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CUC QUAN LY DUQC Pjc lap - T do - Hanh phic
Sé: 14500 /QLD-GT
V/v bb sung hd so cong bé DM thude Ha Ngi, ngay M8 thdang AD nam 2013
biét dugc géc (bot 9)

Can cir Thong tu s6 08/2010/TT-BYT ngay 26/04/2010 cia BS Y té hudng
dan bao cdo sb liéu nghién ciru sinh kha dung/twong duong sinh hoc trong ding ky
thudc;

Cin cr Quyét dinh s 2962/Qb-BYT ngay 22;’08!2012 cua B6 Y té vé viéc
ban hanh Quy dinh tam thdi vé céc tai liéu can cung cap dé cong bd cac danh muc
thube biét dugc gbc, thudc twong duong didu tri véi thude biét dugc gbc, thude co
chimg minh tuong duorng sinh hoc va Quyét dinh sb 1545/Qb-BYT ngay
08/05/2013 cuaBo Y te Ve viéc sta dbi, bd sung Quyét dinh so 2962/Qb-BYT ngay
22/08/2012 cua Bo Y té vé& viéc ban hanh Quy dlnh tam thm vé cac tai lidu can cung
cap dé cong b cac danh muc thudc biét dugc goc, thubc turong duong diéu tri vai
thude biét dugc gbe, thude 6 tai liéu chimg minh twong dwong sinh hoc;

Céncuy }uen cua Hoi fiong xét duyét danh muyc thubc biét dugc gbc, thude cé
tuong duong di€u tri vdi thuoc biét duge goc va thude cé chimg minh tuong duong
sinh hoc cua Bg Y té tai budi hop ngay 04/10/2013,

Cuc Quan ly dugc théng bao vé viéc xem xét hd so dé nghi cong bd thude biét
dugc goc cua doanh nghiép nhu sau:

Pé nghi cac doanh nghiép cin cir cic ¥ kién yéu cau bd sung va/hogc giai

trinh tai Phu luc kem theo cong van nay dé bd sung hd so dé nghi cong bb danh muc
thudc biét duge gde theo quy dinh.

(Phu luc dugc dang tai trén trang we_b cua Cuc Quan ly dugc - Dia chi:
http://www.dav.gov.vn - Muc Quan ly gia thuoc/TT vé dau thau thuoc)

Cuc Quan ly duge thong bao dé cac doanh nghiép biét va thuc hién./.
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PHU LUC: THONG BAO BOI VO HO SO'DE NGH] CONG BO THUOC BIET DUQC GOC
(kém theo vin ban s6 17500/QLD-GT ngly 18 thng 10 nim 2013)

6 Ténthue - SDK

Hoat chit - Him lirgug - Quy cAch  Patent - Chil s& hiru - Pham vi béo hé

Quyen si hiru, chuyén giao patent

1 Tén doanh nghiép 48 nghi cong bd: Boehringer-Ingelheim International GmbH
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thube: 3)

1.1 D& nghi b sung thi liéu dé Hoi ddng xem xét (Tong sb: 3)

1 . Micardis Plus
SDK:VN-7478-09

Telmisartan + Hydrochlorothiazide-80/25

Vién nén, hdp 3 vi x 10 vién; hip 1,24 vi
x Tvién.

-8X: Boehringer Ingelheim Pharma

1 . Micardis Plus
SDK:VN-5863-08

Telmisartan + Hydrochlorothiazide-
8012,

Vién nén, hip 3 vi x 10 vién; hip 1,24 vi
x7vitn,

-8X: Boehringer Ingelheim Pharma

PATENT: EP1467712; EP1467712B2;
AU2002242676B2 (BI Pharma GMbH&Co KG)
PHAM VI: Dang béo che vién nén 02 1gp chira
Telmisartan v& Hydrochlorothiazide. DE nghi b
Patent lién quan hoat chét dang phdi hp Telmisartan
vi Hydrochlorothiazide

25(7: Cong ty gia trinh: Cdng ty 14 chl ¢ hiru
patent chp cho hoat chét Telmisartan (7/1/1997) cia
thudc Micardis d3 dwye cong bé trong DM biét duge
goc. Thuoe Micardis Plus (Telmisartan +
Hydrochlorothiazid) dusye ra hinh tin du vio thing
41208 vi trong thix gian bio hj cia Patent cap cho
hogt chét Telmisartan (Cong ty gidi trinh khéng co
Patent cﬁp cho dang phoi hyp 2 hogt chat trén.)

PATENT: EP1467712; EP14677128B2,
AU2002242676B2 (BI Pharma GMbH& CoXG)
PHAM VI: Dang béo che vién nén 02 lip chita
Telmisartan vi Hydrochlorothiazide. D& ngh b
Patent lién quan hoat chét dang phdi hop Telmisartan
vi Hydrochlorothiazide

25/7: Cong ty gidi trinh: Cong ty I chi 5 hiry
patent cép cho hogt chat Telmisartan (7/1/1997) cia
thutic Micardis 3 duge cong b rong DM bigt duye
gbc (ot 4). Thubc Micardis Plus (Telmisartan +
Hydrochlorothiazid) duge v binh fin diu véo thing
41208 vi trong thir gian bao ho cla Patent ¢éip cho
oat chét Telmisartan (Céng ty gii trinh khéng co
Patent cép cho dang phéi higp 2 boat chét trén.)

CHU SO HUU SP: Nha sin xudt: BI Pharma GMbH&CoKG

CHU/CHUYEN NHUGQNG PATENT:Chi s& hiru Patent v

Nhé sin xuét; BI Pharma GMbH&CoKG

Dé nghj Céng ty cung clp b sung thi liéu chimg minh cho dén
tiy chira c6 cdng ty ndo khic duge cﬁP bing phit minh séng
che cho dang phoi hep cia 02 hot chat Telmisartan va
Hydrochlorothiazid 48 Hoi dbng xem xét

CHU 84 HUU $P: Nhi sin xudt: BI Pharma GMbH&Co.KG
CHU/CHUYEN NHUQNG PATENT:Chi s hiru Patent va
Nhi sin xubt: BI Pharma GMbH&CoKG

B¢ nghi Céng ty cung cép b sung ti liéu chimg minh cho dén
nay cha o cﬁngty ndo khic dwoe edp bing phit minh sing
ché cho dang phoi hop oia 02 hoat chat Telmisartan va
Hydrochlorothiazid & Hei dong xem xét
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§0  Ténthubc-SPK  Hoat chdt - Him hwymg - Quy cich  Patent - Chil s hiru - Pham vi bio h{ Quyén si hiru, chuyén giao_patent

3 .Micardis Plus  Telmisaran + Hydrochlorbhiazide- ~~~ PATENT: EP1467712; EP1467712B2; CHU SO HOU SP: Nhi sin xult: BI Pharma GMbH& CoKG
SDK:VN-5862-08 40125 AU2002242676B2 (BI Pharma GMbHE& Co.KG) CHU/CHUYEN NHUQNG PATENT:Chi 0 hiru Patent v
Vién nén, hgp 3 vix 10vién; hp 1,240 PHAM VI Dang bao ché vién nén 02 lop chia nhi san xudt: BI Pharma GMbH& Co.KG
17 vién, Telmisartan vi Hydrochlorothiazide. D¢ nghi bi sung ~ Dé nghi Congty cung cap bd sung tai  Tigu chitg minh cho dén
-8X: Boehringer Ingelheim Pharma Patent lién quan hogt chét dang phdi hop nay chua ed cong ty nao khdc duge caP béing phit minh sang
Telmisartan va Hydrochlorothiazide che cho dang phoi hgp cia 02 hoat chit Telmisartan va
25/7: Cing ty giditrinh: Céng ty la chil s& hifu Hydrochlorothiazid dé Hoi déng xem xét

patent cép cho hoat cht Telmisartan (7/1/1997) cta
thude Micardis d duge cong b trong DM biét duge
gde (Bt 4). Thude Micardis Plus (Telmisartan +
Hydrochlorothiazid) duge lwu hinh lan dau vio thing
4/208 v trong thé gian bio h cia Patent cdp cho
hoat chat Telmisartan (Cang ty gidi trinh khang c6
Patent cd cap cho dang phm hop 2 hogt chéttrén, )

2 Tén doanh nghiép dé nghi cong bd; Céng ty Deawoong Pharmaceutical Co.Ltd
B.CAC HO 8O DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 1)
2.1 Khong dép img quy dinh (Tong s: 1)
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§6  Ténthube- SDK

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

Hoat chit - Him lugmg - Quy edch  Patent - Chii s& hir - Pham vi bio h§
Nepidermin-0,mg/lmL PATENT: KR 0231805 (Dacwoong Pharmaceutical
Dung dich xjtuénda. Hop 163 0mL.  Co. Ltd)

(bom tém chita ImL dung dich thuc g PHAM VI; Khéng c6 ngi dung cy thé vé pham vi

chita ImL dung mi) bio h duge cdp trong Patent -> Cung o ndi dung
-8X: Deawoong Pharmaceutical day dii cua Patent (48 duge dich sang Tiéng Vigt)
Co, LtdHzn Quoc

4/3: Céng ty cung cp bin dich Patent KR 0231805
v cung cdp thém Patent ny tai US 6491904 ->
Pham vi bio h{ 1 dang bio ché, khéng phdi cho hoat
chit

23/8; Cong tyb b sung théing tin lién quan dén cing
thire bao ché cia sin pham

Chua dinh gid do khong c6 bin dich patent fiéng

Vigt hogc tieng Anh cia patent KR 0231 B05.Ket lugn:

Khong dip (mg quy dinh v& patent cip cho hoat
chit

4/3: Patent US 6491904 xéc l3p pham vi bao hj cho
ché pham diing khu tri trén da chia yéu 6 sinh
trugmg biéu bi cia ngucu Tuy nhién, patent niy
khéng xic 13p pham vi bio h§ cho hoat chit
Nepidermin yeu t s trring biéu b cia ngud).
Két lu,zm Khong dép img quy dinh ve patent cip cho
hogt chét,

31/7: Patent US 6491904 xdc lﬁp pham vi bio hi
cho ché pham dung Khu i ngodi da chita yéu t ting
truémg biéu bi ngnti véi hoomg cd tac dung Jim Linh
vét thiromg, copolymer polyoxyethylene-
po]yoxypropylm ¢6 8 nhét 4-10 cps 37°C, 60
vong phit vé trong lugng phén tr nam trong khoing
1ir 10000 to 15,000 vési lugng nim trong khoang ti

5 dén 7,5 % trong hugmg, Do thicu thing tin vé th
duge dirge sir dyng trong sén ph,im Easyef 0,005%
nién chua the dia ra két luin vé viéc patent Us
6491904 ¢ xéc 1gp pham vi bio h§ cho sén pham

Quyén si hiu, chuyén gino patent

CHU S4 HUU SP: Deawoong Pharmaceutical Co,Ltd
CHU/CHUYEN NHUGNG PATENT Daewoong

Pharmaceutical Co, Lid,

hay khdng. Két ludn: Khéng dép tmg quy dinh W patent cﬁp cho

thude phun mil.

23/8: Patent US 6491904 xic 13p pham vi bio h{ cho
ché pham ding khu trd trén da chira yéu t sinh
trudg biu bi ngudi va 5 dén 7.5 % trong lugng
copolymer polyoxyethylene-polyoxypmpylene codp
nhét 4-10 ¢ps at 37° C., 60 ving/phiit vi trong hromg
phén tir nim trong khodng ti 10, 100 dén 15 (00,
Trong théng tin sin phém do céng ty cung cép ngay
1410872013, copolymer polyoxysthylene-
polyorypropylen khong cf mit trong sin phim
Easyef, dodd cd hé thay rﬁng patent US 6491904
khéng xic 13p pham vi bio h{ cho sin phm Easyef,
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§6  Ténthudc- SPK

Tén doanh nghiép d& nghi cbng bé:

Hoat ggél - Him lwong - Quv cdch  Patent - ( hu s jh! - Pham vi bio hé

Ngodi 12, cin hru § ring sn phim Easyef 4 dung
dich xit trén da (diing ngodi), sin phém niy khéng
nim trong danh myc céc sin plrhm d4c bigt néu trong
Quyét dinh s 1545/QD-BYT ng&y 08/05/20]3 ]
B} Y té. Do d6, chi c patent cép cho hogt chit méi
duqc chap nhén,

Kt hudn: Khéng dép img quy dinh vé patent cdp cho
hopt chit,

Cong ty TNHH Otsuka OPV

B. CAC HO SO DA XEM XET YRU CAU_BO SUNG. GIAI TRINH (Tong s6 thube: 1).
3.1 B0 sung thong tin lién quan dén sin phém (Téng sb: 1)

1. Aminoleban Cic acid amin-
SPK:VD-12656-10  Dung dich tiém truyén tiah mach 200ml,
500ml

-8X: Cong ty TNHH Otsuka OPVViét

PATENT: US 2950529 (Otsuka Pharmaceutical
Factory Inc)

PHAM VI: US; Diém yéu ciu bio b s0 I; Han hop
che acid amin )

Khéng két luin do thiéu théng fin v thinh phin cia
sén phém Aminoleban.

Két lugn Khong dip img quy dinh vE patent cp cho
thude tiém truyén,

!!!gén sit hifu, gh!gén gino patent

CHU SO HOU SP: Otsuka Pharmaceutical Factory Inc
CHU/CHUYEN NHUQNG PATENT: . Otsuka Pharmaceutical
Factory Ing

2, G trinh vA cung cAp thi lidu Jam 15 méi lién b gitra

Otsuka Pharmaceutical Factory Inc va Céng ty TNHH Otsuka

4 Tén doanh nghiép dé nghi cong bo: Cty Invida (Singapore) Private Limited
B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng s0 thube: 2).

r ¢ A
4.1 Khong dp img quy dinh (T6ng s6; 2)
1, Fucicort Acid Fusidic; betamethasone valerate-2%
SPK:YN-14208-11  vi0.1%

Kem, hép | tujp 15, g
-5X: Leo Laboratories Limutedireland

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

PHAM VI:

Patent GB 930786 xdc 13p pham vi bo b cho acid
fusidic. Tuy nhzén, patent ny khﬁng xdc 1ip pham vi
bao g cho hdn hop hoat chat gom acid fusidic v
betarnethason valerate.

