PHU LUC 2: THONG BAO POI VOI HO SO PE NGHI CONG BO THUOC BIET DUQC GOC
THEO Y KIEN HQI PONG TAI BUOI HOP NGAY 14/02/2014

S6  Tén thudc - SDPK

Patent - Chu s hiru - Pham vi bio ho

1 Tén doanh nghiép dé nghi cong bo:

Baxter Healthcare (Asia) Pte. Ltd

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

u Khéong dap ing quy dinh (Tong sb: 3)

1 . Clinoleic 20%
S})K:VN-6926-08

500ml_-SX: Baxter S.ABi

2 . Suprane
SPK:VN1-529-11
Puerto Rico M§

dau oliu, ddu dau nanh-hdn hop dau oliu
80% + diu dau nanh 20%; 200g/l Nhii
tuong dé tiém truyén, tii 100ml, 250ml,

Desflurane USP (100%)-240ml/chai_
Chai 240ml_-SX: Baxter Healthcare of

PATENT: US 5840757 (Baxter International Inc)_
PHAM VI: US 5840757: Nhil twong hoéa lipid dung
trong dinh dudng trong va ngoai duong tiéu hoa ->
Pham vi bao ho 1a dang bao ché, khong phai cho hoat
chat Céc diém 1-16 yéu ciu bao ho cta patent US
5840757 xac 1ap pham vi bao ho cho nhil trong chira
lipid dung ngoai duong ti€éu hoa hoac qua duong rudt
chira pha lipid véi lugng 5 dén 50% so véi tong
trong lugng nhil twong trong nudce, pha lipid nay chu
yéu bao gdm hdn hop céc acid béo mach dai, trong
do tir 15 dén 45% trong lugng acid béo toan phan la
acid béo co ban, va acid béo co ban 1a acid linoleic va
o-linolenic, pha lipid nay co thé chira khoang 47%
dau oliu va 53% dau dau nanh (diém 4) hoic 85%
dau oliu va 15% dau dau nanh (diém 8) va cac ty 1&
nay 1a khac véi ty 16 dau oliu/diu d4u nanh trong san
pham Clinoleic (80/20). Do su khong ddng nhit vé
ty 1& nay ciing nhu do thiéu thong tin vé ty 1¢ acid
linoleic va a-linolenic trong san pham Clinoleic nén
chua thé danh gi 1a patent US 5840757 c6 xac lap
pham vi bao hd cho san pham nay hay khong.

Két luan: : Khéng dap umg quy dinh vé patent cép
cho hoat chat hoac thudc tiém truyén.

PATENT: US 6800786 (Baxter International Inc)_
PHAM VI: US:Phuong phap tong hop Desflurane ->
Pham vi bao h¢ 1a phuong phap diéu ché hoat chét,
khong phai bao ho cho hoat chat Patent US 6800786
xéc 1ap pham vi bao ho cho phuong phép bao ché.
Patent nay khong xac 1ap pham vi bao hé cho hoat

(kém theo véin ban sé 12022/QLD-GT ngay 15 thang 07 ndm 2014)

Hoat chit - Him lwong - Quy cach

Quyén sé hitu, chuyén giao patent

CHU SO HU'U SP: Baxter Healthcare CHU/CHUYEN
NHUGONG PATENT:Baxter International Inc

CHU SO HU'U SP: Baxter Healthcare CHU/CHUYEN
NHUQONG PATENT :Baxter International Inc



3 . Uromitexan
SPK:VN-10698-10

Mesna-400mg/4ml_Dung dich tiém, éng 4
ml_-SX: Baxter Oncology GmbHD1rc

2 Tén doanh nghiép dé nghi cong bo:

chat hogc thudc tiém truyén.
Keét luan: Khong dap Gng quy dinh vé patent cap cho
thudce tiém truyén.

PATENT: US 5,728,738 (Baxter Healthcare SA) _
PHAM VI: US: Phat minh dang bao ché dung dich
tiém chira Mesna -> Pham vi bao ho 1a quy trinh diéu
ché hoat chat dudi dang dung dich tiém, khong phai
bao ho cho hoat chét_Patent US 5,728,738 xac lap
hpam vi bao ho cho quy trinh diéu ché dung dich
tiém chira Mesna. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hoat chit Mesna hay thude
tiém chira Mesna.

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

Bavyer (South East Asia) Pte. Ltd

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

2.1 Khéng dap ng quy dinh (Tong sb: 1)

1 .Yaz
SPK:VN-15729-12

Ethinyl estradiol/ Drospirenone-3mg +
0.02mg_Hop 1 vi 28 vién nén bao phim_-
SX: Schering GmbH & Co. Produktions
KGbuc

PATENT: US 4129564 (Schering AG)

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

> Pé nghi Cong ty cung cap Patent cho hdn hop 2

hoat chat Ethinyl estradiol va Drospirenone_Cac diém

1-18 yéu ciu bao ho cua patent US 4129564 xac lap
pham vi bao hd cho hop chit spirolactone va dugc
pham chira hgp chat nay. Tuy nhién patent nay khong

xac ljap pham vi bao ho cho t6 hop hay hdn hop
chira Ethinyl estradiol/ Drospirenone.

Patent DE 3022337C2 khong dugc danh gia do
khong c6 ban tiéng Viét hodc tiéng Anh cuia patent
nay.

K_ét luan: Khéng déap ung quy dinh vé patent cip cho
t6 hop (hdn hop) hoat chét.

CHU SO HU'U SP: Baxter Healthcare CHU/CHUYEN
NHUGNG PATENT:Baxter Healthcare SA

CHU SO HUU SP: Bayer AG_CHU/CHUYEN NHUQONG
PATENT:Schering AG



3 Tén doanh nghiép dé nghi cong bé: Boehringer-Ingelheim International GmbH

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 3).
3.1 Xin y kién Hoi dong (dang phdi hop 2 hoat chit) (Tong so: 3)
1 . Micardis Plus Telmisartan + Hydrochlorothiazide- PATENT: EP1467712; EP1467712B2; CHU SO HUU SP: Nha san xuat: BI Pharma GMbH&

SPK:VN-5862-08 40/12,5 _Vién nén, hop 3 vi x 10 vién; hop AU2002242676B2 (BI P,harma GMbH& Co.KG) __ Co.KG_CHU/CHUYEN NHUONG PATENT:Chu sé hitu
1,2,4 vi x 7 vién._-SX: Boehringer PHAM VI: Dang bao ché vién nén 02 1(:yp chira i Patent va nha san xuat: BI Pharma GMbH& Co.KG
Ingelheim Pharma GmbH&Co.KGPuc Telmisartan va Hydrochlorothiazide. B¢ nghi bd sung

Patent lién quan hoat chit dang phi hop
Telmisartan va Hydrochlorothiazide

25/7: Cong ty giai trinh: Cong ty la chi sé hitu
patent cip cho hoat chat Telmisartan (7/1/1997) cua
thudc Micardis da duoc cong bd trong DM biét dugc
gbc (Dot 4). Thude Micardis Plus (Telmisartan +
Hydrochlorothiazid) dwoc luu 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 chat trén.) -> Dé
nghi Cong ty cung cép tai liéu chimg minh cho dén
nay chua c6 Cong ty nao khac dugc cap Patent cho
dang phdi hop 2 hoat chét trén

17/1: Cong ty cung cap két qua tra ciru ciia Cuc S&
hiru tri tué (Cong van s6 10220/TB-SHTT ngay
5/12/2013) va giai trinh hién chi c6 cac bang phat
minh sang ché cho dang bao ché ciia hdn hop 2 hoat
chit Telmisartan + Hydrochlorothiazide -> Dé nghi Cong
ty cung cép tai liéu chimg minh cho dén nay chua

c6 cong ty ndo dugc cip biang phat minh sang ché cho
dang phdi hop ciia 02 hoat chét

2 . Micardis Plus Telmisartan + Hydrochlorothiazide- PATENT: EP1467712; EP1467712B2; CHU SO HUU SP: Nha san xuat: BI Pharma
SPK:VN-5863-08 80/12,5_Vién nén, hop 3 vi x 10 vién; hop AU2002242676B2 (Bl Pharma GMbH& Co0.KG)_ GMbH&Co0.KG_CHU/CHUYEN NHUQNG PATENT:Chii s&
1,2,4 vi x 7 vién._-SX: Boehringer PHAM VI: Dang bao ché vién nén 02 16p chira hiru Patent va Nha san xuat: BI Pharma GMbH&Co.KG
Ingelheim Pharma GmbH&Co.KGbuc Telmisartan va Hydrochlorothiazide. Dé nghi bd

Patent lién quan hoat chit dang phdi hgp Telmisartan
va Hydrochlorothiazide

25/7: Cong ty giai trinh: Cong ty 1a chu s& hiru
patent cip cho hoat cht Telmisartan (7/1/1997) cta
thudc Micardis da dugc cong bd trong DM bi¢t dugc
géc (Dot 4). Thubc Micardis Plus (Telmisartan +



Hydrochlorothiazid) dugc luu 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 ph01 hop 2 hoat chat trén.) -> Dé
nghi Cong ty cung cép tai liéu chimg minh cho dén

nay chua c6 Cong ty nao khac dugc cp Patent cho

dang phdi hop 2 hoat chét trén

17/1: Cong ty cung cap két qua tra ciru ciia Cuc S&

hiru tri tu¢ (Cong van s6 10220/TB-SHTT ngay
5/12/2013) va giai trinh hién chi c6 cic bang phat

minh sang ché cho dang bao ché ctia hdn hop 2 hoat

chit Telmisartan + Hydrochlorothiazide -> Pé nghi Cong
ty cung cép tai liéu chimg minh cho dén nay chua c6
cong ty ndo dugc cip bang phat minh sang ché cho dang phdi hop
ctia 02 hoat chat

3 . Micardis Plus Telmisartan + Hydrochlorothiazide- PATENT: EP1467712; EP1467712B2; CHU SO HU'U SP: Nha san xuat: BI Pharma
SPK:VN-7478-09 80/25_Vién nén, hop 3 vi x 10 vién; hop AU2002242676B2 (Bl Pharma GMbH&C0.KG) _ GMbH&C0.KG CHU/CHUYEN NHUQNG PATENT:Chi s¢
1,2,4 vi X 7 vién._-SX: Boehringer PHAM VI: Dang bao ché vién nén 02 16p chira hiru Patent va Nha san xudt: BI Pharma GMbH&Co0.KG
Ingelheim Pharma GmbH&Co.KGDirc Telmisartan va Hydrochlorothiazide. D& nghi bd

Patent lién quan hoat chit dang phdi hop Telmisartan
va Hydrochlorothiazide

25/7: Cong ty giai trinh: Cong ty 1a chu s& hitu
patent cAp cho hoat chat Telmisartan (7/1/1997) cuia
thudc Micardis da duoc cong bd trong DM biét dugc
gbc. Thude Micardis Plus (Telmisartan +
Hydrochlorothiazid) dugc luu 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 chat trén.) ->
Dé nghi Cong ty cung cip tai liéu chirg minh cho
dén nay chua c6 Cong ty nao khac dugc cip Patent
cho dang phdi hop 2 hoat chat trén

17/1: Cong ty cung cap két qua tra ctru ctia Cuc S&
hiru tri tué (Cong van sb 10220/TB-SHTT ngay
5/12/2013) va giai trinh hién chi c6 cic bang phat
minh sang ché cho dang bao ché ciia hdn hop 2 hoat
chat Telmisartan + Hydrochlorothiazide -> Dé nghi Cong
ty cung cAp tai lidu chimg minh cho dén nay chua c6
cbng ty nao duoc cap bang phat minh sang ché

cho dang phdi hop ctia 02 hoat chat



4 Tén doanh nghiép dé nghi cong bo:

Cong ty 6 phan thuwong mai duwoc Hoang L.ong

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

4.1 Khong dap ing quy dinh (Tong sd: 1)

1 . Pentaglobin
SPK:16979/QLD-KD 50ml_-SX: Biotest Pharma
GmbHGermany

5 Tén doanh nghiép dé nghi cong bo:

Immunoglobulin nguoi-50mg/ml_hop 1 lo

PATENT: US4,318,902 (Biotest Serum-institut
GmbH )

US 5410025 (Biotest Pharma GmbH) PHAM VI:
US: Pham vi bao h 1a quy trinh bao ché, khong phai
1a hoat chat_Cac diém 7 va 8 yéu cau bao ho cua
patent US 4,318,902 xac 1ap pham vi bao ho cho
dung dich chira IgM ding dé tiém tinh mach c6 mirc
tidu thu bo thé tdi da cho mdi ml & mirc pha lodng
30 1an 14 0,3, c6 it nhat khoang 70% hoat tinh khang
thé cta phan doan protein ban dau dbi véi E. coli,
Klebsiella, Pyocyaneus, Streptococcus viridans,
Streptococcus haemolyticus, Enterococci va
Staphylococci, va c6 ham lugng IgM khoang 10%
tinh theo toan bd cac globulin. Do thiéu thong tin vé
thanh phan, ham luong, hoat tinh ciia san phdm pham
Pentaglobin nén chua thé danh gia 1a patent US
4,318,902 c6 xéac 1ap pham vi bao ho cho san phadm
thudc tiém nay hay khong.

Patent US 5,410,025 xac 1ap pham vi bao hg cho quy
trinh bao ché ché phdm immunoglobulin da dong
dugc bién ddi hoa hoc. Patent nay khong xéac lap
pham vi bao ho cho hoat chat trong san phim
Pentaglobin hogc san pham thudc tiém Pentaglobin.
Két luan: Khong dap ang quy dinh vé patent cip cho
hoat chét hodc thube tiém.

