PHU LUC: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC
(kém theo vian ban s6 17500/QLD-GT ngay 18 thang 10 nim 2013)

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

Patent - Chu s¢ hiru - Pham vi bdo ho

Sé

Tén doanh nghiép dé nghi cong bo:

Quyén sé¢ hitu, chuyén giao patent

Boehringer-Ingelheim International GmbH

1
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 3).
1.1 D& nghi bo sung tai liéu dé Hi dong xem xét (Tong sb: 3)

1 . Micardis Plus
SPK:VN-7478-09

Telmisartan + Hydrochlorothiazide-80/25

Vién nén, hop 3 vi x 10 vién; hop 1,2,4 vi
X 7 vién.
-SX: Boehringer Ingelheim Pharma

2 . Micardis Plus
SPK:VN-5863-08

Telmisartan + Hydrochlorothiazide-
80/12,5

Vién nén, hop 3 vi x 10 vién; hop 1,2,4 vi
X 7 vién.

-SX: Boehringer Ingelheim Pharma

PATENT: EP1467712; EP1467712B2;
AU2002242676B2 (Bl Pharma GMbH&Co.KG)
PHAM VI: Dang bao ché vién nén 02 16p chira
Telmisartan va Hydrochlorothiazide. Dé nghi bd
Patent lién quan hoat chat dang ph6i hop Telmisartan
va Hydrochlorothiazide

25/7: Cong ty gidi trinh: Cong ty 1a chu s& hiru
patent cAp cho hoat chat Telmisartan (7/1/1997) ctia
thudc Micardis da duoc cong bd trong DM biét dugc
gbc. Thudc Micardis Plus (Telmisartan +
Hydrochlorothiazid) dwgc lwu hanh lan dau vao thang
4/208 va trong thoi gian bao ho cua Patent cip cho
hoat chét Telmisartan (Cong ty giai trinh khong c6
Patent cap cho dang phdi hop 2 hoat chét trén.)

PATENT: EP1467712; EP1467712B2;
AU2002242676B2 (Bl Pharma GMbH& C0.KG)
PHAM VI: Dang bao ché vién nén 02 16p chira
Telmisartan va Hydrochlorothiazide. D& nghi bo
Patent lién quan hoat chat dang phdi hgp Telmisartan
va Hydrochlorothiazide

25/7: Cong ty giai trinh: Cong ty 1a chu sé hitu
patent cAp cho hoat chét Telmisartan (7/1/1997) cta
thudc Micardis da duoc cong bd trong DM biét duogc
gbc (Dot 4). Thude Micardis Plus (Telmisartan +
Hydrochlorothiazid) dwoc luu hanh 1dn dau vao thang
4/208 va trong thoi gian bao ho cua Patent cap cho
hoat chat Telmisartan (Cong ty giai trinh khong co
Patent c4p cho dang phdi hop 2 hoat chét trén.)

CHU SO HUU SP: Nha san xuit: BI Pharma GMbH&Co.KG

CHU/CHUYEN NHUGQNG PATENT:Chu s¢ hiru Patent va

Nha san xuat: BI Pharma GMbH&Co.KG

Dé nghi Cong ty cung cip bd sung tai liéu ching minh cho dén

nay chua c6 cong ty nao khac duge cdp bang phat minh sang

ché cho dang phdi hop ciia 02 hoat chat Telmisartan va
Hydrochlorothiazid dé Hoi dong xem xét

CHU SO HUU SP: Nha san xuat: Bl Pharma GMbH&Co.KG
CHU/CHUYEN NHUONG PATENT:Chi s6 hitu Patent va
Nha san xuit: BI Pharma GMbH&Co.KG

Dé nghi Cong ty cung cip bd sung tai liéu chirng minh cho dén
nay chura c6 cong ty nao khac dugc cép bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Telmisartan va
Hydrochlorothiazid dé Hoi ddng xem xét
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Patent - Chii s¢ hiru - Pham vi bdo hd

3 . Micardis Plus Telmisartan + Hydrochlorothiazide-
SPK:VN-5862-08 40/12,5
Vién nén, hop 3 vi x 10 vién; hop 1,2,4 vi
X 7 vién.
-SX: Boehringer Ingelheim Pharma

2 Tén doanh nghiép dé nghi cong bo:

PATENT: EP1467712; EP1467712B2;
AU2002242676B2 (Bl Pharma GMbH& Co0.KG)
PHAM VI: Dang bao ché vién nén 02 16p chira
Telmisartan va Hydrochlorothiazide. D& nghi bd sung
Patent lién quan hoat chét dang phdi hop
Telmisartan va Hydrochlorothiazide

25/7: Cong ty giai trinh: Cong ty 1a chu s& hiru
patent cAp cho hoat chat Telmisartan (7/1/1997) ctia
thuc Micardis da dugc cong bd trong DM biét dugc
gbc (Dot 4). Thude Micardis Plus (Telmisartan +
Hydrochlorothiazid) dugc lwu hanh 1an dau vao thang
4/208 va trong thoi gian bao ho cua Patent cip cho
hoat chét Telmisartan (Cong ty giai trinh khong c6
Patent cap cho dang phdi hop 2 hoat chét trén.)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Nha san xuat: BI Pharma GMbH& Co.KG

CHU/CHUYEN NHUGQNG PATENT:Cht s6 hitu Patent va

nha san xuat: BI Pharma GMbH& Co.KG

Dé nghi Cong ty cung cip bd sung tai liéu chirng minh cho dén
nay chua c6 cong ty nao khac dugc cip bang phat minh sang
ché cho dang phdi hop ciia 02 hoat chét Telmisartan va
Hydrochlorothiazid d¢é Hoi dong xem xét

Cong ty Deawoong Pharmaceutical Co.,L td

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

2.1 Khéng dap tng quy dinh (Tong so: 1)
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1 . Easyef 0,005% Nepidermin-0,5mg/1mL PATENT: KR 0231805 (Daewoong Pharmaceutical CHU SO HU'U SP: Deawoong Pharmaceutical Co.,Ltd
SPK:VN-9163-09 Dung dich xit trén da . Hop 1 bd 10mL Co. Ltd.) CHU/CHUYEN NHUGQNG PATENT:Daewoong
(bom tiém chira ImL dung dich thubc +lo PHAM VI: Khong c6 ndi dung cu thé vé pham vi Pharmaceutical Co. Ltd.
chira 9mL dung méi) bao ho duoc cap trong Patent -> Cung cap ndi dung
-SX: Deawoong Pharmaceutical day du ciia Patent (da dugc dich sang Tiéng Viét)

Co.,LtdHan Quéc
4/3: Cong ty cung cép ban dich Patent KR 0231805
va cung cp thém Patent nay tai US 6491904 ->
Pham vi bao ho 1a dang bao ché, khong phai cho hoat
chat
23/8: Cong ty bd sung thong tin lién quan dén cong
thirc bao ché cua san pham
Chua dénh gia do khong c6 ban dich patent tiéng
Viét hodc tiéng Anh cua patent KR 0231805.Két luén:
Khoéng dap tmg quy dinh vé patent cip cho hoat
chit.
4/3: Patent US 6491904 xac 1ap pham vi bao ho cho
ché pham dung khu tra trén da chta yéu t6 sinh
truong biéu bi cia nguoi. Tuy nhién, patent nay
khong xac 1ap pham vi bao hg cho hoat chat
Nepidermin (yéu t6 sinh truong biéu bi cuia nguoi).
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
31/7: Patent US 6491904 xac lap pham vi bao ho
cho ché pham dung khu tri ngoai da chtra yéu t6 ting
truong biéu bi ngudi véi lugng ¢ tac dung lam lanh
vét thuong, copolymer polyoxyethylene-
polyoxypropylene c¢6 d6 nhét 4-10 cps ¢ 37° C, 60
vong phit va trong lwgng phan tir nim trong khoang
tir 10.000 to 15.000 véi lwgng nam trong khoang tir
5 dén 7,5 % trong lugng. Do thiéu thong tin vé ta
dugc dugce sir dung trong san pham Easyef 0,005%
nén chua thé dua ra két luan vé viéc patent US
6491904 c6 xac lap pham vi bao ho cho san phim
hay khong. Két luan: Khong dap ung quy dinh vé patent cip cho
thube phun .
23/8: Patent US 6491904 x4c 1ap pham vi bao hd cho
ché phim dung khu tra trén da chtra yéu t6 sinh
truong bidu bi nguoi va 5 dén 7.5 % trong luong
copolymer polyoxyethylene-polyoxypropylene ¢6 d6
nhot 4-10 cps at 37° C., 60 vong/phut va trong lugng
phén tir nim trong khoang tir 10.000 dén 15.000.
Trong thong tin san pham do cong ty cung cap ngay
14/08/2013, copolymer polyoxyethylene-
polyoxypropylene khong c6 mdt trong san pham
Easyef, do d6 c6 thé thiy ring patent US 6491904
khong xac 1ap pham vi bao hd cho san phim Easyef. Page 3 of 39



Tén thudc - SPK Hoat chét - Ham lwong - Quy céch Patent - Chii sé hitu - Pham vi bao hé Quyén sé hiru, chuyén giao_patent
Ngoai ra, can luu ¥ ring san phdm Easyef la dung
dich xit trén da (dung ngoai), san phim nay khong
nam trong danh muc cac san pham dic biét néu trong
Quyét dinh s6 1545/QD-BYT ngay 08/05/2013 ctia
Bo Y té. Do d6, chi c6 patent cap cho hoat chit méi
dugc chip nhén.
Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

|(I)
[=>2

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb6 thude: 1).
3.1 B0 sung thong tin lién quan dén sin phim (Tong s6: 1)

1 . Aminoleban Céc acid amin- PATENT: US 3950529 (Otsuka Pharmaceutical CHU SO HU'U SP: Otsuka Pharmaceutical Factory Inc
SPK:VD-12656-10  Dung dich tiém truyén tinh mach 200ml, Factory Inc) CHU/CHUYEN NHUQNG PATENT:1. Otsuka Pharmaceutical
500ml PHAM VI: US: Piém yéu cau bao ho s 1; Hon hop Factory Inc
-SX: Cong ty TNHH Otsuka OPVViét cac acid amin 2. Giai trinh va cung cap tai liéu lam rd mbi lién hé gitra

Khong két luan do thiéu thong tin vé thanh phan cia  Otsuka Pharmaceutical Factory Inc va Cong ty TNHH Otsuka
san pham Aminoleban.