Két ujn; Khibng dap {mg quy dinh vE patent cip cho
hén hgp hoat chat.

CHU SO HOU SP: Leo Pharmaceutical Product Ltd A/S
CHU/CHUYEN NHUGNG PATENT:
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§6  Tén thube - SBK

Hoat chit - Him lugmg - Quy edch

Patent - Chi s hiu - Pham vi bio h§ Quyén 56 hiru, chuyén giao patent

1, Fucidin H Acid Fusidic; Hydrocoriison acetat PATENT: London patent 930786 -> Ca quan SHTT  CHU SO HUU SP: Leo Pharmaceutical Product Ltd A/S
SDK:VN-514807  20mg/g; 10mgfg Anh khéng nam trong danh séch 114 co quan SHTT ~ CHU/CHUYEN NHUGNG PATENT:

Kem, hip 1 tujp 5¢ dirge cong nhdn

-8X: Leo Laboratories LimitedIreland PHAM VI:

Patent GB 930786 xéc lap pham vi bo hg cho acid
fusidic. Tuy nhién, patent nay khdng xéc [p pham vi
bio hg cho hén hp hoat chat gom acid fusidic va
hydrocortison acetate.

Két luin: Khéng dp tmg quy dinh vé patent cdp cho
hn hop hoat chit,

5 Tén doanh nghiép 3¢ nghi cong bd: CTY TNHH MTV VIMEDIMEX Binh Dirong
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 2).

5.1 Khong dép img quy dinh (Tong s0: 1)

1. Legalon 70 Protect Cao khd qui Silybum marianum-70mg

CHU SO HOU SP: Madaus GenbH
CHU/CHUYEN NHUGING PATENT:1, Dr. Madaus GmbH

PATENT: US 5906991 (Dr. Madaus GmbH &Co)

Maddaus Silymarin PHAM VL US: Pham vi bio ho 14 quy trinh dig ché
SDK:VN-4406-07  Hap 3 vi, 6 vi, 10 i x 10 vién nang ﬂavanplignan ‘ &Co
-8X: Madaus GmbHBre Céc diem 1-11 yéu cau bao h cua patent US

5906991 xic 1ip pham vi bio cho quy trinh diéu ché
ché pham flavanolignan. Tuy nhién, patent nay khng
xdc |3p pham vi bdo hg cho cao khd qua Silybum
marianum hay Silymarin, ) )

Ket luiin: Khong dép img quy dinh ve patent cap cho
hogt chét.

5.2 Pham vi bio hi chua r, dé nghi IAm ré ngi dung bio ho (Tong s6: 1)

1 . Eligard Leuproreline acetate-7.5mg; 22.5mg; 45mg  PATENT: US 6395293 B2 (Atrix laboratories)
SBK: US 6565874 BI (Atrix laboratories)

Bt vi dung mdi pha dung dich tiém. Hop ~ US 6773714 B2 (Atrix laboratories)
0m 2 khay: | khay chia ing tiém bom sin
dung mi, | cin pivtbng lin v 1 i hit
amy; | khay chira dng tiém B chira sin bt, |
kim 6 Khin o 20 va | gbi silicone hit

chc Patent 14 hoat chit Leuproreline acetate.

Khéng dinh gi4 do cdng ty trich din nhiéu patent,

im trong khi khong chi 3 diém véu chu bio h{ xée lip

phiam vi bo h{ cho hoat chét hoic thude tiém
Eligard.

-8X: Tolmar Inc., Fort Collins, Co (US)
(trudrc dily 1a Atrix Laboratories, Fort

Két luin: Khéng dap tmg quy dinh vé patent cdp cho

hoat chit hoic thudc tiém,

6  Tén doanh nghiép i nghi cng bo: Diethelm&Co..Ltd

PHAM VI: Gidi trinh lam 6 pham vi bao hd trong

CHU SO HOU SP: Tolmar Inc., Fort Collins, Co (US) (truc
day 1 Atrix Laboratories, Fort Collins, CO (US))
CHU/CHUYEN NHUCNG PATENT: Tolmar Inc., Fort
Collins, Co (US) (trwdc ddy 4 Atrix Laboratories, Fort Collins,
co(usy

Page 50f 39



$6 Ténthube-SBK  Hoat chit - Him luong - Quy cich

Patent - Chii s hitu - Pham vi béo hd

B. CACHO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tdng 50 thus: 1),
6.1 Bd sung tiliéu vé viée chuyén nhwong Patent (Tong sb: 1)

1.VISMED
SDK:VN-15419-12

Natri Hyaluronate 0.18% (1. 8mg/ml)-
1.8mg/ml

Hap 30 hodc 60 dng don liéu 0.3ml dung
dich nho mit

-8X: Holopack Verpackungstecknik
GrbHGermany

PATENT: EP0598388 B (Laboratoire Medidom
S.A)

PHAM VI: EP0§98388 BI: Dugc phém nhin khoa
sit dyng nhe mréc mét nhin tgo

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

1144668B1 va EP 1526859 BI (Pham vi bao h¢ cua
2 Patent 13 quy trinh diéu ché, khéng phéi 13 hoat
chit)

Biém 1 va 8 yéu céu bio h{ cia patent EPOS9B38S
B xéc Lip pham vi bdo h cho ché pham nhéin khoa
dé sir dyng lam e mat nhan tao chia Natmi
Hyaluronate lim chéat ting cuong d§ nhot va cic
thnh phan khdc vdi ty 1¢ bao ham ty 1é twong ng
trong san ‘pham Vismed (cin cit vio 6 liéu do cong
ty cung cép).

Két Iudn: Dap img quy dinh vé patent cap cho thube
hd mét.

7 Tén doanh nghiép dé nghi cong bb: Gedeon Richter PLC

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

A £ ' A A
7. Khong dap img quy dinh (Tong so: 1)
1 . Postinor 1
SDK:VN-9219-09

Levonogestrel-1.5mg
Viénnén, Hp 1 vix [ vién
-5X: Gedeon Richter PlcHungary

PATENT: WN 5509 (Richter Gedeon Vegyezeti Gyar
RT)

PHAM VI: VN; Drge ph tranh thai chira
Levonorgestrel va tmg dung -> Pham vi bdo b [a
dang bao ché, khong phéi 13 hoat chét

Patent VN 5509 xac lap pham vi bio hd cho duqvc
phéim 8¢ sir cng vés liéu duy nhét chita hoat chit
levonorgestrel véi lidu 1,5+ ng Tuy nhién,
patent ndy khing xéc Lip pham vi bo h cho hoat
chat levonorgesrel

Két luan Khéng dip mg quy dinh vé patent chp cho
hogt chit.

8 Tén doanh nghiép dé nghi cong bd: Hyphens Pharma Pte, Ltd

B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAL TRINH (Tong 0 thub: 1)

Quyen si hifu, chuyén giso patent

CHU SO HOU SP: TRB Chemedica Int. S.A Group
CHU/CHUYEN NHUGNG PATENT: Laboratoire Medidom
S.A la mit cdng ty con thuge TRB Chemedica Int, S.A Group
i nighi Cdng ty cung cdp tai ligu vE vige Holopack
Vempackungstecknik GenbH sin xudt theo tiéu chudn vi iy

quytn ciia TRB Chemedica Int. S.A Group

CHU 80 HITU 8P: Gedeon Richter Plc

CHU/CHUYEN NHUONG PATENT Richter Gedeon
Vegyezeti Gyar RT (Céng ty cung cAp tai li4u gidi thich én
viét tht cia Richter Gedeon Vegyezeti Gyar RT tai chc nute vi
tai Anh 14 Gedeon Richter Plc )
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Ténthube-SPK  Hoat chiit - Ham lwong - Quy céich  Patent - Chi si hiru - Pham vi biio hj Quyén si hiu, chuyén giao patent

86
8.0 Khong dép (mg quy dinh (Tng s6: 1)

1 .Fenosup Lidose  Fenofibrate-Fenofibrate 160mg PATENT: EP1414433BI (Laboratoires SMB SA) CHI:J SG HOU SP- Laboratoires SMB SA
SDK:VN-6691-08  hdp 3 vix 10 vién, vién nang clmg PHAM VI EP: Thanh phan thudc duge céi tiéneé  CHU/CHUYEN NHUGNG PATENT; | Laboratoires SMB SA
-8X: SMB Technology S,AFamenne- chira tic nhin ot hoa thy thé alpha PPAR viqui 2. Dé nghi Céng ty cung cap ti ligu vé viéc SMB Technology
Belgium trinh bio ché -> Pham vi bdo b 13 dang béo ché, S, sin xuit theo tly quyén va tiéu chun clia Laboratoires
Khéng phés 13 hoat chét Fenofibeate SMB SA

Biém 2 yéu ciu béo h{ cua patent EP1414433 xéc lip
pham vi béo b cho durge pham dang bén rén hoje
long chia Fenofibrate. Tuy nhién, patent nay khong
xic 13p pham vi bio h{ cho hoat chﬁt‘ Fenofibrate.
Ket lugn: Khong ddp (mg quy dinh v& patent cap cho
hoat chit,

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

B. CAC HO SODA XEM XET YU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1),
9.1 B sung théng tin lién quan dén sin phm (Tong s6: 1)

1 . Giloba Ginkgo Biloba Phytosome-| 15mg (twomg ~ PATENT: US 5,043,323 (Indena S.P.A) CHU SO HUU SP: Mega Lifesciences Ltd

SDK:VN-10405-10  duong vési chiét xult Ginkgo Biloba EP 0275005 (Indena 5.P.A) CHU/CHUYEN NHUGNG PATENT:1. Indena S.P.A
40mg) PHAM VI: US: Diém yéu cau bio ho 1 v 7 2. Céng ty cung chp ti liéu éy quyén sit dung patent cia
Hip 3 vi x 10 vién nang mém EP: Diém yéu gﬁu baohg1,2,3,4 Indena S.P.A cho Mega Lifesciences Ltd

Diém 12 yéu ciu bio h cia patent US 5,043,323 lin
Iwgt xac 13p pham vi béo h cho phire hop cda dich
chiet Gingko biloba d loc/phospholipid todn phan
clia d4u tromg, Do thiéu thng tin vé hogt chét
Ginkgo Biloba Phytosome cling nhur ty [¢
phospholipid véi flavonoid trong sin pham Giloba
nén chuta the dwa ra ket Judin 14 patent US 5,043,323
¢0 xéc ip pham vi bao h¢ cho hoat chét trong sén
phéim Biloba hay khéng,

Kt lugn: Khong dép (mg quy dinh vé patent cAp cho
o hp hoat chit,

10 Tén doanh nghi¢p dé nghi cdng bd: -Sanofi Aventis Vigt Nam

B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Tong s0 thuc: 8).
10.1 B sung théng tin lién quan dén sin phim (Téng s6: 2)
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Tén thude - SBK

Hoat chdt - Ham lvong - Ouy cdch  Patent - Chii s hiu - Pham vi bio hi

1. Aspegic

SDK:VN-3226-07

DL lysine acetylsalicylate- 1000mg
Bt pha tiém, hip 6 o + 6 éng dung méi
-8X: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Duge pham c6 chira Lysine )
Acetylsalicylate -> Pham vi bao hd 2 quy trinh dicu
ché khong phai I3 hoat chat,

28/2: Cong ty b6 sung Patent US 4263888 -> Phym
vi bao hg 14 ché phém durgc phém, khong phii 1 hoat
chit DL-lysine acetylsa]lcy]ate

Patent US 4885288 xéc 13p pham vi béo hd cho
phutong phip diéu tr bénh hong cau hih liém bing
céch sir dyng duge pham chira lysine acatylsalicylate
qua finh mach (diém | yéu cdu bao hg). Tuy nhién,
patent niy khéng xdc 13p pham vi bdo h¢ chinh xdc
cho hoat chit lysme acety]sa]lcylale Ket luin: Khéng
dap img quy dinh vé patent cp cho hoat chdt 28/2:
Patent US 4263888 xéc 13p pham vi bio h duge
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent ndy khdng xdc dp pham vi bao hg cho hoat
ohidt DL-lysine acetylsalicylate Két luin: Khong dap
mg quy dinh vé patent cp cho hoat chit,

28/2: Patent US 4263888 xdc 1gp ham vi béo hg cho
durge phém, bao ghm duge phim dang bt pha tiém,
chita DL-lysine acetylsalicylate va chira 3-6%
calcium chloride khan tinh theo tong trong lugng
acetylsalicylate va calcium chloride khan. Do thiéu
thong tin vé thinh phin cia sin phém thude tiém
Aspegic nén chura thé dua ra két luin [3 patent US
4265888 6 xic 14p pham vi bio h cho thud tiém
Aspegic hay khdng,

Ké Iuan; Khong dap img quy dinh vé patent cap cho
thude tiém.