Cong tv TNHH Pai Bic

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

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

1 . Nivalin Galantamin Hydrobromid-2.5mg/ml_
SPK:VN-17333-13 Dung dich tiém, Hop 10 éng Iml_-SX:

Sopharma PLCBulgaria

PATENT: EP 2123328 B1 (Sopharma AD)_PHAM
VI: EP: Dan xuit Galantamin_Diém 1 yéu cau bao ho
ctia EP 2123328 B1 x4c 14p pham vi bao ho cho din

xuit Galanthamine c6 cong thirc chung I. Diém 12

CHU SO HUU SP: Biotest AG_CHU/CHUYEN NHUONG
PATENT:Biotest Serum-institut GmbH (sau doi tén thanh
Biotest AG)

CHU SO HUU SP: Sopharma AD_CHU/CHUYEN NHUQNG
PATENT:1. Sopharma AD

2. Dé nghi Cong ty cung cip tai liéu va giai trinh vé mdi quan
hé gitta Sopharma AD va Sopharma PLC



2 . Nivalin
SPK:VN-17334-13

Galantamin Hydrobromid-5mg/ml_

Sopharma PLCBulgaria

6 Tén doanh nghiép deé nghi cong bo:

Dung dich tiém, Hop 10 éng Iml_-SX:

yéu cau bao ho cua patent EP 2123328 B1 x4clap
pham vi bao ho cho dugc pham chira Tuy nhién, hop
chat dan xuit Galanthamine c6 cong thirc chung 1.
Tuy nhién, hop chat c6 cong thirc chung I néu trén
chi la hop chat c6 cong thirc chung va khong phai la
hoat chat Galantamine c6 mit trong san pham
Nivalin.

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

PATENT: EP 2123328 B1 (Sopharma AD) PHAM
VI: EP: Dan xuit Galantamin_Diém 1 yéu cau bao ho
ctia EP 2123328 B1 x4c 1ap pham vi bao ho cho dan
xuét Galanthamine c¢6 cong thirc chung I. Diém 12

yéu cau bao ho cua patent EP 2123328 B1 xaclap
pham vi bao hg cho dugc phém chira Tuy nhién, hop
chit dan xuat Galanthamine c6 cong thirc chung I.
Tuy nhién, hop chat c6 cong thirc chung I néu trén
chi la hop chat c6 cong thirc chung va khong phai la
hoat chat Galantamine c6 mit trong san pham
Nivalin.

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

CHU SO HU'U SP: Sopharma AD_CHU/CHUYEN NHUQNG
PATENT:1. Sopharma AD

2. Dé nghi Cong ty cung cip tai liéu va giai trinh v& mdi quan
hé gilta Sopharma AD va Sopharma PLC

Cong ty TNHH Dwoc Pham Viét Phap

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

6.1 Bo sung tii lidu vé viéc chuyén nhuwong Patent (Tong so: 1)

1 . Aloxi Palonosetron-0,25mg_dung dich tiém hop

SPK:VN-13469-11 11¢ 5 ml_-SX: Helsinn Birex

Pharmaceuticals Ltd.Ireland

PATENT: VN 8781 (Helsinn Birex Pharmaceuticals
Ltd)

US 5202333 (Syntex) PHAM VI: VN: Dugc phim
dang 16ng chira Palonosetron -> Pham vi bdo h¢ 1a
dang bao ché, khong phai 1a hoat chat Panolosetron
US: Diém yéu cau bao ho 30; Hoat chét
Palonosetron_Diém 30 yéu ciu bao hg clia patent US
5202333 xac 1ap pham vi bao h¢ cho hoat chét
palonosetron.Két luan: Pap ing quy dinh vé patent
cip cho hoat chat.

CHU SO HU'U SP: Helsinn Healthcare SA_CHU/CHUYEN
NHUGONG PATENT:1. Syntex

2. Cong ty cung cap tai liéu chuyén quyén s& hitu Patent tir
Syntex cho Roche Palo Alto LLC.

3. Dé nghi Cong ty cung cip tai liéu chuyén nhugng Patent
gitta Roche Palo Alto LLC va Helsinn Birex Pharmaceuticals
Ltd hoac giai trinh vé viéc Helsinn Birex Pharmaceuticalss Ltd.
san xuét theo tty quyén va tiéu chuan ciia Roche Palo Alto LLC
31/12: Cong ty Helsinn Healthcare SA cung cap tai liéu xac
nhén Cong ty la ddng chu s hitu Patent vi Cong ty Syntex
(Cong ty Syntex Inc. da sap nhdp vao Syntex LLC nam 2000
va nim 2003 da duoc thay thé tén thanh Roche Palo Alto LLC)



7 Tén doanh nghiép dé nghi cong bo:

Cong ty TNHH Otsuka OPV

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

7.1 Khéng dip ng quy dinh (Tong sb: 1)

1 . Aminoleban
SPK:VD-12656-10

Céc acid amin-_Dung dich tiém truyén
tinh mach 200ml, 500ml_-SX: Cong ty
TNHH Otsuka OPVViét Nam

8 Tén doanh nghiép dé nghi cong bo:

PATENT: US 3950529 (Otsuka Pharmaceutical
Factory Inc) PHAM VI: US: Piém yéu ciu bao ho sd
1; Hon hop cac acid amin
22/11: Cong ty bé sung To hudng dan st dung trong
do co6 thong tin vé thanh phan thude _Khong két luan
do thiéu thong tin vé thanh phan cta san phdm
Aminoleban.
Két luan: Khong dap umg quy dinh vé patent cip cho
thude tiém truyen
17/1: Céc diém 1-5, 10 yéu cdu bao ho cua patent US
3950529 x4c 1ap pham vi bao hd cho ché pham chira
amino acid hodc dung dich tiém truyén tinh mach
chura cac amino acid co ban hodc khong co ban, trong
d6 ham luong L-cystein nam trong khoang tir 0 dén
0,00228 mol/lit. Theo théng tin do cdng ty cung
cép, san phim Aminoleban chira L-cystein véi ham
luong 0,0248 mol/lit va ham lugng nay khong nim
trong khoang ham luong néu trén. Do do, patent US
3950529 khoéng dugce coi 1a xac 1ap pham vi bao ho
cho san phim Aminoleban.
Két luan: Khéng dap ung quy dinh vé patent cép cho
hén hop hoat chit hoic thudc tiém truyén.

Cong ty Helsinn Healthcare SA xac nhian Cong ty la chi s¢ hitu
Patent va Helsinn Birex Pharmaceuticals Ltd. 1a nha san xuét
san phém dya trén Patent

-> Pé nghi Cong ty bd  sung tai liéu c6 xac nhan Ve tinh hop
phap cua céc tai lidu vé viéc chuyén nhuong quyén s¢ hitu
patent giita cac Cong ty

CHU SO HUU SP: Otsuka Pharmaceutical Factory Inc_
CHU/CHUYEN NHUGQNG PATENT:1. Otsuka Pharmaceutical
Factory Inc

2. Giai trinh va cung cap tai liéu lam rd mbi lién hé gitra

Otsuka Pharmaceutical Factory Inc va Cong ty TNHH Otsuka
OPV

22/11: Cong ty cung cap tai lidu x4ac nhan Otsuka
Pharmaceutical Factory Inc cho phép Céng ty TNHH Otsuka

Cty Invida (Singapore) Private Limited

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

8.1 Khéng dap ng quy dinh (Tong sb: 1)




1 . Xamiol gel
SPK:VN-9906-10

Calcipotriol; Betamethasone
dipropionate-50mcg/g; 0,5mg/g_Thudc
Gel, hop 1 tuyp 15g, 30g, 60g_-SX: LEO
Pharmacetutical Products Ltd. A/S (LEO
Pharma A/S)Pan mach

9 Tén doanh nghiép dé nghi cong bo:

PATENT: EP1331927B1 (Leo Pharma A/S) (Patent
khong c6 ddu xac nhan ciia co s6.) PHAM VI: Thanh
phéan thubc dung ngoai chira it nhat mot Vitamin D
hodc trong tu Vitamin D va it nhét mot
corticosteroid -> Giai trinh 1am rd pham vi bao h
trong Patent cho t6 hop (hdn hop) 2 hoat chat. Cac
diém 1-16 yéu cau bao ho ciia patent EP1331927B1
xac 1ap pham vi bao ho cho dugc pham dang gel hau
nhu khong chira nude dé dung ngoai da chira it nhat
mdt vitamin D hodc chit trong ty vitamin D, trong
d6 bao gém Calcipotriol; it nhét mot corticosteroid,
trong d6 bao gdm Betamethasone Dipropionate; it
nhit mot dung méi, chit tao gel thuan nghich sol-
gel, duoc phim nay c6 d6 nhot nam trong khoang tir
5 mPa.s dén 500 mPa.s. Khong dénh gia do khong
¢6 du thong tin vé dung méi, va chit tao gel duoc sir
dung trong san pham Xamiol Gel ciing nhu d¢ nhét
clia san pham nay.

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

CH[:J SO HUU SP: LEO Pharmacetutical Products Ltd. A/S_
CHU/CHUYEN NHUGQONG PATENT:Leo Pharma A/S

CTY TNHH MTV VIMEDIMEX Binh Duong

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

9.1 BO sung tai liéu vé viéc chuyén nhwong Patent (Tong sd: 2)

1 . Lastacaft
SPbK:

Alcaftadine-0.25%_ Hop 1 chai 3ml_-SX:
JHP Pharmaceuticals LLCUSA

2 . Morihepamin

SPK:VN-17215-13 L-Methionine, L-Phenylalanine, L-

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

PATENT: US 5,468,743 (Janssen Pharmaceutic

NV) PHAM VI: Giai trinh 1am rd pham vi bao hd
trong Patent 1a hoat chat Alcaftadine Piém 5 yéu cau
bao ho cia patent US 5,468,743 (dong 47-48, cot 81)
xéc 1ap pham vi bao ho cho hoat chat Alcaftadine.
Ké} luan: Pap tng quy dinh vé patent cap cho hoat
chat.

PATENT: JP 2618653 (Cty CP Roussel
Morishita) PHAM VI: Dugc pham diéu ché tir acid

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

2.Chua c6 tai liéu vé viéc chuyén nhugng patent giita Janssen
Pharmaceutic NV va JHP Pharmaceuticals LLC

30/8: Cong ty cung cap tai lidu xac nhan Cong ty Cong ty
Vistakon Pharmaceutical LLC (hién nay la Cong ty Janssen
Pharmaceutic NV) cho cong ty AIIergan Inc -> D& nghi Cong ty
b6 sung tai liéu chimg minh mbi quan hé giita Vistakon
Pharmaceutical LLC va Cdng ty Janssen Pharmaceutic NV; tai
liéu vé viéc JHP Pharmaceuticals LLC la nha san xuét san phém
theo tiéu chudn va y quyén cua Allergan Inc

CHU SO HUU SP: Ajinomoto Pharmaceuticals Co., Ltd.
CHU/CHUYEN NHUGQNG PATENT:Tai Patent c6 dé cap



Threonine, L-Tryptophan, L-Valine, L-

Alanine, L-Arginine, L-Aspartic acid, L-
Glutamic acid, L-Histidine, L-Serine, L-
Proline, L-Tyrosine, Glycine-7,58%_TUi
200ml, Tai 500ml, dung dich truyén tinh
mach_-SX: Ajinomoto Pharmaceuticals

Co., Ltd.Nhat

9.2 Khéng dap ng quy dinh (Tong so: 4)

1 . Acular
SPK:VN-4151-07

Ketorolac tromethamine-0.50%_ Box 01
bottle 5miI_-SX: Allergan Pharmacetical
Irelandlreland

amin dung cho bénh nhén bi bénh 1y ndo do gan
* Thuoc co6 cung Patent, cung chud so hitu, cung hoat
chat, cuing ham Iugng nhung khac nha san xuat véi

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) -> Dé nghi Cong ty cung cap tai liéu va
giai trinh vé mdi lién hé giita Ajinomoto
Pharmaceuticals Co., Ltd. va Ajinomoto Medica
Co., Ltd._ Piém 1 va 2 yéu cau bao ho ciia patent JP
2618653 B xéc lap pham vi bao ho cho dugc phim
chira axit amin c6 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 phén ciing c6 mit trong san pham
Morihepamin.Két luan: DPap tmg quy dinh vé patent
cap cho hdn hop hoat chét.

PATENT: US7842714 B2 (Allergan Inc) PHAM VI:
US: Thanh phan ketorolac trolamin diéu tri dau mét
> Pham vi bao ho 14 thanh phan dung dich nhé 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 cip cho hoat chit Céc
diém 1-3 yéu ciu bao ho cua patent US7842714 B2
xac 1ap pham vi bdo hd cho dung dich nhan khoa
chira nu6e dé dung khu tra chira ketorolac
tromethamine (0,45% trong luo‘ng/thé tich),
carboxymethyl cellulose (c6 d¢ nhot trung binh va do
nhdt cao), NaCl, sodium citrate dihydrate, chét dém,
Vv6i ty 1& phan tram xac dinh. Do thiéu thong tin vé
cac thanh phan cu thé c6 mit trong san pham Acular
nén chura thé dénh gia 1a patent US7842714 B2 ¢6
xéc 1ap pham vi bao ho cho thude ding cho mit
Acular hay khong. O déy, xin luu ¥ ring ty 18
ketorolac tromethamine 1a 0,45% trong luqng/thé tich
ma khong phai 0,50% trong luqng/thé tich.
Két luan: Khong dap ting quy dinh vé patent cip cho

chuyén nhugng ndm 2007 tir Cty CP Roussel Morishita cho
Cong ty c6 phan Ajinomoto. D& nghi cung cap tai liéu phap ly
chirng minh moi lién hé Cong ty c6 phan Ajinomoto va chu s&

hiru 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 cép gidy chimg nhén lich st thanh 1ap Cong
ty trong d6 c6 viéc ddi tén tir Roussel Morishita thanh
Ajinomoto Pharmaceuticals Co., Ltd (2010) -> Bap ung quy
dinh

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

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



2 . Acuvail
SPK:VN-15194-12

3 . Botox
SPK:VN-6880-08

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

Clostridium Botulinum toxin type A-_
Hop 1 éng 100UI_-SX: Allergan
Pharmaceutical Irelandireland

hoat chét hodc thude dung cho mit.