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

thudc tiém truyen.

4 Tén doanh nghiép dé nghi cong bé: Cty Invida (Singapore) Private Limited

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 2).
4.1 Khéng dap &ng quy dinh (Tong sb: 2)

1 . Fucicort Acid Fusidic; betamethasone valerate-2% PATENT: London patent 930786 -> Co quan SHTT CHU SO HUU SP: Leo Pharmaceutical Product Ltd A/S
SPK:VN-14208-11  va0.1% Anh khong nam trong danh sach 114 co quan SHTT ~ CHU/CHUYEN NHUQNG PATENT:

Kem, hop 1 tuyp 15g, 5g dugc cong nhan

-SX: Leo Laboratories Limitedlreland PHAM VI:

Patent GB 930786 xac lap pham vi bao ho cho acid
fusidic. Tuy nhién, patent nay khong xac 1ap pham vi
bao ho cho hdn hop hoat chat gdm acid fusidic va
betamethason valerate.

Két luan: Khong dap tmg quy dinh vé patent cép cho
hén hop hoat chat.
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Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Fucidin H Acid Fusidic; Hydrocortison acetat-
SPK:VN-5148-07 20mg/g; 10mg/g

Kem, hop 1 tuyp 15g

-SX: Leo Laboratories LimitedIreland

5 Tén doanh nghiép dé nghi cong bo:

PATENT: London patent 930786 -> Co quan SHTT
Anh khong nam trong danh sach 114 co quan SHTT
dugc cong nhéan

PHAM VI

Patent GB 930786 xac lap pham vi bao ho cho acid
fusidic. Tuy nhién, patent nay khong xac 1ap pham vi
bao ho cho hdn hop hoat chat gdm acid fusidic va
hydrocortison acetate.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Leo Pharmaceutical Product Ltd A/S
CHU/CHUYEN NHUGNG PATENT:

CTY TNHH MTV VIMEDIMEX Binh Duong

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

5.1 Khéng dap &ng quy dinh (Tong so: 1)

1 . Legalon 70 Protect Cao khé qua Silybum marianum-70mg

Maddaus Silymarin

SPK:VN-4406-07 Hop 3 vi, 6 vi, 10 vi x 10 vién nang
-SX: Madaus GmbHDtrc

PATENT: US 5906991 (Dr. Madaus GmbH &Co)
PHAM VI: US: Pham vi bao ho 1 quy trinh diéu ché
flavanolignan

Céc diém 1-11 yéu cau bao hd cta patent US
5906991 xac 1ap pham vi bao cho quy trinh diéu ché
ché pham flavanolignan. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho cao khé qua Silybum
marianum hay Silymarin.

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

5.2 Pham vi bio hd chwa rd, dé nghi lam rd ndi dung bio ho (Tong so: 1)

1 . Eligard Leuproreline acetate-7.5mg; 22.5mg; 45mg
SDK:
Bot va dung moi pha dung dich tiém. Hop
gbm 2 khay: 1 khay chtra éng tiém bom sin
dung moi, 1 cn pit-tong 16n va 1 goi hut
am; 1 khay chtra 6ng tiém B chira sin bot, 1
kim v6 khudn ¢& 20 va 1 géi silicone hut
am
-SX: Tolmar Inc., Fort Collins, Co (US)
(trude day 1a Atrix Laboratories, Fort

6 Tén doanh nghiép dé nghi cong bo:

PATENT: US 6395293 B2 (Atrix laboratories)
US 6565874 B1 (Atrix laboratories)

US 6773714 B2 (Atrix laboratories)

PHAM VI: Giai trinh lam rd pham vi bao hd trong
cac Patent 13 hoat chat Leuproreline acetate.

Khoéng danh gia do cong ty trich din nhiéu patent,
trong khi khong chi rd diém yéu cau bao ho xac lap
pham vi bdo hd cho hoat chét hoac thudc tiém
Eligard.

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

Diethelm&Co.,L td

CH[:J SO HUU SP: Madaus GmbH
CHU/CHUYEN NHUONG PATENT:1. Dr. Madaus GmbH
&Co

CHU SO HU'U SP: Tolmar Inc., Fort Collins, Co (US) (truéc
day la Atrix Laboratories, Fort Collins, CO (US))
CHU/CHUYEN NHUQNG PATENT:Tolmar Inc., Fort
Collins, Co (US) (trudce day la Atrix Laboratories, Fort Collins,
CO (US))
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S6  Tén thuéc - ShK Hoat chit - Him 1u1)"ng - qu cach  Patent - Chi sé hiru - Pham vi bio hd
B. CAC HO SO PA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng s6 thudc: 1).
6.1 B0 sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 1)

1 .VISMED
SPK:VN-15419-12

Natri Hyaluronate 0.18% (1.8mg/ml)-
1.8mg/ml

Hop 30 hoic 60 bng don liéu 0.3ml dung

dich nho mét
-SX: Holopack Verpackungstecknik
GmbHGermany

7 Tén doanh nghiép dé nghi cong bo:

PATENT: EP0698388 B1 (Laboratoire Medidom
S.A)

PHAM VI: EP0698388 B1: Dugc pham nhén khoa
sir dyng nhu nu6e mat nhén tao

18/2:Cong ty cung cap bo sung Patent EP

1144668B1 va EP 1526859 B1 (Pham vi bao ho cua
2 Patent 1a quy trinh diéu ché, khong phai 1a hoat
chit)

Diém 1 va 8 yéu cau bao hd cia patent EP0698388
B1 xéc lap pham vi bao ho cho ché pham nhin khoa
dé sir dung lam nuée mét nhan tao chtra Natrri
Hyaluronate lam chét ting cudng d6 nhdt va cac
thanh phan khac véi ty 1& bao ham ty 1¢ tuong tmg
trong san pham Vismed (can ctr vao s liéu do cong
ty cung cp).

Két luan: Pap tmg quy dinh vé patent cip cho thude
nhé mat.

Gedeon Richter PLC

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

7.1 Khéng dap tng quy dinh (Tong sb: 1)

1 . Postinor 1
SPK:VN-9219-09

Levonogestrel-1.5mg
Vién nén, Hop 1 vi x 1 vién
-SX: Gedeon Richter PlcHungary

8 Tén doanh nghiép dé nghi cong bo:

PATENT: VN 5509 (Richter Gedeon Vegyezeti Gyar
RT)

PHAM VI: VN: Dugc pham tranh thai chira
Levonorgestrel va ing dung -> Pham vi bdo ho 1a
dang bao ché, khong phai 13 hoat chét

Patent VN 5509 xéc 1ap pham vi bao ho cho dugc
pham dé st dung v6i liéu duy nhét chira hoat chét
levonorgestrel voi lidu 1,5+ 0,2mg. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chit levonorgestrel.

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

Hyphens Pharma Pte. Ltd

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: TRB Chemedica Int. S.A Group
CHU/CHUYEN NHUQONG PATENT:Laboratoire Medidom
S.A 1a mot cong ty con thuéc TRB Chemedica Int. S.A Group
Dé nghi Cong ty cung cap tai liéu vé viéc Holopack
Verpackungstecknik GmbH san xuét theo tiéu chuan va ty

quyén ciia TRB Chemedica Int. S.A Group

CHU SO HUU SP: Gedeon Richter Plc

CHU/CHUYEN NHUONG PATENT:Richter Gedeon
Vegyezeti Gyar RT (Cong ty cung cap tai liéu giai thich tén
viét tit ciia Richter Gedeon Vegyezeti Gyar RT tai cac nu6e va
tai Anh 12 Gedeon Richter Plc )
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8.1 Khéng dap ng quy dinh (Tong sb: 1)

1 . Fenosup Lidose
SPK:VN-6691-08

PATENT: EP1414433B1 (Laboratoires SMB SA)
PHAM VI: EP: Thanh phﬁn thube duoge cai tién ¢
chira tac nhan hoat héa thu thé alpha PPAR va qué
trinh bao ché -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chét Fenofibrate

Diém 2 yéu cau bao h¢ ciia patent EP1414433 xac lap
pham vi bao h¢ cho dugc pham dang ban ran hodc
long chira Fenofibrate. Tuy nhién, patent nay khong
xac 1ap pham vi bao hd cho hoat chét Fenofibrate.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

Fenofibrate-Fenofibrate 160mg

hop 3 vi x 10 vién, vién nang cing
-SX: SMB Technology S,AFamenne-
Belgium

9 Tén doanh nghiép dé nghi cong bé: Mega Lifesciences Limited

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

9.1 B0 sung thong tin lién quan dén san phim (Tong s6: 1)

1 . Giloba PATENT: US 5,043,323 (Indena S.P.A)
SPK:VN-10405-10 EP 0275005 (Indena S.P.A)

PHAM VI: US: Piém yéu ciu bao ho 1 va 7

EP: Diém yéu cau bao ho 1,23, 4

Diém 12 yéu ciu bao ho cua patent US 5,043,323 lan
luot xac 1ap pham vi bao ho cho phurc hgp cua dich
chiét Gingko biloba da loc/phospholipid toan phan
ctia dau twong. Do thiéu thong tin vé hoat chat
Ginkgo Biloba Phytosome ciling nhu ty 1¢
phospholipid véi flavonoid trong san phdm Giloba
nén chua thé dua ra két luan 13 patent US 5,043,323
c6 xac 1ap pham vi bao ho cho hoat chét trong san
pham Biloba hay khong.

Két luan: Khong dap tmg quy dinh vé patent cép cho
hén hop hoat chat.

Ginkgo Biloba Phytosome-115mg (tuong
dwong vai chiét xudt Ginkgo Biloba
40mg)

Hép 3 vi x 10 vién nang mém

10 Tén doanh nghiép dé nghi cong bo: Sanofi Aventis Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb thude: 8).
10.1 B6 sung théng tin lién quan dén sin phim (Tong sb: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Laboratoires SMB SA

CHU/CHUYEN NHUONG PATENT:1.Laboratoires SMB SA
2. Pé nghi Cong ty cung cap tai liéu vé viéc SMB Technology
S,A san xuét theo lty quyén va tiéu chuan cuia Laboratoires
SMB SA

CHU SO HUU SP: Mega Lifesciences Ltd
CHU/CHUYEN NHUQNG PATENT:1. Indena S.P.A
2. Cong ty cung cap tai lidu tiy quyén sir dung patent cua
Indena S.P.A cho Mega Lifesciences Ltd
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Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Aspegic
SPK:VN-3226-07

DL-lysine acetylsalicylate-1000mg
Bot pha tiém, hop 6 1o + 6 6ng dung moi
-SX: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu
ché khong phai 14 hoat chat.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham duogc pham, khong phai 14 hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac lap pham vi bao hd cho
phuong phép diéu tri bénh hong cau hinh liém bang
cach sir dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chit lysine acetylsalicylate.Két luan: Khong
dap tng quy dinh vé patent cip cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chtra DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate. Két luan: Khong dap
g quy dinh vé patent cap cho hoat chat.