Quyén si hitu, chuyén piso patent

CHU §0 HU‘!J SP: Sanofi Aventis
CHU/CHUYEN NHUGNG PATENT:Synthelabo
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§6  Ténthude-SDK  Hoatchit - Ham hoomg - Quy cch  Patent - Chii 56 hiru - Pham vi bio hd Quyén s hiru, chuyén piao patent
2 . Fludara Fludarabin Phosphate-10mg PATENT: US 7547776 B1 (Bayer Sheering Pharma CHU 80 HUU SP: Sanofi Aventis Vigt Nam
SDK:VN-14706-12  Hép 4 vix 5 vién nén bao phim AG) CHU/CHUYEN NHUQING PATENT:Bayer Shcering Pharma
-8X: Bayer Schering Pharma AGBirc PHAM VI: US:Pham vi bio h{ cho dang bio ché . AG
tinh thé cta Fludarabin Phosphate). D& nghj cung cp
patent c6 pham vi bio h 13 hoat chit Fludarabin
Phosphate
Patent US 7547776 x4c |ap pham vi bio hg cho
Fludarabine Phosphate dang tinh lhe ¢ dj tinh khnet
it nhét 99,5%. Do thidu thong tin ve 8 tinh khiét
cta Fludarabine Phosphate dang tinh hé trong sin
phém Fludara nén chra the dura ra ket lugn [a patent.
US 7547776 ¢6 xéc L3p pham vi bio hg cho hoat chit
Fludarabine Pho‘;phme trong sp Fludara bay khing,
Két ludn: Khng ddp timg quy dinh vé patent cip cho
hoat chit,

10.2 Khong dap img quv dinh (Tong sb: 6)
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80 Tén thube - SDK

1, Aspegic
"SDK:VN-4609-07

Hoat chit - Him lwgng - Quy cdch  Patent - Chii s hiru - Pham vi bio hi

DL-lysine acetylsalicylate-250mg
bit pha dung dich udng, hp 20 g&i
-8X; Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo}

PHAM VI: Duge pham c6 chira Lysine

Acctylsa icylate > Pham v1 béo ¢ a quy trinh diéu
ché khng phai [ hoat cht,

28/2: Cong ty bo sung Patent US 4263888 -> Pham
vi bao h} la ché phém duge phém, khong phai [a hogt
chit DL-lysine acetylsalicylate

Patent US 4885288 xéc 1ip phamn vi bio hé cho
phuong phap diéu tri binh hong cdu hinh liém bing
cch st dyng dugc phum chu‘a lysine acetylsalicylate
qua finh mach (dlem 1 yéu chu bio hg). Tuy nhién,
patent ndy khéng xc 14p pham vi bio h chinh xhe
cho hoat chat lysine acetylsalicylate.Ket luin: Khdng
dap img quy dinh vé patent cap cho hoat chat.28/2;
Patent US 4265888 xc 13p pham vi bao h6 dwgc
pham chira DL-lysine acetylsalicylate. Tuy nhin,
patent ndy khong xic 14p pham vi bio hd cho hoat
chét DL-lysine acetylsalicylate.Két ludn: Khong dép
img quy dinh vé patent cép cho hoat chit,

28/2: Patent US 4265888 xic lgp ham vi biko hg cho
duge pham, bao gom dge phim dang bt pha tiém,
chia DL-lysine acetylsalicylate vé chir 3-6%
calcium chloride khan tinh theo téng trong lugng
acetylsalicylate va calcium chloride khan. Tuy nhién,
patent nay khdng xic ip pham vi bdo o cho hoat
chat DL-lysine acetylsalicylate.

Két ]uan Khang dip img quy dinh vé patent cap cho
hoat chit,

Quyén 54 hiu, chuyén giao patent
CHU SO HOU SP: Sanofi Aventis

CHUICHUYEN NHUONG PATENT:
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s

Tén thufe - SDK

1, Aspegic
"SDK:VN-5754-08

Hoat chét - Him lwgng - Quy cich  Patent - Chil s hiru - Pham vi bio h§

DL-lysine acetylsalicylate-500mg
bt pha dung dich udng, hip 20 goi
-8X: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Duge phém c6 chira Lysine
Acetylsalicylate -> Pham vi bao h{ 12 quy trinh diéu
ché khang phii 13 hoat chit.

28/2: Cong ty bo sung Patent US 4265888 -> Pham
vi bio hg 1 ché phém diroe phim, khéng phis [3 hogt
chit DL-lysine acetylsalicylate

Patent US 4885288 xéc 1ap pham vi bio h{ cho
phlrong php diéu tr bénh héng céu hinh liém bing
cich sir dung duge phim chia lysine acetylsalicylate
qua finh mach (diem | yéu cdu bio h{). Tuy nhién,
patent ndy khéng xac lip pham vi bio ho chinh xac
cho hogt chit ]ysme acelylsahcy]ate Két luim: Khong
ip tmg quy dinh vé patent cdp cho hogt chit.28/2;
Patent US 4265888 xéc lap pham vi bio hg duge
phf'lm chira DL-lysine acetylsalicylate. Tuy nhién,
patent nay khéng xdc 14p pham vi bao hd cho hoat
chat DL-lysine acetylsalicylate.Két ludn: Khang ddp
tmg quy dinh vé patent cap cho hoat chat,

28/2: Patent US 4265888 xdc 1ip ham vi béo h cho
durgre phﬁm, bao gfim durge phﬁm dang bt pha tiém,
chira DL-lysine acetylsalicylate vi chira 3-6%
calcium chloride khan tinh theo tong trong lwgng
acetylsalicylate vi calcium chloride khan. Tuy nhién,
patent nay khong xdc 1dp pham vi bao hd cho hogt
chat DL-lysine acetylsalicylate.

Két ujn: Khing dp img quy dinh vé patent cip cho
hogt chit,

Quyén 56 hirw, chuyén giao patent
CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUQNG PATENT:
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s

Tén thubc - SDK

3 . Aspegic
SDK:VN-5752-08

Hoat chit - Him luong - Quy cich  Patent - Chi si hiru - Pham vi bo hd

DL-lysine acetylsalicylate-1000mg
bt pha dung dich udng, hp 20 goi
-8X: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Duge phm c6 chita Lysine
Acetylsalicylate -> Pham vi bio hg 12 quy trinh diéu
ché khang phii [ hot chit,

28/2: Céng ty b6 sung Patent US 4265888 -> Pham
vi bio by [a cheé pham duge pham, khang phai [a hogt
chét DL-lysine acetylsalicylate

Patent US 4885288 xac ldp pham vi bao hg cho
phuzemg phap diéu tri bénh hing chu hish liém bing
cich st dyng due phim chia lysine acetylsalicylate
qua finh mach (diém | yéu cau bao hg). Tuy nhién,
patent niy khéng xéc lap pham vi béo hd chinh xac
cho hoat chat lysine acetylsalicylate.Ket lugn: Khong
dap img quy dinh vé patent cdp cho hoat chét 28/2;
Patent US 4265888 xdc Iip pham vi béo b{ duge
phém chita DL-lysine acetylsalicylate. Tuy nhién,
patent ndy khing xéc lap pham vi béo hd cho hogt
chat DL-lysine acetylsalicylate.Két fuén: Khong dap
tmg quy dinh v patent cip cho hoat chit,

28/2: Patent US 4265888 xic 1ip ham vi bio hg cho
duge phim, bao gom dirge phim dang bt pha tiém,
chira DL-lysine acetylsalicylate va chita 3-6%
calcium chloride khan tinh theo téng trong hrong
acetylsalicylate va calcium chloride khan. Tuy nhién,
patent niy khdng xéc 14 pham vi béo h$ cho hoat
chat DL-lysine acetylsalicylate, '

Ket luin: Khong ddp tmg quy dinh vé patent cap cho
hogt chat.

!!uyén 56 hitu achugén giao_patent

CHU SO HOU SP: Sanofi-Aventis
CHU/CHUYEN NHUQNG PATENT:Téi ligu xéc nhin Sanofi-
Synthelabo chuyen thanh Sanofi-Aventis
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§0  Ténthuc-SPK  Hoat chit - Him hrong - Quy cdich  Patent - Chii s hiu - Pham vi bdo hd Quyén si hi, chuyén gian_patent

4 . Depakine Natri Valproate-400mg/4m| PATENT: US 3 325,36I (Chemetron Corporation) CHl:J s0 ]-lU'IU SP: Sanofi-Aventis
SDK:VN-4698-07 thude bt dong kho & dung moi pha tiém,  PHAM VI: Téc nhén chong o0 gidt -> Gidi trinh [im CHUfCHL[YEN T_*JHU'ONG PATENT:Chura c6 tdi liéu x4c nhn
hijp 4 1o bt dng kho & 4 lo dung mdi 10 pham vi bio hy Ia hoat chét Natri Valproate. viéc chuyen quyen s& hiru Patent tir Chemetron Corporation

-SX: Glaxo Wellcome ProductionFrance  3/4: Cdng ty cung cép Patent US 3325361 (khéngc6  cho Sanofi-Aventis
ni dung Patent ndy); AU 272333 (Pham vi bao h§
khéing phéi 14 hoat chét Natri Valproate)
Patent VN 3991 xic Ifp pham vi bio hd cho thude
uong chira céc hoat chat 14 ranitidin, bismuth
subcitrate va sucralfate, trong 6 ranitidin dugc bao
biing chét bao véi ugmg nim trong khodng ti 0,1 6i
10,0% khoi hong. Patent nay khdng xac lap pham vi
béo h¢ cho hén hgp (t hop) gdm 3 thanh phin
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR [19031 v 0453179 khing
dqqc danh gié do khdng ¢6 bdn dich tieng Vit hoic
tiéng Anh ctia 2 patent niy Ket luin: Khong dép img
quy dinh vé patent cAp cho hn hop hoat chét4/3;
Digm | yéu chu bio hp ciia palem VN 5991 xde lp
pham vi bdo h cho thudc uong chira céc hoat chit i
ranitidin, bismuth subcltrale vh sucralfate, trong do
ranitidin dugc bao biing chit bao v lugng ném trong
khoing tir 0,1 6i 10,0% khoi lugg. Patent nay
khong i lip pham vi béo hé cho hin hop (t5 hop)
gom 3 thinh phin Ranitidin HCI, Tripotassium
bisemuth dicitrate va Sueralfate. Két lugn: Khéng dip
img quy dinh v patent cdp cho hdn hop hoat chi.
3/4; Diém 8 ycu ciu bao hj cia patent AU 272333
xic [3p pham vi béo g cho dirge phdm chita Sodium
Valproate. Tuy nhién, patent ny khdng xéc 1gp pham
vi bao hj cho hoat chat Sodium Valproate.
Kt luin; Khéng dip img quy dinh vé patent cép cho
hoat chit,
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80 Tén thube - SDK

5 . Rovamytcine
SDK:VN-15626-12

6 . Rovamycine
SBK:VN-14354.11

Hoat chit - Him lwgng - Quy edeh  Patent - Chil sir hira - Pham vi bio hj

Spiramycin-1.5 MIU
Hap 2 vi x 8 vién nén bao phim
-8X; Famar LyonPhip

Spiramyein-3 MIU
Hp 2 vi x 5 vién nén bao phim
-8X: Famar LyonPhip

PATENT: US 7579167 B2 (Aventis Pharma)
PHAM VI US: Céc ppolypeptide tham gid qué trinh
sinth tong hop cac Spiramycine, cic chui nucleotide
e hda cdc popypeptide dd -> Pham vi bao b [ quy
trinh bio ché, khong phii 4 hoat chdt Spiramycin
3/9: Cang ty bo sung Patent US 3000785 (Socicte
des Usines Chimiques Rhone -Poulenc)

Patent US 3000785 khdng xdc lép pham vi bio hd
cho hoat chat Spiramycin do trong patent nay,
Spiramycin dgc m t I3 hop chét d bit (xem ot
[, déng 21-26).

Két lugn: Khang dép img quy dinh vé patent cip cho
hoat chit.

PATENT: US 7579167 B2 (Aventis Pharma)
PHAM VI: US: Céc polypeptide tham gid qud trinh
sinh téng hop cAe Spiramycine, cic chui micleotide
md héa cdc popypeptide d6 -> Pharm vi bao hd 13 quy
trinh bao ché, khdng phii 14 hot chat Spiramycin
3/9: Caing ty bo sung Patent US 3000785 (Socicte
des Usines Chimiques Rhone -Poulenc)

Patent US 3000785 khang xic [ip pham vi béo hd
cho hogt chat Spiramycin do trong patent nay,
Spiramyein duge md ta 14 hop chat da biet (xem cgt
[, dong 21-26).

Két Iugn: Khong dip img quy dinh vé patent cp cho
hoat chat.

11 Tén doanh nghiép dé nghi cong bd: Unico Alliance Co., Ltd

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1),
11,1 Pham vi bio h{ chura r, dé nghi 1am r( ndi dung béo h (Téng sb: 1)

Quyén 54 hiu, chuyén giao patent

CHU SO HOU SP: Sanofi Aventis
CHUICHUYEN NHUONG PATENT:Sanofi Aventis

CHU S0 HOU $P: Sanofi Aventis
CHU/CHUYEN NHUQNG PATENT:Sanofi Aventis
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§6  Tenthube-SDK  Hoat chit - Him luweg - Quy cich

1 HumallAIbumm Albumin nguisi-50ml, 20% (10g albumin

0% Behring, mubi  tir nguti)
lhap dung dich truyén tinh mach
SDK:VN-831509  -5X: CSL Behring GMBHBirc

12 Tén doanh nghiép 3¢ nghi cong bo:

Quyén s hiru, chuyén giso_patent

CHU SG HUU $P: CSL Behring GMBH .
CHU/CHUYEN NHUQING PATENT:Chua co tii ligu vé vige
chuyén nhurgng Patent tir ventis Behring LLC cho CSL Behring
GMBH

Patent - Chii s hiru - Pham vi bdo hi

PATENT: US 007081354 B2 (Aventis Behring
LLC)

US 007056701 B2 (Aventis Behring LLC)

US 006686179 B2 (Aventis Behring LLC)

PHAM VI: US 007081354 B : Sir hgp nhdt protein
Albumin va interleukin )

US 007056701 B2 : Sy hop nhat protein albumin va
hormon

US 006686170 B2 : Sir hop nhit polypeptide
alburnin huyét twong ngudi va polypeptide trong didu

trj

-> (Gidi trinh lam r8 pham vi bae h trong 3 Patent 13

hoat chat Albumin

Khéng dénh gié do cong ty trch din nhiéu patent,
trong khi khing chi r3 diém yéu clu bio b xic lip
pham vi bio h§ cho thude tiém Human Albumin
20% Behring,

Két luin: Khong ddp (mg quy dinh vé patent cp cho
thude tiém

VPDD Alcon Pharmaceuticals Ltd.