PATENT: US 7842714 B2 (Allergan Inc) PHAM
VI: US: Thanh phan ketorolac trolamine dé diéu tri
dau mét -> Pham vi bao ho 1a dang bao ché, khong
phai 14 hoat chat Ketorolac tromethamine

18/9: Cong ty giai trinh patent do Cong ty cung cap
xac 1ap pham vi bao ho cho dang bao ché thudc nho
mit theo Quyét dinh s6 1545 Céc diém 1-3 yéu cau
bao ho cua patent US7842714 B2 xac 1ap pham vi
bao ho cho dung dich nhén khoa chira nuéc dé dung
khu tra chira ketorolac tromethamine (0,45% trong
lwong/thé tich), carboxymethyl cellulose (c6 d6 nhét
trung binh va d¢ nhat cao), NaCl, sodium citrate
dihydrate, chit dém, véi ty 1 phan traim xac dinh. Do
thiéu thong tin vé cac thanh ph?ln cu thé c6 mat
trong san pham Acuvail nén chua thé danh gia la
patent US7842714 B2 c6 xac 1ap pham vi bao ho cho
thudc dung cho mat Acuvail hay khong.

Két luan: Khong dap ng quy dinh vé patent cép cho
hoat chét hodc thudc ding cho mit.

PATENT: US 6974578 B1 (Allergan Inc)_PHAM
VI: US: Phuong phép diéu tri sir dung doc t6
botulinum -> Pham vi bao ho 1a phuong phap diéu
tri, khong phai cho hoat chat

18/9: Cong ty bd sung patent US 8501196 B2
(Allergan Inc)_Yéu cau bao ho cta patent US
6974578 xéc 1ap pham vi bdo h¢ cho phuong phap
diéu tri bénh. Patent nay khong xac 1ap pham vi bao
ho cho hoat chat hay san pham thuoc tiém.

Két luan: Khong dap ung quy dinh vé patent cap cho
hoat chat hay san phim thuoc tiém.

17/1: Céc diém 1-6 yéu cau bao ho ciia patent patent
US 8501196 xac 1ap pham vi bao h¢ cho dugc phém
chura collagen va doc td botulinum, trong dé dugc
phdm nay khong chira albumin. Do khong c6 thong
tin cho thiy san phdm Botox chira collagen va khong
chira albumin nén patent US 8501196 khong dugc
coi 14 x4c 1ap pham vi bao ho cho thudc san phdm
Botox.

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

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

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

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

2. Dé nghi Cong ty cung cip tai liéu va giai trinh mi lién hé
giita Allergan Inc va Allergan Pharmaceutical Ireland

18/9: Cong ty cung cip tai liéu xac nhan Allergan Inc 13 cong ty
m¢é cua cong ty Allergan Pharmaceutical Ireland



Két luan: Khong dap ung quy dinh vé& patent cap cho
hoat chat hodc thudc tiém.

4 . Zymar Gatifloxacin-0.03%_Hop 1 chai Sml_-SX: ~ PATENT: EP 1753461 Bl(Allergan Inc) PHAM VI:  CHU SO HUU SP: Allergan Inc. CHU/CHUYEN NHUONG
SPK:VN-14895-12 Allergan Sales, LLCUSA EP: Pham vi bao ho 14 quy trinh bao ché, khong phai PATENT:Allergan Inc
cho hoat chit Gatifloxacin_Cac diém 1-1 yéu cau bao
ho cua patent EP 1753461 B1 xac lap pham vi bao
ho cho ché phém nhan khoa chira hoat cht, chlorine
dioxide duogc 1am 6n dinh, va citric acid va/hodc cac
bazo lién hop clia n6. Tuy nhién, cac hoat chit néu
trong Cac diém 1-1 yéu cau bao ho cua patent EP
1753461 B1 khong bao gdm Gatifloxacin nén patent
nay bi coi 1a khong xéc 1ap pham vi bao ho cho thude
nho mit Zymar.
Két luan: Khong dap ng quy dinh vé patent cép cho
hoat chét hodc thubc ding cho mit.

10 Tén doanh nghiép dé nghi cong bé: Fresenius kabi Asia Pacific Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 1).
10.1 Khéng dap ing quy dinh (Tong sb: 1)

1 . Dipeptiven L-Alanyl-L-Glutamine-20%_Hop 10 lo PATENT: EP 0087750B2 (Kabi Pharmacia CHU SO HUU SP: Fresenius Kabi CHU/CHUYEN NHUONG
SPK:VN1-683-12 50ml, hop 10loj 100ml_-SX: Fresenius GmbH) PHAM VI: EP: Glutamin Acid amin -> PATENT:Kabi Pharmacia GmbH
Kabi Austria GmbHAustria Pham vi bao hd 1a phuong phéap st dung hon hop

acid amin diéu tri, khong phai 1a hoat chat_Patent EP
0087750B2 xac lap pham vi bao hd cho tng dung
ctia glutamine 1a dan xuat aminoacyl héa & vi tri o
dudi dang dipeptid hodc tripeptid tan trong nu6ce dé
san xuit ché pham amino acid chira glutamine dé
dung qua duong miéng hodc ngoai dudng tiéu hoa aé
bd sung hodc bao toan protein trong co thé. Patent
nay khong xac 1ap pham vi bao ho cho hoat chét
trong san pham Dipeptiven hoic thudc tiém truyén
Dlpeptlven

Két luan: Khéng dap tmg quy dinh vé patent cip cho
hoat chét hodc thubc tiém truyén.

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




B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 1).
11.1 Khong dap ng quy dinh (Tong s6: 1)

1 . Quamatel Famotidine-20mg_bot pha tiém, Hop 5 lo PATENT: WO 93/13076 -> WIPO khong nim
SPK:VN-5368-10 + 5 dng dung méi_-SX: Gedeon Richter trong danh sach 14 co quan SHTT dugc cong nhan
PlcHungary PHAM VI: 6/6: Cong ty cung cap patent CN

1074440A_WO 93/13076 1a s6 cong bd ciia don
qudc té ndp theo Hiép uwéc Hop tac Sang ché (PCT).
bay khong phai 1a patent.

CN 1074440A 1a cong bd don yéu cau cap patent
Trung Qudc. Pay khong phai 1a patent.

Két luan: Khong dap ng quy dinh v& patent cép cho
hoat chét hogc thudc tiém.

12 Tén doanh nghiép dé nghi cong b6: Hyphens Pharma Pte. Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).
12.1 Khong dap iing quy dinh (Tong sb: 2)

1 . Bausch & Lomb Glycerin, propylene Glycol-0.3%;1% PATENT: US 5800807 (Bausch & Lomb
Moistures Eyes 15ml_Hop 1 1o 15ml_-SX: Bausch & Incorporgted)_PHAM VI: Thudc nho mat chira 2
SPK:VN-12501-11 Lomb IncorporatedM§y thanh phan Glycerin va propylene Glycol.

17/5: Cong ty giai trinh Patent US 5800807 xac lap
pham vi bao h¢ cho dang bao ché cua thude chira hoat
chat dung cho mat Céc diém 1-6 yéu cau bao hd
cua patent US 5800807 xac 1ap pham vi bao hd cho
ché pham nhén khoa chira glycerin voi lugng 0,2 dén
1,5 trong luong; propylene glycol véi lugng 0,2 dén
1,5 trong luong, ché pham nay c6 ndng do mol dong
thdm thau (osmolality) nam trong khoang tir 175 dén
330 mOsm/kg va c6 pH nam trong khoang tir 6,0 dén
8.
Céc diém 7 va 8 yéu cau bao ho cua patent US
5800807 xac 1ap pham vi bao ho cho dung dich nhan
khoa dung nué6c mét nhén tao chira glycerin véi lugng
0,2 dén 1,5 trong lugng; propylene glycol voi luong
0,2 dén 1,5 trong luong, dan xuat cellulose voi lugng
0,2 dén 3,0% ché phim nay c6 nong d6 mol dong
thém théu (osmolality) ndm trong khoang tir 280 dén
320 mOsm/kg va c6 pH nam trong khoang tir 7,1 dén
7,5.

CHU SO HU'U SP: Gedeon Richter Plc. CHU/CHUYEN
NHUONG PATENT:

CH[:J SO HUU SP: Bausch & Lomb Incorporated
CHU/CHUYEN NHUGQNG PATENT:Bausch & Lomb
Incorporated



2 . Corneregel Dexpanthenol 5%-5% (50mg/g) Hop 1
SPK:VN-15470-12  tuyp 10g gel nhé mét_-SX: Dr. Gerhard
Mann Chem.-Pharm.fabrik GmbHD1rc

13 Tén doanh nghiép dé nghi cong bo:

Do thiéu thong tin vé ndng d6 mol dong tham thau
(osmolality), pH va thanh phan ciia san pham Bausch
& Lomb Moistures Eyes nén chua thé danh gia 1a

patent US7842714 B2 c6 xéc 1ap pham vi bao h¢ cho
san pham nay hay khong.

Két luan: : Khéng dap tmg quy dinh Ve patent cip
cho hoat chat hodc thudc ding cho mit.

PATENT: CA2115279 (Dr.Gerhard Mann Chem-
pharmfabrik GmbH) PHAM VI: San pham duoc
pham chira Dexpanthenol ding tai chd -> Pham vi
bao ho 1a dang bao ché khong phai 1a hoat chét
Dexpanthenol.

17/5: Cong ty giai trinh Patent CA2115279 xac lap
pham vi bao hd cho dang bao ché cua thude chira hoat
chat ding cho mit_Céc diém 1-8 yéu cau bao ho cia
patent CA2115279 xac 1ap pham vi bdo hé cho dugc
pham v6 tring chita Dexpanthenol dé sir dung khu
tra, dugc phadm nay chira gel acid polyacrylic ¢6 phan
tir luong khoang 3 dén 5 triéu o dang trung tinh
khong hoan toan 1am chét dan. Khong ¢ thong tin
cho thy san pham Corneregel chira gel acid
polyacrylic c6 phan tir lwong khoang 3 dén 5 triéu &
dang trung tinh khong hoan toan 1am chat din. Do
d6, chua thé danh gid la patent CA2115279 xac lap
pham vi bao hd cho san pham nay hay khong.

Két luan: : Khéng dap Gmg quy dinh vé patent cip
cho hoat chat hogc thudc dung cho mit.

Laboratoire Chauvin

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)

1 .indocollyre indomethacin-indomethacin 0,1%_ hop 1
SPK:VN-12548-11 1o 5 ml thuéc nho mit_-SX: Laboratoire
ChauvinPhap

PATENT: US 5,744,154 (Laboratoire Chauvin

SA) PHAM VI: US: Dung dich nho mét chira
Indomethacin -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chit Indomethacin

17/5: Cong ty giai trinh Patent US 5,744,154 xac
1ap pham vi bao ho cho dang bao ché ctia thube chira

CHU SO HUU SP: Dr. Gerhard Mann Chem.-Pharm.fabrik
GmbH_CHU/CHUYEN NHUONG PATENT:Dr. Gerhard Mann
Chem.-Pharm.fabrik GmbH

CHU SO HU'U SP: Laboratoire Chauvin CHU/CHUYEN
NHUONG PATENT:Laboratoire Chauvin SA



14 Tén doanh nghiép dé nghi cong bo:

hoat chit indomethacin ding cho mat_Céc diém 1-6
yéu cau bao ho ciia patent US 5,744,154 xac lap
pham vi bao ho cho nudc thom (lotion) ding cho mét
dang sir dung dugc ngay (ready-to-use) chira
indomethacin va beta- hodav gamma- cyclodextrin
dugc ete hoa bang nhom C1-C4 alkyl hoic C1-C4
hydroxyalkyl, dudi dang dung dich trong nudc, trong
d6 cyclodextrin 6 mit véi ty 1& mol it nhat 1a 10/ 1
so voi indomethacin va pH ctia dung dich nay la tir
4,0 dn 6,0. Do thiéu thong tin vé thanh phﬁn, cAu
tric cuia cyclodextrin va pH ciia san pham Indocollyre
nén chwa thé danh gié 1a patent US 5,744,154 c¢6 xac
1ap pham vi bao ho cho san pham Indocollyre hay
khong.
Két luan: Khong dép ung quy dinh vé patent cip cho
hoat chét hodc thudc ding cho mit.