28/2: Patent US 4265888 xac lap ham vi bao ho cho
dugc phdm, bao gdm dugc pham dang bot pha tiém,
chira DL-lysine acetylsalicylate va chira 3-6%
calcium chloride khan tinh theo tong trong lwong
acetylsalicylate va calcium chloride khan. Do thiéu
thong tin vé thanh phan ctia san phim thudc tiém
Aspegic nén chua thé dua ra két luan 1a patent US
4265888 c6 xac lap pham vi bao hd cho thudc tiém
Aspegic hay khéng.

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

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUGQNG PATENT:Synthelabo
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2 . Fludara Fludarabin Phosphate-10mg PATENT: US 7547776 B1 (Bayer Shcering Pharma CHU SO HUU SP: Sanofi Aventis Viét Nam
SPK:VN-14706-12 Hop 4 vi x 5 vién nén bao phim AG) ) CHU/CHUYEN NHUGNG PATENT:Bayer Shcering Pharma
-SX: Bayer Schering Pharma AGDuc PHAM VI: US:Pham vi bao hd cho dang bao ché AG

tinh thé cuia Fludarabin Phosphate). D& nghi cung cap
patent c6 pham vi bao ho 1a hoat chat Fludarabin
Phosphate
Patent US 7547776 xac lap pham vi bao h cho
Fludarabine Phosphate dang tinh thé c6 d¢ tinh khiét
it nhat 99,5%. Do thiéu thong tin vé do tinh khiét
ctia Fludarabine Phosphate dang tinh thé trong san
pham Fludara nén chwa thé dua ra két luan 13 patent
US 7547776 cé xac lap pham vi bao ho cho hoat chét
Fludarabine Phosphate trong sp Fludara hay khdng.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

10.2 Khong dap ing quy dinh (Tong sb: 6)
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Aspegic
SPK:VN-4609-07

DL-lysine acetylsalicylate-250mg
bot pha dung dich udng, hop 20 goi
-SX: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu
ché khong phai 14 hoat chat.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham duogc pham, khong phai 14 hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao h cho
phuong phép diéu tri bénh hong cau hinh liém bang
cach sir dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chit lysine acetylsalicylate.Két luan: Khong
dap tng quy dinh vé patent cAp cho hoat cht.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chtra DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate. Két luan: Khong dap
mg quy dinh vé patent cap cho hoat chat.

28/2: Patent US 4265888 xac lap ham vi bao ho cho
dugc phdm, bao gdm dugc pham dang bot pha tiém,
chira DL-lysine acetylsalicylate va chira 3-6%
calcium chloride khan tinh theo tong trong luong
acetylsalicylate va calcium chloride khan. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit DL-lysine acetylsalicylate.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGNG PATENT:
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Aspegic
SPK:VN-5754-08

DL-lysine acetylsalicylate-500mg
bot pha dung dich udng, hop 20 goi
-SX: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bao ho 1a quy trinh diéu
ché khong phai 14 hoat chat.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham dugc pham, khong phai 14 hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao h cho
phuong phép diéu tri bénh hong cau hinh liém bang
cach sir dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao ho). Tuy nhién,
patent nay khéng xac 1ap pham vi bao ho chinh xac
cho hoat chit lysine acetylsalicylate.Két luan: Khong
dap tng quy dinh vé patent cip cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chtra DL-lysine acetylsalicylate. Tuy nhién,
patent ndy khéng xac 1ap pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate. Két luan: Khong dap
g quy dinh vé patent cap cho hoat chat.

28/2: Patent US 4265888 xac lap ham vi bao ho cho
dugc phdm, bao gdm dugc pham dang bot pha tiém,
chira DL-lysine acetylsalicylate va chira 3-6%
calcium chloride khan tinh theo tong trong luong
acetylsalicylate va calcium chloride khan. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit DL-lysine acetylsalicylate.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGNG PATENT:
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach Patent - Chii s¢ hiru - Pham vi bdo hd Quyén s¢ hiru, chuyén giao patent

3 . Aspegic DL-lysine acetylsalicylate-1000mg PATENT: US 4885288 (Synthelabo) CHU SO HUU SP: Sanofi-Aventis
SPK:VN-5752-08 b6t pha dung dich uéng, hop 20 géi PHAM VI: Dugc pham c6 chira Lysine . CHU/CHUYEN NHUONG PATENT:Tai liéu xac nhan Sanofi-
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao hd 1a quy trinh diéu Synthelabo chuyén thanh Sanofi-Aventis

ché khong phai 14 hoat chat.

28/2: Cong ty bd sung Patent US 4265888 -> Pham
vi bao ho 1a ché pham duogc pham, khong phai 14 hoat
chat DL-lysine acetylsalicylate

Patent US 4885288 xac 1ap pham vi bao h cho
phuong phéap diéu tri bénh hong cau hinh liém bang
cach sir dung dugc pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bao ho). Tuy nhién,
patent nay khong xac 1ap pham vi bao hd chinh xac
cho hoat chit lysine acetylsalicylate.Két ludn: Khong
dap tng quy dinh vé patent cip cho hoat chat.28/2:
Patent US 4265888 xac 1ap pham vi bao hd dugc
pham chtra DL-lysine acetylsalicylate. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate. Két luan: Khong dap
g quy dinh vé patent cap cho hoat chat.

28/2: Patent US 4265888 xac lap ham vi bao ho cho
dugc phdm, bao gdm dugc pham dang bot pha tiém,
chira DL-lysine acetylsalicylate va chira 3-6%
calcium chloride khan tinh theo tong trong luong
acetylsalicylate va calcium chloride khan. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit DL-lysine acetylsalicylate.

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

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

Patent - Chii s¢ hiru - Pham vi bdo hd

4 . Depakine Natri Valproate-400mg/4ml

SPK:VN-4698-07 thudc bot dong kho & dung moi pha tiém,

hop 4 1o bot dong kho & 4 19 dung moi
-SX: Glaxo Wellcome ProductionFrance

PATENT: US 3,325,361 (Chemetron Corporation)
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 ndy); AU 272333 (Pham vi bao ho
khong phai 1a hoat chat Natri Valproate)

Patent VN 5991 xac 1ap pham vi bao h¢ cho thude
uéng chira cac hoat cht 14 ranitidin, bismuth
subcitrate va sucralfate, trong d6 ranitidin dugc bao
bang chat bao v6i lugng nam trong khoang tir 0,1 t6i
10,0% khdi lugng. Patent nay khong xéc lap pham vi
bao ho cho hdn hop (t6 hop) gdm 3 thanh phan
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR 119031 va 0453179 khéng
dugc danh gia do khong c6 ban dich tiéng Viét hoac
tiéng Anh clia 2 patent nay. Két luan: Khong dap ung
quy dinh vé patent cap cho hdn hop hoat chat.4/3:
Piém 1 yéu cau bao ho ciia patent VN 5991 xac 1ap
pham vi bao hd cho thudc udng chira cac hoat chét 1a
ranitidin, bismuth subcitrate va sucralfate, trong do
ranitidin dwoc bao bang chit bao vé6i lugng ndm trong
khoang tir 0,1 téi 10,0% khdi lwong. Patent nay
khong xéac 1ap pham vi bao ho cho hdn hop (t6 hop)
gdm 3 thanh phan Ranitidin HCI, Tripotassium
bismuth dicitrate va Sucralfate. Két luan: Khong dap
g quy dinh vé patent cip cho hdn hop hoat chat.
3/4: Piém 8 yéu cau bao ho cua patent AU 272333
xac 1ap pham vi bao hd cho dugc phém chira Sodium
Valproate. Tuy nhién, patent nay khong xac 1ap pham
vi bao ho cho hoat chat Sodium Valproate.

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

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: Sanofi-Aventis
CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu xac nhan

viéc chuyén quyén s& hitu Patent tir Chemetron Corporation
cho Sanofi-Aventis

Page 13 of 39



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

Patent - Chii s¢ hiru - Pham vi bdo hd

5 . Rovamycine
SPK:VN-15626-12

Spiramycin-1.5 MIU
Hop 2 vi x 8 vién nén bao phim
-SX: Famar LyonPhap

6 . Rovamycine
SPK:VN-14354-11

Spiramycin-3 MIU
Hop 2 vi x 5 vién nén bao phim
-SX: Famar LyonPhéap

11 Tén doanh nghiép dé nghi cong bo:

PATENT: US 7579167 B2 (Aventis Pharma)
PHAM VI: US: Cac ppolypeptide tham gia qua trinh
sinh téng hop cac Spiramycine, cac chudi nucleotide
ma hda céac popypeptide d6 -> Pham vi bao h 1a quy
trinh bao ché, khong phai 14 hoat chat Spiramycin
3/9: Cong ty bo sung Patent US 3000785 (Societe
des Usines Chimiques Rhone -Poulenc)

Patent US 3000785 khong xac 1ap pham vi bao hd
cho hoat chat Spiramycin do trong patent niy,
Spirramycin duoc mé ta 1a hop chét da biét (xem cot
1, dong 21-26).

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

PATENT: US 7579167 B2 (Aventis Pharma)
PHAM VI: US: Céc polypeptide tham gié qua trinh
sinh tong hop céc Spiramycine, cac chudi nucleotide
ma hda céac popypeptide d6 -> Pham vi bao hd 1a quy
trinh bao ché, khong phai 1a hoat chat Spiramycin
3/9: Cong ty bo sung Patent US 3000785 (Societe
des Usines Chimiques Rhone -Poulenc)

Patent US 3000785 khong xac 1ap pham vi bao hd
cho hoat chat Spiramycin do trong patent nay,
Spirramycin dwoc moé ta 1a hop chat da biét (xem cot
1, dong 21-26).