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

12.1 Khing dép img quy dinh (Tong sb: 4)

1 . Nevanac
SDK:VNI-747-12

Nepafenac- Img/ml
Hap | Lo 5mi Han dich nho mit
-8X: 8.A.Alcon-Couvreur N,V - BelgiumBi

CHU SO HOU 8P: Alcon Pharmaceuticals Lid,
CHUICHUYEN NHUONG PATENT:I. Alcon Inc

2.Bé nghl Cang ty cung cap i ligu vi giai trinh lam rd moi
lién h¢ giira Alcon Inc va S.A. Alcon-CouvreurN.V

PATENT: EP 1819362 BI (Alcon Inc)

PHAM VI: US: Dang nha mit nepafenac

Cic diém 120 yéu cdu bido hj cua patent EP
1819362 BI x4c Iap pham vi bao hé cho ché phim
nhin khoa ding khu tri chira ncpafcnac vi cac thanh
phin khic carbomer, chét hoat dgng bé miit khéng
dién ly, chit dleu chinh truong lye, chit dleu chinh
pH,v.v., Do thidu thong tin vé céc thanh phan trong
san pham Nevanac nén chua thé dua ra ket lugn 13
patent EP [819362 B 6 xéc 1ip pham vi bio b
cho thudc nho mt Nevanac hay khing,

Kﬂ’luan Khéng dép img quy dinh ve patent chp cho
thuoc nho mit,
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§0  Ténthubc-SPK  Hoat chdt - Him hwymg - Quy cich  Patent - Chi s hiu - Pham vi bio h{

1 . Tobradex Drop Sml Tobramycine; Dexamethasone-0.3% (3mg)
0.1%(Img)
Han dieh nho mt
-8X: §.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tobramycin va
Dexamethason dé dimg tai chd trong nhin khoa -»
Pham vi béo b [a phuong phap diéu trj diing cho
mit két hop Tobramycm vi Dexamethason

15/8; Caing ty ba sung patent US 7795316 B
(14/10/2010) (Alcon Rescarch Ltd) va US 8101582
B2 (Alcon Research Ltd) v gidi trinh trinhfent xdc
1ép pham vi béo h§ cho dang thuoc ding cho mat
Patent US 5,149,694 xdc lap phgm vi bio hi cho
phuong phip dleu 1ri bénh viém mét bing céch cho
béoh nhén diimg t6 hop cia Tobramycine va
Dexangemasone. Tuy nhién, p;tent ndy khong bao b
trye tiép cho hén dich nho mit chira hai hoat chit
neu trén. et lugn: Khéng dap tmg quy dinh vé patent
chp cho sin phim thudc nho mé,

15/8; Patent US 7195316 BI xéc 3 pham vi bio
g cho ché phim diing khu tr cho mét chira 0,1 dén
0,5 % trong luomgithé tich tobramycin v 0,03 dén
0,1 %trong luqnglthe tich dexamethasone, cing véi
ta duqrc, kém theo do 14 céc chi sb vé ¢ 46 nhat. Do
thiéu théng tin vé sin phém Tobradex Drop nén chua
the dira ra ket ludn [2 patent US 7795316 B1 c6 xic
Lip pham vi béo h cho thude nhé mt Tobradex
Drop hay khong.

Patent US 8101582 B2 xac 13p pham vi béo h§ cho
phuong phap diéu tr mit, Tuy nhién, patent ndy
khong xdc 1p pham vi bio hd cho thuoc nhd mﬁt
Ket_]uan Khang dip ing quy dinh vé patent cdp cho
thude nho mit,

Quyén si hiru, chuyén giao patent

CHU SO HOU SP: Aloon Pharmacenticals Ltd.
CHU/CHUYEN NHUGNG PATENT:1. Alcon Laboratories Inc
2. BE nghj Conggiuwaxcung cap tai ligu lién quan va gii trinh,
Jam 3 moi lién ¢ giita Alcon Research Ltd va 8.A.Alcon
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§0  Ténthubc-SDK  Hoat chit- Him lwyng - Quy cich  Patent - Chil it i - Pham vi bio h§

3 . Tobradex Qin 3.5g Tobramycine; Dexamethasone-0.3% (3img)
0.1% (Img), 3,5g
Han dich nhé mét
-5X: §.A Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI: US: Ket hop Tobramyein va
Dexamethason dé ding tai chd trong nhin khoa ->
Pham vi bio h{ ki phuong phap dicu tri dimg cho
mit ket hop Tobramycin vi Dexamethason

15/8: Cdng ty bo sung patent US 7795316 BI
(14/10/2010) (Alcon Research Ltd) va US 8101582
B2 (Alcon Research Ltd) vi giéi trinh trinhfent xdc
lap pham vi bio h¢ cho dang thudc dung cho mat
Patent US 5,149,694 xéc lip pham vi bao hd cho
phuong phip dieu tri bénh viém mit bing cach cho
bénh nhn diing t6 hop clia Tohramycine v
Dexamethasone. Tuy nhién, patent ndy khong bio h
tre tiép chu hén dich nho mit chifa hai hoat chit
neu frén Kt lun; Khdng dép ing quy dinh vé patent
cip cho san pham thube nho mit,

[5/8: Patent U3 7793316 BI xéc lip pham vi bio
1§ cho ché pham diing kbhu trd cho mat chira 0,1 dén
0,5 % trong luqng,’lhe tich tobramycin vi 0,03 dén
0,1 % trong luqmgfthe tich dexamethasone, cling véi
ta dugc, kém theo dé I3 cic chi s6 vé dj nhét. Do
thiéu théng tin vé san pham Tobradex Oin nén chra
thé dura ra két Jugn 13 patent US 7795316 BI cd xée
Lip pham vi bio h¢ cho thud nho mt Tobradex Oin
hay khdng,

Patent US 8101582 B xic I3 pham vi bio hg cho
phucmg phép diéu tri mét, Tuy nhién , patent ndy
Khdng xic [3p pham vi bio b cho lhuoc nho mﬁl
Két Iuin: Khong dap img quy dinh v patent cap cho
thude nho mét

Quyén 54 hiru, chuyén giao patent

CHU S0 HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUQNG PATENT: L. Alcon Laboratories Inc
2. Bé nghi Conggiuwaxcung cdp thi ligu lién quan va giéi trinh,
I4m rd mdi lién hé gilra Alcon Research Lid va S.A.Alcon
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§6 Ténthubc-SPK  Hoat chilt - Ham luymg - Quy cich
4 . Vigadexa Sol 5ml 1sMoxifloxacin HCL; Dexamethasone
phosphate-0.5%:0.1%; Sml
Dung dich nhé mit
-§X: Aleon Laboratories do Brazil
LtdaBrazin

Patent - Chil s hiru - Pham vi bio hé
PATENT: US 7888370B2 (Alcon Research Ltd)
PHAM VI: US: Pham vi bio h 12 cong thirc bio ché
dang dung dich cd chira 2 thanh phin
257 Céng ty bo sung thong tin ve cong thitc san
phim
Khéing két luéin do thiéu thdng tin vé dang bio ché
héin dich dimg cho mét chira Moxifloxacin HCL v
Dexamethasome. Dé nghi Céng ty bé sung thing tin
vé obng thitc bho ché, dang bio ché cta thude trong
Hb soding ky thude
237 Bim | yéu cdu bio hj cia patent US
T888370B2 xic [dp phacn vi bio hg cho ché phim
dang dung dich mréc da liéu ding cho tai, che pham
nay duge sit dyng cho tai, chira benzalkonium
chloride lim chit bao quén, khi sin phim Vigadexa
Sol Sml dwye sir dung cho mit, chira sorbitol lim
chit bio quin. Do 4, paten US 788837082 khing
i Lip pham vi bio hj cho thudc nh mit Vigadexa
Sol Sml. ‘ ’
Ket lugn; Khong dép img quy dinh vé patent cap cho
thude nhé mét.

Quyén si hirw, chuyén giao patent

CHU S35 HITU SP: Alcon Phanmaceuticals Ltd,
CHUICHUYEN NHUGNG PATENT:1. Alcon Research Ltd
2. B nghj Cong ty cung cap tai ligu va gidi trinh lam rd moi
lién h¢ giita (Alcon Research Ltd vA Alcon Laboratories do
Brazil Lida

13 Tén doanh nghiép dé nghi cng bo: VPDD AstraZeneca Singapore Pte., Ltd
B. CAC HO SO'DA XEM XET YEU CAU BO SUNG. GIAI TRINH (Téng sb thude: 1).

13.1 Khong dép img quy dinh (Tong s0: 1)

Page 18 0f 39



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

Nhi twong diing dwomg tinh mach,hdp 5

dng tiém 20 mL
-SX: Corden Pharma S.P.AY

Hoat chiit - Him lrgng - Quv clich

Patent - Chil s hiru - Pham vi bdo h

PATENT: US4,056,635 (Imperial Chemical
Indhustries)
PHAM VI 1. US; 2,6-diisopropylphenol -> Pham vi
bio b la phuong phép diéu tr, khong phi (2 hoat
chit
2. Céng ty giai trinh:

- Hogt chét Propofol ¢ dirge phét hién vio nim 1938
b cdng ty Standard oil Development nhung bing
sang ché ndy khong bie 1§ bt ky thang tin ndo cho
thay hoat chat ndy 0 déc tinh gy mé

- Nim 1970, Imperial Chemical Industries da nqp
dom.xin bao h{ déc tinh gy mé cho hoat cht niy v
i e cip biing phét minh sing ché
19/6: Cdng ty bo sung Patent EP 1238677
(Astrazeneca AB) v giéi trinh cée diém baohj 1,2,3
xéc I3p pham vi bio h cho dang bio ché thudc tiém
chita propofol

- Céing ty ciing cung cip CPP theo d6 sén phim
Diprivan chifa Propofol (1%); Dau du nanh (10%);
Glycerol 2.25%; Na EDTA 0.0055%; Phosphatide
trimg g tinh khiét; Nitrogen, NaOH, Nutc cho dii
100%
Patent US4,056,635 xc ldp pham vi bio hg cho
phuong phép gy mé sit dung 2,6-diisopropylphenol.
Tuy nhién, patent ndy khang xéc Lip pham vi bio h{
cho hoat chat Propofol hay thuoc tiém chira Propofol.
Két ludn; Khoing ddp img quy dinh vé patent cip cho
hogt chat hodc thudc tiém,

quén 8¢ hiru, chu!én giao_patent

CHU SG HOU SP: AstraZeneca

CHUICHUYEN NHU ONG PATENT:L. Impenal Chemical
Industries (Cong ty cung cdp i ligu xic nhin viée chuyén giao
Patent tir [mperial Chemical Industries cho Zeneca Ltd)

2, Cong ty cung cap ti li¢u xéc nhdn vigc sap nhép Zeneca Lid
va AstraZeneca AB thinh tdp doan AstraZeneca

29/3: Cang ty cung c;ip hop déng cung img thude gil‘:a
Astrazeneca UK. Ltd vi Corden Pharma Srl (sau nay L4 Corden
Pharma SpA - ¢6 tai ligu xdc nhjn déi tén) trong dé Corden
Pharma S.P.A sin xudt sin pham theo tiéu chun va oy quyen
cia Astrazeneca UK Ltd

14 Tén doanh nghiép d nghi cong bd:  VPDD AstraZenneca Singapore Pte,, Ltd
B. CAC HO SODA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thube: 1),
14.1 Khng d4p tme quy dinh (Téng so: 1)
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§0  Ténthubc-SDK  Hoatchit- Him lwyng - Quy cich  Patent - Chil it i - Pham vi bio h§

1. Diprivan Propofol-Propofol 1%(10 mg/mL)
SDK:VN-6897-08  Nhi twong ding fiém hodc trayén tinh
machhp chira | bometiém-chiza-sin-
thude-50 mL nh tuong,
-8X: Corden Pharma 5.P. Altaly

15 Tén doanh nghiép g nghi cong bo:

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

PHAM VI: 1. US: 2,6-diisopropylphenol -> Pham vi
béo h 1 phuong phép dicu tri, khong phii 1 hoat
chat

2. Cong ty gidi trinh:

- Hoat chit Propofol d& duoe pht hién vio nim 1938
bi cdng ty Standard oil Development nhumg bing
sang ¢hé ndy khong b 16 bat ky thong tin nao cho
théy hoat chat niy 6 dic tinh giy mé

- Niim 1970, Imperial Chemical Industries d3 ngp
dom xin bio hg dc tish gly mé cho hoat chit ndy va
{4 dwgc cip bang phét minh sing che

19/6: Céng ty ba sung Patent EP 1238677
(Astrazeneca AB) vi gidi trinh cdc diém'h?ao l}() 1,23
xhc [3p pham vi bo hd cho dang bio ché thuoe tém
chua propofol

- Céng ty ciing cung cap CPP theo 86 sin phim
Diprivan chira Prapofol (1%); Déu diu nanh (10%);
Glycerol 2.25%; Na EDTA 0.0055% Phosphatide
tnimg ga tinh khiét, Nitrogen, NaOH, Nudc cho du
100%

Patent U$4,056,635 xéc 1ap pham vi bio hd cho
phuong phap gay mé st dung 2,6-diisopropylphenol,
Tuy nhién, patent ndy khong xdc 13p pham vi bio h)
cho hoat chat Propofol hay thuoc tiém chua Propofol.
Két lugn: Khang dép img quy dinh vé patent cip cho
hoat chat hodc thudc tiém.

VPDD Ferring Pharmaceuticals

B. CACHO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude; 2).
15.1 Pham vi bio hd chura r, d nghi IAm r{ ndi dung bio hd (Tong s6: 2)

Quyén 56 hiru. chuvén giao patent

CHU S0 HUU SP: AstraZeneca

CHU/CHUYEN NHUQNG PATENT: L Imperial Chemical
Industries (Céng ty cung cdp i fiéu xac nhan viée chuyén giao
Patent tit Imperial Chemical Industries cho Zeneca Ltd)

2. Cdng ty cung cap tai ligu xac nhn vige sap nhdp Zeneca Ltd
va AstraZeneca AB thanh tip doan AstraZeneca

29/3: Céng ty cung cép hop ddng cung img thude gita
Astrazeneca UK. Ltd va Corden Pharma Stl (sau ndy 12 Corden
Pharmia SpA - o0 tai liu xéc nhin 461 1én) trong 46 Corden
Pharma $.P. A sén xuét sén phém theo tiéu chudn va iy quyén
clia Astrazeneca UK Ltd
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s

Tén thube - SDK
| . Pentasa

SPK:VN-9659-10

Mesalazine-500mg

Hép 10 vi x 10 vién nén phong thich chim
-8X: Ferring International Center S.AThyy
¥

1 . Pentasa (ddng gbi: Mesalazine-1g
Ferring International Hop4 vix 7 vién vi 30 bao béo vé ngon

Center 8.4, tay bling cao su, thufc dan
Switzerland) -8X: Pharbil Pharma GmbHBire
SDK:VN-T154-08

Hoat chat - Him luwng - Quy ¢ich  Patent - Chi s& hiru - Pham vi bo hé

PATENT: EP 1441700 B (Ferring BV), US
5013727 (Farmaceutisk Laboratorium Ferring A/S);
CA 1222459 (Farmaceutisk Laboratorium Ferring
AJS); US 4980173 (Farmaceutisk Labaratorium
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 1) khong phai
14 hoat chét Mesalazine

Khéng dinh gid do cong ty trich din qué nhiéu
patent, trong khi khdng chi 16 diem yéu ciu blo b
xdc i pham vi bio h cho hoat chat Mesalazine,
Két lugn: Khéng ddp (mg quy dinh vé patent cép cho
hoat chit.