Les Laboratoires Servier

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

14.1 Xin vy kién Hoi dong (dang phdi hop 2 hoat chit) (Tong sb: 7)

S6  Tén thudc - SPK

Hoat chét - Him lwong - Quy cach

Patent - Chu sé hitu - Pham vi biao ho

1 . Bi Preterax
SPK:VN-3070-07

Perindopril tert-butylamine 4mg,
Indapamid 1,25mg-Perindopril tert-
butylamine 4mg, Indapamid 1,25mg_Hop
1 vi 30 vién nén_-SX: Les Laboratoires
Servier IndustriePhap

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier) PHAM VI: US: Su két hop ciia chat trc ché
enzyme chuyén dbi cao huyét ap v6i mot thude loi
tiéu dé diéu tri rbi loan vi tudn hoan
28/6: Cong ty giai trinh la chu s¢ hiru cua cac san
pham dang phéi hop 2 hoat chit do:
- Cong ty 1a chu s¢ hitu cua cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao hd
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chat: Indapamide) (c4c thudc nay da
dugc cong bd trong DM BDG).
- Céc san pham chtra 2 hoat chit trén duoc cip phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho cua hoat chat Perindopril (trong thoi
gian nay khong cong ty nao duoc phep sir dung hoat
chit dé san xut san pham) (Ngoai ra, dang muoi
Arginine cua hoat chét nay duoc cip Patent US
6696481 ngay 24/2/2004) Patent US 6653336B2 xac

Quyén sé hiru, chuyén giao patent

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

Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chua c6 cong ty nao khac dugc cip bang phat minh sang
ché cho dang phdi hop cua 02 hoat chit Perindopril va
Indapamide

17/10: Cong ty giai trinh: cin ctr két qua tra ctru cia Cuc
SHTT chi tim thay sang ché vé dang bao ché ciia hdn hop 2
hoat chat Perindopril Arginine va Indapamid do Cong ty Les
Laboratoires Servier dtmg tén chii s hitu va khong tim thiy
Patent ctia Cong ty nao khac cap cho hdn hop 2 hoat chat




. Bi Preterax Arginine Perindopril Arginine 5mg & Indapamide
1,25mg-Perindopril Arginine 5mg &
Indapamide 1,25mg_Hop 1 19 30 vién
nén_-SX: Les Laboratoires Servier
IndustriePhap

1ap pham vi bao ho cho phuong phap diéu tri réi

loan vi tudn hoan dong mach - mao mach. Tuy

nhién, patent nay khong xac 1dp pham vi bao hd cho
hdn hop hoat chat gdm Perindopril tert-butylamine va
Indapamid.Két luan: Khong dap tmg quy dinh vé
patent cAp cho hdn hop hoat chat. Huéng khéc phuc:
Xac dinh chinh xac patent xac 1ap pham vi bdo ho
cho hdn hop gém Perindopril tert-butylamine va

Indapamid. -> D& nghi Cong ty cung cap tai liéu ching

minh cho dén nay chua c6 cong ty nao dugc cip biang phat

minh séang ché cho dang phdi hop ctia 02 hoat chat

PATENT: US 6653336 (Les Laboratoires Servier)_
PHAM VI: US: Su két hop clia chat tic ché enzyme
chuyén d6i cao huyét ap v6i mot thude loi tiéu dé
diéu tri rdi loan vi tudn hoan
28/6: Cong ty gidi trinh 1a chd s¢ hitu cla cac san
pham dang phéi hop 2 hoat chat do:

- Cong ty 1a chu s¢ hitu cua cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).
- Céc san pham chira 2 hoat cht trén dugc cip phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho cua hoat chat Perindopril (trong thoi
gian nay khong cong ty nao duoc phép st dung hoat
chat dé san xut san pham) (Ngoai ra, dang mudi
Arginine cua hoat chét nay dugc cap Patent US
6696481 ngay 24/2/2004)_Patent US 6653336B2 xac
1ap pham vi bao ho cho phuong phap diéu tri réi
loan vi tudn hoan dong mach - mao mach. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hén hop hoat chit gdm Perindopril Arginine va
Indapamid.Két luan: Khong dap tng quy dinh vé
patent cap cho hdn hop hoat chat.Huéng khéc phyc:
Xac dinh chinh xdc patent xac 14p pham vi bao ho
cho hén hop gom Perindopril Arginine va Indapamid.
> Pé ‘nghi Cong ty cung cap tai liéu ching minh
cho dén nay chwa c6 cong ty nao duge cip bang phat
minh sang ché cho dang phdi hgp cua 02 hoat chat

CHU SO HUU SP: Les Laboratoires Servier CHU/CHUYEN
NHUONG PATENT:Les Laboratoires Servier
Dé nghi Cong ty cung cip bd sung tai liéu chirg minh cho dén
nay chua c6 cong ty nao khac dugc cp bang phat minh sang
ché cho dang phdi hop ciia 02 hoat chat Perindopril va
Indapamide
17/10: Céng ty giai trinh: can ctr két qua tra ciru ciia Cuc
SHTT chi tim thiy sang ché vé dang bao ché ciia hdn hop 2
hoat chit Perindopril Arginine va Indapamid do Céng ty Les
Laboratoires Servier dimng tén chii s¢ hitu va khong tim thdy
Patent ctia Cong ty nao khac cép cho hdn hop 2 hoat chat



3 . Coversyl Plus
SPK:VN-13762-11

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

Perindopril tert-butylamine 4mg,
Indapamid 1,25mg-Perindopril tert-
butylamine 4mg, Indapamid 1,25mg_ Hop
1 vi 30 viénnén -SX: Les Laboratoires
Servier IndustriePhap

Perindopril Arginine 10, Indapamid
2,5mg-Perindopril Arginine 10,
Indapamid 2,5mg_Hop 1 1o 30 vién nén
bao phim_-SX: Servier (Ireland)
Industries LtdPhap

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier) PHAM VI: US: Su két hop clia chat tic ché
enzyme chuyen d01 cao huyet ap voi mot thude 1oi
tiéu dé diéu tri i loan vi tuan hoan

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

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

- Céc san pham chira 2 hoat chat trén dugc cap phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho cua hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép str dung hoat
chit dé san xuit san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay duogc cip Patent US
6696481 ngay 24/2/2004) Patent US 6653336B2 xac
1ap pham vi bao ho cho phuong phap diéu tri réi
loan vi tudn hoan dong mach - mao mach. Tuy
nhién, patent nay khong xac 1ap pham vi bao h cho
hén hop hoat chat gdm Perindopril tert-butylamine va
Indapamid.Két luan: Khong dap tmg quy dinh vé
patent cip cho hdn hop hoat chat. Hudng khéc phuc:
Xac dinh chinh xac patent xac 1p pham vi bao ho
cho hén hop gém Perindopril tert-butylamine va

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

Dé nghi Cong ty cung cip bd sung tai liéu chirng minh cho dén
nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cuia 02 hoat chat Perindopril va
Indapamide

17/10: Cong ty giai trinh: can ctr két qua tra ciru ciia Cuc
SHTT chi tim thdy sang ché vé dang bao ché ciia hdn hop 2
hoat chét Perindopril Arginine va Indapamid do Cong ty Les
Laboratoires Servier dimg tén chu s¢ hiru va khong tim thay
Patent ctia Cong ty nao khac cép cho hdn hop 2 hoat chat

Indapamid. -> Dé nghi Cong ty cung cap tai liéu chimg minh

cho dén nay chwa c6 cong ty nao dugc cap bing phat
minh sang ché cho dang phdi hop ctia 02 hoat chat

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier) PHAM VI: US: Su két hop cia chat trc ché
enzyme chuyén déi cao huyét 4p v6i mot thude loi
tiéu dé diéu trj rdi loan vi tudn hoan

28/6: Cong ty gidi trinh 1a chu s¢ hitu cta cac san
phim dang phéi hop 2 hoat chit do:

- Cong ty 1a chu s¢ hitu cta cac thubc BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chit: Indapamide) (cac thudc nay da

CHU SO HU'U SP: Les Laboratoires Servier CHU/CHUYEN
NHUONG PATENT:Les Laboratoires Servier

Dé nghi Cong ty cung cip bd sung tai liéu chirng minh cho dén
nay chua c6 cong ty nao khac dugc cdp bang phat minh sang
ché cho dang phdi hop cuia 02 hoat chét Perindopril va
Indapamide

17/10: Céng ty giai trinh: can ctr két qua tra ctru cua Cuc
SHTT chi tim thdy sang ché vé dang bao ché ciia hdn hop 2
hoat chat Perindopril Arginine va Indapamid do Cong ty Les
Laboratoires Servier ding tén chii s hitu va khong tim thay



5 . Coversyl Plus
Arginine
SPK:VN-7730-09

Perindopril Arginine 5mg & Indapamide
1,25mg-Perindopril Arginine 5mg &
Indapamide 1,25mg_Hop 1 1o 30 vién nén
bao phim_-SX: Les Laboratoires Servier
IndustriePhap

dugc cong bd trong DM BDG).

- Céc san pham chita 2 hoat chit trén dugc cip phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho cua hoat chat Perindopril (trong thoi
gian nay khong cong ty nao duoc phep sir dung hoat
chat dé san xut san pham) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cap Patent US
6696481 ngay 24/2/2004)_Patent US 6653336B2 x&c
1ap pham vi bao ho cho phuong phép diéu tri rbi
loan vi tudn hoan dong mach - mao mach. Tuy
nhién, patent nay khong xac 1dp pham vi bao hd cho
hén hop hoat chat gdm Perindopril Arginine va
Indapamid.Két luan: Khong dap tmg quy dinh vé
patent cip cho hdn hop hoat chat. Hudng khéc phuc:
Xéac dinh chinh xdc patent xdc lép pham vi bao h¢
cho hdn hop gém Perindopril Arginine va Indapamid.
> Ppé ‘nghi Cong ty cung cap tai liéu chimg minh
cho dén nay chwa c6 cong ty nao duoc cap bang phat
minh sang ché cho dang phdi hop ciia 02 hoat chat

PATENT: US 6,653,336 B2 (Les Laboratoires
Servier) PHAM VI: US: Su két hop ciia chat trc ché
enzyme chuyén d6i cao huyét ap véi mot thude loi
tiéu dé diéu tri réi loan vi tudn hoan

28/6: Cong ty gidi trinh 1a chd so hitu cla cac san
pham dang phéi hop 2 hoat chat do:

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

- C4c san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao duoc phép st dung hoat
chat dé san xut san pham) (Ngoai ra, dang mudi
Arginine cua hoat chét nay dugc cap Patent US
6696481 ngay 24/2/2004)_Patent US 6653336B2 xac
1ap pham vi bao hd cho phuong phép didu tri rbi
loan vi tudn hoan dong mach - mao mach. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hén hop hoat chit gdm Perindopril Arginine va

Patent ctia Cong ty nao khac cép cho hdn hop 2 hoat chat

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

Dé nghi Cong ty cung cip bd sung tai liéu chirng minh cho dén
nay chua c6 cong ty nao khac dugc cp bang phat minh sang
ché cho dang phdi hop ctia 02 hoat chét Perindopril va
Indapamide

17/10: Céng ty giai trinh: can ctr két qua tra ciru ciia Cuc
SHTT chi tim thiy sang ché vé dang bao ché ciia hdn hop 2
hoat chit Perindopril Arginine va Indapamid do Céng ty Les
Laboratoires Servier dimg tén chii s hitu va khong tim thiy
Patent ctia Cong ty nao khac cip cho hdn hop 2 hoat chét



6 . Preterax
SPK:VN-13763-11

7 . Preterax Arginine
SPK:VN-7731-09

Perindopril tert-butylamine 2mg,
Indapamid 0,625mg-Perindopril tert-
butylamine 2mg, Indapamid 0,625mg_Hop
1 vix 30 vién -SX: Les Laboratoires
Servier IndustriePhap

Perindopril Arginine 2,5mg, Indapamid
0,625mg-Perindopril Arginine 2,5mg,
Indapamid 0,625mg_Hop 1 lo 30 vién nén

Indapamid.Két luan: Khong dap tmg quy dinh vé
patent cap cho hdn hop hoat chat. Huéng khic phuc:
Xac dinh chinh xac patent xac 1ap pham vi bao ho
cho hdn hop gém Perindopril Arginine va Indapamid.
-> Pé nghi Cong ty cung cap tai liéu chimg minh

cho dén nay chua c6 cong ty nao duoc cap bang phat
minh sang ché cho dang phdi hop ctia 02 hoat chat

PATENT: US 6,653,336 (Les Laboratoires Servier)_
PHAM VI: US: Su két hop clia chat tic ché enzyme
chuyén d6i cao huyét ap v6i mot thude loi tiéu dé
diéu tri rdi loan vi tudn hoan
28/6: Cong ty gidi trinh 1a chd s¢ hitu cla cac san
pham dang phéi hop 2 hoat chat do:
- Cong ty 1a chu so hitu ciia cac thuéec BDG Coversyl
(hoat chét: Perindopril - hoat chét nay duoc bao ho
trong Patent EP 0049658 tir nam 1984-2004) va
Natrilix SR (hoat chét: Indapamide) (cac thudc nay da
dugc cong bd trong DM BDG).
- Céc san pham chira 2 hoat chit trén dugc cip phép
lwu hanh 14n déu tai Phap ngdy 25/11/1997, trong
thoi gian bao ho cua hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép st dung hoat
chat dé san xudt san pham) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay dugc cip Patent US
6696481 ngay 24/2/2004)_Patent US 6653336B2 xac
1ap pham vi bao ho cho phuong phap diéu tri réi
loan vi tudn hoan dong mach - mao mach. Tuy
nhién, patent nay khong xac 1ap pham vi bao hd cho
hén hop hoat chit gdm Perindopril tert-butylamine va
Indapamid.Két luan: Khong dap tung quy dinh vé
patent cip cho hdn hop hoat chat. Hudng khic phuc:
Xac dinh chinh xac patent xac 14p pham vi bao ho
cho hdn hop gom Perindopril tert-butylamine va

CHU SO HU'U SP: Les Laboratoires Servier CHU/CHUYEN
NHUONG PATENT:Les Laboratoires Servier

Pé nghi Cong ty cung cip bd sung tai liéu chimg minh cho dén
nay chua c6 cong ty nao khac dugc cip bang phat minh sang
ché cho dang phdi hop ciia 02 hoat chat Perindopril va
Indapamide

