay khong xac 1ap pham
vi bao ho cho san phidm Botox (bot pha tiém chira
albumin trong khi khong chira collagen).

Két luan: Khong dap ung quy dinh vé patent cép cho
hoat chét hodc thube tiém.
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4 . Relestat Epinastine HCL-0.05% hop 1 chai 54ml_ PATENT: US7429602 B2 (Boehringer Ingelheim CHU SO HU'U SP: Allergan Inc CHU/CHUYEN NHUQNG
SPK:VN-1384-10 -SX: Allergan Pharmaceutical Pharma GmbH) PHAM VI: Diéu tri viém két mac tai ~ PATENT:Chua c6 tai liéu xac nhan viéc chuyén quyén sé hiru
Irelandlreland chd bsi dung dich epinasine -> Pham vi bao h¢ 1a Patent cuia Boehringer Ingelheim Pharma GmbH cho Allergan
phuong phap diéu tri (khong phai bao hd cho hoat Inc.
chat) 18/9: Cong ty bd sung tai liéu chuyén nhugng Patent tir
28/2: Cong ty bo sung Patent US 5312916 Boehringer Ingelheim Pharma GmbH cho Allergan Inc.

(Boehringer Ingelheim KG) -> Pham vi bao ho 1a
phuong phép diéu ché hoat chat

18/9: Cong ty bo sung patent US 4313931
(Boehringer Ingelheim KG)_Patent US 7429602 xac
1ap pham vi bao ho cho phuong phép diéu tri. Patent
nay khong xac 1ap pham vi bao ho cho hoat chét
Epinastine HC1.Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chat.28/2: Patent US 5312916
xac 1ap pham vi bao ho cho quy trinh diéu ché.
Patent nay khong xac 1ap pham vi bao hé cho hoat
chat Epinastine HC1.Két luan: Khong dap ung quy
dinh vé patent cap cho hoat chat.

31/7: Patent US7429602 B2 chi xac 1ap pham vi bao
ho cho phuong phép diéu tri. Patent nay khong xac
1ap pham vi bao ho cho thudc nho mét chira
Epinastine HCI.

Patent US 5312916 chi xac lap pham vi bao hg cho
quy trinh diéu ché. Patent khong xéc 1ap pham vi bao
ho cho thude nhd mét chira Epinastine HCI.

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

11/11/2014: Cac diém 1 va 2 yéu ciu bao ho cua
patent US 4313931 chi xac lap pham vi bao hd cho
hop chét c6 cong thie chung (theo Markush Group)
ma khong xac 1ap pham vi bao ho truc tiép cho hoat
chit Epinastine (méc di hoat chit Epinastine
Hydrobromide duoc thiy 1a dugc mé ta trong
Exampke 1 cta patent US 4313931).

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chat hodc thudc nho mét.

3.3 Pham vi bio hd chwa ré, dé nghi lam ré ndi dung bio h (Tong sb: 1)
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1 . Neoamiyu
SPK:VN-4146-07 L-Methionine, L-Phenylalanine, L-
Threonine, L-Tryptophan, L-Valine, L-
Alanine, L-Arginine, L-Aspartic acid, L-
Glutamic acid, L-Histidine, L-Serine, L-
Proline, L-Tyrosine, Glycine-6,1%_Tui
200ml, tiém truyén tinh mach_-SX:
Ajinomoto Media Co., Ltd.Nhat

4  Tén doanh nghiép dé nghi cong bo:

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

PATENT: VN 19678 (Ajinomoto Co., INC, Nhat
Béan). PHAM VI: Hon hop acid amin dé diéu tri tinh
trang thiéu mau, giam liéu liéu luong Erythropoietin
khdng ché cac mirc phosphat huyét thanh, kim ham
su di hoa protein & bénh nhan loc mau.

29/5: Cong ty cung cap Patent EP 1849466 B1
(Ajinomoto Co., INC)_ S patent VN19678 duge
cung cap la khong chinh xac. Day la sO cong bd don
ctia don yéu cau cap patent Viét Nam v6i s6 don 1-
2008-03194, don nay van dang trong qua3

trinh thdm dinh va chua dwoc cép patent. Két ludn:
Khoéng dap tmg quy dinh vé patent cip cho hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Chii so hitu: Ajinomoto Pharmaceuticals
Co., Ltd. CHU/CHUYEN NHUQNG PATENT: Dé nghi Cong
ty Ajinomoto Co., INC, Nhat Ban cung cap tai liéu Uy quyén
st dung patent cho chu s¢ hitu san pham

25/2: Cong ty cung cap thu iy quyén cua Ajinomoto Co., INC

cho Ajinomoto Pharmaceuticals Co., Ltd. dugc su dung Patent
VN19678 tai Viét Nam

29/5: Cong ty cung cap thu iy quyén cia Ajinomoto Co., INC
cho Ajinomoto Pharmaceuticals Co., Ltd. dugc su dung Patent
EP 1849466 B1 tai Viét Nam

25/9/2014: Cong ty cung cap tai liéu vv cho phép dbi tén nha
san xudt tir Ajinomoto Pharmaceuticals Co., Ltd. thanh AY
Pharmaceuticals Co., Ltd

Daewoong Pharmaceutical Co., Ltd.

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

4.1 Khong dap trng quy dinh (Tong so: 2)

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

Acid Ursodeoxycholic-100mg_Vién nén.
Hop 3 vi, hdp 6 vi va hop 10 vix 10

vién._-SX: Daewoong Pharmaceutical Co.,

LtdHan Quéc

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

Acid Ursodeoxycholic-300mgl/ml_Vién
nén. Hop 3 vi va hop 6 vi x 10 vién. -SX:
Daewoong Pharmaceutical Co., LtdHan
Quéc

PATENT: KR 10-0368936 (Daewoong Co., Ltd)_
PHAM VI: KR: Pham vi bao hd 1a cong thirc c6 chura
hoat chat Acid Ursodeoxycholic, khong phai bao ho
cho hoat chit Acid Ursodeoxycholic Khong két luan
do khong c6 ban tiéng Viét hoic tiéng Anh day du
nodi dung ctia patent KR 10-0368936 B1. Ngoai ra,
duong nhu patent KR 10-0368936 B1 chi xac lap
pham vi bao hd cho dwoc pham chira Acid
Ursodeoxycholic ma khong xéac 1ap pham vi bao ho
cho hoat chit 1a Acid Ursodeoxycholic.

PATENT: KR 10-0368936 (Daewoong Co., Ltd)_
PHAM VI: KR: Pham vi bao h 1a cong thirc c¢6 chura
hoat chat Acid Ursodeoxycholic, khong phai bao ho
cho hoat chat Acid Ursodeoxycholic_Khong két luan
do khong c6 ban tiéng Viét hodc tiéng Anh day du
ndi dung ctia patent KR 10-0368936 B1. Ngoai ra,
dudng nhu patent KR 10-0368936 B1 chi xac 1ap
pham vi bao ho cho dugc ph?im chira Acid
Ursodeoxycholic ma khong xéac 1ap pham vi bao ho
cho hoat chit 1a Acid Ursodeoxycholic.

CHU SO HUU SP: Daewoong Pharmaceutical Co., Ltd
CHU/CHUYEN NHUQNG PATENT:1. Daewoong Co., Ltd
2. Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd moi
lién h¢ gitta Daewoong Co., Ltd va Daewoong Pharmaceutical
Co., Ltd

CHU SO HUU SP: Daewoong Pharmaceutical Co., Ltd.
CHU/CHUYEN NHUQONG PATENT:1. Daewoong Co., Ltd
2. Dé nghi Cong ty giai trinh va cung cap tai liéu lam rd mdi
lién hé gitta Daewoong Co., Ltd va Daewoong Pharmaceutical
Co., Ltd
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5 Tén doanh nghiép dé nghi cong bé: Diethelm&Co.,Ltd
B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1).
5.1 Patent cap cho sing ché lin dau sd trong vy hoc (Tong s6: 1)




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Artrodar

SPK:VN-11017-10

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

PATENT: US 5670695 (Laboratoire Medidom S.A)

* Cong ty bd 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 céap chi la quy trinh diéu ché khong phai 1a
hoat chét.
26/10/2013: Cong ty bd sung Patent GB 1578452
(Proter S.p.A) va giai trinh Patent cép cho sang ché
1an d4u trong y hoc
10/10/2014: Cong ty cung cap tai lidu lién quan dén
viéc lwu hanh 1an dau tién trén thé gidi cho san pham
Artrodar cua Cong ty TRB Pharma S.A (Argentina)
theo sb gidy phép 43186 ngay 21/3/1994 tai nudc san
xuit Argentina va Gidy ching nhan CPP trong d6 c6
thong tin vé viéc Iuu hanh 1an dau san pham theo s6
gidy phép 43186 ngay 21/3/1994 GT: Cong ty cung
cép 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 14 phuong phap diéu tri va quy trinh
san xudt) -> Patent US 4244968 x4c 1ap pham vi bao
ho cho dén phwong phép diéu tri cac triéu ching cua
bénh viém khép, patent US 5864048 xac 1ap pham vi
bao ho cho quy trinh diéu ché din xuét rhein. Tuy
nhién, hai patent nay khong xac 1ap pham vi bao ho
cho hoat chit Diacerein. Két luan: Khong dap ung quy
dinh vé patent cap cho hoat chat. Huéng khic phuc:
Xéc dinh chinh xéc patent xac 1ap pham vi bao hd
cho hoat chit Diacerein (néu co).
25/6/2014: Biém 24 yéu cau bao ho cua patent GB
1,578,452 (cép ngay 05/11/1980) xéc 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 hodc ta dugc dugc dung.
Day la cach thé hién yéu cau bao ho dién hinh ctia
sang ché dang str dung 1dn dau tién trong y té (first
medical use) (v6i cach thé hién yéu cau bao ho 1a
"Dugc pham (hodc thudc hodc ché pham) chira hoat
chit (1a chat da biét nhung chua dugc sir dung trong y
té) va chét mang (ta dugc, chét pha lodng) dugc
dung"). Ngoai ra, qua kiém tra tinh trang ky thuat cua
patent GB 1,578,452, dudng nhu khong c6 tai li¢u
nao dé cap dén viéc su dung hoat chét Diacerein trong

Quyén sé hiru, chuyén giao patent

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

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

> Pé nghi Cong ty giai trinh va cung cap tai liéu 1am rd mbi
lién h¢ gitta TRB Pharma S.A va TRB Chemedica Int. Group
26/5/2014: P& nghi Cong ty bd sung tai lidu vé viéc chuyén
nhuong Patent gitta Proter S.p.A va TRB Pharma S.A
10/10/2014: - Cong ty cung cép tai liéu hop dong chuyén
nhuong Patent giita gido su Charles Friedman, Cong ty