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 bio h{ khong phai
1& hoat chat Mesalazine

Khéng dnh gid do cong ty trich din qué nhidu
patent, trong khi khéng chi 13 diém )(éu cén bao b
xdc Iip pham vi bao hd cho hoat chat Mesalazine,
Ket luin: Khong ddp tmg quy dinh vé patent cap cho
hogt chat.

16 Tén doanh nghiép dé nghi cong ho: VPBD Ferring Pharnaceuticals

B. CAC HO SODA XEM XET YBU CAU BO SUNG, GIAI TRINH (Téng s6 thube: 1),
16.1 B4 sung tAi ligu vé viée chuyén nhwgng Patent (Tong s0: 1)

Quyén s hiru, chuyén giso patent

CHU 84 HUU $P: Ferring Pharmaceuticals
CHU/CHUYEN NHUGNG PATENT: . Farmaceutisk
Laboratorium Ferring A/S

2, Céng ty cung cép ti liéu xic nhin Ferring BV va Ferring
International Center S.A i thinh vién ciia Céng ty Ferring

CHU 803 H'U 8P: Ferring Pharmaceuticals

CHU/CHUYEN NHUQNG PATENT: . Farmaceutisk
Laboratorium Ferring A/S

2. Céing ty cung cip thi liéu xc nhdn Farmaceutisk
Laboratorium Ferring A/S vi Ferring Intenational Center S.A
& thanh vién cia Cong ty Ferring )

3. Cong ty Ferring Pharmaceuticals cung cap ti liu xée nhin
Pharbil Pharma GrbH I nha sin xut sin phim Pentasa
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§6  Tenthufc-SBK  Hoatchit- Him lvong - Quy cdch  Patent - Chil si hiru - Pham vi bio hi

1 . Minirin Desmopressin -0.Img PATENT: EP 0710247 B1; US 5500413; EP
SPK:VN-8397-09  Hip gom 1 chai chiza 30 vién nén 1473029 BI; US 7094545 B2; US 7022340 B2', EP
-SX: Ferring intemationnal center 1500390 B1 (Ferring B.Y)

S.AThyy Sy PHAM VI: EP; US: Pham vi bio hj cac patent I

phureng phip bao ché; dang bao ché dang vién nén,
khdng phai bio h{ cho hoat chit Desmopressin
15/8: Cong ty bé sung Patent US 3497491 )
(Czechoslovak Academy) v gidi trinh diém yéu cau
béo hd 1 13 hoat chat

Patent EPO710247B1 xéc 13p pham vi béo h{ cho
phwong phap lung hap hoat chét desmopressin, Tuy
nhién, patent ndy khong xéc ldp pham vi bdo h cho
hoat chat desmopressin. Két lwin: Khéng dép itng quy
dinh v¢ patent p cho hogt chit.

15/8: Diém 1 yéu cau bio hg cia patent US 3497491
xdc 13p pham vi bio h¢ cho hoat chat Desmopressin.
Ké} luin: Ddp itng quy dinh vé patent cip cho hoat
cht,

Quyén si hiu. chuyén giao patent

CHU 80 HO'U SP: Ferring

CHU/CHUYEN NHU ONG PATENT.Cdng ty Ferring
Pharnaceuticals cung cdp ti ligu xdc nhin Ferring B.V 13 chi s§
hitu céc patent va Ferring internationnal center 3.A [a nh san
xut san pham; ci 2 déu Ia thinh vién cta céng ty Femings
13/8: Clng ty cung cap tai liéu xéc nhin Czechoslovak
Academy sin xuat, st dung va bin sin pham chiza hopt chét
vasopressin (khong phai 14 Desmopressin). bé nghi Cong ty
cung cdp tai ligu vé viéc chuyén nhirgng Patent gitra
Czechoslovak Academy vi Ferring internationnal center $.A

Tén doanh nghiép dé nghi cong b:  VPPD Glaxosmithldine Pte Ltd tai Tp. HCM

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

17.1 B sung thi liéu vé viée chuyén nhuyng Patent (Téng sb: 1

1 . Hepsera Adefovir dipivoxil 10mg PATENT: US 6,541,340 BI (Gilead Sciences Inc)

SPK:VN-5374-10  Hdp 110 30 vién nén PHAM VI: US: Nucleotide analog compositios ->
-8X: GlaxoSmithKline (Tianjin) Co., Pham vi bao h) I3 dang tinh thé cia Adefovir
LtdTrung Quéc dipivoxil

13/6; Cdng ty bd sung Patent EP 0481214 BI
(22/4/1992) ( Institute of organic Chemlatry and
Biochemistry ...} va gii trinh Diem yéu ciu bao hd
69 chinh |3 hoat chit Adefovir dipivoxil (theo
Merck Index)

Diém 9 yéu clu bio b cia patent EP 0481214 Bl
xdc [gp pham vi bao hi cho hoat chdt Adefovir
Dipivoxil.

Ké! lugn: Dép itng quy dinh vé patent cdp cho hoat
cht.

18 Tén doanh nghiép dé nghi cong bd: 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 NHUGNG PATENT:L. Gilead Sciences Inc
2. D¢ nghj Cong ty cung cap tai ligu vé vige chuyén nhuong
Patent gitra Gilead Sciences Inc va GSK Ple vé cung cap thi ligu
[im £6 mdi lién hé gitra GlaxoSmithKline (Tianjin) Co., Ltd
va GSK Ple ’ .

13/6: Céng ty cung cép hyp ddng chuyén nhwong Patent gitia
(Gilead World Market Ltd v Glaxo Group Ltd v tai ligu xic
nhién GlaxoSmithKline (Tianjin} Co., Ltd 1 cdng ty thudc tip
doan GSK - pé nghi Cng ty cung cap tai ligu va lam 1 vige
chuyén nhugng Patent tif Institute of organic Chemistry and
Biochemistry cho Gilead World Market Ltd
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§6  Ténthude-SDK  Hoatchit- Ham hwomg - Quy cach  Patent - Chii 56 hiru - Pham vi bio ho Quyén si hiru, chuyén giao patent
A r . X A
18.1 Khong dap img quy dinh (Tong so: 7)
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§6 Tenthube-SDK  Hoatchdt - Him hwomg - Quy cich  Patent - Chii s hiru - Pham vi bio h§ Quyén si hiru, chuyén gino patent

1. Avastin Bevacizumab-400mg/ bl . PATENT: EP 0973804BI (Genetech Inc.) CHU SG HUU SP: F. Hoffmann-La Roche Ltd
SDK:VN-10241-10  Hip 1 lo 16m! Dung dich djm d dépha  PHAM VI: Khéng thé anti-Vegf -> Gidi trinh limr5 ~ CHU/CHUYEN NHUCNG PATENT:CG tii ligu xc ohin
dung dich tiém truyén pham vi bio hg I3 hogt chat Bevacizumab, Genetech Inc chuyén quyén s hifu cho F. Hoffinann-La Roche

-§X. F Hoffma-La Roche Lid Thyy 87 5/30/2013: Céng ty gidi trinh Blem ¥éu cubiohd L
50 | cia Patent chinh 13 hogt chit Bevacizumab
16/7: Céing ty giéi trinh Patent EP B9 1325932 xdc
Iip pham vi bio hg cho hoat cht Bevacizumab -> Dé
nghj Cong ty cung cép nfi dung Patent
Patent EP 0973804B1 xac lip pham vi bio hj cho
bién thé cia khing 1he khing yéu t5 sinh truimg l'lQl
md mach (VEGF) g mé khéng xéc [3p pham vi bao
h¢ cho khang thc khang yéu to sinh tmmg ndi mf
mach (VEGF) ghe niy, Nhnr duqc dé cap trong diém
lyéu cau bio b, khang thé gdc nay co vung bién
doi chudi ning bao gom trinh ty axit amin SEQ [D
NO: 7 vi viing bién i chudi nhe bao gum trinh ty
axit amin SEQ IDNO: 8. Trinh tyr axit amm clia
ving bién dm chudi ning cia khdng thé goc niyla
hoan todn giong Vi trinh fy cia vung bién i chudi
ning clia hogt chit Bevacizumab, v trinh ty axit
amin cia ving bién d6i chui nhe cia khing thé gdc
m‘ay | giong véri trinh ty axit amin so 1-107 cia hoat
chat Bevacizumab, nhung it hon mét axit amin so
voi trinh ty ciia hoat chit Bevacizumab (axit amin s&
108, Arg).

Két luan Khéng dép img quy dinh v patent cap cho
hoat cha(

3045: Biém 14 yéu cu bao h cia patent EP
0973804B1 xéc lip pham vi bao hi cho bién thé cia
khang thé khang yéutd sinh tru‘tmg ni md mach
{VEGF) gbc, bien thé ndy ¢0 trinh tr axit amin cla
ving bién di chudi nang (SEQ IDNQ: 116) khéc
voi trinh oy axit amin cia ving bién déi chudi nang
cia hoat chit Bevacizammab ¢ vi tri axit amin s6 28
(D, tuong tmg & Bevacizummab 14 T ), 31 (N, tuong
img & Bevacizummab 1 N), 101 (H, tuong img &
Bevacizummab 13 H) va 105 (8, twong l'mg a
Bevacizummab 13 8); v4 trinh fur axit amm clia viing
bién 40 chum nhe [vm X1=M)li gmng v trinh ty
cua ving bidn ddi chubi tthe cia hoat chét
Bcvaclzummah

Két luin: Khéng dép tmg quy dinh vé patent cdp cho
hoat chit,
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§0  Tén thube- SDK

1, Avastin
SDK:YN-9655-10

Hoat chit - Him lwyng - Quy cdch  Patent - Chil s hiha - Pham vi biio h§

Bevacizumab-100mgé4ml

Hap | 1o 4ml Dung dich dém d3 dé pha
dung dich tiém truyén

-8X: Genetech Inc. America

PATENT: EP 0973804B1 (Genetech Inc.)
PHAM VI: Khing thé anti- Vegf -> Giidi trinh lim 6
pham vi bao h¢ & hoql chit Bevactmmab
5/30/2013; Cong ty giéi trinh Bidm yéu chu bio b
0 | cia Patent chinh [4 hoat cht Bevacizumab
Bevacizumab
16/7: Cang ty giai trinh Patent EP B9 1325932 xac
Iip pham vi bio h cho hoat chit Bevacizumab -> é
nghj Cdng ty cung cap nfi dung Patent
Patent EP 0973304BI‘ xic Iip pham ¥i béo g cho
bién thé cia khing the khing yéu t6 sinh truémg ndi
mé mach (VEGF) ¢ ma khéng xic lip pham vi bio
b cho khng the khéng yéu tb sinh truémg ni md
mach [VEGF} goc nay. Now du‘oc g cap trong dlcm
Lyéu chu béo b, khang thé gfc ndy e vung bién
i chudi njng bap gom rinh tyy axit amin $EQ 1D
NO: 7 v& viing bién d6i chufi hg bao gﬁm trinh by
axit amin SEQ ID NO: 8. Trinh ty axit amm cila
viing bién dm chudi ming cia khang thé goc nay I3
hoin toan gidng véi trinh ty cia vimg bién ddi chudi
g el hogt chit Bevacizumab, vA tinh ty axit
amin cla vung bién ddi chui nhe cia khing thé gbe
niy I gmng w6i trinh ty axit amin 6 1-107 ciia hoat
chat Bevacizumab, nhung it hon mgt axit amin so
v trinh by ciia hoat chit Bevacizumab (axit amin s
108, Arg).
Két ]ugm Khong dip img quy dinh vé patent cip cho
hoat chat
30/5: Diém 14 yéu chu bio b9 cia patent EP
0973804B1 xéc lip ph?.m vi bio bé cho bién thé cia
khéng thé khan yeu 10 sinh trrdng ngi md mach
(VEGF) gocz bin thé ndy 6 trinh ty axit amin ciia
viing bién ddi chudi ning (SEQ IDNO: | 16) khic
voi trinh tu axit amin cia vung bién di chudi mmg
cia hogt chét Bevacizummab ¢ vi tr axit amin s6 28
(D, tong img & Bevacizummab 1A T ), 31 (N, trong
{mg & Bevacizummab 13 N), 101 (H, twong img &
Bevacizummab 1a H) va 105 (8, twong ﬂ‘ng ¢
Bevacizummab 14 8); v trinh ty axit amm ciia viing
bién i chudi nhe (véi X1= M) la glong vii trinh by
cita vimg bién d6i chudi nhe cita hoat chét
Bevacizummab.
Két ]mn Khéng dip tmg quy dinh vé patent cép cho
hoat chat,

Quyén s hiu, chuyn giao patent

CHU SO HOU SP: F. Hoffivann-La Roche Ltd
CHU/CHUYEN NHUQNG PATENT:Genetech Inc.
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80 Tén thube- SBK

3. Avastin
SDK:VN-15050-12

Hoat chii - Him lugug - Quy ceh  Patent - Chil i hir - Pham vi bio h§

Bevacizumab- 100mg/dml

Hap | 1o 4ml Dung dich dim a5 d¢ pha
dung dich tiém truyén

-8X: Roche Diagnostics GmbHBic

PATENT: EP U973804Bl (Genetech Inc.)
PHAM VI: Khéng thé anti-Vegf > Gidi trinh [am rd
pham vi béo h [a hoat chét Bevacizumab,
5/30/2013: Cong ty gii trinh Diém yéu cau bao ho
s8 1 ctia Patent chinh 13 hoat chét Bevacizumab
Bevacizumab
|6/7: Cang ty gidi trinh Patent EP B 1325932 xde
I4p pham vi bio h{ cho hoat chit Bevacizumab -> Dé
nghj Cdng ty cung cap ngi dung Patent
Patent EP 0973804B1 xdc ldp pham vi bio hj cho
bién thé ciia khing (he khang yéu t6 sinh trromg ndi
mé mach {VEGF) ghe m khéng xéc lip pham vi bdo
h{ cho khéng 1h_é khéng yéu to sinh‘trudng i md
mech (VEGF) goc nay. Nhu duge dé cap trongdiem
L yéu cdu bio h, khang thé gbe ndy co vung bién
i chudi nang bao gom trinh tur axit amm SEQID
NO: 7 va ving bién ddi chudi nhe bao gom frinh by
axit amin SEQ ID NO: 8. Trinh ty axit amm clia
ving bién doi chudi ning cia khing thé goc ndy li
hoén 1okn giéng véi trinh ty cia ving bién d6i chudi
n;tng cua hual chat Bevaclzumab va frinh ty axit
amin clia vung bién 6 chufi nhg cia khing thé ghe
ny la giong v trinh ty axit amin s6 1-107 cda hoat
chat Bevacizumab, nhumg it hom mft axitaminso
v trinh ty cia hoat chat Bevacizumab (axit amin s
108, Arg).
Két lmn Khéng dép img quy dinh vé patent cép cho
hopt chit.
30/5: Diém 14 yeu cAu bio h ciia patent EP
097380481 xic lép phpm vi bdo h cho bién the clia
khang hé khang yéu t6 sinh trutmg ngi md mach
[VEGF) gdc, bicn thc nay c6 trinh ty axit amin cua
vung bién d6i chudi nﬁng (SEQIDNO: 116} khéc
v trin fy axit amin cla ving bién ddi chui ning
¢ia hogt chit Bevacizummab ¢ v} tr! axit amin sb 28
(D, twong tmg & Bevacizummab [3 T ), 31 (N, tuong
img & Bevacizummab |4 N), 101 (H, twong img &
Bevacizummab [a H) va 103 (3, twong ting d
Bevacizummab [a 8); v trinh tyr axit amm clia ving
bién di chudi nhg (vai X1=M) 1 glong Vi trinh ty
ciia ving bién doi chudi nhe cia hoat chit
Bevacizummab. ‘ .
Két lugn: Khong ddp tmg quy dinh vé patent cap cho
hot chit.

Quyén si hiru, chuyén giao patent

CHU SO HOU SP: F. Hoffmann-La Roche Ltd
CHU/CHUYEN NHUGNG PATENTCo téi ligu xéc nhin
Genetech Inc chuyen quyen s hiru cho F. Hoffmann-La Roche
Lud

$§/6: Céng ty cung cp ti ligu xéc nhin vigc chuyén nhugng
Patent giita Genetics Institue Inc, cho F, Hoffmann - La Roche
Ltd. va taiTigu xdc nhin Roche Diagmostics GrmbH 14 nhd sin
xudtsin pham

19/7: Céng ty cung cap i ligu xéc nhn Roche Diagmostics
GonbH 1 nhi sin xut sin phém theo tty quyén va tiéu chudn
ctia F. Hoffmann-La Roche Ltd
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§0 Ténthube-SBK  Hontchdt- Ham lwymg- Quy cdch  Patent . Chi sihiru - Pham vi bio hi Quyén st hiru, chuyén giao patent

4, Avastin Bovacizumab[00mglml PATENT; EP 0973804B1 (Genetech Inc.) CHO SO HO'U SP: F. Hoffimann-La Roche Ltd
SDK:YN-10240-10  Hdp I lo 4ml Dung dich dim dj dé pha PHAM V1. Khing the anti-Vegf -> Gidi tinh lamrd ~ CHU/CHUYEN NHUONG PATENT:Co tai liéu xic nhin
dung dich tiém truyén pham vi bao h¢ [3 huat chit Bevacmlmah Genetech Inc chuyén quyén 56 hiru cho F. Hoffmann-La Roche

-§X: F Hoffmann-La Roche Ltd Thyy S§ 5!30!2013 Cong ty gidi trinh Diém yéuciubioh§  Ltd
50 1 ciia Patent chinh [3 hoat chét Bevacizumah
Bevacizumab
16/7: Céng ty gii trinh Patent EP BY 1325932 xac
I4p pham vi bio hj cho hogt chét Bevacizumab -> Bé
nghi Céng ty cung cap ngi dung Patent
Patent EP 0973804B1 xéc kip pham vi bao hj cho
bién thé cia khéng the khang yeu t0 sinh truéng nji
md mach [VFﬁFg ghe mi khung xic lip pham vi bio
1 cho khing the khéng yéu 1 sinh trudng ndi mj
mach (VEGF gbe niy. Nhy duge d cap frong dlem
1 yéu ciu bio b, khang thé gbe ndy c6 \rung bién
d6i chudi mmg bao gom trinh ty axit amm SEQID
NO: 7 v ving bién i chudi nhe bao gom trinh tyr
axit amin SEQ 1D NO: 8, Trinh ty axit amin cia
ving bién dm chui ning cla khéng thé goc niy A
Hoan toan giong vé trinh ty cia vung bién ddi chudi
ning cila hogt chit Bevacizumab, v trinh ty axit
amin cla w)ng bién i chudi nhe ciia khing thé g
néy 14 ging vai trinh ty axit amin 6 1-107 ciia hoat
chat Bevacizumab, nhung it hon mdt axit amin so
Vi trinh r cia hoat chét Bevacizumab (axit amin s6
108, Arg).
Két I Khong dip g quy ioh vE patent cp cho
hoat cht,
30/5: Diém 14 yéu chu bio h{ cia patent EP
0973804B1 xéc lip pham vi bio h cho bién thé ciia
khéng thé khang yéu 10 sinh trdng ndi md mach
{VEGF) goc, bién thé ndy c6 trinh fyr axit amin cla
vung bién d6i chudi nang (SEQIDNOQ: 1 16} khic
véi trinh fy axit amin cia viing bién doi chudi ning
la hoat chdt Bevacizummab v tr axit amin s 28
(D, twong g & Bevacizummab [ T ), 31 (N, tuong
img & Bevacizommab 13 N), [01 (H, twong img &
Bevacizummah i H) vi 105 (S, tuomg img &
Bevacizammab 3 8); v trinh by axit amin ciia ving
bién ddi chu& nhg (vé‘l XI=M)la gléng Vi trinh fyr
clia viing bidn d&i chuli nbe clia hoat chilt
Bevacizummab.
Keét lun: Khéng dép tmg quy dinh v& patent cdp cho
hoat chit,
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§0  Tén thube- SDK

5, Avastin
SDK:VN-15051-12

Hoat chét - Him lugmg - Quy edch

Patent - Chil s& hiu - Pham vi bdo h§

Bevacizumab-400mg/16ml

Hap 1 1o 16m] Dung dich dim dj dé pha
dung dich tiém truyén

-8X: Roche Diagnostics GmbHBire

PATENT: EP 0973804B1 (Genetech Inc)

PHAM VI: Khéng thé anti-Vegf-> Gidi trinh lam rd
pham vi bao h 12 hogt chat Bevacizumab,
5130/2013: Cong ty giai trinh Diém yéu cau bao h¢
b 1 ciia Patent chinh 13 hot chit Bevacizumab
16/7: Cong ty gidi trinh Patent EP B9 1325932 xde
13p pham vi béo hj cho hogt chat Bevacizumab -> Dé
nghi Céng ty cung cdp nqi dung Patent

Patent EP 0973804B1 xéc lip pham vi bdo hg cho
bién thé cita khiing the khéng you t6 sirh trudng ngi
md mach (VEGF) goc mi khong xdc lip pham vi bao
h¢ cho khing 1he khang yeu to sinh tmo'ng ni mé
mach (VEGF) glc nay, Nhu duge ¢ cap trong diém
I'yéu cau bio hg, khang thé gt ndy ¢6 ving bién
d6i chudi niing bao gom trinh ty axit amin SEQ [D
NO: 7 va ving bién 46 chubi nhe bao g6m trinh by
axit amin SEQ 1D NO: 8. Trinh by axit amin cia
viing bién d5i chudi ning ciia khéng thé gdc iy
hodn toan giong v trinh ty cda vimg bién doi chudi
nang cua hoat chat Bevacizumab, va trinh ti axit
amin eda ving bién déi chudi nhe cua khing thé gdc
niy 14 giong véi trinh ty axit amin s 1-107 cia hoat
chit Bevacizumab, nhung it hon mft axitaminso
v trinh ty cia hoat chit Bevacizumab (axit amin 50
108 Arg).

Ké ludn: Khong dép mg quy dinh vé patent cip cho
hogt chat,

30/5: Diém 14 yéu chiu bdo hg cia patent EP
0973804B1 xdc lap pham vi bio h) cho bién thé ciia
khing thé khing yeu 10 sinh trrdmg ngi mo rnach
(VEGF) goc, bien thé ndy ¢6 trinh ty axit amin cia
\rung bién déi chudi nang (SEQ IDNO: 1 ]62 khic
v trinh y axit amin cda ving bién dbi chudi ning
cila hoat chdt Bevacizummab  vi trf axit amin s6 28
(D, twomg émg & Bevacizummab 14 T), 31 (N, tuong
{mg & Bevacizummab la N), 101 (H, twong img &
Bevacizummab 13 H) va 103 (8, twong l'mg 0
Bevacizummab 13 8); vA trinh tur axit armn clia viing
bién doi chudi nhe (vén X1=M) la gidng véi trinh ty
cua ving bién ddi chui nb cla hoat chit
Bevamzummab

Két luin: Khéng dép img quy dinh vé patent cdp cho
hoat chit,

Quyén si hiru, chuyén giso patent

CHU SG HUU SP: F, Hoffmann-La Roche Lid
CHU/CHUYEN NHUQNG PATENT:Co tii ligu xéc nhan
Genetech Inc chuyén quyén 59 hiru cho F. Hoffmann-La Roche
Ltd

5/6: Cing ty cung cip tii ligu xc nhén viéc chuyén nhirgng
Patent gitta Genetics Institue Inc. cho F. Hoffmann - La Roche
Ltd va 14 li¢u xdc nhn Roche Diagmostics GmbH 13 nha san
xudt sin phim

19/7: Cong ty cung cap tai ligu xéc nhin Roche Dwgmoshcs
GmbH 14 nha sén xudt san phdm theo dy quyén vi tidu chuin
cta F. Hoffmann-La Roche Ltd
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$6 Ténthubc-SPK  Hoatchit - Him lwomg- Quy cdch  Patent - Chi si hiru - Pham vi bio h{ Quyén si hitw, chuyén giso patent

§ . Avastin Bevacizumab-400mg/lém] PATENT: EP 0973804BI (Genetech Inc.) CHU SO HOU SP: F. Hoffimann-La Roche Ltd

SDK:VN-9654-10  Hp 1 Io I6m| Durg ich dimdidépha  PHAM VI: Khing théant-Vegf > Giirinh limes. - CHUICHUYEN NHUQNG PATENT:CS tiliéu xde nhin
dung dich tiém truyén pham vi bio hg 14 hoat chit Bevactzumab Genetech Inc chuyén quyén s hiru cho F. Hoffimann-La Roche
-SX: Genetech Inc. America 5/30/2013: Céng ty gii trinh Dibmyéuchibiohy  Ld

56 | ciia Patent chinh 13 hoat chét Bevacizumab
16/7: Cong ty gidi trinh Patent EP B9 1325932 xde
Iip pham vi bio g cho hoat chét Bevacizumab -> Dé
nghi Cong ty cung cép ndi dung Patent

Patent EP 0973804B1 xéc l3p pham vi bao b cho
bién thé cia khing thé kbng yeu 6 sinh trudmg ngi
mj mach (VEGF) gﬁc md khng xic Jip pham vi bio
hg cho khang 1hé khéng yéu t0 sinh truong ndi md
mach (VEGF) goc iy, Nhw dugc o ¢ip trong dwm
1 yéucdu bao hj, khéng thé g6c ndy cd vung bién
d6i chudi ning bao gom frinh by axit amin SEQ ID
NO: 7va viing bién i chudi nhe bao gom trinh ty
axit amin SEQ ID NO: 8, Trinh ty axit amin cia
ving bidn dm chudi ning cia khang thé goeniyld
hoén toan glung Vi trinh ty cia vung bién doi chudi
nng ciia hogt chat Bevacizumab, va trinh t axit
amin cla vung bién déi chui nbe cia khing hé goc
niy la gibng v trink ty axit amin s 1-107 cia hegt
chat Bevacizamab, nhumg it hon mgt axit amin so
vii trinh ty ciia hoat chét Bevacizumab (axit amin s
]08 Arg).

Két hujm; Khéng dép img quy dinh vé patent cp cho
hoat chat

30/5: Diém 14 yéu chu bao hy cia patent EP
0973804B1 xdc lap pham vi bio hg cho bién thé ciia
khing thé khang ¥éu 10 sinh trugmg ndi mé mach
(VEGF) goc, bién thé ndy cd trinh ty axit amin clia
viing bién d& chudi ning (SEQ 1D NO: 116) khéc
i tinh ty axit amin ciia ving bién i chudi njng
i hoat chét Bevacizummab & vi tr axit amin 6 28
(D, twong img & Bevacizummab 1 T ), 31 (N, twong
(mg & Bevacizummab 13 N), 101 (H, tuurng umg &
Bevacizummab 13 H) va 105 (S, twong (mg &
Bevacizummab [2 8); vi trinh ty axit amin cia ving
bién d6i chum nhe (vdn Xl= M] 4 gn&ng vt trinh ty
ciia viing bién ¢i chudi nihe cda hoat chét
Bevacizummab,

Ké Tufn: Khidng dép img quy dinh vé patent cap cho
hogt chit
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88 Ténthubc.SPK  Hoat chét - Him lwomg - Quy céch  Patent - Chiisihiru - Pham vi bio hi Qubn s hiru, chuyén giso patent

7 . Copegus Ribavirin-200mg PATENT: EP 1087778 B1 (F.Hoffman La Roche CH[:J SO HOU SP: F Hoffman La Roche AG
SDK:VN-T67309  Lq42 viénnén Bao phim 200 mg AG) CHU/CHUYEN NHUGNG PATENT:F Hoffiman La Roche AG
-8X: Patheon Inc,Canada PHAM VI: Phuong phép it dung PEG Interferon v

Ribavirin dé dieu trj viém gan C mén tinh -> Pham
vi bio h¢ I dgng béo ché khong phai 12 hogt cht.
Patent EP 1087778 BI xéc lap pham vi bao hg cho
viée st dyng thé lién hop PEG-IFN-02A ¢ sin xust
thube didu tri bénh viém gan C man tinh, Tuy nhién,
patent khong x4c lip pham vi bio hd cho hoat chat
Ribavirin, . ‘

Két lugn: Khong dap tmg quy dinh ve patent cép cho
hoat ché,

19 Tén doanh nghip dé nghi cong bb: VPPD Janssen-Cilag Ltd.

B. CAC HO SO'DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng 56 thube: 6).
19.1 Khong dép émg quy dinh (Téng s6: 6)

1 . Reminyl 12mg  Galantamine hydrobromide-12mg PATENT: L. US 6099863 (Janssen Pharmaceutica CHL:I SGHOU SP: Janssen-Cilag Lid.
SDK:VN-TTI409  Hip1vi,4vix 14viénnén N.V) ‘ . CHU/CHUYEN NHUQNG PATENT:Chi s hiku Patent
-8X.: Janssen -Cilag SpA. - Via C Janssen¥ 2. Céng ty gii trinh khong o6 bing dc quyn sing  chuyén quyén s hifu cho Janssen Cilag Ltd.

ché cho hoat chét Galantamine do hoat cht ny i |

alkaloid chiét xuat tir cy Gigt tuyét mé chi ¢ Patent

cho dang bao ché

PHAM VI: Vién nén hoa tan phanh chira Galantamine

HBr -> Pham vi bao h{ | dang bio ché khdng phai

1a ot chi.

Patent US 6099863 xac Lgp pham vi béo h{ cho vién

nén chita galanthamine hydrobromide. Tuy nhién,

patent ndy khéng xc 13p pham vi bao h§ cho hoat

chit galanthamine hydrobromide,

Ket luén: Khong dap tmg quy dinh v patent cdp cho

hogt chat.
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§6  Ten thubc - SBK

2, Reminyl 16mg
SPK:VN1-538-11

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

Hoat chét - Ham hwong - Quy cdch  Patent - Chia si hiru - Pham vi bio b Quyén 54 hiru, chuyén giao patent

Galantaming hydrobromide-16mg
Hop4 vix 7 vién nang gidi phong keo déi
-8X: Janssen Pharmaceutica N.V.Bi

Galantamine hydrobromide-4mg
Hap 1 vi x 14 vién nén
-8X; Janssen -Cilag SpA. - Via C.JanssenY

PATENT:; 1, US 7160559 (Janssen Pharmaceutica CHQ 50 HUU SP: Janssen-Cilag Ltd,
NV.) CHU/CHUYEN NHUQNG PATENT: 1. Ch st hira Patent
2. Cong ty gidi trinh khong cd bing ddc quyen sing  chuyén quyén s hiru cho Janssen Cilag Ltd.
ché cho hoat char Galantamine do hu;lt chit naylal 2. Chu s hiru Patent vi co 50 san xuatJa |
alkaloid chiét xua} 1ir cly Gt tuyét ma chi o6 Patent

chodang bioché

PHAM VI: Cng thirc kiém soit gidi phong

Galantamine -> Pham vi bio ho 3 dang bao ché

khdng phéi a hoat chat.

Patent US 6099863 xdc Lap pham vi bio hg cho vién

nén chifa galanthamine hydrobromide. Tuy nhién,

patent ndy khing xac 1gp pham vi bio hd cho hoat

chat galanthaming hydrobromide, ‘

Ket lun; Khdng dap tmg quy dinh vé patent cap cho

hoat chit,

PATENT: 1. US 6099863 (Janssen Pharmaceutica  CHU SO HOU SP: Janssen-Cilag Lid.
NV) CHU/CHUYEN NHUUING PATENT:Chi s hir Patent
2. Cang ty gidi rinh khong co bang e quyen sang  chuyén quyen sir hitu cho Janssen Cilag Ltd,
ché cho hoat char Galantamine do hoat chét nay lal

alkcaloid chiét xut tr ey Gign tuyét mé chi cd Patent

cho dang bao ché

PHAM VI: Vién nén hoa tan nhanh chita Galantamine

HBr -> Pham vi bic hg 12 dang bio ché khong phii

12 hoat chi.

Patent US 6099863 xac lap pham vi bio h{ cho vién

nén chira galanthamine hydrobromide. Tuy nhién,

patent ndy khong xdc 13p pham vi bo b cho hoat

Chlf'lt gelanthamine hydrobromide. )

Ket lugn: Khong dap img quy dinh vé patent cap cho

hoat chit.
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4 , Reminyl dmg/ml
SDK:VN-1716-09

5 . Reminyl 8mg
SBK:VN1-539-11

Hoat chit - Ham lwomg - Quy céch

Patent - Chil i hiru - Pham vi bio h{

Galantaming hydrobromide-4mg/ml
Hép 1 chai 100ml dung dich udng
-8X: Janssen Pharmaceutica N.V.Bi

Galantarnine hydrobromide-Bmg
Hop4 vix 7 vién nang giai phong kéo dai
-8X: Janssen Pharmaceutica N.V.Bi

PATENT; 1, EP1237539 (Janssen Phammaceutica
NVY)

2 Cong ty gidi trmh khéng ¢6 bing g quyen sing
ché cho hogt chal Galantamine do hogt chit nay 2 1
alkaloid chit xuat tir cay Giot tuyét ma chi ¢d Patent
cho dang bao ché

PHAM VI: Dung dich udng chira Galantamine v
mit chi lim ngot -> Pham vi bio hd 1o dang bio
ché khding phai 14 hoat chit,

Patent US 6099863 xac liip pham vi bao h¢ cho vién
nén chifa galanthamine hydrobromide. Tuy nhién,
patent ndy khdng xc lip pham vi bio hd cho hoat
chal galanthaming hydrobromide.

Két lwdn: Khong dép img quy dinh v patent cap cho
hogt chit,

PATENT: 1. US 7160559 (Janssen Pharmaceutica
NY)

2. Cong ty gidi trinh khng c6 bing ddc quyen sing
ché cho hogt chal Galantamine do hogt chit nay lal
alkaloid chiét xudt tir cay Gigt tuyét ma chi c6 Patent
cho dang bio ché

PHAM VI; US; Cong thitc kiém sodt giai i phong
Galantamine -> Pham vi bio hj 14 dang bio ché
khdng phii la hoat chat.

Patent US 6099863 xéc 13p pham vi bao hg cho vién
nén chifa galanthamine hydmhmmide. Tuy nhién,
patent ndy khdng xéc lip pham vi bio h cho hoat
chit galanthamine hydrobromide.

Két luin: Khéng ddp tmg quy dinh vé patent cép cho
hogt chit.

Quyén s hiru, chuyén giao patent

CHU SO HOU SP: Janssen-Cilag Ltd.

CHU/CHUYEN NHUGNG PATENT:1. Chi s hifu Patent
chuyén quyen 5 hiru cho Janssen Cl]ag Ltd,

2, Chi s hiru Patent vi co 56 sin xudt 13 1

CHU 86 HOU 8P: Janssen-Cilag Ltd.

CHUICHUYEN NHUGQNG PATENT: . Chii ¢ hiu Patent
chuyén quyén s hi cho Janssen Cilag Ltd.

2, Chi s hiru Patent vi co'sdr sin xubt 4 1
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Hoat chét - Ham lwong - Ouy céch  Patent - Chis si hiru - Pham vi bio hi

6 , Reminyl §mg
SDK:YN-1929-09

PATENT: 1, US 6099863 (Janssen Pharmaceutica
NY)

2, Cong ty giéi frinh khdng co bang dée quycn sang
ché cho hoat chal Galantamine do hoat chit nay lal
alkaloid chiét xuqt 1ir ¢y Giot tuyét mi chi ¢6 Patent
cho dang bao ché

PHAM VI: Vién nén hoa tan nhanh chita Galantamine
HBr -> Pham vi bao h [a dang bo ché khong phai
L3 hogt chit

Patent US 6099863 xéc [3p pham vi béio h cho vién
nén chira galanthamine hydmbmmide Tuy nhién,
patent nay khdng xac 1dp pham vi bio h cho hoat
chat galanthamine hydrobromide. )

Kt ludn: Khong dap timg quy dinh vé patent cap cho
hoat chat.

Galantaming hydrobromide-8mg
Hap 1 vi, 4 vi x 14 vién nén
-8X: Janssen -Cilag SpA. - Via C.JanssenY

Quyén s hiru, chuyén giao patent

CHU SO HOU SP: Janssen-Cilag Ltd.
CHUfCHUYEN NHUQNG PATENT:Chi s& hitu Patent
chuyén quycn 50 hiru cho Janssen Cilag Ltd.

20 Tén doanh nghiép dé nghi cong bd: VPP Menarini Singapore Pte Ltd

B. CAC HO 80'DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng sb thudc: 1)
20.1 Khng dép img quy dinh (Tong sb: 1)

1, Fastum Gel
SDK:VN-12132-11

Ketoprofen-2.5mg/100g gel PATENT: ES 49741 § (A, Menarini SAS): Bé nghi
Tuyp 20g, 30g, 30g, 100g Gelbingodi  Cdng ty cung cap ban dich bang Tlcng Viét hodic
da Tiéng Anh

Italia 1124398; Bi 886486 -> Co quan SHTT Y, Bi
héng ndm trong danh sich 14 Ca quan SHTT duge
cong nhan o

PHAM VL: 24/7: Cong ty cung c3p b6 sung bén dich
tiéng vift clia Patent ES 40741 8

Patent ES 497415 xac 1ap pham vi bao hi cho quy
trinh tao gel tir acid 2-(3-benzoylphenyl)propionic.
Tuy nhién, patent ndy khong xéc 13p pham vi béo hf
cho hoat chat Ketoprofen hay thuoc dang gel chira
Ketoprofen. ‘ )

Ket luiin: Khong dép tmg quy dinh vé patent cap cho
hoat chat hoc thuoc dang gel.

-8X: A. Menarini Manufacturing Logistics

CHU SO HOU SP: Menarini

CHU/CHUYEN NHUGNG PATENT:1. A. Menarini SAS
24/7: Cong ty Menarini cung cdp ti liéu xac nhin A. Menarini
SAS 1 tén trudc diy cia A. Menarini Farrmaceutiche Riunite
Srl (1a cha s¢r hiru san phém tai Vigt Nam) v xdc nhin A,
Menarini Manufacturing Logistics and Services Srl [a cong ty
thuge tp doan Menarini

21 Tén doanh nghiép dé nghi cong bd: VPPD Merek KGaA

B.CACHO S0 A XEM XE CAC HO $0 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb thudc: 3)
21.1B d sung thong tin lién quan dén sin pham ( long s 3)
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§6  Tén thubc- SDK

1. Gonalf
SDIC:VN-11197-10

Hoat chit - Him lugng - Quy cich  Patent - Chii s hiru - Pham vi bo h§

Follitropin alfa-3001U/0.5ml
Haip | bit tiém chira 0.5ml dung dich tiém
-8X: Merck Serono S.p.AY

PATENT: EF 0211894 B1{Appliedd Research
System ARS Holding) o
PHAM VI: EP: Pham vi béo h{ 13 quy trinh dicu ché
hoat chat sinh hoc Follitropin alfa, khong phai bao
i cho cong thitc hoat chit

3/9: Céing ty bd sung Patent EP 1610822 BI
(4/1/2006) (Merck Serono SAD va giéi trinh Patent
xdc ip pham vi bio h{ cho hoat chit Follitropin alfa.
Ngodi ra diem yéu cau bao hj 20 cia Patent bio h{
cho dang thud tiém chita hoat chét

Patent EP 0211894 xéc lip pham vi bio hi cho quy
trinh diéu ché hormone kich thich nang tritng ngwoi
¢0 cau trilc heterodimer, don vi dudi cau tric chra
trudng thinh ciia hormone kich thich nang tnimg
ngudi, DNA téi to hop mé hod don vi dudi cau trikc
chura trudng thinh ctia hormone kich thich nang trimg
ngudi, vector va vector bidu hién. Tuy nhién, patent
ndy khong xdc 1ip pham vi bio h{ cho hoat cht
Folitropin alfa Két hujn: Khong dip tmg quy dinh vé
patent cap cho hoat chat,

31/7: Patent EP 0211894 B khéng xdc 1ip pham vi
bio h¢ cho thudc tiém chita Follitropin alfa,
Kﬁl'luim: Khéng dép img quy dinh vé patent cp cho
thudc tiém, .

3/9: Diém 20 yéu cau béo hd ciia patent EP 1610822
xdc 13p pham vi bao hg cho duge pham dang long
chita hormone kich thich nang trimg (FSH) ngui téi
16 hop (follitropin alfa),chit hoat dong bé mitla
Poloxamer 188 vi chira methionine va chét kim
Kkhudn duge chon tir nhom bao gom phenol va m-
cresol. Do thiéu thong tin vé thanh phin cia so
Gona-F nén chua thé dua két luin 13 diém 20 yéu ciu
bio h cta patent EP 1610822 ¢4 xdc lip pham vi
béo h{ cho thude tiém Gona-F hay khing,

Ket lujn: Khéng dip img quy dinh vé patent cap cho
thude tiém,

Quyén 56 hiu, chuyén giao patent

CHU SO HUU SP: erck KGaA

CHU/CHUYEN NHUGQNG PATENT: 1. Appliedd Research

System ARS Holding

2. Cong ty xéc nhin Appliedd Research System ARS Holding
1a cong ty con ciia Merck Serono SA va Merck Serono SA i

cong ty con ciia Merck KGaA
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§6  Tén thube - SDK

2 . Gonalf
SBK:VN-13270-11

Hoat chit - Ham lwgng - Quy edch  Patent - Chil s hiru - Pham vi bdo hj

Follitropin alfa-900[U/1.5ml
Hp 1 bit tiém chira 1.5ml dung dich tiém
-8X: Merck Serono S.pAY

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

PHAM VI; EP; Pham vi bio hi 1 quy trinh dié ché
hogt chat sinh hoc Folltropin alfa, khong phai bio
hj cho cong thirc hogt chit

3/9: Cang ty bo sung Patent EP 1610822 BI
(4/172006) (Merck Scrono SAQ vi gidi trinh Patent
xic Lap pham vi bao h cho hogt chat Follitropin alfa.
Ngodi ra diém yéu cém bao h 20 cia Patent bio b
cho dang thud tiém chita hoat chét

Diém 20 yéu ciu bo h§ cia patent EP 1610822 xdc
14p pham vi bio b cho duge phim dang long chira
hormone kich thich nang tnimg (FSH) ngusi tii t6
hop (follitropin alfa),chét hoat dgng bé mjt la
Poloxamer 188 vi chira methionine vé chat kim
khuin dirge chon tir nhém bao gben phenol vi m-
cresol. Do thicu théng tin vg‘ thinh phan cta so
Gona-F nén chira thé chra kbt i L3 diém 20 yéu chu
bao h{ cua patent EP 1610822 cd xéc 1dp pham vi
béo hj cho thug tiém Gona-F hay khong.

Ket lugn; Khéng dap img quy dinh v¢ patent cp cho
thudc iém.

Quyén s& hiru, chuyén giao patent

CHU SG HOU SP: erck KGa

CHU/CHUYEN NHUTING PATENT:1. Appliedd Research

System ARS Holding

2. Cong ty xéc nhan Appliedd Research System ARS Holding
la cdng ty con cia Merck Serono SA vi Merck Serono SA 1

clng ty con clia Merck KGaA
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§0  Ténthubc-SPK  Hoat chdt - Him hwymg - Quy cich  Patent - Chi s hiu - Pham vi bio h{ Quyén st hiru, chuyén giao patent

3, Gonalf Falitrapin alfa-731U (3.5meg) PATENT: EP 0211894 Bl{Appliedd Research CHL:J 50 HUU $P: Merck KGaA
SDK:VN:030409  Hip | lobtvi | bom tiémchiadungmdi ~ System ARS Holding) ~ CHU/CHUYEN NHUGNG PATENT:|. Appliedd Rescarch
-8X: Merck Serono S.AThyy 87 PHAM VI: EP: Pham vibio h{ la quy trinh dieuché  System ARS Holding
hoat chat sinh hge Follitropin alfa, khong phai bdo 2. Cdng ty xéc nhan Appliedd Research System ARS Holding
1 cho cong thitc hogt chit 1 cdng ty con clia Merck Serono SA va Merck Serono SA 1
3/9: Céng ty bd sung Patent EP 1610822 B cdng ty con cua Merck KGaA

(47172006) (Merck Seromo SAQ va gidi trinh Patent
xéc 13p pham vi bio hd cho hogt chit Follitropin alfa,
Ngoéi ra diém yéu cau bdo hj 20 cia Patent bao ho
cho dang thudc tiém chiia hogt chét

Patent EP 0211894 xdc 14p pham vi béo h cho quy
trinh diéu ché hormone kich thich nang trimg ngudi
06 chu tric heterodimer, don vi dudi cau tric chwa
truong thénh cia hormone kich thich nang tnimg
nguii, DNA t4i t6 hop mé hoa don vi duoi cau tric
chura trudng thanh cta hormone kich thich nang trimg
ngudi, vector va vector biéu hign. Tuy nhién, patent
néy khang xéc [3p pham vi bdo hg cho hoat chat
Follitropin alfa. Ket lujn: Khing dép img quy dinh
Ve patent cap cho hoat chat.

31/7: Patent EP 0211894 BI khong xdc lip pham vi
béo hg cho thudc tiérm chita Follitropin alfa.
]{ét_]u@n: Khéng dip tmg quy dinh vé patent cép cho
thuds tiém. )

3/%: Diém 20 yéu cau bao hy clia patent EP 1610822
xéc |3p pham vi bio h cho dwpe pham dang long
chita hormone kich thich nang trimg (FSH) ngudi i
16 hyp (follitropin alfa) chit hoat dgng bé miit la
Poloxamer 188 vi chia methionine va chit kim
khuin durge chon tr thotn bao gom phenol va m-
cresol. Do thicu thong tin vé thanh phén ciaso
Gona-F nién chua thé dua két luin [2 diém 20 yéu chu
bdo h{ ciia patent EP 1610822 ¢6 x4c lip pham vi
bio h{ cho thudic tiém Gona-F hay khong.

Ket Iujn: Khong dép (g quy djnh vé patent cap cho
thude tiém,

2 Tén doanh nghiép d& nghi cong bd; VPBD Novartis Pharma Services AG tai TPHCM
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thub: 3).

22.1 B0 sung tai liéu vé viée chuyén nhwong Patent (Tong so: 1
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1. EURAX
SDK:VN-6234-08

Hoat chét - Him luymg - Quy cich  Patent - Chi si hiru - Pham vi bio h§
Crotaminon-100mg/g PATENT: GB 615,137 (J R.Geigy AG)
Hip 1 tugp 10g, 20g, 60g kem PHAM VI San xuat amid cia alpha,beta- carboxylic
-8X: Novartis Consumer Health SAThuy §§  acid khcmg bixo hoa -> Fham vi bio h¢ 1a quy frinh
sin XUt khong phii la hogt chit??
Biém 8 yéu cdu bdo hf clia patent GB 615,137 xdc
gp pham vi bio hd cho hoat cht Crotamiton {bop
chit thi hai sau Example 5).
Ket huin: Dép img quy dinh v¢ patent cip cho hoat
chat.

22.2 Pham vi bélo h chiea r, a8 nghi Fim rd ndi dung béo hd (Tong s6: 2)

1 .GENTEAL
SDK:VN-7765-09

Hydroxypropyl methyl-cellulose-3mg/ml ~ 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: Gidi trinh |am 1 pham vi béo h¢ ciia céc
Patent trén |3 hoat chat Hydroxypropyl
methylcellulose.

6/6: Céng ty gidi trinh cdc Patent néu trén xéc lip
pham vi bio h cho duge phim diing cho mt

US 5607698 xéc 1ap pham vi béo hd cho phuong
phép bio qwin dung dich thudc boi trom mat, thu(:)c
lim am mit vi thuoc ding dé chira bénh viém mat va
phuromg phip diéu tr bénh cho mét. US 5683993 xic
Jip pham vi bao b cho ché pham nude ding ¢ chita
bgnh viém mit chita polymer va phuong phap lim
dn dinh ché phim nudc ding dé chiza béah viém mit
chida polyrme. US 5858996 xic 1ip pharm vi bio h
cho ché pham dugc kim on djnh chita polymer va
phurong phip lim dn dinh che phém chia polymer.
US 5725887 xdc Iip pham vi bio 1 cho dirge pham
dling dé chira bénh viém mét dwoc bao quan bing
hydrogen peroxide duge lam dn dish. Tuy nhién, chc
patent nay khdng xdc 13p pham vi bio hg cho chinh
hoat chit hydroxypropyl methyl cellulose.

Két hujn: Khéng dp img quy dinth vé patent cip cho
hogt chit,

6/6: Khong danh gié do cdng ty trich din qud ahidu
patent, trong Kkhi khéng chi 13 diém yéu cau bio
xéc Lip pham vi bio hd cho thude nho mét Genteal
Gel.

I{ét‘luin: Khéng dép img quy djnh v patent cép cho
thudc nho mét.

Hip 1 g 10m! thude nhd mit

Quyén 56 hirw, chuyén giao patent

CHU SG HUU SP: Novartis AG

CHU/CHUYEN NHUQNG PATENT: 1. J.R Geigy AG (Chua
6 ti liéu xéc nhdn vigc chuyén quyén s hitu Patent ti

JR Geigy AG cho Novartis AG) -> D¢ nghi b6 sung

1.6 nghj Cong ty gidi trinh vé‘wéc Novartis Consumer
Health SA sin xuat theo ty quyen va tiéu chudn cda . R.Geigy

CHU SO HOU SP: Novartis AG

CHU/CHUYEN NHUONG PATENT:1. Ciba Vision
Corporation (Chura c thi liéu v vie chuyén quyén st hiu
Patent gitra Ciba Vision Corporation va Novartis AG)

2. Gii trinh tim rd moi lién h¢ gifa nha san xudt vi chi s
Hitu sén phém,

6/6: Cong ty giai trinh céc tai ligu chuyen nhugng cd lién quan
tir Ciba Vision Corporation cho Novartis Pharmaceutical Corp
i dwye Céng ty ndp kém HG so tiép nhén 1274 ngly 1722013
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§6  Ténthudc- SPK

2 .GENTEALGEL  Hydromellose, carbomer-3omg

SDK:YN-7936-09  Hydromellose, 22mg carbomer
Hip | tup 10g gel nho mét
-3X: Excelvision AGThyy 3§

Hoat ggél - Him lwong - Quv cdich  Patent - Chil s hiru - Pham vi bio hé

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 r6 pham vi béo h cta cac
Patent trén 13 hogt chét Hydroxypropyl
methylcellulose
o/6: Cnng ty gidi trinh céc Patent néu trén xéc 13
pham vi bio ho cho due phim diing cho mit
US 5607698 xdc lip pham vi bén hj cho phuong,
phap bio quan dung dich thude bi trom mit, thuoc
lim ém mét v thue dimg dé chita bnh viém mit vi
phuemg phip idu r béah cho mt, US 5683993 xic
Iip pham vi béo h cho ¢hé phim mirfc ding 44 chita
béah vném mit chita polymer va phwong phap lam
on dinh ché pham nude ding dé chira bénh viém mét
chira pulyme US 5858996 xéc I3p pham vi bao ho
cho ché phim durge Lim én dinh chita polymer va
phuong phap lim dn dinh ché phim chira polymer.
US 5725887 xkc Lip pham vi béo hd cho cge phim
ding d¢ chita bénh viém mit durge bao quén biing
hydrogen peroxide dirge 1am on dinh. Tuy nhién, cdc
patent nay khong xdc liip pham vi béo hg cho chinh
hoat chilt hydroxypropyl methyl celfulose.
Két huin; Khéng dép img quy dinh ve patent cdp cho
hoat chit
6/6: Khong danh gid do cﬁng ty trich dfin qué ahidu
patent, trong khi khing chi r diém yéu chu bio h§
xéc 13p pham vi bio h¢ cho thude nho mit Genteal
Gel.
Két hin: Khang d4p tmg quy dinh v& patentcdp cho
thuge nh mit,

Tén doanh nghiép dé nghi cong bo: VPBD Pfizer (Thailand) Ltd
B. CAC HO) SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong sb thube: 1).

23,1 B sung tii liéu vé viée chuyén nhwymg Patent (Téng so: 1)

CHU S0 HOU SP: Novartis AG
CHU/CHUYEN NHUQING PATENT: 1, Ciba Vision

Corparation (Chura c6 tAi ié v& vide chuyén quyén st hiny

Patent giita Ciba Vision Corporation va Novartis AG)

2. G trinh l4m 15 m lién b¢ gz nha sén xust vi chii s3

hiu sén pham.
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86 Tén thube- SDK

1. Debridat
SDK:YN-13803-11

Hoat chit - Him lwgng - Quy efeh  Patent - Chil sit hiru - Pham vi bio hi

Trimebutine maleate-100 mg
Vién nén bao phimHdp 2 vi x 15 vién
«8X: FarmeaPhip

PATENT: VN3261 (Pfizer Holding)

PHAM VI: Duge pham dgng vién nén dugc bao chira
Trimebutin maleat va quy trinh blo ché > Pham vi
bio hi 12 dang bo che, khing phai 13 hoat chat
28/1: Ching ty bo sung Patent FR 2369M -> Cof quan
SHTT Phép khong ném trong danh myc 14 Co quan
SHTT duge cdng nhin

16/7: Cong ty b sungPatent GB 1342547 (3/1/1974-
Jouveinal 8.A) va gidi trinh dicm yéu cau bio b s0
15 bio h{ cho hogt chat Trimebutine maleate

Diém 15 yéu cau bao hg cia patent GB 1342547 xde
Iip pham i bio h cho ester cia amino alcobol diéu
che duge bang phuong phép theo dicm bt ky trong
s cdc diém tir | dén 14, Hop chét diéu ché duge
bing phuong phap theo diém 14 13 hyp chdt néu
trong Vi du I hoje Vi dy 3, trong d6, hop chét néu
trong Vi du | chinh I2 [4 hogt chét Trimebutine. Hogt
chat Trimebutine Maleate duge mé ta trong Vi dy 2
clia patent nay. Do dd, diém 15 yéu chu béo hg cla
patent GB 1342547 ciing duge coi la xic 1ip pham vi
bao h{ cho hoat chat Trimebutine Maleate,

l{éxt Tujn: Dip img quy dinh vE patent cép cho hogt
chat,

Quyén s hiru, chuyén giao patent

CHU 80 HOU SP: Pfizer Inc

CHU/CHUYEN NHUGQNG PATENT:Pfizer [nc

16/7: Cang ty cung cAp thi liéu chuyén nhugmg Patent gilta
Plizer Inc va Pfizer Thailand Ltd -> D€ nghi Cong ty cung cdp
tai ligu " vige chuyén nhugng Patent gitta Jouveinal S.A va
Pfizer Inc vi thi liéu vé viée Farmen sin xuit sin phim theo dy
quyen, tiéu chuin ciia chi ¢ hifu Patent

/9: Céing ty cung cép thi lidu chuyén nhugmg Patent gita Pfizer
Inc va Pfizer Thailand Ltd trong d6 xéc nhn Farmea la nha séin
xudt sin pham dittrén Patent theo iy quyén cia Pfizer Inc
Céng ty gidi trinh Jouveinal $.A 13 cong ty tnsdc dy cda Pfizer
Holding France SCA {mgt cdng ty thude s hitu cla Pfizer Inc)
->De nghj Cdng ty cung céip tai liéu d€ chung minh
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