17/10: Cong ty giai trinh: can ctr két qua tra ctru cta Cuc
SHTT chi tim thay sang ché vé dang bao ché ciia hdn hop 2
hoat chat Perindopril Arginine va Indapamid do Cong ty Les
Laboratoires Servier ding tén chii s& hitu va khong tim thiy
Patent ctia Cong ty nao khac cép cho hdn hop 2 hoat chat

Indapamid. -> D& nghi Cong ty cung cap tai liéu chimg minh

cho dén nay chua c6 cong ty nao dugc cap bang phat
minh sang ché cho dang phoi hgp ctia 02 hoat chat

PATENT: US 6,653,336 (Les Laboratoires Servier)_
PHAM VI: US: Sy l;ét hop cua chat trc ché enzyme
chuyén doi cao huyét ap véi mét thudc lgi tiéu dé

CHU SO HU'U SP: Les Laboratoires Servier CHU/CHUYEN
NHUONG PATENT:Les Laboratoires Servier
Peé nghi Cong ty cung cap bo sung tai liéu chung minh cho dén



bao phim_-SX: Les Laboratoires Servier
IndustriePhap

15 Tén doanh nghiép dé nghi cong bo:

diéu tri r6i loan vi tudn hoan

28/6: Cong ty giai trinh 1a chu s& hitu ciia cac san
pham dang phéi hop 2 hoat cht do:

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

- Céc san pham chira 2 hoat chat trén dugc cap phép
lwu hanh 1an dau tai Phap ngay 25/11/1997, trong
thoi gian bao ho ciia hoat chat Perindopril (trong thoi
gian nay khong cong ty nao dugc phép str dung hoat
chit dé san xut san phim) (Ngoai ra, dang mudi
Arginine ciia hoat chit nay duogc cip Patent US
6696481 ngay 24/2/2004) Patent US 6653336B2 x4c
1ap pham vi bao ho cho phuong phép diéu tri rbi
loan vi tudn hoan dong mach - mao mach. Tuy

nhién, patent nay khong xac 1ap pham vi bao hd cho
hén hop hoat chat gdm Perindopril Arginine va
Indapamid.Két luan: Khong dap ung quy dinh vé
patent cip cho hdn hop hoat chat. Hudng khéc phuc:
Xac dinh chinh xac patent xac 1ap pham vi bao ho
cho hdn hop gdm Perindopril Arginine va Indapamid.
> Pé nghi Cong ty cung cap tai lidu chimg minh

cho dén nay chwa c6 cong ty nao duoc cép bang phat
minh séang ché cho dang phdi hop ctia 02 hoat chat

Sanofi Aventis Viét Nam

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

15.1 Khong dap wng quy dinh (Tong so0: 2)
1 . Enterogermina Bacillus clausii, spores of polyantibiotic-
SPK:VN-6799-08 resistant-2 ty bao t/5ml_Hop 1 vi va 2 vi
x 10 éng 5ml, hdn dich uéng_-SX: Unither
NormandyFrance

PATENT: US 8,039,006 (Sanofi) PHAM VI: US:
Ché phdm dang rén chira bao tir vi khudn khong gay
bénh dang Bacillus -~ PHam vi bao ho 1a dang bao
ché_Cac diém 1-14 yéu cau bao ho cua patent US
8,039,006 xac 1ap pham vi bao hd cho ché phém chira
bao tir sbng cua vi khuan khong gay bénh tir mot
hodc nhiéu ching dwoc chon tir Bacillus clausii dugc
hap phu 1én chit nén duge lam tir hop chat ¢6 tinh

nay chura c6 cong ty nao khac dugc cap bang phat minh sang
ché cho dang phdi hop cuia 02 hoat chat Perindopril va
Indapamide

17/10: Cong ty giai trinh: can ctr két qua tra ciru ctia Cuc
SHTT chi tim thay sang ché vé dang bao ché ciia hdn hop 2
hoat chét Perindopril Arginine va Indapamid do Cong ty Les
Laboratoires Servier dumg tén chu s¢ hiru va khong tim thay
Patent ctia Cong ty nao khac cép cho hdn hop 2 hoat chét

CHU SO HU'U SP: Sanofi Aventis CHU/CHUYEN NHUQNG
PATENT:1. Sanofi

2. Sanofi da sap nhép voi Aventis thanh Sanofi- Aventis

3. De nghi Cong ty giai trinh vé viée Unither Normandy san
xudt theo iy quyén va tiéu chuan cua Sanofi-Aventis



2 . Essentiale Phospholipid from soya-beans-300mg_
SPK:VN-11314-10 Hop 1 19 x 50 vién nang, hop 5 vix 10
Vvién nang_-SX: A. Nattermann &
Cie.GMbHGermany

16 Tén doanh nghiép dé nghi cong bo:

hap phu khong tan trong nudc va dan xuat cellulose.
Tuy nhién, patent ndy khong xac lap pham vi bao ho
cho hoat chat trong hén dich udng Enterogermina.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat.

PATENT: EP 0615746B1 (Rhone-poulenc Rorer)_
PHAM VI: EP: Hg liposome nudc va quy trinh diéu
ché -> Pham vi bao ho 1a dang bao ché, khong phai
1a hoat chat. Cac diém 1-13 yéu cdu bao ho cua
patent EP 0615746B xac 1ap pham vi bao hd cho hé
chira c4c nang nudc chira it nhat mot phospholipid va
mdt chéat khong phai 1a phospholipid. Tuy nhién,
patent nay khong xac 1ap pham vi bao hd cho hoat
chat phospholipid trong san pham Essentiale.

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

CHU SO HU'U SP: Sanofi Aventis CHU/CHUYEN NHUQNG
PATENT:1. Rhone-poulenc Rorer

2. Cong ty cung cap tai lidu xac nhan Rhone-poulenc Rorer d
sap nhap vao Sanofi-Aventis

3. P& nghi Cong ty giai trinh vé viéc A. Nattermann &
Cie.GMDbH san xuit theo y quyén va tiéu chuan cta Sanofi-
Aventis

Van phong dai dién B.Braun Medical Industries Snd.Bhd tai Ha Noi

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

16.1 Khong dap wng quy dinh (Tong so: 1)
1 . Gelofusine Succinylated Gelatin-4%, 500ml_Hop 10
SPK:VN-13504-11 chai nhya x 500ml, Dung dich tiém truyén

tinh mach_-SX: B.Braun
MalaysiaMalaysia

PATENT: US 3984391 (Laboratorien Hausmann
AG) PHAM VI: US: Keo dong vat bién d6i bang
cach giam nhiét d nong chay cua keo -> Pham vi
bao ho alf dang bao ché, khong phai 1a hoat chat Cac
diém 1-13 yéu cau bao ho ciia patent US 3984391 xéac
1ap pham vi bao ho cho gelatin cai bién c6 diém
chay gel giam chura gelatin ¢6 phan tir lugng trung
binh it nhat khoang 20.000 va c6 it nhit 6% tdng cac
gbc amino acid c6 hoat tinh quang hoc chira alanine,
isoleucine, leucine, serine va proline c6 mat trong
gelatin & dang D. Céc diém 14-17 yéu cau bao ho cua
patent US 3984391 xac 1ap pham vi bao hd cho
dung dich gelatin trong nudc chtra tir 3 dén 6% trong
luong gelatin cai bién néu trén. Diém 28 va 29 yéu
cau bao ho ciia  patent US 3984391 xéc lap pham vi
bao h cho dung dich nudc thich hop dé sir dung

CHU SO HUU SP: B.Braun Medical Industries_
CHU/CHUYEN NHUQONG PATENT:1. Laboratorien
Hausmann AG

2. bé nghi Cong ty cung cép tai ligu vé viéc B.Braun Malaysia
san xuét theo lty quyén va tiéu chuan ciia Laboratorien
Hausmann AG



lam chét thay thé huyét twong chira gelatin cai bién
néu trén hodc dung dich gelatin trong nudc néu trén.
Do thiéu thong tin vé gelatin c6 mit trong san pham
Gelofusme (diém chay gel, phan tir luong trung binh,
cac gdc amino acid co mit) nén chua thé danh gia 1a
patent US 3984391 ¢6 xac lap pham vi bao ho cho
hoat chét gelatin trong san pham Gelofusine hay san
pham dung dich tiém truyén tinh mach Gelofusine
hay khong.

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

17 Tén doanh nghiép dé nghi cong b6: VPDD Alcon Pharmaceuticals Ltd.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thudc: 4).
17.1 Khong dap wng quy dinh (Téng s6: 4)

1 . Betoptic S Drop Betaxolol 0.25%-0.25%, Sml_Hdn dich PATENT: EP 590786 (Alcon Laboratories Inc)_ CHU SO HUU SP: Alcon Pharmaceuticals Ltd.
0.25% 5ml nhoé mit_-SX: S.A.Alcon-Couvreur.N.V - PHAM VI: EP: Str dung qhét dién hoat agion de cé}i CHU/CHUYEN NHUONG PATENT:Alcon Laboratories Inc
SPK:VN-10718-10 BelgiumBi thién tac dung khang khuan ctua thanh phan nhé mat -

> Pham vi bao ho 1a dang bao ché hdn dich nho mét
st dung chét dién hoat anion, khong phai bao ho cho
hoat chét Betaxolol Cac diém 17-26 yéu cau bao ho
cua patent EP 590786 xac 1ap pham vi bao h¢ cho
ché pham nhén khoa c6 hiéu luc khang vi sinh vat gia
tang hodc dugc cai thién chura chét dién ly cao phan
tur cation c6 hoat tinh khang vi sinh vat, hoat chat
(trong d6 bao gdm Betaxolol), chat hoat dong bé mit
anion. Do thiéu thong tin vé chét dién ly cao phan
tur cation c6 hoat tinh khang vi sinh vét, chét hoat
dong bé mat anion cu thé ¢o mat trong san phém
Betoptic S Drop nén chua thé danh gia 1a patent EP
590786 co6 xac 1ap pham vi bao ho cho thudce dung
cho miét Betoptic S Drop hay khong.

Két luan: Khong dap ung quy dinh vé patent cap cho
hoat chit hoic thudc dung cho mit.

2 . Duotrav Drop 2.5ml Travoprost; Timolol-40mcg/ml; 5mg/ml PATENT: EP 1,920,764 (Alcon Laboratories Inc) CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
(Bak Free) 2.5ml_H&n dich nhé mat_-SX: S.A.Alcon- PHAM VI: EP: Ester Fluprostenol isopropyl st dung CHU/CHUYEN NHUGNG PATENT:Alcon Laboratories Inc
SPK:VN-5725-08 Couvreur.N.V - BelgiumBi deé dicu tri glaucom -> Pham vi bao h¢ 1a dang bao



3 . Systane Drop 15ml
SPK:VN-13977-11

Propylene glycol; Propylene glycol-

0.3%; 0.4%; 15ml_Hdn dich nhé mit_-SX:

Alcon Laboratories Inc - USAMY

4 . Systane Ultra Drop Propylene glycol; Polyethylene glycol-

5mi
SPK:VN1-4956-10

0.3%; 0.4%; 5ml_Hdn dich nhé mét_-SX:
Alcon Laboratories Inc - USAMY

ché c6 thanh phan cong thiic chira Travoprost;
Timolol Céac diém 1-5 yéu cau bao ho cua patent EP
1,920,764 xac 1ap pham vi bao hd cho ché phém
ding khu tra cho mét dé diéu tri bénh ting nhan p
va tang huyét 4p mat chira fluprostenol isopropyl
ester voi lugng c6 tac dung diéu tri, v6i diéu kién ché
pham nay khong chtra cac thanh phan sau: hop chat
(F) 0,0001% trong lugng, fluprostenol isopropyl ester
0,001% trong lugng, benzalkonium chloride 0,01%
trong luong, dextran 70 0,1% trong lugng, disodium
edetate 0,05% trong lugng, potassium chloride 0,12%
trong lugng, sodium chloride 0,77% trong luong,
hydroxypropyl methyl cellulose 0,3% trong lugng,
HCI va/hodc NaOH dé diéu chinh pH, va nudc tinh
khiét vira da dén 100%. Patent nay khong xac 1ap
pham vi bao hd cho t6 hop hay hdn hop chira
travoprost va timolol, ciing nhu thudc dung cho mit
chira hai thanh phan nay.

Két luan: Khong dap tng quy dinh vé patent cap cho
t6 hop (hdn hop) hoat chat hodc thude ding cho mét.

PATENT: US 6,838,449 (Alcon Pharmaceutical

Ltd) PHAM VI: US: Thudc mit chira galactomannan
polymer va borate -> giai trinh 1am r6 pham vi béo
ho6 cho hdn hop 2 hoat chat Propylene glycol va
Propylene glycol_Patent US 6,838,449 xac 1ap pham
vi bao ho cho ché phém lam tron mét chira mot hodc
nhiéu hop chit Borate va galactomannan polysac
charide, trong khi khong dé cap dén Propylene
Glycol. Do d6, patent US 6,838,449 khong xac lap
pham vi bao hd cho san phim thudc ding cho mit
Systane Drop.

Két luan: Khong dap tmg quy dinh vé patent cép cho
thude dung cho mit.

PATENT: US 6,838,449 (Alcon Pharmaceutical
Ltd) PHAM VI: US: Thudc mét chtra galactomannan
polymer va borate -> giai trinh 1am r6 pham vi bao
ho6 cho hdn hop 2 hoat chét Propylene glycol va

CHI:J SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGQONG PATENT:Alcon Pharmaceuticals
Ltd.

CHU SO HU'U SP: Alcon Pharmaceutical Ltd CHU/CHUYEN
NHUONG PATENT:Alcon Pharmaceutical Ltd



Propylene glycol Patent US 6,838,449 xac lap pham
vi bao ho cho ché phém lam tron mét chua mot hodc
nhiéu hop chit Borate va galactomannan polysac
charide, trong khi khong dé cap dén Propylene
Glycol. Do d6, patent US 6,838,449 khong xac 1ap
pham vi bao hd cho san pham thudc ding cho mat
Systane Drop.