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

Unico Alliance Co., Ltd

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

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGQONG PATENT:Sanofi Aventis

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT:Sanofi Aventis
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Human Albumin  Albumin nguoi-50ml, 20% (10g albumin
20% Behring, mudi  tr ngudi)

thf,ip dung dich truyén tinh mach
SPK:VN-8315-09 -SX: CSL Behring GMBHDtc

12 Tén doanh nghiép dé nghi cong bo:

PATENT: US 007081354 B2 (Aventis Behring
LLC)

US 007056701 B2 (Aventis Behring LLC)

US 006686179 B2 (Aventis Behring LLC)

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

US 007056701 B2 : Sy hop nhét protein albumin va
hormon

US 006686179 B2 : Sy hop nhét polypeptide
albumin huyét twong ngudi va polypeptide trong diéu
tr1

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

Khéng danh gia do cong ty trich dan nhiéu patent,
trong khi khong chi 16 diém yéu cau bao ho xac 1ap
pham vi bao h¢ cho thudc tiém Human Albumin
20% Behring.

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

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: CSL Behring GMBH ‘
CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu vé viéc

chuyén nhuong Patent tir ventis Behring LLC cho CSL Behring
GMBH

VPDD Alcon Pharmaceuticals Ltd.

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

12.1 Khong dép tng quy dinh (Tong so: 4)

1 . Nevanac Nepafenac-1mg/ml
SPK:VN1-747-12 Hop 1 lo 5ml Hdn dich nho mit
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: EP 1819362 B1 (Alcon Inc)

PHAM VI: US: Dang nhé mét nepafenac

Céc diém 1-20 yéu cau bao ho cua patent EP
1819362 B1 xac lap pham vi bao ho cho ché phim
nhan khoa dung khu tra chtra nepafenac va cac thanh
phﬁn khac carbomer, chét hoat dong bé mat khong
dién ly, chét diéu chinh truong luc, chat diéu chinh
pH, v.v., Do thiéu théng tin vé cac thanh phan trong
san phim Nevanac nén chwa thé dua ra két luan 1a
patent EP 1819362 B1 c6 xac lap pham vi bao ho
cho thubc nho mit Nevanac hay khong.

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

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

2. P& nghi Cong ty cung cip tai lidu va giai trinh 1am & mbi
lién h¢ gitra Alcon Inc va S.A.Alcon-Couvreur.N.V
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 . Tobradex Drop 5ml Tobramycine; Dexamethasone-0.3% (3mg)
0.1% (1mg)
Hén dich nhé mit
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tobramycin va
Dexamethason dé dung tai chd trong nhan khoa ->
Pham vi bao ho 12 phuong phéap diéu tri dung cho
mit két hop Tobramycin va Dexamethason

15/8: Cong ty bd sung patent US 7795316 Bl
(14/10/2010) (Alcon Research Ltd) va US 8101582
B2 (Alcon Research Ltd) va giai trinh trinhfent x&c
1ap pham vi bao ho cho dang thudc ding cho mat
Patent US 5,149,694 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh viém mét bang cach cho
bénh nhan ding t6 hop cua Tobramycine va
Dexamethasone. Tuy nhién, patent nay khong bao ho
truc tiép cho hdn dich nhé mét chira hai hoat chat
néu trén.Két luan: Khong dap tmg quy dinh vé patent
cép cho san pham thudc nho mit.

15/8: Patent US 7795316 B1 xac lap pham vi bao

ho cho ché pham dung khu trt cho mit chira 0,1 dén
0,5 % trong lwong/thé tich tobramycin va 0,03 dén
0,1 % trong lwong/thé tich dexamethasone, ciing véi
ta dugc, kém theo d6 1a cac chi sb vé& do nhét. Do
thiéu thong tin vé san phim Tobradex Drop nén chua
thé dwa ra két ludn 13 patent US 7795316 B1 c6 xéc
1ap pham vi bao ho cho thudc nhé mét Tobradex
Drop hay khong.

Patent US 8101582 B2 xac 1ap pham vi bao hg cho
phuong phap diéu tri mat. Tuy nhién, patent nay
khong xéc 1ap pham vi bao hd cho thude nho mit.
Két luan: Khong dap tng quy dinh vé patent cap cho
thu6c nho mat.

Quyén s¢ hiru, chuyén giao patent

CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT:1. Alcon Laboratories Inc
2. B¢ nghi Conggiuwaxcung cap tai liéu lién quan va giai trinh,
lam rd moi lién hé gitta Alcon Research Ltd va S.A.Alcon
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S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

3 . Tobradex Oin 3.5g

Tobramycine; Dexamethasone-0.3% (3mg)
0.1% (1mg), 3,59
Hén dich nhé mit
-SX: S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tobramycin va
Dexamethason dé dung tai chd trong nhan khoa ->
Pham vi bao h¢ 12 phuong phéap diéu tri dung cho
mit két hop Tobramycin va Dexamethason
15/8: Cong ty bd sung patent US 7795316 Bl
(14/10/2010) (Alcon Research Ltd) va US 8101582
B2 (Alcon Research Ltd) va giai trinh trinhfent xac
1ap pham vi bao ho cho dang thudc ding cho mat
Patent US 5,149,694 xac 1ap pham vi bao ho cho
phuong phap diéu tri bénh viém mét bang cach cho
bénh nhan ding t6 hop cua Tobramycine va
Dexamethasone. Tuy nhién, patent nay khong bao ho
truc tiép cho hdn dich nho mét chira hai hoat chat
néu trén.Két luan: Khong dap tmg quy dinh vé patent
cép cho san pham thudc nho mit.
15/8: Patent US 7795316 B1 xac lap pham vi bao
ho cho ché pham dung khu trt cho mét chira 0,1 dén
0,5 % trong lwong/thé tich tobramycin va 0,03 dén
0,1 % trong lwong/thé tich dexamethasone, ciing véi
ta dugc, kém theo d6 1a cac chi sb vé& do nhét. Do
thiéu thong tin vé san phim Tobradex Oin nén chua
thé dua ra két luan 1a patent US 7795316 B1 c6 xac
1ap pham vi bao hd cho thudc nhoé mit Tobradex Oin
hay khéng.
Patent US 8101582 B2 xac 1ap pham vi bao hg cho
phuong phap diéu tri mat. Tuy nhién, patent nay
khéng xéc 1ap pham vi bao ho cho thube nho mit.
Két luan: Khong dap tng quy dinh vé patent cap cho
thu6c nho mat.

Quyén sé hiru, chuyén giao patent

CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT:1. Alcon Laboratories Inc
2. B¢ nghi Conggiuwaxcung cap tai liéu lién quan va giai trinh,
lam rd moi lién hé gitta Alcon Research Ltd va S.A.Alcon
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S6  Tén thudc - SPK Hoat chit - Ham lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

4 . Vigadexa Sol 5ml 1sMoxifloxacin HCL; Dexamethasone
phosphate-0.5%;0.1%; 5ml
Dung dich nhd mét
-SX: Alcon Laboratories do Brazil
LtdaBrazin

13 Tén doanh nghiép dé nghi cong bo:

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

25/7: Cong ty bd sung thong tin vé cong thirc san
pham

Khong két luan do thiéu thong tin vé dang bao ché
hén dich ding cho mét chira Moxifloxacin HCL va
Dexamethasome. D& nghi Cong ty bo sung thong tin
vé cong thire bao ché, dang bao ché ctia thude trong
Hb so ding ky thudce

25/7: Piém 1 yéu cau bao h¢ ciia patent US
7888370B2 xéc lap pham vi bao hd cho ché pham
dang dung dich nu6c da lidu dung cho tai, ché phdm
nay duoc st dung cho tai, chira benzalkonium
chloride Iam chét bao quén, khi san pham Vigadexa
Sol 5ml dugc str dung cho mit, chira sorbitol lam
chat bao quan. Do d6, paten US 7888370B2 khong
xac 1ap pham vi bao ho cho thudc nho mit Vigadexa
Sol 5ml.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUQNG PATENT:1. Alcon Research Ltd
2. Dé nghi Cong ty cung cap tai liéu va giai trinh lam rd mdi
lién hé gitta (Alcon Research Ltd va Alcon Laboratories do
Brazil Ltda

VPDD AstraZeneca Singapore Pte., Ltd

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

13.1 Khong dap ing quy dinh (Tong sb: 1)
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So

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

Patent - Chu s6 hitu - Pham vi bio ho

1 . Diprivan 1% (20ml)Propofol-Propofol 1% (10 mg/mL)

Nhii twong dung dudng tinh mach,hép 5
ong tiém 20 mL
-SX: Corden Pharma S.P.AY

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

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

2. Cong ty gidi trinh:

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

- Nam 1970, Imperial Chemical Industries da nop
don xin bao hd dic tinh gy mé cho hoat chit ndy va
da dugc cip bang phat minh sang ché

19/6: Cong ty bd sung Patent EP 1238677
(Astrazeneca AB) va giai trinh cac diém bao ho 1,2,3
xac 1ap pham vi bao hd cho dang bao ché thudc tiem
chua propofol

- Cong ty ciing cung cap CPP theo d6 san phim
Diprivan chtta Propofol (1%); Dau dau nanh (10%);
Glycerol 2.25%; Na EDTA 0.0055%; Phosphatide
trimg ga tinh khiét; Nitrogen, NaOH, Nudc cho du
100%

Patent US4,056,635 xac lap pham vi bao ho cho
phuong phap gay mé sir dung 2,6-diisopropylphenol.
Tuy nhién, patent nay khong xac lap pham vi bao hg
cho hoat chit Propofol hay thubc tiém chura Propofol.
Két luan: Khong dap ng quy dinh vé patent cip cho
hoat chét hodc thudc tiém.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: AstraZeneca

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

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

29/3: Cong ty cung cap hop dong cung mg thudc giita
Astrazeneca UK Ltd va Corden Pharma Srl (sau nay la Corden
Pharma SpA - ¢6 tai liéu xac nhén doi tén) trong d6 Corden
Pharma S.P.A san xuit san phim theo tiéu chuan va ty quyén
cua Astrazeneca UK Ltd

14 Tén doanh nghiép dé nghi cong bé: VPDD AstraZenneca Singapore Pte., Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1).
14.1 Khong dap ing quy dinh (Tong sb: 1)
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Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Diprivan
SPK:VN-6897-08

Propofol-Propofol 1%(10 mg/mL)
Nhii twrong dung tiém hodc truyén tinh
mach,hdp chira 1 bom-tiém-chira-san-
thubc-50 mL nhii twong.