Reina, Proter S.p.A cho Laboratoire Medidom S.A va tai liéu
xac nhan Cong ty Proter S.p.A; Cong ty Laboratoire Medidom
S.A; Cong ty TRB Chemedica International S.A; Cong ty
TRB Pharma S.A déu thudc tap doan TMB Holding S.A

- Cong ty cung cap tai liéu xac nhan TRB Chemedica
International S.A da dugc chuyén nhuong Patent GB 1,578,452
tir Laboratoire Medidom S.A va tai lidu iy quyén cua TRB
Chemedica International S.A cho TRB Pharma S.A san xuét
san pham




Patent - Chi sé hitu - Pham vi bdo ho

y té trude thoi diém ngay wu tién cua patent GB
1,578,452 (16/03/1976). Do d6, ¢ thé két luan ring
diém 24 yéu cau bao ho cua patent GB 1,578,452 xac
1ap pham vi bao ho cho sang ché dang sir dung lan
dau tién trong y té cuia hoat chét Diacerein.

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

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

|(I)
[=>2

6 Tén doanh nghiép dé nghi cong bé: Hyphens Pharma Pte. Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thuée: 1).
6.1 B0 sung tailiéu vé viéc chuyén nhwong Patent (Tong so: 1)

Quyén sé hiru, chuyén giao patent




S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Dotarem
SPK:VN-3655-07

7 Tén doanh nghiép dé nghi cong bo:

Acid Gadoteric-27,932¢9/100ml_lo chira
10ml, 15ml, 20ml dung dich tiém -SX:
GuerbetFrance

PATENT: US 5,886,158 (Guerbet S.A) PHAM VI:
US: Phure hop kim loai cua polyamino oxid va ing
dung ctia n6 trong chan doan hinh anh -> Giai trinh
lam rd pham vi bao ho 1a hoat chit Gadoteric acid
10/6: Cong ty bo sung Patent US 5648063
(15/7/1997) (Chering AG) va giai trinh Diém yéu cau
bao ho s6 51 xéc 1ap pham vi bao ho cho hoat chat
Acid Gadoteric Patent US 5,886,158 xac lap pham vi
bao ho phirc hop kim loai gadolinium c6 cdu tric
hoa hoc khéc véi cu tric hda hoc cuia phirc hop axit
gadoteric. Cu thé trong patent ndy, cdu triic chira R 1a
nhém cong thire hoa hoc chira vong benzene, con
axit Gadoteric c6 cau triic voi R 1a hydrogen.

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

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

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

14/3/2014: Thong tin vé cong thirc bao ché clia thude
trong Ho so ding ky thude phi hop véi thong tin
trong pham vi bao hé cua Patent

Sanofi Aventis Viét Nam

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

7.1 B0 sung tii lidu vé viéc chuyén nhuwong Patent (Tong s6: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Guerbet CHU/CHUYEN NHUQONG
PATENT:Guerbet S.A

10/6: Cong ty cung cap van ban cua Allen&Overy LLp trong do

dé cap dén viéc chuyén nhugng Patent tir Schering cho Guerbet
va cho phép Guerbet 1 nha san xuat san pham -> Dé nghi Cong

ty cung cap hop dong chuyén nhuong Patent gitra Guerbet va
Schering AG (theo nhu ndi dung dé cap tai van ban)
9/10: Cong ty Hyphens giai trinh hgp dong chuyén giao patent
gitta Schering cho Guerbet phai bao mat nén Cong ty khong
cung cap duoc hop ddng nay. Tuy nhién, Cong ty cam két noi
dung hop dong 1a viéc chuyén nhugng Patent tir Schering cho
Guerbet va dé nghi Hoi dong dwoc mang ban gbc cua hgp dong
chuyén nhuong patent dén dé T6 chuyén gia xem xét

* P& nghi Cong ty cung cép tai liéu vé viéc chuyén nhwong Patent

Truong hop Cong ty khong thé cung cAp ban sao hop dong thi

c6 thé cung cép trich luc hop ddng véi cac ndi dung lién quan.




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Triatec
SPK:VN-7827-09

Ramipril-5mg_Hop 3 vi x 10 vién nén_-
SX: PT Aventis Pharmalndonesia

8 Tén doanh nghiép dé nghi cong bo:

PATENT: W0/2003/032693 -> WIPO khong nam
trong 14 co quan SHTT duoc cong nhan

17/4: US 5061722 (Hoechst AG) PHAM VI: US:
Diém yéu cau bao ho 2 va 3_11/11/2014: Diém 2 yéu
cau bao ho cua patent US 5061722 xéc lap pham vi
bao hd cho hoat chit Ramipril.

Ké:[ luan: Pap ung quy dinh vé patent cip cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Sanofi Aventis CHU/CHUYEN NHUGQNG
PATENT:1. Hoechst AG

2. Dé nghi Cong ty cung cap tai liéu va giai trinh vé viéc
chuyén nhuong Patent giita Hoechst AG cho Sanofi Aventis va
tai liéu cho phép PT Aventis Pharma la nha may san xuét san
pham dya trén Patent

VPDD AstraZeneca Singapore Pte., Ltd

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

8.1 Pi cong bd trong DM BDG, Thay ddi S6 diing ky va NSX (NSX méi khong thudc ICH) (Tong sb: 1)

1 . Zestoretic-20
SPK:VN- 17836-14

Lisinopril (dudi dang Lisinopril
dihydrate), hydrochlorothiazide-20mg;
12,5mg__-SX: AstraZeneca
Pharmaceutical Co., LtdTrung Quéc

* Hpi dong chua dong y cong bod

do co s6' san xuat méi khong thujc

cic nuédc tham gia ICH

PATENT: US4,472,380 (Merck & Co, Inc) PHAM
VI: US: Piém yéu cau bao ho 9; Hon hop 2 hoat chét
Lisinopril dihydrate, hydrochlorothiazide
28/8/2014: Thudc cap lai S6 dang ky, chi thay ddi
nha san xudt, cac théng tin khac khong thay ddi so
v6i sb dang ky cii da dugc cong bd biét duge gbe
(Dot 3) (Nha san xuat méi: AstraZeneca
Pharmaceutical Co., Ltd-Trung Qudc; Nha san xuét
cili: AstraZeneca UK Ltd- Anh; Ca 2 nha san xuit déu
thudc tap doan AstraZeneca.) Piém 10 (khong phai
diém 9) yéu cau bao ho ciia patent US 4 472 380 xéc
1ap pham vi bao hd cho dugc phém diéu tri cao huyét
4p chira hon hop ciia Lisinopril va
hydrochlorothiazide. Két luan: Pap tmg quy dinh vé
patent cip cho hdn hop hoat chat.

8.2 HS nép méi, Pap irng quy dinh, Co sé dong g6i khong thudc ICH (Tong sb: 1)

1 . Plendil
SPK:VN- 9938-10

Felodipine-Felodipine 5 mg_Vién nén

s dong goi: Interphil Laboratories
Inc.Thuy Dién

* Hpi dong chwa dong y cong

b6 do co sé dong géi khong thude
cac nwdc tham gia ICH

phoéng thich kéo dai , hop 3 vi x 10 vién _-
SX: Co sé san xuét: AstraZeneca AB; Co

PATENT: US4,264,611 (Aktiebolaget Hassel )_
PHAM VI: 2,6-dimethyl-4-2,3-thay thé phenyl-1,4-
dihydro-pyridine-3,5-dicarboxylic acid-3,5-
asymmetrlc diester (Dlem y€u cau bao ho: 11, hoat
chit Felodipine) Piém 11 yéu cau bao ho cua patent
US 4,264,611 xac 1ap pham vi bao hd cho hoat chét
felodipine. Két luan: Dap tmg quy dinh vé patent cép
cho hoat chit.

CHU SO HUU SP: AstraZeneca CHU/CHUYEN NHUONG
PATENT:1.Merck & Co, Inc. Cong ty cung cap hop dong gitia
Merck & Co, Inc Va ICI dé san xuit va luu hanh thudc

2. Cong ty cung cip tai liéu chuyén giao Patent tir ICI sang
Zeneca va AstraZeneca UK Ltd

3. Tai liéu xac nhan AstraZeneca Pharmaceutical Co., Ltd va
AstraZeneca UK Ltd thudc tap doan AstraZeneca va xac nhan
AstraZeneca Pharmaceutical Co., Ltd 13 nha san xuat san phdm
theo iy quyén ctia AstraZeneca UK Ltd

CHU SO HU'U SP: AstraZeneca Singapore Pte., Ltd_
CHU/CHUYEN NHUQNG PATENT:C6 ti li¢u xac nhan
Aktiebolaget Hassel 1a cong ty con ctia Astrazeneca AB va
Astrazeneca AB, AstraZeneca Singapore Pte., Ltd la cong ty
con cua Astrazeneca PLC



S6 Tén thubce - SPK Hoat chét - Him lwong - Quy cach  Patent - Chii sé hitu - Pham vi bao hd Quyén sé hiru, chuyén giao patent

9 Tén doanh nghiép dé nghi cong b6: VPDD Glaxosmithkline Pte Ltd tai Tp. HCM

9
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 1).
9.1 Khong dap ving quy dinh (Tong sd: 1)

1 . Rotarix Rotavirus ngudi sdng gidam doc luc ching PATENT: EP 1 863 526 B1 (GlaxoSmithKline CHU SO HUU SP: GlaxoSmithKline Pte., Ltd
SPK:QLVX-H01- RIX4414-Liéu 1.5ml chtra Rotavirus Biologicals) PHAM VI: EP: Vaccin rotavirus giam CHU/CHUYEN NHUGQNG PATENT:GlaxoSmithKline
0491-12 ngudi séng giam doc luc ching RIX4414 dong luc song sir dung duong udng -> Pham vi bao Biologicals

khéng dudi 10°6.0 CCID50_Hop ho 14 dang bao ché san pham_11/11/2014: Cac diém

1,5,10,25,50,100 613g x 1.5ml. Hop 1 tuyp, 1-32 yéu cu bao ho cua patent EP 1 863 526 B1 xac

10 tuyp x 1.5ml. Hon dich uong_-SX:

GlaxoSmithKline Biologicals S.ABi 1ap pham vi bao ho cho ché phadm udng dang long dé
gdy mién dich v6i Rotavirus chira khang nguyén
Rotavirus, duong va carboxylat. Patent nay khong
xac 1ap pham vi bao ho cho chinh hoat chat 1a
Rotavirus ngudi sbng giam doc luc chiung RIX4414.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

10 Tén doanh nghiép dé nghi cong bé: VPDD Hoffmann - La Roche Ltd.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 3).
10.1 Khéng dap wng quy dinh (Téng s6: 3)




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Neorecormon

SPK:VN-8171-09

Epoetin beta-2000IU/ 0,3ml_Dung dich
tiém. Hop 6 bom ti€ém 0,3ml + 6 kim tiém_-
SX: Roche Diagmostics GmbHD1rc

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

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

12/7: Cong ty bo sung Patent EP 0306824 B1
(Boehringer Mannheim GmBH)_Patent EP

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

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

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

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

11/11/2014: Patent EP 0306824 B1 xac 1ap pham vi
bao ho cho ché phdm thudc tiém chira protein nguoi
(trong d6 protein nay ¢6 thé 1a erythropoietin) c6 tinh
tuong hop, on dinh trong bao quan. Ché phdm nay
chira chit dém, chat diéu chinh truong lyc, calcium
chloride, urea, v.v.. Do thiéu thong tin vé thanh phan
va ty 1& hoat chat va ta dugc c6 mit trong san phdm
Neorecormon nén chua thé két ludn 1a patent EP
0306824 B1 c6 xac 1ap pham vi bao ho cho san pham
thudc tiém Neorecormon hay khong.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann - La Roche Ltd._
CHU/CHUYEN NHUGQNG PATENT:Chua c¢ tai li¢u ching
minh viéc chuyén quyén s hiru ciia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

5/6: Cong ty cung cap tai liéu xac nhan viéc chuyén nhugng
Patent gitta Genetics Institue Inc. cho F. Hoffmann - La Roche
Ltd. va tai liéu xac nhan Roche Diagmostics GmbH 1a nha san
xuét san pham

19/7: Cong ty cung cap tai liéu xac nhan Roche Diagmostics
GmbH 1a nha san xuat san pham theo iy quyén va tiéu chuan
cua F. Hoffmann - La Roche Ltd




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo ho

2 . Neorecormon

SPK:VN-16757-13

Epoetin beta-4000IU/0,3ml_Dung dich
tiém. Hop 6 bom tiém 0,3ml + 6 kim tiém_-
SX: Roche Diagmostics GmbHD1rc

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

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

12/7: Cong ty bo sung Patent EP 0306824 B1
(Boehringer Mannheim GmBH)_Patent EP

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

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

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

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

11/11/2014: Patent EP 0306824 B1 xac 1ap pham vi
bao ho cho ché phdm thudc tiém chira protein nguoi
(trong d6 protein nay ¢6 thé 1a erythrop01et1n) ¢o tinh
tuong hop, on dinh trong bao quan. Ché phdm nay
chira chit dém, chat diéu chinh trrong lyc, calcium
chloride, urea, v.v.. Do thiéu thong tin vé thanh phan
va ty 1& hoat chat va ta dugc c6 mit trong san phdm
Neorecormon nén chua thé két luan 1a patent EP
0306824 B1 c6 xac 1ap pham vi bao ho cho san pham
thudc tiém Neorecormon hay khong

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann - La Roche Ltd._
CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu chimg
minh viéc chuyén quyén s hiru ciia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

5/6: Cong ty cung cap tai liéu xac nhan viéc chuyén nhugng
Patent gitta Genetics Institue Inc. cho F. Hoffmann - La Roche
Ltd. va tai liéu xac nhan Roche Diagmostics GmbH 1a nha san
xuét san pham

19/7: Cong ty cung cap tai liéu xac nhan Roche Diagmostics
GmbH 1a nha san xuat san pham theo iy quyén va tiéu chuan
cta F. Hoffmann - La Roche Ltd




So

11 Tén doanh nghiép dé nghi cong bo:

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

3 . Neorecormon
SPK:VN-8171-09
SX: Roche Diagmostics GmbHD1rc

Epoetin beta-100001U/0,3ml_Dung dich
tiém. Hop 6 bom tiém 0,3ml + 6 kim tiém_-

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM VI: Phuong phap san xuat Erythropoietin ->
Pham vi bao h¢ chi la quy trinh khong phai 1a hoat
chit
31/5: Cong ty giai trinh Diém yéu cau bao ho s 1
ctia Patent chinh 1a hoat chit Epoetin beta
12/7: Cong ty b6 sung Patent EP 0306824 B1
(Boehringer Mannheim GmBH)_Patent EP
0205564 B2 xac lap pham vi bao hd cho quy trinh
diéu ché Erythropoietin nguoi. Patent nay khong xac
1ap pham vi bao hd cho hoat chét Epoetin beta.
Két luan: Khong déap tng quy dinh vé patent cip cho
hoat chét.
31/5: Piém 1 yéu cau bao ho cua patent EP 0205564
B2 xac 1ap pham vi bao ho cho trinh ty DNA ma
hoa erythropoietin ngudi, trong khi khong xac 1ap
pham vi bao h¢ cho hoat chét Epoetin beta.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
11/11/2014: Patent EP 0306824 B1 xac 1ap pham vi
bao ho cho ché phdm thudc tiém chira protein nguoi
(trong d6 protein nay ¢6 thé 1a erythrop01et1n) ¢o tinh
tuong hop, on dinh trong bao quan. Ché phdm nay
chira chit dém, chat diéu chinh truong lyc, calcium
chloride, urea, v.v.. Do thiéu thong tin vé thanh phan
va ty 1& hoat chat va ta dugc c6 mit trong san phdm
Neorecormon nén chua thé két luan 1a patent EP
0306824 B1 c6 xac 1ap pham vi bao ho cho san pham
thudc tiém Neorecormon hay khong.
Két luan: Khong dap img quy dinh vé patent cip cho
hoat chit hodc san pham thudc tiém.

VPDD Ipsen Pharma

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

11.1 Khéng dap ng quy dinh (Tong so6: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann - La Roche Ltd._
CHU/CHUYEN NHUONG PATENT:Chua c6 tai li¢u chimg
minh viéc chuyén quyén s hiru ciia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

5/6: Cong ty cung cép tai liéu xac nhan viéc chuyén nhuong
Patent gitta Genetics Institue Inc. cho F. Hoffmann - La Roche
Ltd. va tai liéu xac nhan Roche Diagmostics GmbH 1a nha san
xuét san pham

19/7: Cong ty cung cap tai liéu xac nhan Roche Diagmostics
GmbH 1a nha san xuat san pham theo iy quyén va tiéu chuan
cua F. Hoffmann - La Roche Ltd




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

1 . Smecta Diosmectit- Hop 30 goi bot pha hdndich ~ PATENT: EP 2386289A1 (Ipsen Pharma SAS) CHU SO HU'U SP: Ipsen Pharma_ CHU/CHUYEN NHUQNG
SPK:VN-9460-10 ubng_-SX: Beaufor Ipsen IndustriePhap WO 2011/135461 A2 -> WIPO khong nam trong PATENT:Ipsen Pharma SAS
danh sach 14 co quan SHTT dugc cong nhan PHAM
VI: EP: Patent dang cong bd don va Pham vi bao ho
1a dquy trinh bao ché EP 2386289A1 1a cong bd
don dang ky sang ché ctia Co quan Sang ché chau
Au. WO 2011/135461 A2 1a cong bd don dang ky
sang ché qudc té cta T chirc So hitu tri tué Thé
gidi. Cac tai liéu nay khong phai 1a bang doc quyén
sang ché theo cac quy dinh tai Quyét dinh sb
2962/Qb-BYT va 1545/Qb-BYT.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét hodc hdn hop hoat chit.

12 Tén doanh nghiép dé nghi cong b6: VPPD Novartis Pharma Services AG tai TPHCM

B. CAC HO SO PA XEM XET YEU CAU BO SUNG., GIAI TRINH (Téng s6 thudc: 3).
12.1 Khong dap iing quy dinh (Tong sb: 3)




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

1 . Myfortic
SPK:VN-9326-09

Natri mycophenolate-360mg_Hop 12 vi x
10 vién nén bao tan trong rugt _-SX:
Novartis Pharma Stein AGThuy S§

PATENT: VN 1688 (Norvatis AG) PHAM VI:
Khéng c¢6 ndi dung Patent -> D& nghi b6 sung

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

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

24/1/2014: Cong ty giai trinh Cong ty da phat hién
ra dang mu6i Mycophenolate dudi dang vién bao tan
trong rudt c6 hidu qua, kha nang hap thu t6t (dang
acid c6 sinh kha dung thip) va da dugc FDA cong
nhén la dugc phém ¢6 hoat chat méi

17/11/2014: Cong ty giai trinh acid mycophenolic 1a
mot hoat chat cii nén khong c6 bang bao ho hoat chit
cho hoat chat (Cong ty di tién hanh tra ciru toan b
cac Patent lién quan dén hoat chét nay duoc cap boi
17 co quan SHTT duoc cong nhan va khong thay ton
tai bang bao ho cap cho hoat chat nay) va Cong ty
giai trinh Patent VN 1688 13 vin bang bao ho dau
tién mo ta viéc s dung vién nén bao tan trong rudt
cta acid Mycophenolic trén cac bénh nhan ghép tang
(Diém 9) Patent VN 1688 xac 1ap pham vi bao ho
cho duoc pham chira mudi mycophenolat, trong dé
duoc phdm nay duge bao ché theo cach thich hop dé
ngin can qua trinh giai phong mudi mycophenolat &
da day va giai phong mudi mycophenolat & phan trén
cua dudng rudt. Tuy nhién, patent nay khong xac lap
pham vi bao ho cho hoat chat Natri Mycophenolat
hay Acid Mycophenolic.

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

16/6: Patent VN 1688 xac 1ap pham vi bdo hd cho
duoc phdm (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 dap tng quy dinh vé patent cip cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novartis Pharma Services AG_
CHU/CHUYEN NHUOQNG PATENT:1. Norvatis AG
2. Cong ty giai trinh d4 cung cap cac tai liéu kém theo HO s6 sb
1274 ngay1/2/2013:
- Cong ty cung cip Ching thu x4c nhan viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel véi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh cta
Sandoz AG) va Ciba-grey AG (tén trugc day 1a Geigy Chemical
Corporation - theo chirng nhan ctia Phong Thuong mai M¥)
cung sap nhap vao Novartis AG ctia Phong Cong chiing Basel,
Thuy Sy, trong d6 c6 ghi rd tit ca cac tai san va trach nhiém
phap 1y ctia 2 Cong ty Sandoz AG va Ciba-grey AG déu tré
thanh ctia Novartis AG (12/1996)
- Cong ty cung cip B4o céo hoat dong ctia Novartis AG nim
2011 trong d6 Novartis AG 1a cong ty me sé hiru 100% von
codng ty Novartis Pharma Services AG va Novartis Pharma Stein
AG la cong ty san xuit thugc Novartis AG




So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

2 . Myfortic
SPK:VN-9325-09

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

PATENT: VN 1688 (Norvatis AG) PHAM VI:
Khéng c¢6 ndi dung Patent -> D& nghi b6 sung

7/6: Cong ty bd sung ndi dung Patent VN 1638
(Norvatis AG)

16/10: Cong ty giai trinh acid Mycophenolic dugc
phan l4p tir nam 1896 nén khong cé Patent cap cho
hoat chét nay

24/1/2014: Cong ty giai trinh Cong ty da phat hién
ra dang mu6i Mycophenolate dudi dang vién bao tan
trong rudt c6 hidu qua, kha nang hap thu t6t (dang
acid c6 sinh kha dung thip) va da dugc FDA cong
nhén la dugc phém ¢6 hoat chat méi

17/11/2014: Cong ty giai trinh acid mycophenolic 1a
mot hoat chat cii nén khong c6 bang bao ho hoat chit
cho hoat chat (Cong ty di tién hanh tra ciru toan b
cac Patent lién quan dén hoat chat nay duoc cap boi
17 co quan SHTT duoc cong nhan va khong thay ton
tai bang bao ho cap cho hoat chat nay) va Cong ty
giai trinh Patent VN 1688 1a van bang bao ho dau
tién mo ta viéc st dung vién nén bao tan trong rudt
cta acid Mycophenolic trén cac bénh nhan ghép tang
(Diém 9) Patent VN 1688 xac 1ap pham vi bao ho
cho duoc pham chira mudi mycophenolat, trong dé
duoc phdm nay duge bao ché theo cach thich hop dé
ngin can qua trinh giai phong mudi mycophenolat &
da day va giai phong mudi mycophenolat & phan trén
cua dudng rudt. Tuy nhién, patent nay khong xac lap
pham vi bao ho cho hoat chat Natri Mycophenolat
hay Acid Mycophenolic.

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

16/6: Patent VN 1688 xac 1ap pham vi bdo hd cho
duoc phdm (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 dap tng quy dinh vé patent cip cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novartis Pharma Services AG
CHU/CHUYEN NHUOQNG PATENT:1. Norvatis AG
2. Cong ty giai trinh d4 cung cap cac tai lidu kém theo HO s6 sb
1274 ngay1/2/2013:
- Cong ty cung cip Ching thu x4c nhan viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dng & Basel véi 3 tén: Sandoz
AG, Sandoz SA, Sandoz Ltd - theo gidy phép kinh doanh cta
Sandoz AG) va Ciba-grey AG (tén trudc day 1a Geigy Chemical
Corporation - theo chirng nhan ctia Phong Thuong mai M¥)
cung sap nhap vao Novartis AG ctia Phong Cong chiing Basel,
Thuy Sy, trong d6 c6 ghi rd tit ca cac tai san va trach nhiém
phap 1y ctia 2 Cong ty Sandoz AG va Ciba-grey AG déu tré
thanh cua Novartis AG (12/1996)
- Cong ty cung cip Bao céo hoat dong ctia Novartis AG nim
2011 trong d6 Novartis AG 1a cong ty me sé hiru 100% von
codng ty Novartis Pharma Services AG va Novartis Pharma Stein
AG la cong ty san xuit thugc Novartis AG




Tén thubce - SPK Hoat chét - Him lwong - Quy cach  Patent - Chii sé hitu - Pham vi bao hd Quyén sé hiru, chuyén giao patent

3 . Xolair 150mg Omalizumab-150mg_ Hop 1 1o bot pha PATENT: US 6,329,509 (Genetich Inc) PHAM VI: CHU SO HUU SP: Novartis AG_CHU/CHUYEN NHUQNG
SPK:QLSP-H02- tiém 150mg + 6ng dung méi 2ml_-SX: US:Khang thé Anti-IGE -> Giai trinh 1am 16 pham vi PATENT:1. Genetech Inc
0771-13 Novartis Pharma Stein AG; Nycomed bao ho trong Patent 1a hoat chat Omalizumab 2. Dé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Austria GmbHThuyy S§ 1/8: Cong ty giai trinh pham vi bao ho trong Patent Patent gitra Genetech Inc va Novartis AG
chinh 14 hoat chat Omalizumab 29/11: Cong ty cung cp tai liéu xac nhan Novartis Pharma
9/10/2014: Coéng ty ndop Cong van dinh chinh SBPK Stein AG 1a cong ty thanh vién thudc tap doan Novartis Pharma

tir VN1-595-11 thanh QLSP-H02-0771-13_Patent US  AG (chu sé hitu Patent ctia san pham Xolair)
6,329,509 xéc lap pham vi bao ho cho khang thé
nhan hoa (humanized antibody)> Khong danh gia do
thiéu thong tin va 1ap luan vé diém yéu cau ho xac
1ap pham vi bao hd cho hoat chat Omalizumab va
thong tin va thong tin vé trinh ty cia hoat chét
Omalizumab.

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

11/11/2014: Piém 1 yéu cau bao ho (muc (b)) cua
patent US 6,329,509 xac 1ap pham vi bao h cho
khang thé duoc lam twong thich véi ngudi chia viing
VH va vang VL, trong d6 (i) ving VH chira ving
VH ¢6 SEQ ID NO:8 (chu01 néng) voi gbe Alanine ¢
vi tri 61 duoc thay thé bang gbc Asparagine, goc
Acid Aspartic ¢ vi tri 62 dugc thay thé bang gbc
Proline, va goc Phenylalanine ¢ vi tri 68 dugc thay
thé bé‘mg gbc Isoleucine; va (ii) ving VL chira ving
VL ¢6 SEQ ID NO:9 (chudi nhe). So véi khang thé
néu trong diém 1 yéu cau bao hd ((muc (b) ctia patent
US 6,329,509, hoat chdt Omalizumab khac biét &
chd: hoat chét nay chira ving VH khong c6 02 gbc
Lys-Gly & vi tri 127 va 128. Do d6, ving VH cta
hoat chat Omalizumab chi bao gdm 451 amino acid
trong khi khang thé néu trong diém 1 yéu cau bao h
(muc (b)) cua patent US 6,329,509 bao gdm 453
amino acid, trong khi khdng cé théng tin nao trong
diém 1 yéu ciu bao hd cua patent US 6,329,509 cho
thdy su khong c6 mit c6 thé c6 cua 02 gbe Lys-Gly &
vi tri 127 va 128 trong khang thé duoc bao ho. Can
ctr vao ndi dung diém 1 yéu ciu bao ho cua patent
US 6,329,509, c6 thé thay khang thé dugc xac 1ap
pham vi bao ho boi patent nay c6 thé c6 ving VH
chira nhiéu hon 453 amino acid song viing nay nhat
dinh phai chtra chudi amino acid tir 1 dén 453 c6
trinh ty nhu néu trong SEQ ID NO:8 thudc patent
M§ s6 US 6,329,509 va hoat chat Omalizumab
khoéng dap ung diéu kién nay. Do do, patent US
6,329,509 khong dugc coi 1a xac 1ap pham vi bao hd
cho hoat chit Omalizumab.

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



S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd
hoat chét hodc san phém dang thudc tiém.

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 2).
13.1 Khong dap irng quy dinh (Tong s6: 2)

1 . Utrogestan 100mg  Progesterone-100mg_Hop 2 vi x 15 vién PATENT: US4196188 (Jean-Louis A. Benis)
SPK:VN-7861-09 nang mém_-SX: Besins Manufacturing 27/2/2014: Cong ty bd sung VN 8368 (Besins
BelgiumBelgium International Belgique (BE)); US 7431941 B2
(Besins International Belgique (BE) PHAM VI:
Dang dudng udng cua progesterone -> Pham vi bao
ho 14 dang bao ché khong phai 1a hoat chit. Patent
US4196188 xac lap pham vi bao hd cho vién nang
gelatin mém dung dé udng chu yéu chira cac hat c&
micron cua progesterone tai két tinh. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat Progesterone.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
11/11/2014: Patent VN 8368 xac 1ap pham vi bao hg
cho duoc pham chira progesteron & dang micron hoé
va phuong phép bao ché. Patent nay khong xac 1ap
pham vi bao hd cho hoat chit progesteron.
Patent US 7431941 ciing xac 1dp pham vi bao ho cho
dugc phdm chira progesteron & dang micron hod va
phuong phap bao ché. Patent nay khong xac 1ap pham
vi bao ho cho hoat chat progesteron.
Két luan: Khong dap tmg quy dinh vé patent cdp cho
hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Besins Manufacturing Belgium
CHU/CHUYEN NHUGQNG PATENT:Dé nghi Cong ty cung
cép tai liéu va giai trinh méi lién hé giira Besins Manufacturing
va Jean-Louis A. Benis

27/2/2014: Cong ty cung cap tai lidu xac nhan BE da ddi tén
thanh Besins Manufacturing Belgium (14 co s& san xudt) va
Patent dugc chuyén nhugng tir Besins Manufacturing Belgium
cho Besins Healthcare Luxembourg SARL



S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bio ho

2 . Utrogestan 200mg
SPK:VN-7862-09

Progesterone-200mg_Hop 1 vi x 15 vién
nang mém_-SX: Besins Manufacturing
BelgiumBelgium

PATENT: US4196188 (Jean-Louis A. Benis)
27/2/2014: Cong ty bd sung VN 8368 (Besins
International Belgique (BE)); US 7431941 B2
(Besins International Belgique (BE) PHAM VI:
Dang duong udng cuia progesterone -> Pham vi bao
ho 1a dang bao ché khong phai 14 hoat chat. Patent
US4196188 xac lap pham vi bao hd cho vién nang
gelatin mém dung dé ung cha yéu chira cac hat c¢&
micron cua progesterone tai két tinh. Tuy nhién,
patent nay khong xac 1ap pham vi béao hd cho hoat
chit Progesterone.

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

11/11/2014: Patent VN 8368 xac 1ap pham vi bao ho
cho duoc pham chira progesteron & dang micron hoa
va phuong phép bao ché. Patent nay khong xac 1ap
pham vi bao ho cho hoat chit progesteron.

Patent US 7431941 ciing xac 14p pham vi bao ho cho
dugc pham chira progesteron ¢ dang micron hod va
phuong phép bao ché. Patent nay khong xac 1ap pham
vi bao hd cho hoat chat progesteron.

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

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Besins Manufacturing Belgium_
CHU/CHUYEN NHUGQNG PATENT:Dé nghi Cong ty cung
cp tai lidu va giai trinh mdi lién hé giita Besins Manufacturing
va Jean-Louis A. Benis

27/2/2014: Cong ty cung cap tai liéu xac nhan BE da doi tén
thanh Besins Manufacturing Belgium (14 co s& san xuit) va
Patent duoc chuyén nhugng tir Besins Manufacturing Belgium
cho Besins Healthcare Luxembourg SARL