Két luan: Khong dap tng quy dinh vé patent cap cho
thu6c dung cho mit.

18 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 thudc: 1).
18.1 Xin y kién Hoi dong (dang phéi hop 2 hoat chit) (Tong so: 1)

1 .PLENDIL PLUS  Felodipine, metoprolol succinate- PATENT: US4,942,040 (AB Hassle) PHAM VI: CHU SO HUU SP: AstraZeneca CHU/CHUYEN NHUONG
SPK:VN-9937-10 Felodipine 5 mg, Metoprolol succinate US: Ché pham dugc phdm va quy trinh diéu ché PATENT:AB Hassle (Cong ty cung cap tai liéu xac nhan AB
47,5 mg tuwong duong véi metoprolol 27/11: Cong ty giai trinh Cong ty 1a chd so hitu Hassle sap nhap vao Astrazeneca AB - tai liéu kém theo thudc
tartrate 50 mg_Vién nén phoéng thich kéo Patent ca‘ip cho tirng hoat chét riéng 1&: hoat chét Imdur va tai liéu xac nhan AstraZeneca Singapore Pte Ltd,
dai.chai 30 vién_-SX: AstraZeneca Felodipine (biét dugc Plendil da dugc cong bd trong AstraZeneca AB la cong ty con cuia tdp doan AstraZeneca)

danh myc BDG Dot 3); hoatchét Metoprolol
succcinate (biét dugc betaloc ZOK da dugc cong bd
trong danh muc BDG Dot 1) va hién nay khong ¢
bang phat minh sang ché ciia Cong ty nao khac cho
hén hop 2 hoat chét trén.

Cong ty ciing giai trinh Piém yéu cau bao ho 1 cia
Patent US4,942,040 xac 1ap pham vi bao hd cho hdn
hop 2 hoat chit Céc diém 4 va 7 cua patent US
4942040 xac 1ap pham vi bao ho cho dugc pham giai
phong ¢6 kiém soat chira hdn hop gdm Felodipine va
Metoprolol succinate, trong d6 Metoprolol succinate
dugc bao trong mang polyme khong tan trong nudc,
felodipine dugc phan tan trong chat hoa tan khong
ion. Tuy nhién, patent nay khéng xac 1ap pham vi
bao ho cho chinh hdn hgp gdom Felodipine va
Metoprolol succinate (khong bao gdm ta duoc va
dang bao ché).Két luan: Khong dap tmg quy dinh vé
patent cAp cho hdn hop hoat chit.

-> Pé nghi Cong ty cung cp tai liéu chung minh
cho dén nay chwa c6 cong ty nao duge cip bang phat



19 Tén doanh nghiép dé nghi cong bo:

minh sang ché cho dang phdi hgp ciia 02 hoat chét

VPDD Glaxosmithkline Pte Ltd tai Tp. HCM

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

19.1 Khong dép ing quy dinh (Tong sb: 2)

1 . Rotarix Rotavirus ngudi séng giam doc ching
SPK:QLVX-0014-07 RIX4414 khong duéi 10 CCID-1ml_déng
khd_-SX: GlaxoSmithKline Biologicals
S.Avuong qubc bi

2 . Timentin 3,2¢ Ticarcillin (dang ticarcillin disodium);
SPK:VN-9229-09 acid clavulanic (dang kali clavulanat)-
3g+200mg_Hop 4 lo thudc bot pha tiém._-
SX: SmithKline Beecham
PharmaceuticalsAnh

20 Tén doanh nghiép dé nghi cong bo:

PATENT: US 7579 008 B2 (GlaxoSmithKline
Biologicals) PHAM VI: US: Pham vi bao h¢ la quy
trinh diéu ché san pham c6 chira Rotavirus nguoi
song giam doc chung RIX4414 khong duéi 10
CCID_Patent US 7 579 008 xac 1ap pham vi bao hd
cho phuong phap gy dap ing mién dich véi
Rotavirus. Patent nay khong xac lap pham vi bao ho
cho hoat chit trong san pham Rotarix hodc thudc
tiém Rotarix.

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

PATENT: US 3282926 (Beecham Group Ltd)

The Patent office of London 1508997 (Beecham
Group Ltd) PHAM VI: US: alpha-carboxy-3-
thienylmethylpenicillin (Piém yéu cau bao ho 1;
Hoat chat Ticarcillin)

London 1508997: Co quan SHTT khong nim trong
danh sach 14 co quan dugc cong nhan

-> Pham vi bao hd ctia 02 Patent 1a cho tung hoat
chit, khong phai cho hdn hop hoat chit_Patent US
3282926 xac 1ap pham vi bao ho cho hop chit a-
carboxy-3-thienylmethylpenicillin. Patent nay khéng
xac 1ap pham vi bao ho cho t6 hgp hay hdn hop gdm
ticarcillin disodium va acid clavulanic.

S patent London 1508997 Ia khéng chmh xac

Ket luén: Khong déap ng quy dinh vé patent cap cho
t6 hop (hdn hop) hoat chat hay thudc tiém.

VPDD Hoffmann - La Roche Ltd.

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

CHU SO HUU SP: GlaxoSmithKline Pte., Ltd _
CHU/CHUYEN NHUONG PATENT:GlaxoSmithKline
Biologicals

CHU SO HUU SP: Glaxosmithkline Pte Ltd CHU/CHUYEN
NHUGQNG PATENT: Cong ty cung cép tai liéu xac nhan viéc
sap nhap SmithKline Beecham Corporation va Glaxo Wellcome
Inc (2 cong ty déu thudc tap doan GSK)



20.1 Khong dap {mg quy dinh (Tong sb: 4)

1 . Madopar
SPK:VN-8169-09

2 . Madopar
SPK:VN-16259-13

Levodopa, Benserazide-200mg;50mg_

Chai 100 vién nén; Chai 30 vién nén_-SX:

F. Hoffmann-La Roche LtdThuy Sy

Levodopa, Benserazide-200mg;50mg_

Chai 100 vién nén; Chai 30 vién nén_-SX:

Roche S.p.AY

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.). PHAM VI: Cong thirc kiém soét giai phong
Levodopa va chét trc ché decarboxylate -> Giai trinh
lam 16 pham vi bao ho 14 t6 hop 2 hoat chat

26/11: Cong ty bo sung Patent US 3557292
(Hoffmann - La Roche Inc) Piém 2 cua patent
US4424235 xé4c 1ap pham vi bao hd cho dwoc pham
giai phong co kiém soat chira levodopa va mudi
hydroclorua ciia Benserazit cing ta dwoc dé giai
phong ¢6 kiém soat. Tuy nhién, patent nay khéng
xéc lap pham vi bao ho cho hdn hop (to hop) chira
Levodopa va Benserazide

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

17/1: Cac diém 1 -5, 7-8 yéu cau bao ho ctia patent
US 3557292 xac lap pham vi bao ho cho ché pham
diéu tri bénh Parkinson chira Levodopa va
Benserazide véi ty 18 0,5-3 phan Benserazide/1 phin
Levodopa. Ty 18 nay khong bao gom ty 1&
Benserzide/Levodopa trong san pham Madopar chtra
200mg Levodopa va 50mg Benserazide (ty 1¢
Benserazide/Levodopa =1/4).

Két luan: Khong dap ung quy dinhvé patent cap cho
t6 hop (hdn hop) cac hoat chat.

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.). PHAM VI: Cong thirc kiém so4t giai phong
Levodopa va chét trc ché decarboxylate -> Pham vi
bao ho 1a dang bao ché cho dang vién phong thich co
kiém soat

26/11: Cong ty bo sung Patent US 3557292
(Hoffmann - La Roche Inc)_Patent US 4,424,235
xac 1ap pham vi bao ho cho ché pham giai phong co
kiém soat can bang thuy dong luc hoc chira Levodopa
va Benserazide. Tuy nhién, patent nay khong xac 1ap
pham vi bao hd cho t6 hop hay hdn hop chira
Levodopa va Benserazide.

Ket ludn: Khong dap tng quy dinh vé patent cip cho
t6 hop hay hdn hop hoat chét.

CHU SO HUU SP: F. Hoffmann - La Roche Ltd._
CHU/CHUYEN NHUGNG PATENT:F. Hoffimann - La Roche
Ltd.

CHU SO HU'U SP: F. Hoffmann - La Roche Ltd._
CHU/CHUYEN NHUQNG PATENT:1. F. Hoffmann - La
Roche Ltd.

2. Cong ty cung cap tai liéu xac nhan Roche S.p.A 14 nha san
xuét san pham cho cong ty me F. Hoffmann - La Roche Ltd.



3 . Madopar
SPK:VN-14669-12

4 . Madopar
SPK:VN-7671-09

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

Levodopa, Benserazide-100mg; 25mg_
Chai 100 vién nang_-SX: F. Hoffmann-La
Roche LtdThuy Sy

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.). PHAM VI: Cong thirc kiém soat giai phong
Levodopa va chét tic ché decarboxylate.-> Xem xét c6
phai 1a nghién ctru dang bao ché cong thirc két hop 2
hoat chét theo céc ti 1& khac nhau: Dé nghi l[am rd
n6i dung bao hd cho to hgp 2 hoat chat

26/11: Cong ty b sung Patent US 3557292
(Hoffmann - La Roche Inc) Piém 2 ciia patent
US4424235 xac lap pham vi bao ho cho dugc ph?im
giai phong co6 kiém soat chira levodopa va mudi
hydroclorua ciia Benserazit cing ta dwoc dé giai
phong ¢6 kiém soat. Tuy nhién, patent nay khong
xéc 1ap pham vi bao ho cho hdn hop (t6 hop) chira
Levodopa va Benserazide

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

17/1: Cac diém 1 -5, 7-8 yéu cau bao ho ctia patent
US 3557292 xac lap pham vi bao ho cho ché pham
diéu tri bénh Parkinson chtra Levodopa va
Benserazide véi ty 18 0,5-3 phan Benserazide/1 phan
Levodopa. Ty 18 nay khong bao gém ty 1&
Benserzide/Levodopa trong san pham Madopar chtra
200mg Levodopa va 50mg Benserazide (ty 1¢
Benserazide/Levodopa =1/4).

Ket ludn: Khong déap ing quy dinhvé patent cip cho
t6 hop (hdn hop) cac hoat chit.

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.). PHAM VI: Cong thirc kiém soét giai phong
Levodopa va chét tic ché decarboxylate.-> Xem xét c6
phai nghién ctru dang bao ché cong thirc két hop 2
hoat chat theo cac ti 1& khac nhau, dé nghi [am rd ndi
dung bao hd cho t hop hoat chét thude.

26/11: Cong ty bd sung Patent US 3557292
(Hoffmann - La Roche Inc) Piém 2 cua patent
US4424235 xac 1ap pham vi bao h cho duogc phém
giai phong c6 kiém soét chira levodopa va muéi
hydroclorua ciia Benserazit cung ta duoc dé giai
phéng c6 kiém soat. Tuy nhién, patent nay khong
xac 1ap pham vi bao ho cho hdn hop (t6 hop) chira
Levodopa va Benserazide

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

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

17/4: Cong ty cung cp tai liéu xac nhan Roche S.p.A la nha
san xuat san pham cho cong ty me F. Hoffmann - La Roche Ltd.

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



21 Tén doanh nghiép dé nghi cong bo:

hén hop hoat chit.

17/1: Céc diém 1 -5, 7-8 yéu cau bao ho cia patent
US 3557292 x4c 1ap pham vi bao ho cho ché phim
diéu tri bénh Parkinson chita Levodopa va
Benserazide véi ty 1& 0,5-3 phan Benserazide/1 phan
Levodopa. Ty 1€ nay khong bao gom ty 1¢
Benserzide/Levodopa trong san pham Madopar chira
200mg Levodopa va 50mg Benserazide (ty 1&
Benserazide/Levodopa =1/4).

Ket ludn: Khong déap ung quy dinhvé patent cip cho
t6 hop (hdn hop) cac hoat chit.

VPDD hoffmann-La Roche Ltd

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

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

1. TAMIFLU Oseltamivir-12mg/ml_chai 30 g bot pha
SPK:VN-15435-12  hdn dich udng_-SX: Rottendorf Pharma
GmbHGermany

22 Tén doanh nghiép dé nghi cong bo:

PATENT: EP 0759917 B1 (Gilead Sciences Inc.)_
PHAM VI: Hoat chét trc ché chon loc neuraminidaza
virus hodc vi khudn (diém yéu cau bao ho 99, Hoat
chit Oseltamivir) Piém 99 yéu ciu bao ho cua patent
EP 0759917 B1 xéac 1ap pham vi bao ho cho hoat
chit Oseltamivir.Két luan: Pap tng quy dinh vé
patent cAp cho hoat chét.

VPDD Ipsen Pharma

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

22.1 Khong dap ing quy dinh (Tong so0: 2)
1 . Dysport Clostridium botulium type A toxin-
SPK:VN-9461-10 hemagglutinin complex-500U_Hop chira 1
lo dung thudc bot dong kho pha tiém_-
SX: Ipsen Biopharrma LTdAnh

PATENT: EP 2269631A2 (Ipsen Biopharrma Ltd)_
PHAM VI: EP: Ché phim duoc phim chira
botulinum neurotoxin st dung lam thudc va my
phim -> Pham vi bao h¢ 1a dang bao ché, khong phai
12 hoat chat Clostridium botulium type A Cac diém
1-10 yéu cu bao ho cta patent EP 2269631 xac lap
pham vi bao h¢ cho dugc phém dang ran hodc dang
16ng chira a) phirc hop doc t6 than kinh botulinum
(typ A, B, C, D, E, F hoic G) hoic doc tb than kinh
botulinum c6 d¢ tinh khiét cao (typ A, B, C, D, E,

CHU SO HUU SP: F. Hoffmann-La Roche Ltd_
CHU/CHUYEN NHUQNG PATENT:1.Gilead Sciences Inc.
2.2. Cong ty cung cap tai lidu thoa thuan vé ban quyén va phat
trién san phim giita Gilead Sciences Inc. cho F. Hoffmann - La
Roche Ltd.