-SX: Corden Pharma S.P.Altaly

15 Tén doanh nghiép dé nghi cong bo:

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

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

2. Cong ty gidi trinh:

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

- Nam 1970, Imperial Chemical Industries da nop
don xin bao hd dic tinh gy mé cho hoat chit ndy va
da dugc cp bang phat minh sang ché

19/6: Cong ty bd sung Patent EP 1238677
(Astrazeneca AB) va giai trinh cac diém bao ho 1,2,3
xac 1ap pham vi bao hd cho dang bao ché thudc tiem
chua propofol

- Cong ty ciing cung cap CPP theo d6 san phim
Diprivan chtta Propofol (1%); Dau dau nanh (10%);
Glycerol 2.25%; Na EDTA 0.0055%; Phosphatide
trimg ga tinh khiét; Nitrogen, NaOH, Nudc cho du
100%

Patent US4,056,635 xac lap pham vi bao ho cho
phuong phap gay mé sir dung 2,6-diisopropylphenol.
Tuy nhién, patent nay khong xac lap pham vi bao hg
cho hoat chit Propofol hay thubc tiém chira Propofol.
Két luan: Khong dap ng quy dinh vé patent cip cho
hoat chét hodc thudc tiém.

VPDD Ferring Pharmaceuticals

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

15.1 Pham vi bio hd chwa ré, dé nghi 1am rd ndi dung bio ho (Tong so: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: AstraZeneca

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

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

29/3: Cong ty cung cap hop dong cung tmg thudc gitra
Astrazeneca UK Ltd va Corden Pharma Srl (sau nay la Corden
Pharma SpA - ¢6 tai li¢u xac nhén doi tén) trong d6 Corden
Pharma S.P.A san xuit san phim theo tiéu chuan va uy quyén
cua Astrazeneca UK Ltd
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1 . Pentasa
SPK:VN-9659-10

Mesalazine-500mg

Hop 10 vi x 10 vién nén phong thich chdm
-SX: Ferring International Center S.AThuy
Sy

2 . Pentasa (dong goéi:
Ferring International
Center S.A,
Switzerland)
SPK:VN-7154-08

Mesalazine-1g

Hop 4 vi x 7 vién va 30 bao bdo v¢ ngén
tay bang cao su, thudc dan

-SX: Pharbil Pharma GmbHD1c

16 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 1441700 B1 (Ferring BV); US
5013727 (Farmaceutisk Laboratorium Ferring A/S);
CA 1222459 (Farmaceutisk Laboratorium Ferring
AJ/S); US 4980173 (Farmaceutisk Laboratorium
Ferring A/S); US 4960765 (Farmaceutisk
Laboratorium Ferring A/S); US 5041431
(Farmaceutisk Laboratorium Ferring A/S)

PHAM VI: EP; US, AU: Pham vi bao ho khong phai
14 hoat chit Mesalazine

Khoéng danh gia do cong ty trich din qué nhiéu
patent, trong khi khong chi rd diém yéu cdu bao ho
xac 1ap pham vi bao ho cho hoat chat Mesalazine.
Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét.

PATENT: EP 0660704 B1 (Farmaceutisk
Laboratorium Ferring A/S); US 5629012
(Farmaceutisk Laboratorium Ferring A/S); AU
659846 (Farmaceutisk Laboratorium Ferring A/S)
PHAM VI: EP; US, AU: Pham vi bao ho khong phai
14 hoat chit Mesalazine

Khéng danh gia do cong ty trich dan qué nhiéu
patent, trong khi khong chi rd diém yéu cau bao ho
xac 1ap pham vi bao ho cho hoat chat Mesalazine.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.

VPDD Ferring Pharnaceuticals

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

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

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Ferring Pharmaceuticals
CHU/CHUYEN NHUOQNG PATENT:1. Farmaceutisk
Laboratorium Ferring A/S

2. Cong ty cung cap tai liéu xac nhan Ferring BV va Ferring
International Center S.A 1a thanh vién ctia Cong ty Ferring

CHU SO HUU SP: Ferring Pharmaceuticals

CHU/CHUYEN NHUOQNG PATENT:1. Farmaceutisk
Laboratorium Ferring A/S

2. Cong ty cung cp tai liéu xac nhan Farmaceutisk
Laboratorium Ferring A/S va Ferring International Center S.A
la thanh vién cua Cong ty Ferring

3. Cong ty Ferring Pharmaceuticals cung cAp tai liéu xac nhan
Pharbil Pharma GmbH 13 nha san xuét san phdm Pentasa
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Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Minirin
SPK:VN-8397-09

Desmopressin -0.1mg

Hop gdm 1 chai chira 30 vién nén
-SX: Ferring internationnal center
S.AThuy S§

17 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 0710247 B1; US 5500413; EP
1473029 B1; US 7094545 B2; US 7022340 B2'; EP
1500390 B1 (Ferring B.V)

PHAM VI: EP; US: Pham vi béo hd cac patent 1a
phuong phap bao ché; dang bao ché dang vién nén,
khong phai bao ho cho hoat chat Desmopressin

15/8: Cong ty bd sung Patent US 3497491
(Czechoslovak Academy) va giai trinh diém yéu cau
bao ho 1 13 hoat chét

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

15/8: Piém 1 yéu cau bao ho ciia patent US 3497491
xac 1ap pham vi bao hd cho hoat chét Desmopressin.
Ké:c luan: Pap ung quy dinh vé patent cp cho hoat
chat.

Quyén s6 hiru, chuyén giao patent

CHU SO HU'U SP: Ferring

CHU/CHUYEN NHUGQNG PATENT:Cong ty Ferring
Pharnaceuticals cung c4p tai liéu xac nhan Ferring B.V 1a cha s¢
hitu céc patent va Ferring internationnal center S.A 13 nha san
xudt san pham; ca 2 déu la thanh vién cta cong ty Ferrings
15/8: Cong ty cung cp tai liéu xac nhan Czechoslovak
Academy san xuat, sir dung va ban san phiam chtra hoat chét
vasopressin (khong phai 1a Desmopressin). D& nghi Cong ty
cung cap tai lidu vé viéc chuyén nhuong Patent giita
Czechoslovak Academy va Ferring internationnal center S.A

VPDD Glaxosmithkline Pte Ltd tai Tp. HCM

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

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

1 . Hepsera
SPK:VN-5374-10

Adefovir dipivoxil-10mg

Hop 1 1o 30 vién nén

-SX: GlaxoSmithKline (Tianjin) Co.,
LtdTrung Quéc

18 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 cua Adefovir
dipivoxil

13/6: Cong ty bd sung Patent EP 0481214 B1
(22/4/1992) ( Institute of organic Chemistry and
Biochemistry ...) va giai trinh Diém yéu cau bao ho
s6 9 chinh 14 hoat chat Adefovir dipivoxil (theo
Merck Index)

Diém 9 yéu cau bao ho ciia patent EP 0481214 B1
xac 1ap pham vi bao ho cho hoat chét Adefovir
Dipivoxil.

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

VPDD Hoffmann - La Roche Ltd.

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

CHU SO HUU SP: GlaxoSmithkline Pte Ltd

CHU/CHUYEN NHUOQNG 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 r6 mdi lién hé giita 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 li¢u xac
nhan GlaxoSmithKline (Tianjin) Co., Ltd 1a cong ty thudc tap
doan GSK -> D¢ nghi Cong ty cung cip tai liéu va lam 15 viée
chuyén nhugng Patent tir Institute of organic Chemistry and
Biochemistry cho Gilead World Market Ltd
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18.1 Khong dap ing quy dinh (Tong sb: 7)
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1 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-10241-10  Hop 1 lo 16ml Dung dich ddm di dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh 1am ro CHU/CHUYEN NHUQNG PATENT:C5 tai liéu x4c nhin
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd. Thuy S§ 5/30/2013: Cong ty giai trinh Diém yéu cau bao hd Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
16/7: Cong ty giai trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent

Patent EP 0973804B1 xac 1ap pham vi bao ho cho
bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truong ndi mo
mach (VEGF) gbc nay. Nhu duoc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay co ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gém trinh tyr
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng vai trinh tu clia ving bién d6i chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay 1a gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

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

30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 xéac lap pham vi bao hd cho bién thé cua
khang thé khang yéu t6 sinh truong ndi mé mach
(VEGF) gdc, bién thé nay c6 trinh tyr axit amin cua
ving bién dbi chudi nang (SEQ ID NO: 116) khac
v6i trinh tyr axit amin cua ving bién ddi chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin sb 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab la S); va trinh tu axit amin cua vung
bién d6i chudi nhe (véi X1= M) la giéng véi trinh tir
clia vang bién d6i chudi nhe cta hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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2 . Avastin
SPK:VN-9655-10

Bevacizumab-100mg/4ml

Hop 1 lo 4ml Dung dich d4m d dé pha
dung dich tiém truyén

-SX: Genetech Inc.America

PATENT: EP 0973804B1 (Genetech Inc.)
PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd
pham vi bao h¢ 1a hoat chét Bevacizumab.
5/30/2013: Cong ty giai trinh Diém yéu cau bao ho
sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Bevacizumab
16/7: Cong ty gidi trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent
Patent EP 0973804B1 xac lap pham vi bao hg cho
bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gdc ma khong xéac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truong ndi mo
mach (VEGF) gbc nay. Nhu duoc dé cap trong diém
1 yéu cau bao hd, khang thé gdc nay ¢6 ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gém trinh tyr
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu cia ving bién doi chudi
nang cta hoat chit Bevacizumab, va trinh ty axit
amin cua ving bién d6i chudi nhe cua khang thé gbc
nay la gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 xéac lap pham vi bao hd cho bién thé cua
khéng thé khang yéu t6 sinh truong ndi md mach
(VEGF) goc, bién thé nay co trinh ty axit amin cta
ving bién ddi chudi nang (SEQ ID NO: 1 16) khac
v6i trinh tyr axit amin cua ving bién ddi chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin s 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, twong tng &
Bevacizummab 1a S); va trinh ty axit amin cua ving
bién d6i chudi nhe (voi X1=M) 1a gidng voi trinh tu
clia vang bién d6i chudi nhe cua hoat chat
Bevacizummab.
Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUONG PATENT:Genetech Inc.
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3 . Avastin
SPK:VN-15050-12

Bevacizumab-100mg/4ml

Hop 1 lo 4ml Dung dich d4m d dé pha
dung dich tiém truyén

-SX: Roche Diagnostics GmbHD1rc

PATENT: EP 0973804B1 (Genetech Inc.)
PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd
pham vi bao ho 1a hoat chat Bevacizumab.
5/30/2013: Cong ty giai trinh Diém yéu cau bao hd
sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Bevacizumab
16/7: Cong ty gidi trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent
Patent EP 0973804B1 xac lap pham vi bao hd cho
bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gdc ma khong xéac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truéng ndi mo
mach (VEGF) gbc nay. Nhu duoc dé cap trong diém
1 yéu cau bao hd, khang thé gdc nay ¢6 ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gém trinh tyr
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu cia ving bién dbi chudi
nang cta hoat chit Bevacizumab, va trinh ty axit
amin cua ving bién d6i chudi nhe cua khang thé gbc
nay 1a gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét.
30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 x4c 1ap pham vi bao hd cho bién thé ciia
khéng thé khang yéu t6 sinh truong ndi md mach
(VEGF) goc, bién thé nay co trinh ty axit amin cta
ving bién ddi chudi nang (SEQ ID NO: 1 16) khac
v6i trinh tyr axit amin cua ving bién ddi chudi ning
ctia hoat chit Bevacizummab & vi trf axit amin s 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, twong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, twong tng &
Bevacizummab 1a S); va trinh ty axit amin cua ving
bién d6i chudi nhe (voi X1=M) la gidng vai trinh ty
clia vang bién d6i chudi nhe cta hoat chat
Bevacizummab.
Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
Ltd

5/6: Cong ty cung cap tai liéu xac nhan viéc chuyén nhuong
Patent gitta Genetics Institue Inc. cho F. Hoffmann - La Roche
Ltd. va tai liéu xadc nhén Roche Diagmostics GmbH la 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
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4 . Avastin Bevacizumab-100mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

SPK:VN-10240-10 Hop 1 lo 4ml Dung dich d4m d dé pha PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd CHU/CHUYEN NHUGONG PATENT:CH tai liéu x4c nhan
dung dich tiém truyén pham vi bao ho 1a hoat chat Bevacizumab. Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-SX: F.Hoffmann-La Roche Ltd. Thuy S§ 5/30/2013: Cong ty giai trinh Diém yéu cau bao hd Ltd

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
Bevacizumab

16/7: Cong ty gidi trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent

Patent EP 0973804B1 xac 14p pham vi bao hd cho
bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gdc ma khong xéac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truong ndi mo
mach (VEGF) gbc nay. Nhu duoc dé cap trong diém
1 yéu cau bao hd, khang thé gbc nay c6 ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gém trinh tyr
axit amin SEQ ID NO: 8. Trinh ty axit amin cia
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu ciia ving bién d6i chudi
nang cta hoat chit Bevacizumab, va trinh ty axit
amin cua ving bién d6i chudi nhe cua khang thé gbc
nay 1a gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin )
108, Arg).

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

30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 xéac lap pham vi bao ho cho bién thé cua
khang thé khang yéu t6 sinh truong ndi mé mach
(VEGF) gdc, bién thé nay ¢6 trinh tyr axit amin cua
ving bién dbi chudi nang (SEQ ID NO: 116) khac
v6i trinh tyr axit amin cua ving bién ddi chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin sb 28
(D, twong ing ¢ Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, twong tng &
Bevacizummab la S); va trinh tu axit amin cua vung
bién d6i chudi nhe (voi X1= M) la giéng véi trinh ti
clia vang bién d6i chudi nhe cua hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chét.
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5 . Avastin
SPK:VN-15051-12

Bevacizumab-400mg/16ml

Hop 1 lo 16ml Dung dich dam da dé pha
dung dich tiém truyén

-SX: Roche Diagnostics GmbHD1rc

PATENT: EP 0973804B1 (Genetech Inc.)

PHAM VI: Khang thé anti-Vegf -> Giai trinh lam rd
pham vi bao ho 1a hoat chat Bevacizumab.
5/30/2013: Cong ty giai trinh Diém yéu cau bao ho
sb 1 cua Patent chinh 13 hoat chit Bevacizumab
16/7: Cong ty giai trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent

Patent EP 0973804B1 xac lap pham vi bao ho cho
bién thé cua khang thé khang yéu t6 sinh truong noi
md mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truong ndi mo
mach (VEGF) gbc nay. Nhu dugc dé cap trong diém
1 yéu cau bao hg, khang thé gbc nay c6 ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gém trinh tyr
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu ciia viing bién doi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cta ving bién d6i chudi nhe cua khang thé gbc
nay 1a gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin )
108, Arg).

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

30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 xéac lap pham vi bao hd cho bién thé cua
khang thé khang yéu t6 sinh truong ndi mé mach
(VEGF) gbc, bién thé nay c6 trinh ty axit amin ciia
ving bién dbi chudi niang (SEQ ID NO: 116) khac
v6i trinh tyr axit amin cua ving bién ddi chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin sb 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab la S); va trinh tu axit amin cua vung
bién d6i chudi nhe (véi X1= M) la giéng véi trinh tir
clia vang bién d6i chudi nhe cta hoat chat
Bevacizummab.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGQNG PATENT:C6 tai liéu xac nhan
Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
Ltd

5/6: CONng ty cung cap 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 la 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
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6 . Avastin Bevacizumab-400mg/16ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffmann-La Roche Ltd

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

sb 1 cua Patent chinh 13 hoat chit Bevacizumab
16/7: Cong ty giai trinh Patent EP B9 1325932 xac
1ap pham vi bao ho cho hoat chat Bevacizumab -> Dé
nghi Cong ty cung cip ndi dung Patent

Patent EP 0973804B1 xac lap pham vi bao ho cho
bién thé cua khang thé khang yéu t6 sinh truong noi
mé mach (VEGF) gbc ma khong xac 1ap pham vi bao
ho cho khang thé khang yéu t6 sinh truong ndi mo
mach (VEGF) gbc nay. Nhu duoc dé cap trong diém
1 yéu cau bao ho, khang thé gbc nay c6 ving bién
d6i chudi nang bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhe bao gdm trinh tu
axit amin SEQ ID NO: 8. Trinh ty axit amin cua
ving bién d6i chudi ning cua khang thé gbc nay la
hoan toan giéng véi trinh tu cia ving bién dbi chudi
nang cta hoat chat Bevacizumab, va trinh ty axit
amin cua ving bién d6i chudi nhe cua khang thé gbc
nay 1a gidng véi trinh ty axit amin s6 1-107 ctia hoat
chat Bevacizumab, nhung it hon mot axit amin so
vé6i trinh tu ctia hoat chit Bevacizumab (axit amin $6
108, Arg).

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

30/5: Piém 14 yéu cau bao ho cua patent EP
0973804B1 xéac lap pham vi bao hd cho bién thé cua
khang thé khang yéu t6 sinh truong ndi mé mach
(VEGF) gdc, bién thé nay c6 trinh tu axit amin ciia
ving bién dbi chudi nang (SEQ ID NO: 116) khac
v6i trinh ty axit amin cua ving bién di chudi ning
ctia hoat chit Bevacizummab & vi tri axit amin sb 28
(D, tuong ting & Bevacizummab 1a T ), 31 (N, tuong
ung & Bevacizummab la N), 101 (H, tuong Gng &
Bevacizummab 1a H) va 105 (S, tuong ung &
Bevacizummab la S); va trinh ty axit amin cta ving
bién d6i chudi nhe (véi X1= M) la giéng véi trinh tu
clia vang bién d6i chudi nhe cta hoat chat
Bevacizummab.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat.
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7 . Copegus Ribavirin-200mg
SPK:VN-7673-09 Lo 42 vién nén Bao phim 200 mg
-SX: Patheon Inc.Canada

19 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 1087778 B1 (F.Hoffman La Roche
AG)

PHAM VI: Phuong phap st dung PEG Interferon va
Ribavirin dé diéu tri viém gan C mén tinh -> Pham
vi bao ho 1a dang bao ché khong phai 14 hoat chat.
Patent EP 1087778 B1 xac lap pham vi bao hd cho
viéc sir dung thé lién hop PEG-IFN-02A dé san xuét
thudc diéu tri bénh viém gan C man tinh. Tuy nhién,
patent khong xéac 1ap pham vi bao ho cho hoat chat
Ribavirin.

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

VPDD Janssen-Cilag Ltd.

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

19.1 Khong dap vng quy dinh (Tong sb: 6)

1 . Reminyl 12mg Galantamine hydrobromide-12mg
SPK:VN-7714-09 Hop 1 vi, 4 vi x 14 vién nén
-SX: Janssen -Cilag SpA. - Via C.JanssenY

PATENT: 1. US 6099863 (Janssen Pharmaceutica
N.V)

2. Cong ty giai trinh khong c6 bang doc quyén sang
ché cho hoat chat Galantamine do hoat chat nay la 1
alkaloid chiét xudt tir cay Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: Vién nén hoa tan nhanh chira Galantamine
HBr -> Pham vi bao ho 1a dang bao ché khong phai
12 hoat chat.

Patent US 6099863 xac lap pham vi bao ho cho vién
nén chtra galanthamine hydrobromide. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chit galanthamine hydrobromide.

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

Quyén sé hiru, chuyén giao patent

CHI:J sSG HUU SP: F.Hoffman La Roche AG
CHU/CHUYEN NHUONG PATENT:F.Hoffman La Roche AG

CHU SO HUU SP: Janssen-Cilag Ltd.
CHU{ CHUYEN NHUONG PATENT:Cht sé hitu Patent
chuyén quyén s& hitu cho Janssen Cilag Ltd.
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2 . Reminyl 16mg

SPK:VN1-538-11

3 . Reminyl 4mg
SPK:VN-7715-09

Galantamine hydrobromide-16mg
Hop 4 vi x 7 vién nang giai phong kéo dai
-SX: Janssen Pharmaceutica N.V.Bi

Galantamine hydrobromide-4mg
Hop 1 vi x 14 vién nén
-SX: Janssen -Cilag SpA. - Via C.JanssenY

PATENT: 1. US 7160559 (Janssen Pharmaceutica
N.V.)

2. Cong ty giai trinh khong c6 bang doc quyen sang
ché cho hoat chat Galantamine do hoat chat nay 1a 1
alkaloid chiét xuat tir cAy Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: Cong thirc kiém soét giai phong
Galantamine -> Pham vi bao ho 1a dang bao ché
khong phai 1a hoat chat.

Patent US 6099863 xac 1ap pham vi bao hd cho vién
nén chura galanthamine hydrobromide. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit galanthamine hydrobromide.

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

PATENT: 1. US 6099863 (Janssen Pharmaceutica
N.V)

2. Cong ty giai trinh khong c6 bang doc quyen sang
ché cho hoat chat Galantamine do hoat chat nay 1a 1
alkaloid chiét xut tir cay Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: Vién nén hoa tan nhanh chira Galantamine
HBr -> Pham vi bao ho 1a dang bao ché khong phai
13 hoat chat.

Patent US 6099863 xac 1dp pham vi bao hd cho vién
nén chura galanthamine hydrobromide. Tuy nhién,
patent nay khong xac 1ap pham vi bao ho cho hoat
chit galanthamine hydrobromide.

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

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: Janssen-Cilag Ltd.
CHU/CHUYEN NHUONG PATENT:1. Chu s& hitu Patent

chuyén quyén s hitu cho Janssen Cilag Ltd.
2. Cht s6 hiru Patent va co s& san xuat 1a 1

CHU SO HUU SP: Janssen-Cilag Ltd.
CHU{ CHUYEN NHUGQNG PATENT:Chu s6 hitu Patent
chuyén quyén s& hitu cho Janssen Cilag Ltd.
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4 . Reminyl 4mg/ml  Galantamine hydrobromide-4mg/ml
SPK:VN-7716-09 Hop 1 chai 100ml dung dich ubng
-SX: Janssen Pharmaceutica N.V.Bi

5 . Reminyl 8mg Galantamine hydrobromide-8mg
SPK:VN1-539-11 Hop 4 vi x 7 vién nang giai phong kéo dai
-SX: Janssen Pharmaceutica N.V.Bi

PATENT: 1. EP1237539 (Janssen Pharmaceutica
N.V.)

2. Cong ty giai trinh khong c6 bang doc quyen sang
ché cho hoat chat Galantamine do hoat chat nay 1a 1
alkaloid chiét xuat tir cAy Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: Dung dich uéng chira Galantamine va
mot chit 1am ngot -> Pham vi bdo h¢ 1a dang bao
ché khong phai 14 hoat chat.

Patent US 6099863 xac 1ap pham vi bao hd cho vién
nén chira galanthamine hydrobromide. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit galanthamine hydrobromide.

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

PATENT: 1. US 7160559 (Janssen Pharmaceutica
N.V.)

2. Cong ty giai trinh khong c6 bang doc quyen sang
ché cho hoat chat Galantamine do hoat chat nay 1a 1
alkaloid chiét xudt tir cay Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: US: Céng thirc kiém soat giai phong
Galantamine -> Pham vi bao h¢ 1a dang bao ché
khong phai 1a hoat chat.

Patent US 6099863 xac 1dp pham vi bao hd cho vién
nén chura galanthamine hydrobromide. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chit galanthamine hydrobromide.

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

Quyén sé hiru, chuyén giao patent
CHU SO HUU SP: Janssen-Cilag Ltd.
CHU/CHUYEN NHUONG PATENT:1. Chu s& hitu Patent

chuyén quyén s hitu cho Janssen Cilag Ltd.
2. Cht s6 hiru Patent va co s& san xuat 1a 1

CHU SO HUU SP: Janssen-Cilag Ltd.

CHU/CHUYEN NHUGQNG PATENT:1. Chu sé hiru Patent
chuyén quyén s hitu cho Janssen Cilag Ltd.

2. Chu s hitu Patent va co s& san xuat 1a 1
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6 . Reminyl 8mg Galantamine hydrobromide-8mg
SPK:VN-7929-09 Hop 1 vi, 4 vi x 14 vién nén
-SX: Janssen -Cilag SpA. - Via C.JanssenY

PATENT: 1. US 6099863 (Janssen Pharmaceutica
N.V)

2. Cong ty giai trinh khong c6 bang doc quyén sang
ché cho hoat chit Galantamine do hoat chét nay la 1
alkaloid chiét xuat tir cAy Giot tuyét ma chi co Patent
cho dang bao ché

PHAM VI: Vién nén hoa tan nhanh chira Galantamine
HBr -> Pham vi bao ho 1a dang bao ché khong phai
1 hoat cht.

Patent US 6099863 xac 1ap pham vi bao hd cho vién

nén chura galanthamine hydrobromide. Tuy nhién,

patent nay khong xac 1ap pham vi bao hd cho hoat
chit galanthamine hydrobromide.

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

hoat chét.

Quyén sé hiru, chuyén giao patent

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

20 Tén doanh nghiép dé nghi cong b6: VPPD Menarini Singapore Pte Ltd

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

20.1 Khéng dap wng quy dinh (Tong s6: 1)

1 . Fastum Gel Ketoprofen-2.5mg/100g gel
SPK:VN-12132-11 Tuyp 20g, 30g, 50g, 100g Gel boi ngoai
da

-SX: A. Menarini Manufacturing Logistics

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

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

PHAM VI: 24/7: Céng ty cung cip bd sung ban dich
tiéng viét ciia Patent ES 49741 S

Patent ES 497415 xéc 1ap pham vi bao hd cho quy
trinh tao gel tir acid 2-(3-benzoylphenyl)propionic.
Tuy nhién, patent nay khong xac 1ap pham vi bao ho
cho hoat chit Ketoprofen hay thudc dang gel chira
Ketoprofen.

Két luan: Khong dap tmg quy dinh vé patent cip cho
hoat chat hoic thudc dang gel.

21 Tén doanh nghiép dé nghi cong b6: VPPD Merck KGaA

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 3).

21.1 B6 sung thong tin lién quan dén san phim (Tong sb: 3)

CHU SO HUU SP: Menarini

CHU/CHUYEN NHUONG PATENT:1. A. Menarini SAS
24/7: Cong ty Menarini cung cap tai liéu x4c nhan A. Menarini
SAS la tén trudc day ciia A. Menarini Farrmaceutiche Riunite
Srl (1a cht so hitu san phém tai Viét Nam) va xac nhan A.
Menarini Manufacturing Logistics and Services Srl la cong ty
thudc tdp doan Menarini
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1 . Gonal-f
SPK:VN-11197-10

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

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

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

3/9: Cong ty bo sung Patent EP 1610822 Bl
(4/1/2006) (Merck Serono SAO va giai trinh Patent
xac 1ap pham vi bao ho cho hoat chét Follitropin alfa.
Ngoai ra diém yéu cau bao ho 20 cua Patent bao h
cho dang thudc tiém chita hoat chat

Patent EP 0211894 xac 14p pham vi bao hd cho quy
trinh diéu ché hormone kich thich nang trimg ngudi
c6 chu tric heterodimer, don vi duéi ciu trac chua
trudng thanh cua hormone kich thich nang trirng
ngudi, DNA tai tb hop ma hoa don vi dudi ciu tric
chua truong thanh cia hormone kich thich nang tring
ngudi, vector va vector biéu hién. Tuy nhién, patent
nay khong xac 1ap pham vi bao ho cho hoat chat
Follitropin alfa.Két luan: Khong dap ung quy dinh vé
patent cip cho hoat chat.

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

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

3/9: Piém 20 yéu cau bao ho cua patent EP 1610822
xac 1ap pham vi bao hd cho dugc phém dang long
chura hormone kich thich nang trimg (FSH) nguoi tai
t6 hop (follitropin alfa),chat hoat dong bé mat 1a
Poloxamer 188 va chira methionine va chat kim
khuén dugc chon tir nhom bao gdm phenol va m-
cresol. Do thiéu thong tin vé thanh phan ctia so
Gona-F nén chua thé dwa két luan 1a diém 20 yéu cau
bao ho cua patent EP 1610822 c6 xac lap pham vi
bao ho cho thube tiém Gona-F hay khong.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: erck KGaA

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

2. Cong ty xac nhin Appliedd Research System ARS Holding
1a cong ty con ciia Merck Serono SA va Merck Serono SA la
cong ty con cua Merck KGaA
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2 . Gonal-f
SPK:VN-13270-11

Follitropin alfa-9001U/1.5ml
Hop 1 but tiém chtra 1.5ml dung dich tiém
-SX: Merck Serono S.p.AY

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

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

3/9: Cong ty bo sung Patent EP 1610822 B1
(4/1/2006) (Merck Serono SAO va giai trinh Patent
xac 1ap pham vi bao ho cho hoat chat Follitropin alfa.
Ngoai ra diém yéu cau bao ho 20 cua Patent bao h
cho dang thudc tiém chira hoat chat

Diém 20 yéu ciu bao ho cta patent EP 1610822 xac
1ap pham vi bao ho cho dwoc phdm dang 16ng chira
hormone kich thich nang trimg (FSH) ngudi tai to
hop (follitropin alfa),chat hoat dong bé mit 1a
Poloxamer 188 va chira methionine va chat kim
khuén dugc chon tir nhom bao gdm phenol va m-
cresol. Do thiéu thong tin vé thanh phan cua so
Gona-F nén chua thé dwa két luan 1a diém 20 yéu cau
bao ho cua patent EP 1610822 c6 xac 1ap pham vi
bao ho cho thude tiém Gona-F hay khong.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: erck KGaA

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

2. Cong ty xac nhan Appliedd Research System ARS Holding
1a cong ty con ciia Merck Serono SA va Merck Serono SA la
cong ty con cua Merck KGaA
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3 . Gonal-f Follitropin alfa-751U (5.5mcg) PATENT: EP 0211894 B1(Appliedd Research CHU SO HUU SP: Merck KGaA
SPK:VN-9304-09 Hop 1 1o bot va 1 bom tiém chira dung mdi  System ARS Holding) CHU/CHUYEN NHUGQNG PATENT:1. Appliedd Research
-SX: Merck Serono S.AThuy S§ PHAM VI: EP: Pham vi bao ho 1a quy trinh diéu ché  System ARS Holding
hoat chét sinh hoc Follitropin alfa, khong phai bao 2. Cong ty xac nhan Appliedd Research System ARS Holding
ho cho cong thire hoat chét 1a cong ty con ciia Merck Serono SA va Merck Serono SA la
3/9: Cong ty bo sung Patent EP 1610822 Bl cong ty con ciia Merck KGaA

(4/1/2006) (Merck Serono SAO va giai trinh Patent
xac 1ap pham vi bao ho cho hoat chat Follitropin alfa.
Ngoai ra diém yéu cau bao ho 20 cua Patent bao h
cho dang thudc tiém chita hoat chat

Patent EP 0211894 xac lap pham vi bao hd cho quy
trinh diéu ché hormone kich thich nang trimg ngudi
c6 chu tric heterodimer, don vi duéi cAu triic chua
trudng thanh cua hormone kich thich nang trirng
ngudi, DNA tai tb hop ma hoa don vi dudi ciu tric
chua truong thanh ctia hormone kich thich nang trang
ngudi, vector va vector biéu hién. Tuy nhién, patent
nay khong xac lap pham vi bao ho cho hoat chat
Follitropin alfa. Két luan: Khong dap tmg quy dinh
vé patent cip cho hoat chét.

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

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

3/9: Piém 20 yéu cau bao ho cua patent EP 1610822
xac 1ap pham vi bao hd cho dugc phém dang long
chura hormone kich thich nang tring (FSH) nguoi tai
t6 hop (follitropin alfa),chat hoat dong bé mat 1a
Poloxamer 188 va chira methionine va chat kim
khuén dugc chon tir nhom bao gdm phenol va m-
cresol. Do thiéu thong tin vé thanh phan ctia so
Gona-F nén chua thé dwa két luan 1a diém 20 yéu cau
bao ho cua patent EP 1610822 c6 xac lap pham vi
bao ho cho thube tiém Gona-F hay khong.

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

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thube: 3).
22.1 B0 sung tai liéu vé viéc chuyén nhuong Patent (Tong so: 1)
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1 . EURAX
SPK:VN-6234-08

Crotaminon-100mg/g
Hop 1 tuyp 10g, 20g, 60g kem
-SX: Novartis Consumer Health SAThuy Sy

PATENT: GB 615,137 (J.R.Geigy AG)

PHAM VI: San xuét amid ctia alpha,beta- carboxylic
acid khong béo hoa -> Pham vi bao hf 1a quy trinh
san xuat khong phai 1a hoat chat??

Diém 8 yéu cau bao ho ctia patent GB 615,137 xac
1ap pham vi bao hd cho hoat chit Crotamiton (hop
chat thtr hai sau Example 5).

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

22.2 Pham vi bio hd chwa ré, dé nghi 1am ré ndi dung bio h (Tong so: 2)

1 .GENTEAL
SPK:VN-7765-09

Hydroxypropyl methyl-cellulose-3mg/ml

Hop 1 1o 10ml thubc nho mét

PATENT: US 5,607,698 (Ciba-Geigy Corporation)
US 5683993 (Ciba Vision Corporation)

US 5858996 (Ciba Vision Corporation)

US 5725887 (Ciba Vision Corporation)

PHAM VI: Giai trinh lam rd pham vi bao hd cta cac
Patent trén 1a hoat chat Hydroxypropyl
methylcellulose.

6/6: Cong ty giai trinh cac Patent néu trén xac lap
pham vi bao h¢ cho dugc phﬁm dung cho mit

US 5607698 xac 1ap pham vi bao hg cho phuong
phap bao quan dung dich thubc boi tron mit, thuoc
lam 4m mat va thude ding dé chira bénh viém mit va
phuong phap diéu tri bénh cho mat. US 5683993 xac
1ap pham vi bao ho cho ché phim nudc ding dé chira
bénh viém mit chira polymer va phwong phép 1am
6n dinh ché pham nudc dung dé chira bénh viém mat
chura polyme. US 5858996 xac 1ap pham vi bao ho
cho ché phdm dugc 1am 6n dinh chira polymer va
phuong phap 1am 6n dinh ché pham chira polymer.
US 5725887 xac lap pham vi bao h¢ cho dugc phém
ding dé chira bénh viém mét dugc bao quan bang
hydrogen peroxide duoc 1am 6n dinh. Tuy nhién, cac
patent nay khong xac 1ap pham vi bao ho cho chinh
hoat chét hydroxypropyl methyl cellulose.

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

6/6: Khong danh gia do cong ty trich dan qua nhiéu
patent, trong khi khong chi rd diém yéu cau bao ho
xac 1ap pham vi bao hd cho thudc nhé mét Genteal
Gel.

Két luan: Khéng dap tmg quy dinh vé patent cap cho
thude nho mat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUQNG PATENT:1. J R.Geigy AG (Chua
¢6 tai lidu xac nhan viéc chuyén quyen so hitu Patent tur
J.R.Geigy AG cho Novartis AG) -> Dé nghi b6 sung

2. Pé nghi Cong ty giai trinh vé viéc Novartis Consumer
Health SA san xuét theo iy quyén va tiéu chuan ciia J.R.Geigy

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUQNG PATENT:1. Ciba Vision
Corporation (Chua c6 tai lidu vé viéc chuyén quyén so hitu
Patent gitta Ciba Vision Corporation va Novartis AG)

2. Giai trinh 1am rd méi lién hé giira nha san xuat va chii s&
hitu san pham.

6/6: Cong ty giai trinh cac tai liéu chuyén nhugng c6 lién quan
tr Ciba Vision Corporation cho Novartis Pharmaceutical Corp
da dugc Cong ty ndp kém Hd so tiép nhan 1274 ngay 1/2/2013

Page 37 of 39



S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

2 .GENTEAL GEL
SPK:VN-7936-09

23 Tén doanh nghiép dé nghi cong bo:

Hydromellose, carbomer-30mg
Hydromellose, 22mg carbomer
Hop 1 tuyp 10g gel nho mit
-SX: Excelvision AGThuy S§

PATENT: US 5,607,698 (Ciba-Geigy Corporation)
US 5683993 (Ciba Vision Corporation)

US 5858996 (Ciba Vision Corporation)

US 5725887 (Ciba Vision Corporation)

PHAM VI: Giai trinh lam rd pham vi bao hd cta céac
Patent trén 1a hoat chat Hydroxypropyl
methylcellulose.

6/6: Cong ty giai trinh cac Patent néu trén xac lap
pham vi bao h¢ cho dugc ph:?im dung cho mit

US 5607698 xac 1ap pham vi bao ho cho phuong
phap bao quan dung dich thubc boi tron mit, thuoc
lam 4m mat va thude ding dé chira bénh viém mét va
phuong phap diéu tri bénh cho mat. US 5683993 xac
1ap pham vi bao ho cho ché phim nudce ding dé chira
bénh viém mit chira polymer va phuong phap lam
6n dinh ché pham nudc dung dé chira bénh viém mat
chua polyme. US 5858996 xac 1ap pham vi bao ho
cho ché pham duoc 1am 6n dinh chira polymer va
phuong phap 1am 6n dinh ché phdm chira polymer.
US 5725887 xac 1ap pham vi bao h¢ cho dugc phém
ding dé chira bénh viém mét dugc bao quan bang
hydrogen peroxide duoc 1am 6n dinh. Tuy nhién, cac
patent nay khong xac 1ap pham vi bao hd cho chinh
hoat chét hydroxypropyl methyl cellulose.

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

6/6: Khong danh gia do cong ty trich ddn qua nhiéu
patent, trong khi khong chi rd diém yéu cu bao ho
xac 1ap pham vi bao hd cho thudc nho mét Genteal
Gel.

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

VPDD Pfizer (Thailand) L.td

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

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novartis AG

CHU/CHUYEN NHUGQNG PATENT:1. Ciba Vision
Corporation (Chua c6 tai lidu vé viéc chuyén quyén so hitu
Patent gitra Ciba Vision Corporation va Novartis AG)

2. Giai trinh 1am rd méi lién hé giira nha san xuat va chii s&
hiru san pham.

Page 38 of 39



So

Tén thubce - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chii s¢ hiru - Pham vi bdo hd

1 . Debridat
SPK:VN-13803-11

Trimebutine maleate-100 mg
Vién nén bao phimHop 2 vi x 15 vién
-SX: FarmeaPhap

PATENT: VN3261 (Pfizer Holding)

PHAM VI: Duoc pham dang vién nén duoc bao chira
Trimebutin maleat va quy trinh bao ché -> Pham vi
bao ho 14 dang bao ché, khong phai 1a hoat chat

28/1: Cong ty bd sung Patent FR 2369M -> Co quan
SHTT Phép khong nam trong danh muc 14 Co quan
SHTT dugc cong nhan

16/7: Cong ty bo sungPatent GB 1342547 (3/1/1974-
Jouveinal S.A) va giai trinh diém yéu cau bao hg sb
15 bao ho cho hoat chét Trimebutine maleate

Diém 15 yéu cu bao ho ctia patent GB 1342547 xac
lap pham vi bao ho cho ester ctia amino alcohol diéu
ché duogc bang phuong phap theo diém bét ky trong
s6 cac diém tir 1 dén 14. Hop chit diéu ché duoc
bang phuong phap theo diém 14 1a hop chit néu
trong Vi du 1 hodc Vi du 3, trong d6, hop chét néu
trong Vi du 1 chinh la 1a hoat chéat Trimebutine. Hoat
chat Trimebutine Maleate dugc mé ta trong Vi du 2
clia patent nay. Do d6, diém 15 yéu cau bao ho cua
patent GB 1342547 ciing dugc coi 1a xac 1ap pham vi
bao ho cho hoat chat Trimebutine Maleate.

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

Quyén sé hiru, chuyén giao patent

CHU SO HU'U SP: Pfizer Inc

CHU/CHUYEN NHUGQNG PATENT:Pfizer Inc

16/7: Cong ty cung cép tai liéu chuyén nhuong Patent gitra
Pfizer Inc va Pfizer Thailand Ltd -> D& nghi Cong ty cung cap
tai liéu vé viéc chuyén nhugng Patent giita Jouveinal S.A va
Pfizer Inc va tai liéu vé viéc Farmea san xuét san pham theo ty
quyén, tiéu chuan ctia chu s¢ hitu Patent

6/9: Cong ty cung cap tai liéu chuyén nhugng Patent giira Pfizer
Inc va Pfizer Thailand Ltd trong d6 xac nhén Farmea la nha san
xuét san pham duy trén Patent theo ty quyén cua Pfizer Inc
Cong ty giai trinh Jouveinal S.A 1a cong ty trudc day cua Pfizer
Holding France SCA (mdt cong ty thudc so hiru ctua Pfizer Inc)
-> Pé nghi Cong ty cung cap tai liéu dé chirng minh
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