3. Giai trinh v& viéc Rottendorf Pharma GmbH san xudt theo ty
quyén va tiéu chuin cua F. Hoffmann - La Roche Ltd.

CHU SO HU'U SP: Ipsen Pharma_ CHU/CHUYEN NHUQNG
PATENT:Ipsen Biopharrma Ltd



2 . Smecta Diosmectit- Hop 30 goi bot pha hdn dich
SPK:VN-9460-10 ubng_-SX: Beaufor Ipsen IndustriePhap

23 Tén doanh nghiép dé nghi cong bo:

F, hodc G); b) chét hoat dong bé mat khon ion lam
chit 6n dinh; ¢) sodium chloride; d) chat dém dé duy
tri pH tir 5,5 dén 7,5; ¢) disaccharide; va nudc (tiry
¥). Do thiéu thong tin vé thanh phan va pH cua san
pham Dysport nén chua thé danh gia 1a patent EP
2269631 c6 xac 1ap pham vi bao ho cho san pham
Dysport hay khong.

Két luan: Khong dap tng quy dinh vé patent cép cho
hoat chét hoic thudc tiém.

PATENT: EP 2386289A1 (Ipsen Pharma SAS)

WO 2011/135461 A2 -> WIPO khéng nam trong
danh sach 14 co quan SHTT dugc cong nhan PHAM
VI: EP: Patent dang cong bé don va Pham vi bao ho
1a dquy trinh bao ché EP 2386289A1 1a s6 cong bd
don

VPDD Janssen-Cilag Ltd.

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

23.1 Khéng dap vng quy dinh (Téng so6: 3)

1 . Durogesic 12mcg/h  Fentanyl-2.1mg_Hop 5 miéng dén phong
SPK:VN-10313-10 thich qua da_-SX: Janssen Pharmaceutica
N.V.Bi

PATENT: CA 2440884 (Alza Corporation) PHAM
VI: Miéng déan qua da giai phong Fentanyl -> Pham
vi bao ho chi 1a dang bao ché khong phai 1a hoat
chat.

6/6/2013: Cong ty giai trinh Patent CA 2440884 xac
1ap pham vi bao hg cho dang bao ché dan qua da
18/9: Cong ty cung cap thong tin mo ta thanh phan
thudc va vat liéu cau thanh san pham_Yéu cu bao ho
cua patent CA2440884 xac 1ap pham vi bao ho cho
dang bao ché nguyén khéi dung qua da chira fentanyl
hodc chit tuong ty fentanyl gdm phan chtra ché pham
polymer mot pha lam béng polyacrylate c6 do day
nam trong khoang tir 0,0125mm dén 0, Imm. Do
thiéu thong tin vé thanh phan va vat liéu cau thanh
san pham Durogesic nén chua thé dua ra két luan la
patent CA2440884 co6 xac 1ap pham vi bao hd cho
san pham dang miéng dan phong thich qua da
Durogesic hay khéng.

17/1: Diém 1 yéu cau bao ho ciia patent CA 2440884

CHU SO HU'U SP: Ipsen Pharma_CHU/CHUYEN NHUQNG
PATENT:Ipsen Pharma SAS

CHU SO HUU SP: Janssen-Cilag Ltd. CHU/CHUYEN
NHU:ONG PATENT:Tai liéu xac nhan chu s¢ hitu Patent
chuyén quyén s hitu Patent cho Janssen Cilag Ltd.



2 . Durogesic 25mcg/h  Fentanyl-4.2mg_Hop 5 miéng dan phong

SPK:VN-10314-10

thich qua da_-SX: Janssen Pharmaceutica
N.V.Bi

xac 1ap pham vi bao ho cho dang bao ché nguyén
khdi dung qua da chira fentanyl hodc chat twong tu
fentanyl gdm phan chira ché phdm polymer mot pha,
trong d6 phan chira nay duoc tao ra tir chat két dinh
polyacrylate c6 d6 day nam trong khoang tir
0,0125mm dén 0,1 mm. Trong tai liéu ndp ngay
18/09/2013, cong ty chi md ta do day cua film
Polyester silicon héa nhung khong mo6 ta d¢ day cta
phan chira duoc tao ra tir chat két dinh polyacrylate
nay. Do d6, khong c6 cin cir & danh gia patent CA
2440884 c6 xac 1ap pham vi bao ho cho san pham
Durogéic hay khong.

Két luan: Khong dap tng quy dinh vé patent cip cho
hoat chét hodc thdc dan qua da.

PATENT: CA 2440884 (Alza Corporation) PHAM
VI: Miéng dan qua da giai phong Fentanyl -> Pham
vi bao ho chi 1a dang bao ché khong phai 1a hoat
chat.
6/6/2013: Cong ty gidi trinh Patent CA 2440884 xac
1ap pham vi bao hd cho dang bao ché dan qua da
18/9: Cong ty cung cap théng tin mé ta thanh phin
thubc va vt liéu cau thanh san pham_Yéu cu bao ho
cua patent CA2440884 xac lap pham vi bao hd cho
dang bao ché nguyén khéi dung qua da chira fentanyl
hodc chit tuong ty fentanyl gdm phan chtra ché pham
polymer mét pha lam bang polyacrylate c6 do day
nam trong khoang tir 0,0125mm dén 0,1mm. Do
thiéu thong tin vé thanh phan va vat liéu cau thanh
san pham Durogesic nén chua thé dua ra két luan la
patent CA2440884 c6 xac lap pham vi bao ho cho
san pham dang miéng dan phong thich qua da
Durogesic hay khéng.
17/1: Biém 1 yéu cau bao ho cua patent CA 2440884
xéc 1ap pham vi bao ho cho dang bao ché nguyén
khdi dung qua da chira fentanyl hodc chat twong tu
fentanyl gém phin chita ché phdm polymer mot pha,
trong do phin chira nay dugc tao ra tir chét két dinh
polyacrylate c6 d6 day ndm trong khoang tir
0,0125mm dén 0,1mm. Trong tai liéu ndp ngay
18/09/2013, cong ty chi mo ta do day cua film
Polyester silicon hoa nhung khong mé ta d¢ day cua

CHU SO HUU SP: Janssen-Cilag Ltd. CHU/CHUYEN
NHUiONG PATENT:Tai li¢u xdc nhan chi s¢ hitu Patent
chuyén quyén s& hitu Patent cho Janssen Cilag Ltd.



3 . Durogesic 50mcg/h  Fentanyl-8.4mg_Hop 5 miéng dan phong

SPK:VN-10315-10

thich qua da_-SX: Janssen Pharmaceutica
N.V.Bi

phan chira dugc tao ra tir chat két dinh polyacrylate
nay. Do d6, khong co cin cir dé danh gia patent CA
2440884 c6 xac 1ap pham vi bao ho cho san pham
Durogéic hay khong.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat hodc thdc dan qua da.

PATENT: CA 2440884 (Alza Corporation) PHAM
VI: Miéng dan qua da giai phong Fentanyl -> Pham
vi bao ho chi 1a dang bao ché khong phai 1a hoat
chit.

6/6/2013: Cong ty giai trinh Patent CA 2440884 xac
1ap pham vi bao hg cho dang bao ché dan qua da
18/9: Cong ty cung cap thong tin mo ta thanh phin
thudc va vt liéu cau thanh san pham_Yéu cu bao ho
cua patent CA2440884 xac lap pham vi bao hd cho
dang bao ché nguyén khéi dung qua da chira fentanyl
hodc chat tuong tu fentanyl gdm phan chira ché pham
polymer mot pha lam biang polyacrylate c6 do day
nam trong khoang tir 0,0125mm dén 0, Imm. Do
thiéu thong tin vé thanh phan va vat liéu ciu thanh
san pham Durogesic nén chua thé dua ra két luan la
patent CA2440884 c6 xac 1ap pham vi bao ho cho
san pham dang miéng dan phong thich qua da
Durogesic hay khéng.

17/1: Biém 1 yéu cau bao ho cua patent CA 2440884
xac 1ap pham vi bao ho cho dang bao ché nguyén
khdi ding qua da chira fentanyl hodc chat tuong tu
fentanyl gdm phan chira ché phim polymer mot pha,
trong d6 phan chira nay duoc tao ra tir chat két dinh
polyacrylate c6 d6 day nam trong khoang tir
0,0125mm dén 0,1 mm. Trong tai liéu ndp ngay
18/09/2013, cong ty chi mo ta do day cua film
Polyester silicon hoa nhung khong moé ta do day cua
phin chira dwoc tao ra tir chit két dinh polyacrylate
nay. Do d6, khong c6 cin cir dé danh gia patent CA
2440884 c6 xac 1ap pham vi bao ho cho san pham
Durogéic hay khong.

Két luan: Khong dap ting quy dinh vé patent cap cho
hoat chét hodc théc dan qua da.

CHU SO HUU SP: Janssen-Cilag Ltd. CHU/CHUYEN
NHUQNG PATENT:Téi liéu xac nhan chu s¢ hiru Patent
chuyén quyén s& hitu Patent cho Janssen Cilag Ltd.



24 Tén doanh nghiép dé nghi cong bo:

VPDD Merck KGaA

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

24.1 Khong dap ving quy dinh (Tong so6: 1)

1 . Erbitux Cetuximab-5gm/ml_Thudc tiém truyén, lo
SPK:VN1-574-11 20ml_-SX: Merck KGaADrurc

25 Tén doanh nghiép dé nghi coéng bo:

PATENT: EP 1687031 va US 0177068A1 (Merck
Patent GmbH) PHAM VI: Diéu ché duoc pham chira
khang thé chdng lai cac thu thé EGF -> Giai trinh
lam 16 pham vi bao ho trong Patent 1a hoat chat
Cetuximab

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

- Patent da ndp bao ho cho ché phidm & dang dung
dich nu6c chira khang thé

- Thudc Erbitux dugc ndp ding ky 1an diu theo dang
bao mat dit liéu v&i ddy du Ho so 14m sang va da
dugc cip SO Iuu hanh 1an dau cho thubc méi_Cac
diém 1-14 yéu cau bao ho cua patent EP 1687031 xac
1ap pham vi bao ho cho ché pham chira nudce bao
gbdm dung moi gom it nhit mot phan la nuée, khang
thé khang EGFR (trong d6 bao gdm Cetuximab),
chat dém, amino acid, chit hoat (dong bé mit va
sodium chloride lam chit gay dang treong. Do thiéu
thong tin vé thanh phan cua san pham Erbitux nén
chwa thé danh gi4 14 patent EP 1687031 c6 xéc lap
pham vi bao hd cho san phim nay hay khong.

S6 patent US 0177068 1a khong chinh xac do patent
nay xéc lap pham vi bao ho cho thiét bi dap dé kéo,
dot hodc tao hinh kim loai.

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

CHU SO HU'U SP: Merck KGaA CHU/CHUYEN NHUOQNG
PATENT:C6 tai liéu xac nhén Merck Patent GmbH 1a cong ty
thanh vién cia Merck KGaA

17/5: Cong ty giai trinh Patent EP 1687031 va US 0177068A1
c6 pham vi bao hd la dang bao ché dang ti€m truyén cho hoat
chét Cetuximab

VPDD Merck Sharp & Dohme (Asia) Ltd

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

25.1 Khéng dap ing quy dinh (Tong sb: 1)

1 . Implanon Etonogestrel 68mg-68 mg/mL_Que ciy;
SPK:VN-7295-08 MB&i hop chira 1 que -SX: N.V.

PATENT: EP 0303306B1 (Akzo N.V) PHAM VI:
Contraceptive implant -> Pham vi bao hd 1a dang bao

CHU SO HU'U SP: N.V. ORGANON_CHU/CHUYEN
NHUGQNG PATENT:1. Akzo NV



ORGANONHa Lan ché (que cay), khong phai bao ho cho hoat chat 2. Pé nghi Cong ty cung cip tai lidu vé viéc chuyén nhuong
Etonogestrel Cac diém 1-5 yéu cau bao ho cua patent  Patent gitra Akzo NV va Merck Sharp & Dohme Corpporation
EP 0303306 xac lap pham vi bao hd cho manh cay 3. Giai trinh vé viéc N.V. ORGANON san xuit theo iy quyén
¢6 tac dung tranh thai dé sr dung dudi da hodc khu va tiéu chuan ctia Merck Sharp & Dohme Corp.
tra, ddc trung boi: a) vat liéu nhan gdbm
ethylene/vinyl acetate copolymer (EVA) c6 phan tir
luong sao cho chi s6 néng chay 16n hon 10 gam
trong mdi 10 phat va ham lugng vinyl acetate 1a 20%
trong lugng hoac 16n hon, vat liéu nhan nay co6 chuc
nang lam chat nén ddi véi 3-keto-desogestrel
(Etonogestrel), levonorgestrel hodc gestodene 1a chat
¢6 tac dung tranh thai voi lugng di dé phong thich
6n dinh trong thoi gian dai it nhat khoang 15ug hoat
chat mdi ngdy, va b) mang c6 d6 day 50-250urn bao
vat liéu nhan va ciing bao gdm vit liéu EVA, nhung
¢6 phan tir lugng sao cho chi s6 nong chay nho hon
10 gam/10 phut, va ham lugng vinyl acetate nho hon
20% trong lugng, manh cdy nay hau nhu hoan toan
hodc hoan toan c6 dang hinh tru véi dudng kinh
ngoai toi da khoang 2mm va chiéu dai nho hon 5 cm.
Do thiéu thong tin vé thanh phén, cAu truc, chi s6
noéng chay, hinh dang, kich thuéc cia san phidm
Implanon nén chua thé danh gia 13 patent EP
0303306B1 ¢6 xé4c 1ap pham vi bao hd cho san phim
dang que céy Implanon hay khong.
Két luan: Khong dép ung quy dinh vé patent cip cho
hoat chét hodc thudc cay.

26 Tén doanh nghiép dé nghi cong bé: VPPD Pierre Fabre S.A

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 4).
26.1 Khong dap vng quy dinh (Tong so: 4)

1 .Permixon 160mg  Phén chiét lipid-sterol ciia cdy Serenoa PATENT: EP 0068055 B1 (P.F.Industric) PHAM CHU SO HUU SP: Pierre Fabre S.A CHU/CHUYEN
SPK:VN-14792-12  repens-160mg_Hoép 4 vix 15 viennang - VI: EP: Pham vi bao ho 13 quy trinh chiét xuét, NHUGQNG PATENT:1. P.F.Industrie
SX: Pierre Fabre Medicament khong phai bao ho cho hoat chit Piém 6 yéu cdu bao
ProductionPhap ho cua patent EP 0068055 xac 1ap pham vi bao ho

cho san phdm 1a phan chiét khir mui 6n dinh cta qua
Sabal serrulatum (tén khac cta Serenoa Repens hay
tén tiéng Viét 1a Ré quat) dugc san xuét bang quy
trinh theo diém bét ky trong s6 cac diém 1-5. Do



2 . Tanganil
SPK:VD-13678-10

3 . Tanganil
SPK:VN-5714-08

Acetyl-Leucine-500mg_Vién nén, hop 3 vi
x 10 vién_-SX: Céng ty TNHH Pierre
Fabre Viét NamViét Nam

Acetyl-Leucine-50mg/5ml_hop 5 éng x
5ml_-SX: Pierre Fabre Medicament
ProductionPhap

thiéu thong tin cho thay phan chiét c6 mat trong san
pham Permixon chinh 14 san phdm theo diém 6 yéu
cau bao ho cua patent EP 0068055 nén chwa thé danh
gia la patent EP 0068055 c6 xac 1ap pham vi bao hd
cho hoat chit trong san pham Permixon hay khong.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat.

PATENT: FR2883180 -> Co quan SHTT Phap
khong ndm trong danh sach 114 co quan SHTT duoc
cong nhan PHAM VI: GT:

Cong ty cung cap Patent GB 798680 -> Co quan
SHTT Anh khong nam trong danh sach 114 co quan
SHTT dugc cong nhan Patent FR2883180 va FR
1260566 khong duge xem xét do Vién S¢ hiru cong
nghiép Phap chua nam trong danh sach cac co quan
sO hitu tri tué cip bang doc quyén sang ché duoc chip
thuén dé xem xét cong bd danh muc thude biét duoc
gdc.

Patent DE1111194 chua duoc xem xét do khdng c6
ban tiéng Viét hodc tiéng Anh yéu cdu bao hd cua
patent DE1111194.

Két luan: Khong dap ng quy dinh vé patent cip cho
hoat chét hodc thude tiém.

PATENT: FR2883180 -> Co quan SHTT Phap
khong ndm trong danh sach 114 co quan SHTT duoc
cong nhan PHAM VI: 28/2: Cong ty bd sung Patent
DE1111194 va FR 1260566 Al -> Co quan SHTT
D, Phap khong nim trong danh sach 14 co quan
SHTT dugc cong nhan_Patent FR2883180 va FR
1260566 khong dugce xem xét do Vién S¢ hiru cong
nghiép Phap chua nam trong danh sach cac co quan
s& hitu tr tué cAp bang doc quyén sang ché dugc chip
thuén dé xem xét cong b6 danh muc thude biét duge
goc.
Patent DE1111194 chua dugc xem xét do khong c6
ban tiéng Viét hodc tiéng Anh yéu cu bao ho ctia
patent DE1111194.
Két luan: Khéng dap tmg quy dinh vé patent cip cho
hoat chét hogc thudc tiém.

CHU SO HU'U SP: PIERRE FABRE S.A_CHU/CHUYEN
NHUGNG PATENT:

CHU SO HU'U SP: PIERRE FABRE S.A_CHU/CHUYEN
NHUGQNG PATENT:



4 . Tardyferon B9 Sét sulfate, acid folic-50mg sét, 350mcg
SPK:VN-16023-12 acid folic_vién nén giai phong kéo dai,
hop 10 dng 1ml va hop 10 bng 5Sml_-SX:
Pierre Fabre Medicament ProductionPhap

27 Tén doanh nghiép dé nghi cong bo:

PATENT: EP1954251 B1 (Pierre Fabre Medicament
)_PHAM VI: EP: Hoat chit phéong thich sit va mudi
kéo dai -> Pham vi bao ho 1 dang bao ché, khong
phai 14 hoat chat Céc diém 1-13 yéu cau bao hd cta
patent EP1954251B1 x&c 1ap pham vi bao hd cho
dugc pham hodc ché pham dinh dudng dang ran c6
kha nang phong thich mudi sits trong thoi gian kéo
dai. Tuy nhién, patent ndy khong xac lap pham vi
bao ho cho td hop hay hdn hop hoat chét chira st
sulfate va acid folic hodc thudc tiém chua sit sulfate
va acid folic.

Két luan: Khong dap tng quy dinh vé patent cip cho
t6 hop (hdn hop) hoat chat hay thudc tiém.

VPDD Tedis tai TP HCM

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

27.1 Khong dap wng quy dinh (Tong s0: 5)
1 . Dakin Cooper Natri Hypochloride ddm d#c-0.5¢g_Chai
Stabilise 250ml, dung dich ding ngoai_-SX:
SPK:VN-9878-10 Coorperation Pharmaceutique
FrancaiseFrance

2 . Somazina Citicolin-1000mg_Hop 5 éng 4ml Dung

SPK:VN-7392-08 dich tiém_-SX: Ferrer Internacional
S.A.Tay Ban Nha

PATENT: EP 0 471 129 B1 (Cooperation
Pharmaceutical) PHAM VI: Dung dich chira Natri
Hypochloride -> Pham vi bao ho 1a dang bao ché,
khong phai 1a hoat chat Patent EP 0 471 129 xac lap
pham vi bao h¢ cho dung dich 6n dinh chtra natri
hypochlorite. Tuy nhién, patent nay khong xac lap
pham vi bao hd cho hoat chit natri hypochlorite.

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

PATENT: ES 2169986B1 (Ferrer International, S.A)

US 6930096B2 (Ferrer International, S.A)

EP 1267892B1 (Ferrer International, S.A) PHAM
VI: ES, US: Str dung CDP-choline dé diéu trj du
phong thiéu mau nio

EP:Str dung CDP-choline trong diéu tri hoi chung do
cai rugu -> Pham vi bao ho 1a phuong phép diéu tri
khong phai 1a hoat chat.

31/12: Cong ty bo sung Patent EP 1041992 (Ferrer
Internacional S.A) EP 1041992 chi la dang cong b
don ma khong phai la patent. Pon nay da bi coi rit

CHU SO HU'U SP: PIERRE FABRE S.A_CHU/CHUYEN
NHUGONG PATENT:Pierre Fabre Medicament

CHU SO HUU SP: Tedis SA_CHU/CHUYEN NHUQNG
PATENT:Cooperation Pharmaceutical

CHU SO HU'U SP: Ferrer Internacional S.A._CHU/CHUYEN
NHUONG PATENT:Chu s& hitu Patent va co s& san xuat 1a 1



3 . Somazina
SPK:VN-7393-08

4 . Somazina
SPK:VN-7394-08

Citicolin-10g/100ml_Hop 1 1o 30ml
Dung dich ubng_-SX: Ferrer Internacional
S.A.Tay Ban Nha

Citicolin-500mg_Hop 5 6ng 4ml Dung
dich tiém_-SX: Ferrer Internacional
S.A.Tay Ban Nha

bo ¢ Co quan Sang ché chau Au. . )
Keét luan: Khong dap tmg quy dinh vé patent cap cho
hoat chat hoac thuoc tiém.

PATENT: ES 2169986B1 (Ferrer International, S.A)
US 6930096B2 (Ferrer International, S.A)

EP 1267892B1 (Ferrer International, S.A) PHAM
VI: ES, US: Str dung CDP-choline dé diéu trj du
phong thiéu mau nio

EP:Str dung CDP-choline trong diéu tri hoi ching do
cai rugu -> Pham vi bao ho 1a phuong phép diéu tri
khong phai 1a hoat chét.

31/12: Cong ty bd sung Patent EP 1041992 (Ferrer
Internacional S.A) Patent ES 2169986B1 xac lap
pham vi bao ho cho viéc st dung. Patent US
6930096B2 xac 1ap pham vi bao hd cho phuong phap
diéu tri.Patent EP 1267892B1 xéc lap pham vi bao
hd cho viée st dung CDP-choline dé bao ché dugc
pham. Tuy nhién, cac patent nay khong bao ho truc
tiép cho hoat chat Citicolin.Két luan: Khong dép tmg
quy dinh vé patent cap cho hoat chat.

17/1: EP 1041992 chi la dang cong b6 don ma khong
phai 1a patent. Pon nay da bi coi riut bé & Co quan
Sang ché chau Au.

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

PATENT: ES 2169986B1 (Ferrer International, S.A)

US 6930096B2 (Ferrer International, S.A)

EP 1267892B1 (Ferrer International, S.A) PHAM
VI: ES, US: Str dung CDP-choline dé diéu tri du
phong thiéu mau nio

EP:Sir dung CDP-choline trong diéu trj hoi chiing do
cai rugu -> Pham vi bao ho 1a phuong phép diéu tri
khong phai 12 hoat chat.

31/12: Cong ty bo sung Patent EP 1041992 (Ferrer
Internacional S.A) EP 1041992 chi la dang cong bd
don ma khong phai la patent. Pon nay da bi coi rut
b6 & Co quan Sang ché chau Au.

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

CHU SO HUU SP: Ferrer Internacional S.A._CHU/CHUYEN
NHUONG PATENT:Cht sé hitu Patent va co s& san xuat 1a 1

CHU SO HU'U SP: Ferrer Internacional S.A.fCHU/CHUYEN
NHUONG PATENT:Chu s& hitu Patent va co s& san xuat 1a 1



5 . Zanedip Lercanidipin hydroclorid-10mg/ml Hop 2
SPK:VN-7722-09 vi x 14 vién nén bao phim_-SX: Recordati
Industria Chimica e Farmaceutica S.p.A.Y

28 Tén doanh nghiép dé nghi cong bo:

hoat chit hodc thudc tiém.

PATENT: VN 9261 (Recordati Ireland Limited
(IE)) PHAM VI: Hop chit Lercanidipin HCI dang
tinh thé da hinh va quy trinh diéu ché -> Pham vi
bao ho 14 quy trinh bao ché khong phai 1a hoat chét.
12/31/2013: Coéng ty gidi trinh Patent VN 9261 xac
1ap pham vi bao hd cho hoat chit Lercanidipin
hydroclorid & dang tinh thé da hinh_Cac diém 1 va 2
yéu cau bao ho cua patent VN 9261 xac 1ap pham vi
bao ho cho hop chét Lercanidipin Dang (I) c6 mau
nhiéu xa tia X & budc song Ka véi cac gia tri D(x),
cuong do tuong dbi va goc 26 déc trung. Do thiéu
thong tin vé cac thong s tuong g cua hoat chat
Lercanidipin trong san phdm Zanedip nén chua thé
danh gia la patent VN 9261 c6 xac lap pham vi cho
hoat chét Lercanidipin trong san phim Zanedip hay
khong.

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

VPDD TEDIS TAI TPHCM

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

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

1 . Acupan Nefopam hydrochloride-20mg/2ml_Hop 5
SPK:VN-8309-09 bng x 2ml dung dich tiém_-SX:
BiocodexFrance

PATENT: EP 1 683 522 B9 ( (Biocodex) PHAM
VI: EP: Pham vi bao ho 1a phuong phép diéu tri sir
dung dan xuat ctia benzoxazins, khong phai 1a hoat
chit -> P& nghi cung cap Patent c6 pham vi bao hod
cho hoat chat Patent EP 1 683 522 xéc lap pham vi
bao ho cho tng dung m&i ciia hop chit Benzoxazine,
trong d6 bao gém Nefopam dé san xuét thudc diéu trj
tinh trang ting cam dau do hop chit Morphine gy ra
& bénh nhan d sir dung thoc giam dau Morphine.
Trong patent nay, nefopam dugc mo ta 1a hop chat da
biét. Patent nay khong xac 1ap pham vi bao ho cho
hoat chit Nefopam hoic Nefopam Hydrochloride.
Két luan: Khong dap ung quy dinh vé patent cap cho
hoat chit hodc thudc tiém.

CHU SO HUU SP: Recordati Ireland Limited (IE)_
CHU/CHUYEN NHUGQNG PATENT:Dé nghi Cong ty cung
cép tai liéu va giai trinh mbi quan hé giita Recordati Industria
Chimica e Farmaceutica S.p.A. va Recordati Ireland Limited

(IE)

CHI:J SO HUU SP: Tedis SA (theo tiy quyén cua Biocodex)
CHU/CHUYEN NHUONG PATENT:



