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PHY LUC: THONG BAQ BOI VOT HO SO'DE NGHI CONG BO THUGC BIET DUGC GOC
(kém theo vén ban sb 9689 /QLD-GT ngiy 21 théng 06 nim 2013)

§6  Ténthude. SDK

Hoat chit - Him lrong - Quy céich  Patent - Chii s hiru - Pham vi bio hf

HI!!E“ ﬁ hifu, ghﬂﬁn giao_patent

1 Tén doanh nghiép dé nghi cong ho:  Abbott Laboratories
B.CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Tong sb thude; 5).

11 Khing dép img quy dinh (Tong sb: 5)

1. Betasere Betahistine dyhidrochloride -1 bmg
SDK:VN-5764-08  vitnnén
-8X: Abbott Products GmbHGermany

CHU 56 HOU SP: Abbott Products SAS

PATENT: GB945005 (UNIMED INC)FR2338 !
CHU/CHUYEN NHUQNG PATENT:

(UNIMED INC)-> 2 Cu quan SHTT nﬁy khong; nim
trong DM 14 co quan SHTT dinge chép thuin dé xem
xét Patent

PHAM VI: Chira 13 pham vi bdo h{ cho hogt chét
hay quy trinh béo ché

(244: Cong ty bo sung patent US 3149034 (Umlmed
Inc) -> Pham vi bao h¢ 1 phuong phap diéu tr v
quy trinh béo ché, khdng phéi cho hoat chit
Betahistine dyhidrochloride

Patent GB945095 xdc lpp phnm vi bio hf cho ché
phém diing qua dutmg miéng, ngodi domg tiéu hda,
qua dudng trye tring, Tuy nhién, patent ndy khing
xéc 13p pham vi bio h{ trye tlép cho hoat chét
Betahistine dyhidrochloride. Patent US 3149034 xdc
léip pham vi bio hj phreng phip diéu tr bénh dau
diu bing cich cung chp duge chét cho bénh nhin qua
duwimg miéng. Tuy nhién, patent ndy khdng xac lip
pham vi bio 1 tre tiép cho hoat chét Betahistine
dyhidrochloride,Két lun: Khing dép img quy dinh
vg patent cdp cho hoat cht,

Page 1 of 46



§6  Ténthube - SDK

2 . Betaserc 24mg
‘SDK:YN-10220-11

3 . Creon 10000
SDK:VN-12635-11

Hoat chit - Him lugmg - Quy edch
Betahistine dyhidrochloride -24mg

vién nén

-8X;: Abbatt Products GmbHGermany

Pancreatin-150 mg
Vién nang, hip 1 lo chira 20, 50, 100 vién
«8X: Abbott Products GmbHGermany

Patent - Chi s6 hia - Pham vi bio h{

PATENT: GB945095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 Co quan SHTT niy khdng im
trong DM 14 co quan SHTT duge chap thugn d xem
xét Patent

PHAM VI: Chwa r§ pham vi bao h cho hoat chit
hay quy trinh béo ché

12/4: Céng ty bo sung patent US 3149034 (Umlmed
Inc) -> Pham vi béo b 1 phuomg phap i t v
quy trinh béo ché, khéng phii cho hoat cht
Betahistine dyhidrochloride

Patent GB945095 xic ip pham vi béo h§ cho ché
phém ding qua duémg miéng, ngodi dudng tiéu héa,
qua dudmg trye tring, Tuy nhién, patent niy khong
i lip pham vi béo h{ tmre tiép cho hoat chit
Betahistine dyhidrochloride. Patent US 3149034 xéc
lap phgrn vi bio h plivong phép didu tr bénh dau
di bang cich cung cp dug chét cho bénh nhin qua
duing mu;ng Tuy nhlen, patent nay khong xdc lip
pham vi béo b trye tiép cho hoat chit Betahistine
dyhtdrochlonde Két hidn:  Khong dip img quy dinh
Ve patent cap cho hoat chit.

PATENT: Patent (EP1931316B) cp cho Solvay
Phammceullcals GmbH, Bire do Co quan S¢ hu‘u tri
tué Chn Au cdp 2006, DE nghj Céng ty cung cép
patent lién quan hoat chat

PHAM VI: Dang bio ché bao tan & rugt (phdt minh
hiin hop ming bao tan & ruf).

Yéu cau bdo b cia patent EP1931316B1 xic lip
pham vi bio h cho [6p bao tan trong rudt va drge
phim giai phong ¢ kiém sodt chira pancreatin va lop
bao tan trong rugt. Tuy nhién, patent ndy khung xéc

13p pham vi béo hg cho huat chit pancreatm Két lugn:

Khnng dip mg quy dinh vé patent cip cho hoat
chit,

Quyén s bivu, chuyén giao patent

CHU $G HOY SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:

CHU SG HUU SP: Chi sshiu sin phim Abbott Products

GmbH (Cyc QLD di o6 vin bin s 98 19/QLD-DK ngay

151272011 ddng  chuyén nh sin xu tir Solvay

Pharmaceuticals GmbH sang Abbott Products GembH)
CHUJ’CHUYEN NHUGQNG PATENT: Cuc QLD ¢4 cd vin bin

s6 6457BYT- QLD ngay 24/9/2010 ve & vigo ddi tén Cong ty Solvay
Pharmaceuticals GmbH thanh Abbott Products GmbH.
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80  Ténthufe - SDK

4, Creon 40000
SDK:VN-12832-11

5. Serc8
SDK:VN-5765-08

Hoat chit - Him lugng - Quy cich

Pancreatin-400 mg

Vién nang (chira pellet bao tan trong rugt),
hip L o chira 20, 50, 100 vién

-8X: Abbott Products GmbHGermany

Betahisting dyhidrochloride -mg
vién nén
-8X: Abbott Products GmbHGermany

Patent - Chii s hiru - Pham vi bio hi

PATENT: Patent (EP1931316B1) cip cho Solvay
Phamacegtica!s GmbH, E‘)l'lc do Co quan S¢r ht‘rp tri
tu§ Chéu Au cap 2006. B nghj Cong ty cung cép
patent lién quan hoat chat.

PHAM VI: Dang bio ché bao tan & rut {phét minh
hon hop ming bao tan & rugt)

Yéu cau bio h{ cia patent EP1931316B1 xéc lgp
pham vi béo h{ cho lop bao tan frong ruft va duge
pham gidi phong c6 kiém sodt chira pancreatin va lop
bao tan trong ruft. Tuy nhién, patent ndy khing xdc

I&p pham vi bdo h§ cho hoat chit pancreatm Ket luin:

Khong dap tmg quy dinh vé patent cap cho hoat
cht,

PATENT: GB943095 (UNIMED INC)FR2338
(UNIMED INC)-> 2 nugc nay khdng ndm trong DM
14 co quan SHTT duge chap thvdn dé xem xét Patent
PHAM VL. Chura rd pham vi bao h cho hoat chit
hay quy trinh bao che

12/4; Cang ty b6 sung patent US 3149034 (Umimed
Inc) -> Pham vi bao h{ [ phuong phip dleu tri va
quy trinh bio ché, khéng phai cho hoat chét
Betahistine dyhidrochloride

Patent US 3149034 xéc 13p pham vi bio h cho
phuong phap didu tr bénh dau dau Tuy nhién,

patent niy khong bio h{ trye tiep cho huat chit
Betahistine dyhidrochloride.GB945005 dé c3p dén
durge phém ding qua duomg migng, ngodi dudmg tiéy
hba, dwimg tryc tring chira hoat chit dé dleu trj bénh
dau dau Tuy nhién, n6 khang bao ho tn,rc tlep cho
hoat chét Betahistine dyhldmch]onde Két hudn;
Khéng dép iing quy dinh vé patent cdp cho hoat chit,

Quyén s hiru, chuyén giao patent
CHU SO HOU SP: Chii 56 hiu san phém vi nh sin xut
Abbott Products GmbH
CHU!CHUYEN NHUONG PATENT: Cuc QLD di ¢6 vén bin
s6 645 BYT-QLD nghy 24/9/2010 vé viée ddi tén Céng ty Solvay
Pharmaceuticals GmbH thanh Abbott Products GmbH.

CHU SG HOU SP: Abbott Products SAS
CHU/CHUYEN NHUGNG PATENT:

2 Tén doanh nghiép dé nghi cdng bd: Baxter Healthcare (Asia) Pte. Ltd

PA XEM XET YE

Y

2.1 Khong dp img quy dinh (Tong so: 4)
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s

Tén thude - SDK

U
SDK:VN-6925-08

U
SDK:VN-§924-08

Hoat chit - Him lyng - Quy eich  Patent - Chii s hiru - Pham vi bo h§

1 . Hemofil M 401 - 800 Antihemophilic factor human (AHF) (yéu

t6 VIl ciia nguti)-401-800 1U

Hip | lo bét dong clng | lo 10ml mwde
pha tiém

-5X: Baxter Healtheare CorporationM§

2 . Hemofil M20 - 400 Anthemophilic factor human (AHF) (yéu

t6 V11l ciia nguti)-220-400 1U

Hip | lp bt dong cing 1 lo 10m] nede
pha tiém

-5X: Baxter Healtheare CorporationM§

PATENT:. US 5,470,954 (Baxter Intemational Inc),
PHAM VI: US: Quy trinh siéu tinh khiét hoa yéu to
VIII-> Pham vi béo hd ]a quy trinh diéu ché, khong
phéi bio h{ cho hoat chit

Patent US5470954 xéc 13p pham vi bdo hf cho
phlrUng phip v quy trinh tinh chc yeu to VIILC tir
héin hop gom polypeptit v tap chit. Tuy nhién,
pateat nay khong xc lip ph;tm vibio ho cho chinh
yéutd VIl ciing nhr dige phim chua b Két lufn:
Khéing dép ing quy dinh ve patent cap cho hoat chit,
hén hop cic hoat chét hojc duge pham, ché phim
ciing nhu dang béao ché,

PATENT: US 5,470,954 (Baxter [nternational I.m:}.
PHAM VI: US: Quy trinh siéu tinh khiét héa yéu t
VIII-> Pham vi bio h{ 14 quy trinh diéu ché, khong
phii bao ho cho hoat chat

Patent US5470954 xéc 13p pham vi bao hé cho
phu:cmg phap va quy trinh tinh che yeu 16 VIILC ti
hén hqp gom polypepnt va tgp chit. Tuy nhién,
patent ndy khong xic lip pham vibao h{ cho chinh
yéu t6 VIl ciing nhur durge phim chita n. Két ludn:
Khﬁng dép ting quy dinh vé patent cép cho hoat chit,
hain hop cac hogt chat hojc duge pham ché pham
ciing nhr dang bao ché.

Quyén s hiru, chuyén giso patent

CHU SO HUU SP: Baxter Healthcare
CHU/CHUYEN NHUQNG PATENT Baxter International Inc

CHU SO HOU SP: Baxter Healthcare
CHU/CHUYEN NHUNG PATENT:Baxter International Inc
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§6  Ténthube - SDK

550E

4 , OliClinomel N7-

1000E
SBK:VN-5004-10

Hoat chit - Ham lwyng - Quy cdch  Patent - Chil si hitu - Pham vi bio hi

3, OliClinomel Nd-  Lipid, Aminoacid, Glucose-10%, 5.5%,

20%

Tii 1l ¢t 3 ngdn: 0.2 lipid 10% + 041
aminoacid 5.5% + 0.41 ghucose 20%. Tii
1.51¢6 3 ngén: 0.31 lipid 10% + 0.61
artinioacid 5.5% + 0.6 glucose 20%. Tui 21
¢6 3 ngin: 0.41 Tipid 10% + 0.8
amingacid 5.5% + 0.81 glucose 20%

Lipid, Aminoacid, Glucose-20%, 10%,
40%

Tiii 11 cb 3 ngin: 0.21 lipid 20% + 0.41
aminoacid 10% + 0.4] Glucose 40%. Tii
1,51 c6 3 ngn: 0.31lipid 20% + 0.1
aminacid 10% + 0.6] glucose 40%. Tii 21
¢d 3 ngtin: 0.4 lipid 20% + 0.8] aminoacid
10% + 0,81 glucose 40%

PATENT: US 5,577,369 (Baxter Intemational Inc)
US 5840757 (Baxter International Inc)

PHAM V1 US 5,577,369: Phuong phip tong hop v
dnng g6i bao bi nhiu ngén -> Pham vi bio hd
khong phai cho hdn hgp hogt chat

US 5840757 Nhil tuomg héa lipid ding trong dink
dudng trong va ngodi dudng tiéu hda -> Pham vi bio
ho 14 dang bao ché, khing phal cho hoat chilt

Patent US 5,577 369 khong xdc lap pham vi béo hi
cho hoat cht lipd, aminoacid v glucnse, cling nhu
1 hop cia chiing, Céic diém 1-8 yéu cau bio hj cia
patent nAy cl;i xéc lip phamn vi bdo hé cho phtrrmg
phép siin xuat bao bi chira nhicu ngin mi khong xac
lip phgm vi bdo h¢ e [pr cho timg hoat chi, cung
b t6 hop cia cdc hogt cht néu trén. Bién 12 yéu
chu bio b cla patent US 5840757 khong xéc lip
pham. vi bio 1§ cho 10 hop cia céc hogt chét o dang
béo ché ver t1¢ phén trim o néu 66 tén hogt
chat Két lujn: Khéng dip img quy dinh vé patent
cipcho hoai chit, ciing nhur damg bao ché cia tb hop
céc hogt chat néu trén,

PATENT: US 5,577,369 (Baxter Intemnational Inc)
US 5840757 (Baxter International Inc)

PHAM VI: US 5,577,369: Phromg phép téng hop v
dong g6i bao bi nhigu ngin -> Pham vi bio h§
khong phai cho hn hp hoat chit

US 5840757: Nhil twong héa lipid ding trong dinh
dudng trong v ngoai dudng tiéu hoa -> Pham vi bio
h{ 12 dang bio ché khdng phm cho hogt chét

Patent US 5,577,369 khong x4c [dp pham vi bao hj
cho hoat chﬁt Lipid, aminoacid va glucose, cing nhu
£ hop ciia ching, Céc diém 1-8 yéu cau bao h ciia
patent ndy chi xéc 1ip pham vi bao h{ cho phong
phép san xudt bao bi chira rlh!eu ngin mi khung xdc
Lip pham vi béo h{ trye tlep cho timg hoat cht, cung
by t6 hop cia cdc hogt cht néu trén. Dién 12 yéu
chu bio hj ciia patent US 5840757 khéng xéc lip
pham vi béo 1§ cho 10 hop cia céc hogt chétd dang
bau che i ty ¢ phén tram ol néu & & tén hogt
chat Két lujn: Khéng dép img quy dinh ve patent
cipcho hoat chi, ciing nhu dang bdo ché cia 16 hop
che hogt chat néu trén.

Quyén sé hiru, chuyén giso patent
CHU SG HOU SP; Baxter Healthcare

CHU/CHUYEN NHUONG PATENT:Baxter International Inc

CHU SO HUU SP: Baxter Healtheare

CHUACHUYEN NHUQNG PATENT-Baxter Healthcare Inc
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86 Ténthubc-SDK  Hoat chit - Him lwvng - Quy ciich  Patent - Chii 56 hiru - Pham vi bio hj Quvén sé hiru, chuyén giao patent

3 Tén doanh nghiép dé nghi cong bb: Bayer (South East Asia) Pte, Ltd

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

3. Khong dép img quy dinh (Tong sb: 2)

1. Angelig Estradiol’ Drospirenone-2mg + I mg PATENT: US4 120 564 (Schering AG) CHU SO HOU SP: Bayer AG
SDK:VN-9436-09  Hap | vix 28 vién nén bao phim DE 3022337C2 -> Cor quan SHTT B khong nim ~ CHU/CHUYEN NHUGNG PATENT: . Schering AG
-8X: Schering GmbH & Co. Produktions  trong 14 cor quan SHTT dwoc cdng nhin 2.Cong ty c6 cdng vin xe nhin doi tén tir Schering AG thanh
KGBitc PHAM VI; US: Spirolactone (Diém yéu cau biohy  Bayer Schering Pharma AG
3; Hogt chat Drospirenone) (Khong c6 Patent cho hén
higp 2 hogt chat)

> bé Ilghl Cong ty cung cip Patent cho hn hgp 2
hogt chat Estradiol v Drospirenane

Diém 3 ¥éu chu bio h{ cia patent US 4120564 xac
lip pham vibio hg cho Drospirenune Tuy nhién,
patent ndy khong xéc 13p pham vi bao hd chinh xéc
cho hdn hop céc hoat chit Estradiol vA Drospirenone.
Két huan: Khung‘dap g quy dinh vé patent cép cho
hdn hop hoat chét,

2 . Bonefos Disodium clodranate40mg PATENT: US 5237094 (Leiras OY) CHU SO HUU SP: Bayer AG
SDK:VN-14920-12  Hgp 10vi x 10 vién nang EP (490907B1 (Leiras OY) CHU/CHUYEN NHUONG PATENT:1, Leiras OY
-5X: Bayer OYPhin Lan PHAM VI: US, EP: Quy trinh sin xuét hoat chit 2.Cong ty cung cap tai ligu dhitéa cong ty Leiras OY thanh
Clodronate va cong dung méi -> PHam vibdohyld  Schering OY va sau do thanh Bayer Schering Pharma OY vi
quy trinh bio ché va tic dung diéu tr hién nay |4 Bayer OY

Patent US 5 237 094 va patent EP 0490907B1 xéc
[dp pham vi bao g cho quy trinh dieu che axit
methylenebisphosphonic, khing xéc Lip pham vi bio
1 tr tiép cho hoat chit disodium clodmnaie Ké
lupn Khong dép g quy dinh v patent cap cho hoat
chit Hiromg khéic phye: X4c dinh chinh xdc patent
xbc 1ap pham vi bdo b tnyc tiép cho hoat chat
disodium clodronate.

4 Tén doanh nghiép dé nghi cdng bd: Boehringer-Ingelheim International GmbH

B. CAC HO S0'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng b thude: 6),
4.1 B sung thi liéu vé vige chuyén nhwong Patent (Tong so: 5)
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s

Tén thube - SDK

1, Aggrenox
SDK:VN-15235-12

Hoat chiit - Him lrong - Quyedch  Patent - Chii s6 hitu - Pham vi bao h§

Dipyridamole+ Acetylsalicylic acid-

200/25mg

Vién nang, chai 60 vién

-5X: Boetringer Ingelheim Pharma
GmbH&Co KGDire

PATENT: EP0257344B10257344B1(Dr. Karl
Thomae GmbH)

US601577(Dr.Karl Thomae GmbH)

PHAM VI: Téc dung dicu tri ngin ngira hinh thinh
cyc mau ddng khi phoi hop 02 hoat chat
Dipyridamole+ Acetylsalicylic acid v quy trinh bio
ché sy phm hop 02 thinh phan >bé nghi Cong ty
cung cap patcnr vé th hop 02 hoat chit ndy.

Biém 2 yéu cAu bio b cila patent EP0257344B1 xde
Lip pham vi bio b cho 1 hop dirge phim chita
Dipyridamol v Acetylsalicylic Acid véi ty I§ nam
trong khoang tir 8:1 dén 100:1. Hon nira, dicm 5 cuia
patent ndy cling xdc 1gp pham vi bio h§ cho 16 hgp
duge phim chira dipyridamol véi lugng ném trong
khoing ti 75mg p dén 200mg va Acatylsalicylic Acid

vdi huging ndim trong khoang tir 5 dén 80mg, Két luin:

Dép tng quy dinh vé patent cap cho hdn hop hoat
chit,

!!u!i‘n sit hifu, chuxi‘n giao_patent
CHU SO HUU SP: BI Pharma GmbHg Co.XG
CHU/CHUYEN NHUGNG PATENT:Dr.Karl Thomae GmbH
skt nhap vio BI Intematinoal GmbH ndm 2010, bé nghi bd
sung 1ai ligu phap 1y chirng minh moi lién hé BI [nternational
GmbH va Bl Pharma GmbH& CoKG
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s

Tén thuge - SDK

2 . Buscopan
SBK:VN-11700-11

Hoat chit - Him lrgng - Quy cdch  Patent - Chii sit hiru - Pham vi bio hi

Hyoscine N-butyl bromide-Vién bao
duimg 10 mg

Hap 5 vi hodc 10 vix 10 vién

-8X: Delpharm ReimsPhap

PATENT: US 3472861(Boehringer-Ingelheim
GmbH)

GB1178305 (Boehringer- Ingelheim GmbH) -> Ca
quan SHTT niy khong nim trong DM 14 co quan
SHTT durgr chip thudn d xem xét Patent

PHAM VI: US:Céc hop chit nhm din xuat thay the
-N ctia norscopolaming vi mudi amino bic 4, higu
qua trong tc ché b thin kinh trung umg, khing
cholinergic va chdng co that

(B: D xut ciia Norscopolaramine (diém yéu céu
bio ho 22, Hoat chit Hyoscine N-butyl bromide - Tra
ol Martindale)

24/5: Cong ty bo sung patent GB 708370 (Albert
Boehringer)

Biém 2 yéu ciu bdo g (két hop véi phan Certificate
of Corection) cia patent US 3472861 xdc Iip pham vi
bao hy cho hoat chat hyosine N-propenyl bromide
ma khéng xde |3p pham vi bo h) cho hoat chat
hyosine N-butyl bromide.

Co quan s hitu i tuf cép patent GB 1178303 khong
nam trong danh séch céc co quan sd hiru tri tug cdp
bing ddc quyen sing che dupe chap thusin de xem xét
clng bé danh myc thude biét dge gﬁc. )

Két huin: Khing dip img quy dinh vé patent cip cho
hoat chat.

24/5: Diém 22 yéu ciu bao h cia patent GB
178305 i 1ip pham vi bio h{ cho hop chit
hyosine N-buty bromide, )

Két luin: Dép tng quy dinh ve patent cip cho hogt
chat.

Quvén si hiu. chuyén giao patent
CHU SO HUU SP: Boehringer-Ingelheim Pharma GmbH & Co
CHU/CHUYEN NHUGNG PATENT:Boehringer-Ingelheim
GmbH )
24/5; Cong ty cung cap tai ligu xic nhén Delpharm Reims 13
nhé sin xuit sin pham
- D nghi cong ty cung cap tii ligu xic nhén viéc chuyén
nhurgng Patent tir Albert Boehringer cho Boehringer-Ingelheim
(Céng ty mé chi cung cdp t4i lidu tham khdo trén website)
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Tén thude - SPK

Hoat chit - Ham lugng - Ouy cdch

Patent - Chii s¢* hiru - Pham vi hio h

3 . Buscopan
SPK:VN-15234-12

Hyoscine N-buty! bromide-20mg/ml

hip 2 vix 5 dng Iml

-5X: Bochringer Ingelheim Espana S ATay
ban nha

PATENT: US 3472861 (Bochringer-Ingelheim
GmbH)

GB1178303 (Bochringer-Ingelheim GmbH) -> Co
quan SHTT niyy khng nim trong DM 14 co quan
SHTT duogc chip thuin d¢ xem xét Patent )
PHAM VI: US:Céc hgp chat nhom din xuat thay the
-N cita norscopolamine v muoi amine bc 4, higu
qué trong e ché hé thin kinh trung vong, khang
cholinergic va chong co that ) ‘
(B: Din xuit cia Norscopolaramine (diém yéu céu
bao h 22, Hoat chat Hyoscine N-butyl bromide)
24/5: Céing ty bd sung patent GB 708370 (Albert
Boghringer)

Biém 2 yéu ciu bio h (két hyp véi phin Certificate
of Corection) cua patent US 3472861 xac lap pham vi
bao hé cho hoat chét hyosine N-propeny! bromide
ma khang xéc ldp pham vi bio hi cho hoat chit
hyosine N-butyl bromide.

Co quan 56 hitu tri tu§ cdp patent GB 1178305 khong
nam trong danh sach cac co quan sor hitu tri tué cap
béng ddc quyén sing ché e chip thugn dé xem xét
cong b danh muc thude biét duge géc_

Két lujn: Khing dép img quy dinh vé patent ¢ip cho
hoat cht, ‘

245: Diém 22 yéu cu bao h¢ cta patent GB
1178305 xéc [ap pham vi bao h¢ cho hop chat
hyosine N-butyl bromide.

Ket ludn: Dap img quy dinh vé patent cap cho hoat
chit,

Onyén 50 hifu, chnyén giao patent

CHL:J S0 HOU SP: Bochringer-Ingelheim Pharma GmbH& Co
CHU/CHUYEN NHUQNG PATENT:Boehringer-Ingelheim
GmbH )

24/5: D& nghi cdng ty cung cip tai liéu xdc nhin vide chuyén
nhugng Patent tir Albert Bochringer cho Bochringer-Ingelheim
(Cang ty mdi chi cung cip thi ligu tham khio trén website) v
gidi tinh lam rd moi quan h¢ giira Boehringer Ingelheim Espana
§.A vi Boehringer Ingelheim Pharma GmbHé& Co
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86 Tén thube- SDK

4 . Combivent Salbutamol Sulfate + Ipratropium

SDK:VN-10786-10  Bromide-1 mL dung dich chita 3 mg vi
052mg _
Dung dich khi dung; Hgp 10 ong 2,5 mL
3 . Phosphalugel Aluminium phosphate-12,380 g/gbi 20 g
SDK:VN-6457-08  Dang gel dé udng; hip chia 26 goi

-SX: PharmatisPhip

42 Khong dép img quy dinh (Tong s6: 1)

Hoat chit - Him luong - Quy cdch  Patent - Chii 56 hiru - Pham vi bio hd

PATENT: EP2026784 va US2010/0144784 vi
W0/2007/134965 do Co quan s hiru tri t; The gidi
¢dp. Chi ¢ hiru: Bochringer Ingelheim Intemational
GMBH.

PHAM VI: Dang bio ché phun mi dang phéi hyp 02
hoat chét (ipeatropium bromide vi salbutamol). D&
nghi b sung Patent Jién quan hoat chét ¢6 sir phi
hop 02 hoat chit (ipratropium bromide v
salbutamol)

24/5; Cong ty b sung patent US 5603918
(Boehringer Ingelheim Pharmaceutical Inc) va
WO007EP34488

Biém 7 yéu cau béo h) ciia patent USS603918 xée
I4p pham vi bao hq cho duge phim dang khi dung
chifa salbutamol sulfate vi ipratropium bromide &
dang micron hod lam hoat chat, chat tao hdn dich
(soya lecithin), chat day (dichlorodifluoromethane,
dichlorotetrafluoroethanc, va
trichloromonofluoromethane). Sin pham Combivent
chia cdc hoat chat & dang micron hod va chira cdc ta
nhur trén. Kt lugn: Dip tng quy dinh vé patent cip
cho duge pham dang phun ma,

PATENT: EP0139997 (Boehringer-Ingelheim
Intermational GmbH)

PHAM VI: EP: Aluminium phosphate gel -» Pham

vi bio h{ I dang bao ché (hing phai i hogt cha)
Diém 1 yéu cau béo h{ cta patent EP0139997 xic lip
pham i bio hf cho Aluminium phosphate dang gel
ding dé khang acid (xem diém 5 yéu cau bio hg) Ket
lujn: ép ting quy dinh vé patent cfp cho dang bio
ché 1a Aluminium phosphate dang gel diing &€ udng.

Quyén s hirw, chuyén giao patent
CHU S HUU SP: Chii s hiru: Boehringer Ingelheim
International GMBH )
CHU/CHUYEN NHUGNG PATENT: ] Chii s6 hiru sin phém
va patent: Boehringer Ingelheim [ntemational GMBH
2. Giai trinh vé viée Laboratory Unither séin xuft theo ty quyén
clia Boehringer [ngelheim Pharmaceutical Ine

CHU SO HOU SP: Boehringer-Ingelheim Interational GmbH
CHUICHUYEN NHUGNG PATENT: 1. Bochringer-Ingelheim
International GmbH

2. Gii trinh vé viéc Pharmatis san xuit theo ty quyén va tiéu
chuén cia Bochringer-Ingelheim Intenational GmbH
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80 Ténthuoc-SDK  Hoat chit - Ham lvomg - Quy cich  Patent - Chi s hiru - Pham vi bio hi Quyén s hiru, chuyén giao patent

1. Atrovent N Ipratropium bromide monohydrate- PATENT: US 3681500 (Boehringer Ingelheim CHU S HUU SP: Boehringer-Ingelheim Intemational GmbH
SDKCYN-10784-10  20meg/nhit xit GmbH) CHU/CHUYEN NHUQNG PATENT:Bochringer Ingelheim
héip 200 liéu xit U8 5676930 (Bochringer Ingelheim Pharmaceutical) ~ GmbH
-5X: Boehringer Ingelheim Pharma
GmbH&Co KGBire PHAM VI: US 3681500: Cang thirc ding dudng khi

dung d6 diéu rj bqnh tic nghén dudmg hé hdp

US 5676930: B on dinh cua thuoe chia Ipratropium
bromide va chit dy HFC _

== (iai thich lim 16 hodc bo sung Patent 6 pham vi
bao hd 13 hoat chit Ipratropium.

245: Cong ty bo sung patent GB 1176094
(Bochringer Ingelheim GmbH) (Biém yéu cau bao h§
11); EP 0835098 BI (Bochringer Ingelheim GmbH);
US 3505337 (Boehringer Ingelheim GmbH)

Patent US 3681500 xac 1dp pham vi bio h{ cho durge
phim dé xong chifa ipratropium bromide va phuang
phap ditu tr bénh r6i logn dwtmg hd hap do tic
nghén (dlcm3 7,12 yéu ciu bao ho) Tuy nhién,
patent ndy khng xéc [ip pham vi béo h{ chinh xéc
tho hoat chat Ipratropium bromide monohydrate
Patent US 5676930 xdc 1p pham vi i bio hi cho diroe
pham & dang dich long dwge lam 6n dinh chira
ipratropium bromide va phutmg phap [3m 6n dinh
dirge phim ndy (diém 1,13 yéu cu bao hg). Tuy
nhién, patent iy khong xic Lgp pham vi bio h
chinh xdc cho hogt chat Ipratropium bromide
monohydrate.

Keét luin: Khong dap img quy dinh vé patent cép cho
hoat chat,

24/5: Patent GB1176094 (Shell Int Research) xic 1ap
pham vi bao hg cho dau nhom. Tuy nhién, patent nay
khéng xac 1ap pham vi bao hd cho hoat chit
ipratropium bromide hay san phim dang phun ma
chifa ipratropium bromide,

Patent US 3505337 xdc lip pham vi bio b cho hdn
hop racemic cia pr chit noratropinium. Tuy nhié,
patent iy khdng xéc I3p pham vi bao h{ cho hoat
chit i ipratropium bromide hay sin pham dang phun
mi chira ipratropium bromide,

Patent EP 0835098 BI x4c lap pham vi bao hd cho
duge phim dé tao ra khi dung ding dé xng khing
chira khi diy trong khi sin phim Atrovent N chira ta
duge bao gom chat day HFA-134a(1,1,1,2-
tetrafluoroethane), nwde, rirgu va axit citric, Do do,
patent EP 0835098 BI khdng xde Iip phatn vi bio hf
cho sin pham dang thude phun ma Atrovent N..

Két luan: Khang dip img quy dinh vé patent cp cho duge phim. Page 11 of 46



§6  Tén thude- SDK
3

Hoat chéit - Him lwgng - Quy cich  Patent - Chii sé hiru - Pham vi bio hi
Tén doanh nghiép € nghi cong bo: ~ Cong ty ¢ phan thwong mai dwgc Hoang Long

B. CAC HO 80 DA XEM XET YEU CAU B0 SUNG, GIAI TRINH (Tdng sb thudc: 2)

5.1 Khéng dép img quy dinh (Tong sb: 2)

1. Biscko
SDEK:YN-13034-11

albumin (human), [mmunoglobulin G,

50g/1
Chai 50, 250, 500 ml
-SX: Biotest Pharma GmbHBic

2 . Intratect protein nguds trong dd chira it nhit 9%
SDK:6554/QLD-KD  1gG-96%IgG/ S0mg/ml

hdp 1 1o 50ml

-SX: Biotest Pharma GmbHGermany

Immunoglobulin A, Immunoglobulin M-

PATENT: US 4,153,683 (Biotest Serum-Institut
GmbH)

PHAM VI: US: Phurong phap bio ché sinh pham
chira globulin mién dich > Pham vi bio h 1a
phuscmg phip bio ché, khdng phi cho hin hep hot
chat

Cic diém 1 7ycu ciu bao h{ cia patent US4153683
Xdc lap pham vi bio hf cho thuoc md chira globulin
mien dich dé diéu tri bénh ndm da, Tuy nhién, patent
niy khong xdc ldp pham vi bao h cho dich truyén
chira albumin (ngwi), [mmunoglobulin G,
Immunoglobulin A, Immunoglobulin M. Két lujn:
Khong ddp ting quy dinh vé patent cip cho hoat chit,
han hop céc hoat chit  hofe duge pham ché pham
ciing nhur dang bio ché.

PATENT: US 4,154,89 (Biotest Serum-institut
GmbH) oy

PHAM VI: US: Bieu ché dung dich chira gamma-
globulin on dinh dé fiém tinh mach > Pham vi bao
h 12 quy trinh bio ché, khong phal cho hogt chét
Patent US415489 duge cung cap 1 khong chinh xac,

trong trudmg hop ndy patent chinh xdc 2 US4154819.

Patent US4154819 xéc lap pham vi bao hg cho quy
trinh bio ché ché phim dé tiém trong tinh mach chifa
gamma-globulin. Patent ndy khong xac 1ip pham vi
cho hoat chit immunoglobulin nguoi ciing nhur du'qc
phim chifa n6. Két Iun; Khéng dap (mg quy dinh vé
patent ca_p cho l‘mat‘chat han hop cc hoat ch;it hofic
duge phim, ché pham ciing nhur dang bio ché.

6 Tén doanh nghiép dé nghi cong bo: Cong ty CPDP Vinh Phiic
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thudc: 1),

!!uyén i hifu, chuvén giao patent

CHU SO HUU SP: Biotest Pharma GmbH

CHU/CHUYEN NHUONG PATENT: 1. Biotest Serum-Institut
GmbH

2. Giai trinh moi lién hg gifa Biotest Serum-Institut GmbH va
Biotest Pharma GmbH

CHU SO HOU SP: Biotest AG
CHU/CHUYEN NHUQNG PATENT:Biotest Serumv-nstitut
GmbH (sau ddi tén thanh Biotest AG)
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§6  Ténthude-SDK  Hoat chit - Ham lwyng - Quy cdch  Patent - Chil sif hiu - Pham vi bio hi Quyén si hiru, chuyén giao patent
6

6.1 Khong dép img quy dinh (Tong s: 1)

1. Aslem Glyey! funtumin hydroclorid-03mg/ml ~ PATENT: Vigt Nam: 6123 (Trung thm khoa hoe CHU SO HOU SP: San xut basi Cong ty CPDP Vinh Phite
SDK:VD-13920-11  Hop 10 éngx Im! dung dich tiém cong ngh¢ dug, trudmg dai hoc dugc Hi Noi) theo hop dnng chuyen giao cong nghé cia chil patent,
-8X: Cdng ty CPDP Vinh PhicViétNam  PHAM VL. Quy trinh diéu che dan xuit 3 alpha - CHU/CHUYEN NHUQNG PATENT: Trung tim khoa hoe
amino - 20 - xetosteroit.> Pham vi bio hd ki quy cng nghé dugc, truimg dai hoc dwge Ha Noi.Hop glang chuyén
trinh diéu ché khong phai hogt chét. giao dde quyén ding ky, san xuat va phin phai thudc Aslem

Chi don cung cap patcnt Viét Nam s s606123d6ivéi  0,3mg/lml cho Cong ty CPCP Vinh Phic.
quy trinh diéu ché din xudt 3 alpha - amino - 20 -
xetosteroit 13 khong chinh xéc, trong tradmg hop ndy,
patent chinh xéc I patent 06213, Tuy nhién,

patent Vigt Nam 50 0 0213 nay chi xic 1ap pham vi bio
h¢ cho quy trinh diéu ché din xuit Xetosteroit ma
khang xdc lap pham vi bao h¢ cho hoat chat glyxyl
funtumin hydroclorua ciing nhur duge pham chita ng.
Kt ludn: Khdng ddp img quy dinh vé patent cap cho
hoat chit, hon hop céc hoat chal hofc dugc phim, ché
pham ciing nhur dang bao ché,

7 Tén doanh nghiép dé nghi cong bo: Cong tv Roussel Viét Nam
B.CACHO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong 50 thude: 1)
7.1 Khong dap img quy dinh (Tong so: 1)

1. Idarac Floctafenin-200mg PATENT: KR 870001897 (BI); EP 0056765 BI CHU S HOU SP: Roussel
SDK:VD-6555-08  Vién nén, hp 2 vi, vi 10 vién (Rhone Poulenc Sante) CHU/CHUYEN NHUONG PATENT:Rhone Poulenc Sante
-§X: Cdng ty Roussel Viét NamViét Nam  PHAM VI KR: Quy trinh diéu ché 4-hydroxy
quinolin -> Pham vi bio h{ 13 phuong php diéu ché
hoqt chit, khdng phai bao hg cho hogt chit
Patent KR870001897B1 va EPO036765BI xie lip
pham vi bao hg cho quy trinh diéu ché 4-hydroxy
quinolin. Hai patent niy khongi xdc 13p pham vi bio
9 cho hoat chit floctafenin K&t lugn: Khng dip img
quy dinh vé patent cap cho hoat chat,

8 Tén doanh nghiép dé nghi cong bo: Cong ty TNHH DKSH Viét Nam

B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thude: 1).
8.1 Khong ddp img quy dinh (Tong sb: 1)
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§6  Tén thude - SDK

Haoat chét - Him legng - Quy cich  Patent - Chii sit hifu - Pham vi bio hi

1 . Norditropin NordiletSomatropin-3,3mg/ml

Smg/1,5ml
SDIGVN-9644-10

Dung dich tiém, Hap 1 bit x 1,5ml
-8X: Novo Nordisk A/SDenmmark

PATENT: US 5618697 (Novo Nordisk A's)
PHAM VI Quy trinh diéu che mot logi protem theo
mong muén -> Pham vi bdo h 13 quy trinh diéu ché

khéng phi I3 hoat chit,

Patent US5618697 xdc p pham vi bio h§ cho quy
trinh sn xudt hormon sinh trimg o ngudi, patent
néy khéng xdc lap pham vi béo h{ cho hoat chit
somatropin va durge phim chira nd, Két Jugn: Khing
dép img quy dmh Ve patent clp cho ho{n chat, hén
hop cdc hoat chét hofc duge pham ché pharn cling

nhur dang bio ché.

!znyén si hiru, chugén giao patent
CHU SO HOU SP: Novo Nordisk A/S
CHU/CHUYEN NHUQNG PATENT Novo Nordisk A/S

9 Tén doanh nghiép dé nghi cong bd; Céng ty TNHH MTV VIMEDIMEX Binh Duong

B.CAC HO S0 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube; 2)

91 Khong dp img quy dinh (Tong sb: 2)

1. Atelec Tablets 10 Cilnidipine-Cilnidipine 10mg

SDK:VN-15704-12

1 . Atelec Tablets §
SBK:VN-15705-12

Vién nén bao phim. Hgp 10 vi x 10 vién,
hp L0 vix 14 vién, hip 50 vi x 10 vign,
hp 50 vi x 50 vién, hip 100 vix 10 vién
-8X: Ajinomoto Pharmaxeuticals

Co, LtdJapan

Cilnidipine-Cilnidipine Smg

Vién nén bao phim. Hép 10 vi x 10 vién,
hap 10 vix 14 vién, hdp 50 vi x 10 vign
-8X: Ajinomoto Pharmaceuticals
Co.LtdJapan

10 Tén doanh nghiép & nghi céng bb:

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

PATENT: EP 0521310BI (Ajinomoto Co. Inc)
PHAM VL: EP: Vién nén phén tin dang tin c6 chita
din xuit | &-dibydropyridine vl quy trinh didu ché >
Pham vi bio h{ 12 dang bio ché vién nén phan tén,

khong phéi cho hoat chat Cilnidipine

PATENT: EP 052131081 (Ajinomoto Co. Inc)
PHAM VI: EP: Vién nén phin tén dang tin c6 chira
din xudt | &-dibydropyridine vh quy trinh ditu ché >
Pham vi bio h{ 14 dang bio ché vién nén phan tén,

khong phéi cho hoat chat Cilnidipine

CHU 8G HUU SP: Ajinomote Co. Inc

CHUICHUYEN NHUQNG PATENT:1. Ajinomoto Co. Inc
2, Cdng ty cung cap thi lidu v vide Ajinomoto Co. Ing cho
phép Ajinomato Pharmaceuticals Co.,Ltd sit dung Patent

CHU 8G HUU SP: Ajinomoto Co. Inc

CHU/CHUYEN NHUQNG PATENT:L. Ajinomoto Co. Inc
2, Cong ty cung cap tai liéu vé vigc Ajinomoto Co. Inc cho
phép Ajinomato Pharmaceuticals Co.,Ltd sit dung Patent

CTY TNHH MTV VIMEDIMEX Binh Duong

101 Khong dép img quy dinh (Tong s6: 3)
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§0 Ténthube-SPK  Hoat chit - Ham lwyng - Quy céch

Patent - Chil s hiru - Pham vi bio ho

1, Baraclude Entercavir-0,5mg
SDK:VN-3828-07  Hap 3 vix 10 vién nén bao phin
-8X: Bristol Myers SquibbMy

1, Optive Carboxymethylcellulase sodium,
SDKGYN-4960-10  Glycerin-0.5%, 09%
Hip | chai 15ml

-8X: Allergan Sales, LLCUSA

3. Ozurdex Dexamethasone-0.7mg
SDK:VN1-644=12  hip | chai 15ml
-8X: Allergan Pharmaceutical

PATENT: VN 4347 (Bristol Myers Squibb Co.)

US 662722482 (Bristol Myers Squibb Co.)
PHAM VI: US: Dugc phém chira Entecavir licu thap
vé phurong phap bio che chilng -> Pham vi bao h{ 4
quy trinh diéu ché {khing phéi 12 hoat chit)

43 Cong ty glal trinh hogt chit entecavir trute diy
duge sit dyng i dlcg trj virus Herpes, sau do cdng ty
nghién ciru v céi tién cong thic va licu dlng cho
hiéu qua khang virus HBV ciing nhu diéu tr viém
gan B man tinh

Patent US662722B2 xic lip pham vi bo h{ cho
duge phim chira entercavir ding qua dm‘mg miéng va
patent nay ciing khung xac [3p pham vi bio h cho
hoat chal entercavir. Két luin: Khéng dip img quy
dinh vé patent cip cho hoat chit.

PATENT: US 2010/0184664A1 {Allergan Inc}
PHAM VI; US: Pham vi bio h 14 phwong phap diéu
tri sir dung hdn hop hoat chat )

US 2010018466441 1 sb cong bo don khong phai
la patent.  Keét lujn: Khing dap tmg quy dinh vé patent
chp cho hoat chit,

PATENT: US 6899717 B2 (Allergan Inc)

US 8034370 B2 (Allergan Inc)

US 8043628 B2 (Allergan Inc)

PHAM VI: US: Pham vi béo b cic Patent la phmmg
phip dang bio ché (phwromg phap dura thude vio co
thd), khéng phi bio hi cho hoat chét,

Patent US 6899717 B2, US 8034370 B2 vi US
8043628 B2 lin gt xdc 13p pham vi béo hd cho
phuong phap phin b ménh ghep siéu nho tong mit,
méinh ghép ty iy sinh hoe vi phrong phdp dicu tri
§mét, Tuy hién, cac patent ndy khong xac [3p pham
v 1 bdo h{ trye tlep cho hoat chét Dexamﬂhasone
Két luan Khong dap img quy dinh v patent cho hogt
chit.

10.2 Pham vi béo h{ chura rd, dé nghi lim ré ni dung bo ho (Tong sb: 4)

Quydn si hiu, chuvén giao patent

CHU SG HUU SP: Bristol Myers Squibb Co,
CHU/CHUYEN NHUQNG PATENT:Bristol Myers Squibb

CHU 86 Hﬂp §P: Allergan Inc
CHU/CHUYEN NHUQNG PATENT:Allergan Inc

CHU SG HUU SP: Allergan Inc

CHUICHUYEN NHUGNG PATENT: . Allergan Inc

1pé ngh| Céng ty giai trinh va cung cép tai liu lam 16 méi
lién h¢ gilta Allergan Inc va Allergan Fharmaceutical [reland
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ﬁ Ténthuéc-SDK  Hoat chat - Him lyong - Ouy cich  Patent - Chil si hiru - Pham vi bio hd Quyén s& hiru, chuyén giao patent

1. Perfalgan paracetamol-1g/100ml PATENT: VN 3171 (SCR Pharmatop (FR)) CHU ) HUU SP: Patent SCR Pharmatop (FR)
SDK:VN-5346-10  Dung dich tiém truyen inh mach, hip 12 US 6028222 (SCR Pharmatop) ‘ CHU/CHUYEN NHUQNG PATENT: Chu 0 hiu Patent SCR
chai PHAM VI: VN: Dugc pham dang long ben vimg Pharmatop (FR) chuyen giao cho Cong ty Bristol-Myers
-8X: Bristol-Myers squibb §.rlltaly chia Paracetamol

US: Ché phém Paracetamol dang ling bén vimg v
phuong phap chuin bj mdu '

> Pham vi bio h{ | dang bao che khdng phéi I
hogt chit, ) ¢ )
Khong ket lugn do thlcu théng tin vé dang bao ché
dung dich tiém lruyen finh mach chifa paracetamol.
pé  nghj Cong ty bo sung thing fin vé  cding thifc bio
che,, dang bio ché cia thude trong Hbso dang ky

thude
2 . Refresh liquigel ~ Carboxymethylcellulose -1% PATENT: EP 1753461B1 (Allergan Inc) CHU SO HUU SP: Allergan Inc
SDK:VN-14430-12  Hdp I chai 15ml PHAM VI: EP: Thanh phan on dinh ¢6 chia haot] CHUICHUYEN NHU (JNG PATENT: 1 Allergan Inc
-8X: Allergan Sales, LLCUSA chit c6 tic dung, acid citric .. > Pham vibiohg lh 2. B nghl Céng ty giéi trinh v cung cap tai ligu lam r§ méi
dang bio ché, khéng phai cho hoat chit Natri lién hé gitta Allergan Inc va Allergan Sales, LLC

carboxymethylcellulose

Khéng két ludn do thiéu thong tin v ¢ dang béo ché
thuoc ding cho méit chir Carbnxymethylcel]uluse
Bé  nghi Cong ty bd sung théng fin vé cdng thic bio
che, dang bio ché cia thude trong HG so ding ky

thude
3 .Refreshtears  Nari carboxymethylcellulose-0.50% PATENT: EP 1753461BI (Allergan In) CHU SO HUU SP: Allergan Inc
SDK:VN-8418-09  hip |l chai 15ml PHAM VI; EP; Thanh phan 6 dinh ¢6 chifa haotj CHU CHUYEN NHUGNG PATENT: 1. Allergan Ine
-SX: Allergan Sales, LLCUSA chit c6 tic dyng, acid citric ... ->Pham vibdo hgla 2. Bé nghj Cdng ty gidi trinh va cung cap thi lidu tam 13 mi
dang bao ché, khdng phéi chu hoat chat Natri lién h¢ giita Allergan Inc va Allergan Sales, LLC
carboxyn}ethy]ccllulose

](hong Két ludn do thiéu théng tin vé dang bio ché
thuoc diing cho mﬁt chifa Carboxymethyloellulose.
pé : nghi Cong ty bu sung thong fin vé cong thirc bio
ohé, dang bio ché ctia thue trong Hbso dang ky
thude
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§6  Ténthufc-SPK  Hoat chiit - Ham lwyng - Quy cich
4 . Restasis Cyclosporine-0.05%
SBK:VN-14894-12  Hgp 30 6ng 0.4mi

-8X: Allergan Sales, LLCUSA

Patent - Chil s hiru - Pham vi bdo hd

PATENT: US 8211855 B; US 7501393 B2; US
5474979 (Allergan Inc)

PHAM VI: Cc Patent d8u 6 pharm vi bdo b a
dang bio ché ¢6 chita Cyclosporine (khng cd pham
vi bio hj 12 hoat chét Cyclosporine)

28/2: Cong ty gidi trinh hoat chat Cyclosporine duqc
phén lap tir ndm nén khnng co Patent cho hoat chit
Khing két luéin do thiéu théng tin vé dang bio che
thude ding cho mit chira Cyclosporine. pé nghj
Cong tybd sung thiing tin vE cdng thitc bio ohé,
dang bio ché eda thue trong H6 so ding ky thude

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

11.1 Co quan cip patent khong nim trong DS 14 nuge_dwge cong nhin. (Téng s6: 1)

Ong s6 thude: 1).

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH
1. Quamatel Famotidine-20mg
SDK:VN-5368-10 bt pha tiém, Hop 5 1o + 5 ong dung méi

-8X: Gedeon Richter PlcHungary

PATENT; WO 93/13076 > WIPO khbng nim
trong danh séch 14 co quan SHTT durge cdng nhin
PHAM VI 6/6: Cong ty cung cap patent CN
10744404 -> Cor quan SHTT cda Trung Quéc khéng
néim trong danh séch cdc coquan SHTT duge cong
nhéin

12 Tén doanh nghiép 3 nghi cong bd; Les Laboratoires Servier
B. CAC HO 80'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 56 thud: 1),

12.1 Khong dép img quy dinh (Téng sb: 1)

1 . Hyperium
SDK:VN-3831-07

Rilmenidine Lmg-Rilmenidine lmg
Hip 2 vix 13 vitn
-8X: Les Laboratoires Servier

PATENT: US 3,988,464 (Science Union et Cie)
PHAM VI Cyclopropylamin

Patent US 1,988,464 xac lap pham vibdo ho cho
duge pham phwang phip didu trj cao huyet ap bang
cich sir dung hoat chit cyclo_propylmet amin, trong
 bao gom Rilmenidine (diém 4 yéu cau bao hg).
Tuy nhién, patent ndy khing xic Lip pham vi bdo h
cho chinh hoat chat Rilmenidine.

Ket Tuin; Khang dp img quy dinh ve patent cho hogt
chit.

Hurfng khc phue: Xe dinh chinh xde patent xdc lip
pham vi bao h§ cho hoat chit Rilmenidine (néu cd).

mxén i hiru, clul!én giao patent

CHU 8G HOU SP: Allergan Inc
CHU/CHUYEN NHU(ING PATENT:Allergan In

CH[:J 80 Hl:ﬂ_J SP: Gedeon Richter Pl
CHU/CHUYEN NHUCING PATENT:

CHU G HUU SP: Les Laboratoires Servier
CHU/CHUYEN NHUGNG PATENT:Cé thi ligu xic nhén
vige chuyén s hitu Patent tir Science Union et Cie cho Les
Laboratoires Servier
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§6 Tenthube.SPK  Hoatchit- Him lryng. Quveich  Patent - Chil sihitu - Pham vi bio h Quyén s hiu, chuyén giao patent
13 Tén doanh nghiép d& nghi cong b6: LIFEPHARMA

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

13.1 Khng dép émg quy dinh (Téng s6: 2)

1 . FERLATUM Tron proteinsuccinylate B00mg/1 5ml- PATENT: EP 0939 083 B (ltalfarmaco 3.A) CHI;J SO HUU SP: Italfarmaco S.A
SDECVN-14241-11  800mg/I5ml PHAM VI: EP: Quy trinh bao ché phire hop sit CHUACHUYEN NHUQNG PATENT-Italfarmaco 5.A
dung dich ubng gp 10 Iy succinylat casein -> Pham vi bao h¢ 12 quy trinh bao
-SX: ltalfarmaco . ATéy Ban Nha ché, khng phi 13 hoat chit

Patent EP0939083B1 xéc lip pham vi béo h{ cho
quy trinh didu ché phitc sat sucxinylatcasein. Tuy
nhién, patent nay khing xac lap pham vibdo h cho
hoat cht it proteinsucxinylat. Kt 1uan Khéng ddp
img quy dinh vé patent c3p cho hopt chit.

2 .GLIATILIN Choline Alfoscerate-dang PATENT: EP 0201623A1 (LPB istituto CHU SO HOU $P: LifePharma SpA
'SDK:thube tiém: VN- tiém:1000mgidm! dang vién nangi400mg Farmaceutico spA) CHU/CHUYEN NHUONG PATENT;
13244-11 thude vien thudc tiém: hop 5 bng thudevién:hgp | EP 0575717 BL (Chemi SpA)
nang: YN-13243-11  vix 14 vién nang mém PHAM VI: EP 0575717 BI: Quytrinh bao ché
-SX: Halfarmaco 8.p.ATtaly glycerophospholipids
EP 0201623A1; Thinh phan duuge phim o chia hoat
chit
-> Pham vi béo hi cua 2 Patent 14 quy trinh bio ché
va phuong phap diéu tr

Patent EP0201623B1 xéc I3p pham vi bdo h cho
vige st dung hoat chat Cholin alfoscerat é bio ché
thude, trong khi do patent EPO575717 xdc 1dp pham
vi bio h cho quy trinh diéu ché glycerophuspholipit.
Tuy nhién, hai patent niy khdng xdc 13p pham vi
bio hdi cho hoat chét cholin alfoscerat ciing nhu dugc
pham chira no. Ké lugn: I(hong dap img quy dinh vé
patent cép cho hum chit, hin hop cde hoat chat hogc
duge pham, ché phém ciing nbr dang béo ché.

14 Tén doanh nghiép & nghi cong bé:  PT Kalbe Farma Thk

B. CAC HO S0 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude; 2).
14,1 Khong dap img quy dinh (Tong s0: 2)
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80  Tén thue- SDK

1. Paxus PM
SDK:VN-11277-10

1 Paxus PM
SDK:VN-11276-10

Hoat cht - Ham lugmg - Quy cdch
Paclitaxel-100mg

Thudc tiém, | ong/hép

-8X: Myung-In Pharm. Co., LtdKorea

Pacl'gtaxe]-mmg
Thudc tiém, | ong/hép
-8X: Myung-In Pharm. Co., LtdKorea

Patent - Chii s hiru - Pham vi béo h

PATENT: CA 2231886 (Sam yang Co,, Ltd)

PHAM V1. CA: Pham vi bo h la dang bio ché
polymeric micelle cia hoat chit Paclitaxe, khdng
phi béo h{ cho hoat chit Paclitaxel

Patent CA 2231886 xc 13p pham vi bao ho cho duge
pham dang micelle polymer mang dugc chit ky
nudc, trong dé bao gbm Paclitaxel (diém 1-7) va quy
trinh dua Paclitaxel hofc cyclosporin A vao micelle
copolymer khdi ion |wbmg tinh tan trong mede {diém
8-10). Do thiéu thong tin vé dang bio ché ciasin
phém Paxus clng nhir th duqc ¢ mit trong sin phim
nhy nén cha the dura ra két luin 14 patent CA
2231886 co xac lip pham vi bio h¢ cho sén pham
Paxus hay khing.

PATENT: CA 2231886 (3am yang Co., Ltd)

PHAM VI: CA: Pham vi bio h{ [3 dang bio ché
polymeric micelle cia hoat ohit Paclitaxe, khong
phii béo h{ cho hogt chét Paclitaxel

Patent CA 2231886 xdc l3p pham vi bao ho cho duge
phim dang micelle po]ymer mang dugc chit ky
nirde, trong d6 bao gom Paclitaxel (diém 1-7) va quy
trinh dua Paclitaxel hodc cyclosporin A vao micelle
copolymer khm ion ludng tinh tan trong mede {diém
8-10). Do thiéu thong tin vé dpng bio ché cia sin
phém Paxus cing nhur t4 duge ed mit trong sin phém
niy nén chira thé dra ra két lugn 13 patent CA
2231886 0 xdc 1ip pham vi bio hg cho sin phém
Paxus hay khong,

15 Tén doanh nghiép dé nghi cing bd: Unico Alliance Co., Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1),
15.1 Khéng ddp img quy dinh (Tong sb: 1)

Quyén s hiru, chuyén giso patent
CHU SO HUU SP: PT Kalbe Farma Tok
CHU/CHUYEN NHUONG PATENT:1. Sam yang Co,, Ltd
2. Chura c tai liéu vé viéc chuyén nhugng giita Sam yang Co.,
Ltd va PT Kalbe Farma Tbk

CHU SO HUU SP: PT Kalbe Farma Tk

CHU/CHUYEN NHUONG PATENT.1. Sam yang Co., Ltd
2. Chura c6 tai ligu vé vige chuyén nhwgng gia Sam yang Co.,
Lid vi PT Kalbe Farma Tbk
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§0 Tenthube-SPK  Hoatchdt- Ham lwgmg- Quy cich  Patent - Chi si hiru - Pham vi bio h Quykn si hiru, chuyén giao patent

1, Albuminar25  Albumin ngudi-50ml, 25% (12 5g albumin ~ PATENT: US 007081354 B2 (Aventis Behring CHL:J 0 HOU $P: CSL Behring GMBH )

SDK:YN-13414-11 tirnguii) LLC) CHU/CHUYEN NHUGQNG PATENT:Chua co thi liéu vé viée
dung dich truyén tinh mach US 007056701 B2 (Aventis Behring LLC) chuyén nhugng Patent tt ventis Behring LLC cho CSL Behring
-8X: CSL Behring LLCUSA US 006686179 B2 (Aventis Behring LLC) GMBH

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

US 007056701 B2 : Sy hop nhat protein alburmin va
hormon

US 006686179 B2 : Sy hop nhit polypeptide
alburmin huyét tuong ngudi vi polypeptide trong didu
tr

-> (i trinh lam r6 pham vi bao h{ trong 3 Patent l4
hoat chét Albumin

Patent US7081354 B2 xéc l3p pham vi bio h cho
protein dung hap téi t0 hop chiia interleukin va
albumin (hoéic bién thé cua albumin). Tuy nhién,
patent ndy khong xéc 1ap pham vi bio h cho
albumin ngudi. Tuong ty, patent US7036701 B2 xde
liip pham vi béo h{ cho protein dung hop thi t6 hop
chira hoocmon va alburmin (hodc bién thé cua
albumin). Tuy nhién, patent nay khong xac ldp pham
vi bio hj cho albumin ngudi,Patent US6686179
xic [dp pham vi bio h{ cho protein dung hap chira
erythroboietin va albumin (hodc bién thé cia
albumin). Tuy nhién, patent nay khong xéc lip pham
vi béo hd cho albumin ngudi Kt ludn: Khang dip
img quy dinh vé patent cap cho hoat chit,

16 Tén doanh nghiép dé nghi cong bo: VPDD Alcon Pharmacenticals Ltd.

B. CAC HO 8O DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thute: 5).
16.1 Khéng ddp img quy dinh (Téng s6: 4)
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s

Tén thufc - DK

Hoat chit - Him lrgng - Quy edich

1. Tobradex Drop Sm] Tobramycine; Dexamethasone-0.3% (3mg)

0.1% (lmg)
Han dich nhé mét
-8X: 8.A Aleon-Couvreur N,V - BelgiumBi

2 . Tobradex Qin 3.5g Tobramycine; Dexamethasone-0,3% (3mg)

3 . Travatan Drop
0.004% 2.5ml
SDK:YN-11673-11

0.1% (Img), 3,5¢
Hon dich zho mél
-8X: S.A Alcon-Couvreur.N.V - BelgiumBi

Travoprost-0.004%, 2.5ml
Hn dich nho mit
-8X: Alcon Laboratories Inc - USAMy

Patent - Chii sit hiru - Pham vi bdo h§

PATENT: US 5,]49,694 (Alcon Laboratories Inc)
PHAM VI: US: Két hop Tohramycm v
Dexamethason dé diing tai chd trong nhén khoa >
Pham vi bio h{ 13 phuong phip diéutrj ding cho
it két hop Tobramycin va Dexamethason

Patent US 5,149,694 xéc Iap pham vi bio hi) cho
phwong phap diéu trj bénh viém mét bang céch cho
bénh nhén ding &5 hep clia Tobramycine v
Dexarethasone. Tuy nhién, patent nay khong bio ho
trye tiép cho b dich nhé mét chira hai hoat chat
néu trén, Két lu: Khong dipimg quy dinh vé patent
¢ip cho sin phim thuc nhé mit,

PATENT: US 5,149,694 (Alcon Laboratories Inc)
PHAM VI US: Ket hpp Tobramycin vi
Dexamethason dé ding tai chd trong nhén khoa ->
Pham vi bae h¢ la phuong phép diéu trj ding cho
mit két hop Tobrmnycin vi Dexamethason

Patent US 5,149,694 xic lip pham vi bio h cho
phirong phip dleu trj béth viém mét bing cach cho
béh nhén diing tb hop clia Tobramycine v
Dexam;lhasone. Tuy nhién, patent ndy khéng béo hj
tryec tiép cho hdn dich nho mét chia hai hogt chit
néu trén, Két luén: Khong dép g quy dinh vé patent
cip cho sin phim thude nho mi,

PATENT: US 5510383 (Alcon Laboratories Inc)
PHAM V[ US: Sir dung clopmstcrol Fluproterol va
dang mudi, dang ester clia n6 dé diéu trj glaucom >
Pham vi bio h{ 13 phuong phip diéu tr it dyng boat
chit, khng phii bio h{ cho hoat chit Travoprost
Cic diém 9-16 yéu chu bio 19 ciia patent US
5510383 xdc lap pham vi bao hj cho dupe pham
ding chu mét, Tuy nhién, paten ndy khong béo h
trye tiép cho hon dich nh mét chita hoat chit
Travoprost Kt ludn; Khong dip img quy dinh v
patent cip cho sin phém thudc nho mit,

Qu!én sit hiru, chuyén giao patent

CHU 8O HUU SP: Alcon Phamaceuticals Ltd.
CHU/CHUYEN NHUONG PATENT:Alcon Laboratories Inc

CHU SO HUU SP: Alcon Pharmaceuticals Ltd.
CHU/CHUYEN NHUGING PATENT:Alcon Laboratories [nc

CHU 50 HUU SP: Alcon Phammaceuticals Ltd.
CHU/CHUYEN NHUGNG PATENT:Alcon Laboratories Inc
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86 Ten thube-SBK

. Travatan Drop
0.004% 2.5ml (Bak
Free)

4

Travaprost 0.004%-0.004% 2.5ml
Hin dich nhd mét

SDK:VN-15190-12

162
1.

Hoat chit - Him lgng - Quy edeh

-8X: S.A Aloon-Couvreur,N.V - BelgiymBi

Patent - Chii s& hifu - Pham vi béo hé

PATENT: US 5510383 (Alcon Laboratories Inc)
PHAM VI: US: 8ir dung cloprosterol, Fluproterel va
dang mudi, dang ester ciia 6 8¢ diéu tri glavcom ->
Phiam vi bio b 12 phwong phép dibu irj s dyng hogt
chat, khéng phal bau h¢ cho hoal chit Travoprost
Che diém 9-16 yéu chu bio hé cia patent US
5510383 xéc lip pham vi bio h{ cho duge phém
diing cho mit. Tuy nhién, patent ndy khéng bio h)
trye hep cho hun djch nhd mét chira hoat chit
Travuprosi Két luan Khong dap img quy djnh v
patent ¢dp cho sin phém thudc nhg mit,

Pham vi bio hé chira r5, dé nohi IAm r ndi dung bio hé (Téng sb: 1)

Vigadexa Sol Sml 1sMoxifloxacin HCL; Dexamethasone
phosphate-0.5%:0.1%; Sl
Hén dich nho mﬁt
-8X: Alcon Laboratories do Brazil
LtdaBrazin

PATENT: US 7888370B2 {Alcon Research Ltd)
PHAM VI: US: Pham vi bdo b 12 cdng thic bio ché
dang dung dich c6 chita 2 thanh phan

Khing Két Luin do thiéu thng tin vé dang bio ché
hén dich ding cho mit chira Moxifloxacin HCL vi
Dm.meihasomc pé ngh; Cong ty bo sung thing tin
v oong thifc béo ché, dang bio ché cia thubc trong
Ho so ding ky thude

gmxén it hiru, chu!én giao patent
CHU SO HO'U SP: Jcon Pharmaceticals Lid.
CHU/CHUYEN NHUCNG PATENT:Alcon Laboratories Inc

CHU SO HOU SP: Aloon Pharmaceticals Ltd.
CHU/CHUYEN NHUQNG PATENT:Alcon Research Ltd

17 Tén doanh nghiép dé nghi cong bd: VPBD AstraZeneca Singapore Pte., Ltd

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG. GIAI TRINH (Téng 56 thube: 4).
17.1 Khong dap émg quy dinh (Tong s0: 4)
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86 Ténthubc-SBK  Hoat chit- Him lryng - Quy cich  Patent - Chii si hiru - Pham vi bio b Quyén s hirw, chuyén giso patent

1 . Imdur 30mg Isosorbide-5-mononitrate-30mg PATENT: AU461993 (AB Hassle) CHU SO HOU SP: AstraZeneca
SDK:VN-11458-10 Hip2vix 14 vitn PHAMVI: 1. Quy trmh bio ché vién phong thich CHU.’CHUYF.N NHU(ING PATENT:AB Hassle (Céng ty
-SX: AstraZenieca ABthyy dién kéo dai chia hoat cht Isosorbide-5-mononitate > cung cap thi llgu xdc nhin AB Hassle sap nhdp vio Astrazeneca
Pham vi bao h{ |4 dang bio ché, khong phii lahoat  AB va tai ligu xdc nhn AstraZeneca Singapore Pte Ltd,
chit, AstraZencca AB 4 cing ty con cila tip dodn AstraZencea)
2. Céng ty giai trinh:

-Hont chit sosorbide-S-mononitrate d tue biét dén
it rét sém (ném 1973) (duge phat hign [2 chlt chuym
héa cé hogt tinh ciu sosorbide dinitrate) do nhidu
nha nghién cifu khéc nhau nén khing cling ty ndo bio
b duge cho boat chét véo nhimg nim 1980

- AstraZeneca I cong ty nghién ciu dang phéng
thich kéo dai va dd duyc hwu hinh trén thj trwong vio
nim 1985,
- 00ng ty cung cép dif g thir nghiém im sang cia
thude Imdur
Patent AU46l993 xdc 13p pham vi bio hi cho quy
trmh béko ché vién nién gidi phéng kéo dai chirm duge
chit v vién nén gidi phdng kéo dai thu duge. Tuy
nhiéh, patent ndy khdng xdc lip pham vi bio hg cho
boat chat isosorbide-5-mononitrate.Két luin: Khing
dép ttng quy dinh vE patent cép cho hogt chit.

2. Imdurd0mg  Isosorbide-S-mononitratc-60mg PATENT: AU461993 (AB Hassle) CHU SO HUU SP: AstraZeneca
SDK:VN-15207-12  Vién phong thich kéo ddihip 2 vix 15 PHAM VI . Quy trinh bio ché vién phéng thich kéo  CHU/CHUYEN NHU(ING PATENT:AB Hassle (Congty
vién i chita hopt chdt Isosotbide-5-mononitrate -> th cung cp thi [iu xdc nhdn AB Hassle sép nhdp vio Astrazeneca
-§X: AstraZeneca ABThyy Dién vibio h 1 dang bio ché, khang phéi 2 hogt chlt. AB v i ligu xdc nhin AstraZeneca Singapore Pte Lid,
2.Cing ]3 gii trink; AstraZeneca AB la cdng ty con cua tip doin AstraZeneca)
- Hoat chat sosorbide-S-mononimate d drge biét dén

tlr et stm (ndm 1973) (o phét hién I3 chét chuyén
héa o6 hoat tinh ciu isosorbide dinitrate) do nhidu
nhd nghién ciu khée nhau nén khing cdng ty ndo bio
hd duge cho hogt chft vio nhing nim (980

- AstraZeneca 13 cong ty nghién cdu dang phing
thich kéo dii va 44 durg hru hanh teén th trrdmg vio
nim 1983,

Cﬁng ty cung cép di liéu thit nghiém i shng cia
thube Imdur
Patent AU461993 xéc 1ip pham vi bdo b cho quy
trinh bio ché vién nén gidi phong kéo dai chika dhrge
chét vi vign nén gidi phéng kéo d4i thu dwge. Tuy
nhién, pateat ndy khing xdc lip pham vi béo hg cho
hoat chét 1sosurb1de-5 munomlmle Két luan Khng

tp img quy dinh vE patent céip cho hogt chit.
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§6  Ténthubc-SPK  Hoatchét- Ham lvyng - Quy cdch  Patent - Chi s bibu - Phiam vi biio h Quyén s hiu, chuyén piao patent
3 . Komboglyze XR  Sexagliptin, Metformin hydrochioride- ~ PATENT: US 6,395, 767 (Bristol-Meyer Dquibb CHU $G HUU SP: AstraZeneca Singapore Pre,, Ltd

571000 mg 5mg, 1000mg Company) CHU/CHUYEN NHUGNG PATENT:1. Bristol-Meyer Dquibb
SDK:VN2-25-13  Viénnén bao phim, hp 4 vix 7vién PHAM VI: Cong ty gidi trinh: ' Company
-SX: Bristol-Myers SquibbHoa Ky - Hoat chét Saxagliptin d3 dugc cbugbo bidtduge 2,06 i ju iy quyén ciia chi st hitu Patent BMS cho

gbc cho thude Onglyza (Biém yéu cdnbioh6 568 Astrazeneca déing ky va luw hinh sin phim tai Viét Nam
oda Patent US 6,395, 767)

- Diém yéu ciu 56 14 ciia Patent US 6,395, 767 bio
149 cho hién hop 2 hoat chit Saxagliptin, Metformin
hydrochloride

Cho diém 144 15 yéu cdu bao h cia patent US
6,395,767 xc 13p pham vi bio b cho hin hgp chita
Tigp cht dc ché DP4 theo diém 1 va ché chong ddi
thao dugng khng phai la chit irc ché DP4, trong 8
hop chat theo diém | 14 hop chit o6 céng théc chung
vi chét chéng dii théo dutmg khing phai Ji chét i
ché DP4 cd thé 14 metformin, Tuy nhién, patent iy
khéing xc I3 pham vi bao h{ tmye tiép cho hin hop
26m Saxagliptin vk Metformin hydrochloride, Két
lun: Khng dép tmg quy dinh ve patent cip cho hdn
hyp hoat chat.

4 . Komboglyze XR  Saxagliptin, Metformin hydrochloride- PATENT: US 6,395, 767 (Bristol-Meyer Dquibb CHU SO HOU SP: AstraZeneca Singapore Pte., Ltd

5/500 mg 5mg, 500mg Company) CHU/CHUYEN NHUGING PATENT:, Bristl-Meyer Dquibh
SPK:VN2-26-13 Vién nén bao phim, hip 4 vix 7 vién PHAM VI; Cong ty gidi trinh; ’ Company .
-8X: Bristol-Myers SquibbHoa Ky - Hoat chét Saxagliptin & duge cong bo bigt duge 2.CA tai ligu tty quyen cta chi s¢ hiu Patent BMS cho

goc cho thude Onglyza (Diém yéu caubdo ho s08  Astrazeneca ding ky va luu hanh san phim tsi Viét Nam
ctia Patent US 6,395, 767)

- Biém yéu ciu 56 14 ciia Patent US 6,395, 767 bdo
1§ cho hén hop 2 hoat chit Saxagliptin, Metformin
hydrochloride

Céc diém 14 va 15 yéu ciu bio hj cia patent US
6,395,767 xic lip pham vi bio b cho hon hep chita
hip chét v ché DP4 theo diém 1 vA chat chong déi
théo dudmg khéng phai 1 chét tc ché DP4, trong d6
Hgp cht theo diém 1 14 bop ché ¢6 cing thitc chung
v chit ching dii théo dusimg khéng phai J chit e
ché DP4 c6 thé 4 metformin, Tuy nhién, patent ndy
khong xdc lip pham vi bio h{ e tiép cho hén hop
gom Saxagliptin va Metformin hydrochloride. Ket
Iugm: Khéng dép img quy dinh vé patent cop cho hin
hop hoat chat.

Tén doanh nghiép dé nghi cong bd: VPDD Ferring Pharnaceuticals
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6 Tén thudc - SDK

Hoat chit - Him lwgng - Quy cdeh  Patent - Chii s hiru - Pham vi bio h§

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

18.1 Khong dép img quy dinh (Téng sb: 2)

Menotropin-75 [U FSH + 75IULH
Hip vt 10 6ng bit pha tiém va 10 dng
dung mdi

-8X: Ferring GmbHBc

1 . Menopur
SDK:VN-6135-08

1 . Minirin
SDK:VN-8397-09

Desmopressin -0.1mg

Hip gom 1 chai chiia 30 vign nén
-8X: Ferring intemationnal center
S AThyy S§

19 Tén doanh nghigp dé nghi cong bé:

PATENT: US 7,022,822 (Instituto Massone 8.A)

EP 1169349 BI (Instituto Massone S.A)

PHAM VI: US, EP: Pham vi bio h{ 1a quy trinh
diéu ché hoat chit tinh khiét, khdng phai bao hd cho
hoat chit Menotropin

Patent US7022822B1 vi EP1169349B1 xic lip
pham vi béo hd cho quy trinh tinh che hoat cht
menotropin. Céc patent nay khang xfc lgp pham vi
bao hg& cho hoat chit menotropin v duqc phim clum
n0.Két ludn: Khong dap | img quy dinh v¢ patent cap
cho hoat chit, hon hop cac hoat chat hojc duoe phim,
ché phdm cling nhur dang bio ché,

PATENT: EP 0710247 BI; US 5500413; EP
1473029 BL; US 7094545 B2; US 7022340 B2 EP
1500390 B (Ferring B.Y)

PHAM VI: EP, US: Pham vi bio h{ cac patent i
phwong phip bio che; dang bao ché dang vién nén,
khdng phai bao h cho hoat chat Desmopressin
Patent EPOT10247B 1 xéc lip pham vi bao hi cho
phuong phap tc”')ng hop hoat chét desmopressin. Tuy
nhién, patent ny khéng xdc Iip pham vi bio h cho
hoat chdi desmopressin, Két lugn: Khong dap tig quy
dinh vé patent cap cho hogt chit.

Quyén si hiu, chuyén giao_patent

CHU 80 HfJ]J §P: Instituto Massane S.A

CHU/CHUYEN NHUC’NG PATENT:, Instituto Massone S.A
2.Céng ty cung cdp thi ligu xdc nhin Ferring GmbH La nha san
xuat san phim theo dy quyén cia Instituto Massone $.A

CHU SO HUU SP: Ferring

CHUICHUYEN NHUGNG PATENT:Cong ty Ferring
Pharnaceuticals cung cap téi liéu xac nhdn Ferring B.V 1 chi s6
hifu cac patent va Ferring internationnal center S.A 13 nhd sin
xuat san pham; i 2 deu [4 thanh vién cta cong ty Ferrings

VPBD Glaxosmithkline Pte Ltd tai Tp. HCM

B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Tong sb thube; 5).

19.1 Khong ddp img quy dinh (Tong s0: 5)
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6 Ténthube - SDK

1 . Engerix-B Khéng nguyén bé mjt vigm gan B-] liéw
SPK: QLVX-0027-07 (0.5ml) chita Khing nguyén bé mit viem
gan BI2: 10 meg; ting cng 0.25mg AL+
Lo 10meg/0.5ml, huyén dich tiém bip
-8X: GlaxoSmithKTing Biologicals 3, ABi
1 . Engerix-B Khéng nguyén bé mt viém gan B-1 litu
SDK:QLVX-0028-07 (1m) chira Khing nguyén bé mit viém gan

BI,2: 20 meg; tong cing 0.Smy Al3+
Lo 20meg/Iml, huyén dich tiém bip
-8X: GlaxoSmithKline Biclogicals S.ABi

3 . Isotrex cream 0,05%isotretionin-0.05%
Hap | tujp 10g, 40g, kem béi
+8X: Stiefel Labaratories (ireland)
LtdSingapore

4 . Isotrex cream 0.1% isotretionin-0,1%
Hap | tuyp 10g, 40g, kem béi
-§X: Stiefel Laboratories (ireland)
LtdSingapore

Hoat chit - Him lwgng - Quy cdch  Patent - Chil s hiu - Pham vi bio hi

PATENT: EP 1 666 487 B1 (GSK biologicals)
PHAM VI EP: Thanh lpc khang nguyén HBV sir
dung trong vaccmc > Phpm vi bio h¢ 1 phuong
phap diéu ché Khing nguyén bé mit viém gan B,
Patent EP1666487B1 xéc L3p pham vi bio h{ cho
phuong phép sén xuat vacxin gdy mién dich viém gan
B. Tuy nhién, patent ndy khong xdc lip pham vi bio
hij cho khang nguyen be mit viém gan B vh ché
phim chlra no.Ket ludn; Khong dép iing quy dinh v
patent cap cho hogt chit, hn hop cic hoat chét hofic
duge pham ché phéim cing nhnr dgng bio ché.

PATENT: EP 1 666 487 B1 (GSK biologicals)
FHAM VI; EP: Thanh loc khing nguyén HBV sit
dung trong vaccine -> Pham vi bao hg 13 phurong
phép diéu che Khang nguyén bé mit viém gan B.
Patent EP1666437B xic lap phﬂm vi i bao h{ cho
phuromg phsp san xudt vacxin gy midn dich viém gan
B, Tuy nhién, patent nay khdng xic 13p pham vi bdo
h{) cho khéng nguyén be mjt viém gan B v che .
phém chua 16 Ket I Khong dap {mg quy dinh vé
patent cp cho hoat chit, hn hop cic hoat chit hodc
duge phim, ché phim ciing nhur dang bio ché,

PATENT. US 4843096 (Stiefel Laboratories lric)
PHAM VI: Bitu trj, myn trimg ¢4 -> Pham vi bio hf
I phuong phap diéu ché khong phi 13 hoat chit.
Patent US 4843096 xéc 13p pham vi béo hd cho
phurong phép diéu trj myn trimg ¢4, Tuy nhién,
patent ndy khdng xc 13p pham vi béo hij cho hoat
chilt isotretionin. Kt lujn: Khéng dap img quy dinh
vé patent cAp cho hoat chét.

PATENT: US 4843096 (Stiefel Laboratories Inc)
PHAM VI; iéu tr myn trimg c4 > Pham vi bio h
I4 phuong phap diéu ché khang phii 13 hoat chét,
Patent US4843096 xéc [dp pham vi bao h¢ cho
phuong phap diéu tr myn tru'ng ch béng céch sir dung
khu tri ché pham chira hoat cht isotretionin, Tuy
nhién, patent ndy khéng xéc 13p pham vi bio hj cho
hoat chdt isotretinonin.Ket lujn: Khong dép img quy
dinh vé patent cap cho hoat chat.

Quyén s hiu, chuyén giao patent

CHU $G HOU $P: GlaxoSenithK line Pre, Ld
CHU/CHUYEN NHUQNG PATENT:GSK biologicals

CHU $G HOU $P: GlaxoSmithKline Pte., Lid
CHU/CHUYEN NHUQNG PATENT:GSK biologicals

CHU $G HUU 8P: GSK Pie Lid (Stlefe] Laboratories (ireland)

Ltd lag mt cong ty sén xudt thudc tap dodn GSK Plc)
CHU/CHUYEN NHU(ING PATENT:C4 thi ligu xc nhin

Stiefel Laboratories Inc 13 mt cong ty thue tip dodn GSK Plc

CHU $6 HE'U $P: GSK Pre Ltd (Stiefe] Laboratories (ireland)

Ltd lag mft cing ty sn xuit thude tip doin GSK Ple)
CHU/CHUYEN NHUOUNG PATENT:CG i ligu x4c nhin

Stiefel Laboratories Inc 1 mgt cong ty thuge tip doan GSK Ple
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80 Tén thube - SDK
5 . Ventolin expectorantSalbutamol sulfat, Guaiphenesin-

| mg/50mg/5ml
Hip Ichai 60ml siro

-8X: SmithKline BeechamPhilippines

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

PATENT: UK 1,200,886 (Allen and Hanbury's
Limited) -> Co quan SHTT Anh khdng nim trong
danh séch 14 co quan SHTT duge cong nhin
PHAM VI; UK: Dan xudt Phenylaminoethanol

GT: Cong ty cung cap Patent US 3644333 (Allen
and Hanbury's Limited) -> Diém 2 yéu ciu béo b
cia patent US 3644353 xc Iip pham vi bio h) cho
hogt chit Salbutamel, khéng phéi cho han hop 2 hoat
chit Salbutamol sulfat, Guaiphenesin Két luan;
khdng dap img quy djnh vé patent cap cho hoat chit.
Patent GB1200886 xdc Lip pham vi bao h cho hoat
chit salbutamol (diém 3 yéu cau bao hg). Tuy thién,
patent ny khong xdc 1p pham vi bio h cho t6 hop
hoat chat salbutamol va gualphenesm

KEI Tuén: Khong dip img quy dinh vé patent cip cho
1 hop hoat chit

Quyén 54 hiu, chuyén giao patent
CHU SO HOU SP: GSK Pte Ltd (GlaxoSmithKline Australia
Pty Lid I ctng ty thufc tép dodn GSK Plc)
CHU/CHUYEN NHUGQNG PATENT: L. €6 tai ligu cuia GSK
xdc nhin Allen and Hanbury's Ltd 1 cong ty thudc tip doan
GSK Pl (Allen and Hanbury's Ltd di xac nhip vio Glaxo nim
1978).
2.C6 tai ligu cua GSK xdc nhéin SmithKline Beecham
Pharmaceuticals (4 cdng ty sin xuat thudc tip dodn GSK Ple

20 Tén doanh nghiép d nghi cong bo: VPDD Hoffmann - La Roche Ltd.
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 56 thud: 14).

20.1 Bo sung thi lidu vé viée chuyén nhwyng Patent (Tong so: 4

PATENT: EP 111095381 (Pfizer Product Inc. va
08 Pharmageuticals [nc.)

PHAM VI: Dan xuit Quinazoline - Patent khdng
chi 3 dén xuat Quinazoline 13 cong thire clia
Erlotinib -> Dé nghl B sung, gii trinh

3/4: Céng ty cung cip Patent VN 1681 va giéi trinh
hop chét thet 19, diém yéu cau bao ho 10 13 hoat cht
Erlotinib.

Patent EP 1110953B1 khong xac 13p pham vi bio
h{ cho hot chit Erlotinib. Hop chat néu trong yéu
c?{u bio hy ciia patent EP [110953B1 khdng duge
the nhom amyine & vi tri 4 cta vng quinazoline nhur
trong hoat chat Erlotinib. Két lun: Khong dap ting
quy dmh vé patent cp cho hoat chit.3/4: Diém 10
yéu clu bio b cta  patent VN 1681 xéc I3p pham vi
bao b cho hoat chi Erlotinib (hcrp chit thit 19). Kct
luan: Dap g quy dinh vé patent cdp cho hogt chit.

1 . Tarceva
SDK:VN-12448-11

Erlotinib- 100mg
Hap 3 vi x 10 vién nén bao phim

-8X: Kremers Urban Pharmaceuticals

IncMy

CHL:J $d HDI_J SP: F. Hoffinann-La Roche Ltd
CHU/CHUYEN NHUGNG PATENT:0SI Pharmaceuticals Inc
di chuyen quyen cho F. Hoffmann-La Roche Ltd
3/4: Dé nghj Cong ty b6 sung ti liéu chuyén nhugng Patent t
chi si huu Patent cho F. Hoffinann - La Roche Ltd. v glal
trinh \re viéc Kremers Urban Pharmaceuticals Inc, san xudt theo
Uy quyén va tiéu chuan ciia F. Hoffmann - La Roche Lid.

13/5: Cong ty cung cap gifly chung nhin déng ky hop dong
chuyén nhugng quyén 5 hifu cdng nghiép, trong 40 Pfizer In
i chuyén nhrong Patent cho Pfizer Product Inc, sau d6 Pfizer
Product Inc di chuyén nhwgng cho OSI Pharmaceuticals Ing va
tr 081 Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

- Cing ty chua g trinh vé vige Kremers Urban
Pharmaceuticals Inc. sn xuit theo Gy quyén va tiéu chuin cia
F. Hoffmann - La Roche Ltd.
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Tén thube - SDK

1 . Tarceva
SDK:VN-11868-11

3 . Tarceva
SPK:VN-12446-11

Hoat chiit - Ham lung - Quy clich

Erlotinib-150mg
Hégp 3 vi x 10 vién nén bao phim
-8X: F Hoffmann-La Roche Ltd Thuy S§

Erlotinib-150mg

Hip 3 vi x 10 vién nén bao phim
-8X; Kremers Urban Pharmaceuticals
Inc My

Patent - Chii s hiru - Pham vi bdo hd

PATENT: EP 1110953BI (Pfizer Product Inc. vi
081 Pharmaceutlca]s Inc.)

PHAM VL: Dan ot Qumam]me -> Patent khong
chi 19 din xudt Quinazoline 1 oong thire cila
Erlotinib -> Dé nghl B4 sung, gidi trinh

3/4: Cong ty cung cap Patent VN 1681 va giai trinh
hop chét th 19, diém yéu clu bio 1§ 10 13 hogt chit
Erlotinib.

Patent EP 1110953B1 khéng xac [3p pham vi bdo
1) cho hogt chét Erlofinib. Hp chdt néu trong yéu
cép bao h{ cia patent EP 1110953B1 khong duge
thé nhom amine ¢ vij tri 4 cua vong quinazoling nhu
trong hoat chat Erlonmb Két hudn: Khong dép (mg
quy dmh vé patent cp cho hoat chét.3/4: Diém 10
yéu ciu bio hj cia ‘patent VN 1681 xéc [3p pham vi
béo h cho hogt chit Erlotinib (hop,chat thir 19). ](pl
lwin: Dap img quy dinh vé patent cap cho hoat chat,

PATENT: EP 1110953B1 (Pfizer Product Inc. va
05l Phammaceuticals Inc.)

PHAM VI Dan XUt Qumazo]me -> Patent khong
chi ri dfin xual Quinazoline 1a cdng thic clia
Erlotinib -> Dé ngh] b6 sung, gid trinh

34: Cong ty cung cap Patent VN 1681 (Pi' izer Inc) vi
giiitrinh hop chat thr 19, diém yéu cdu bao b 10
14 hoat chit Erlotinib.

Patent EP 1110953B1 khong xdc lap pham vi bio
1§ cho hogt chit Erlotinib. Hop chit néu trong yéu
céu bio h{ cia patent EP 1110953B1 khong duge
hé nhém amine & vi tri 4 ciia vong quinazoline nhu
trong hoat chat Erlotinib. Két hudn: Khéng dép ing
y djnh vé patem cap chio hoat chét.34: Diém 10
yéu cau bio h cia patent VN 1681 xéc I3p pham vi
b h{ cho hoat chét Erlotmlb (h(rp chét thir 19)Két
lugn: Biip img quy dinh vé patent cip cho hoat chit,

uyén si hiru, chuyén giao patent

CHU SO HUU SP: F. Hoffimann-La Roche Lid
CHU/CHUYEN NHUQNG PATENT:0S] Pharmaceuticals Inc
5 chuyén quyén chu F. Heiﬁnann La Roche Ltd

135 Cnng ty cung cap gifty chimg nhén déng ky hop dong
chuyén nhugng quyén s hins cong nghip, trong d6 Pfizer Inc
da chuyen nhugng Patent cho Pfizer Product Inc, sau do Plizer
Product Inc ¢4 chuyén nhrgng cho OS] Phamaceuticals Inc va
tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd

CHU 8O HOU $P: F. Hoffmann-La Roche Lid
CHU/CHUYEN NHUQNG PATENT:0SI Pharmaceuticals In
4 chuyén quyén cho F, Hoffmann-La Roche Lid
3/4: De nghj Cdng ty bo sung tai li¢u chuyen nhrong Patent tir
chi s& hu'u Patent cho F. Hoffmann - La Roche Ltd. v& gial
trinh vé vu;c Kremers Utban Pharmaceuticals Inc. sén xult theo
iy quyén v tiéu chuan cia F. Hoffmann - La Roche Ltd.
13/5: Céng ty cung cap gnay chimg nhin ddng ky hop dong
chuyen nhugng quyén sa hifu cong nghiép, trong d6 Pfizer Inc
i chuyén nhugng Patent cho Pfizer Product Inc, sau d6 Pfizer
Product Inc 44 chuyén nhrgng cho OS] Pharmaceuticals Inc va
tit OS1 Pharmaceuticals Inc cho F. Hoffimann - La Roche Ltd

- Cong ty chra gidi trinh vé vigo Kremers Urban
Pharmaceuticals lnc. sin xuit theo & uy quyen va tiéu chudn ciia
F. Hoffmann - La Roche Ltd.
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i Tén thudc - SDK Hoat chiit - Ham lvome - Ouy cich  Patent - Chii s hifu - Pham vi biio h Quyén sé hiru, chuyén giao patent

4 . Tarceva Etlotinib100mg PATENT: EP 11109531 (Pfizer Product Inc. v CHU $G HUU SP: F. Hoffmann-La Roche Lid
SDIGVN-11870-11  Hgp 3 vix 10 vién nén bao phim OSI Pharmaceuticals Inc.) CHUICHUYEN NHUGQNG PATENT:1, OS] Pharmaceuticals
-8X: F Hoffmann-La Roche Ltd Thyy 5§~ PHAM VI D;fm xut Quinazoling -> Patent khong Inc dd chuyén quyén cho F. Hoffimann-La Roche Ltd
chi & dén xudt Quinazoline 13 cong thitc cia 3/4: D& nghi Cong ty bo sung tai liéu chuyen nhwgng Patent tir
Erlotinib -> Dé nghi Bb sung, giai trinh chii 56 hiru Patent cho F. Hoffmann - La Roche Ltd.

3/4; Cong ty cung cip Patent VN 1681 va gidi trinh  13/5: Cong ty cung cAp gy chig nhin déing ky hop déng
hop chit thir 19, diém yéu cu bio h 10 13 hoat chit  chuyén nhurgng quyén s i céing nghiép, trong d6 Phizer Inc
Erlotinib. di chuyén nhugng Patent cho Pfizer Product Inc, sau do Pfizer
Patent EP 111095381 khong xic 1ip pham vi bio Product Inc dd chuyén nhwong cho OS] Pharmaceuticals Inc va
hd cho hoat cht Erlotinib. Hop chat néu trong yéu tir OSI Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd
cau bio h cua patent EP 1110953B1 khong duge

hé nhém amine &vj tri 4 cua vong quinazoline nhur

trong hoat chat Erlotinib Két luin: Khong ddp ing

quy dijnh vé patent cap cho hogt cht.3/4: Diém 10

yéu cau bao h cua patent VN 1681 xac lap pham vi

bio h cho hoat chat Erlotinib (hop cht thir 19).Két

lugn: ép img quy dinh vé patent cp cho hogt chi,

202 Khong dép {mg quy dinh (Tong sb: 10)
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§6  Ténthuc-SHK  Hoatchit - Ham lwyng - Quy cch  Patent - Chil sit hiru - Pham vi bio b Quykn si hirw, chuyén giao patent

1. Avastin Bevacizumab-100mg/dm] PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HUU $P: F. Hoffmann-La Roche Ltd
SDK:VN-1040-10  Hip | lodmi Dungdich dimdj dépha  PHAM VI: Khing thé anti-Vegf-> Gidi trioh limrs ~ CHU/CHUYEN NHUQNG PATENT:CG thi liéu xdc nhin
dung dich tiém truyén pham vi bio h§ 14 hnat chi Bevacizumab, Genetech Inc chuyén quyén s hifu cho F. HoPfimann-La Roche

K. Hoffmam-La Roche L ThyyS§  573072013: Congty g rinh Piém yéuciubiohy  Ltd
0 1 cia Patent chinh 14 hot chét Bevacizumab
Patent EP 097380431‘ xde lip Rham vi béo g cho
bin thé ciia khang lhe khéng yéu t sinh trudmg ngi
mo mgch (VEGF) gbe mi khong xée lip pham vi bio
h¢ cho khing the khing véutd sinh lmong nji md
mch (VEGF) gbe niy. Nhur dge d& cip trong diém

chu bio hd, khing thé gdc ndy c6 ving bién
d chudi néng bao gbm trinh ty axit amin SEQ ID
NO: 7 va viing bién di chui g bao gbm trinh ty
axit amin SEQ ID NO: 8. Trinh ty axit amin cia
viing bién a{ii chudi g cia khing thé goc niy [3
hodn toin gidng véi trinh ty cia vung bien d6i chudi
néng cila hoat chit Bevacizumab, vi trinh fiy axit
amin ciia ving bién ddi chudi ohe ciia Khing thé ghe
ny [2 gidng voi trinh ty axit amin 56 1-107 cia hoat
chat Bevacizumab, nhupg it hon mdt axit amin so )
v trinh ty clia hogt chat Bevacizumab (axit amin so
108, Arg).
Két lu;m Khéng dip img quy dinh vé patent cp cho
hoat chal
30/5: Biém 14 yéu chu béo h cia patent EP
097330451 Xa¢ lap pham vibdo h{ cho bién thé cia
khing thé khén yéu 0 sinh tradmg ngi mé mach
(VEGF} goc, bien thé nay cd trinh by axit anin cla
viing bin déi chui nang (SEQIDNO: | 16) khac
v trinh fy axit amin cia vung bién i chudi néng
cia hopt chit Bevacizummab ¢ vi trf axit amin 6 28
(D, tuong (mg & Bevacizummab 13 T ), 31 (N, twong
{mg ¢ Bevacizummab 1 N), 101 (H, twong img &
Bevacizummab 13 H) va 105 (S, twong img ¢
Bevacizummab 12 S); v trinh tyr axit amin cia ving
bién doi chudi nhe (i X1=M) |3 gidng v trinh by
cia viing bién ddi chudi nhe cta hoat chit
Bevacizummab,
Ket ludn: Khéng dép img quy dinh vé patent cap cho
hogt chét,
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0 Ténthubc.SPK  Hoatchét. Him lwong- Quy cich  Patent - Chil sihiru - Pham vi biio hi Quyén si hifw, chuyén giso patent

2. Avastin Bevacizumeb-400mg/|6ml PATENT; EP 097380481 (Genetech Inc.) CHU $G HOU SP: F, Hoffmann-La Roche Ltd
SDK:VN-10241-10  Hip 1 lo 16ml Dung dichddmdgdépha  PHAM VI: Khing the anti-Vegf->Gidi trinh lim i3~ CHU/CHUYEN NHUONG PATENT:C6 tai liéu xdc nhin
dung dich tiém truyén pham vi bao h¢ L hoat chat Bevamzumab Genetech Ine chuyén quyen s¢ hitu cho F. Hoffmann-La Roche

-8%: F.Hoffmann-La Roche Ltd. Thyy 8§ 5/30/2013 Céng ty gidi trich Diém yéu chubdohy  Ltd
s6 1 ciia Patent chinh 13 hoat chit Bevacizumab
Patent EP 0973804B1 xéc lip pham vi bio h cho
bicn thé cua khang the khang yéu t0 sinh trudng ni
md mgeh (VEGF) goc mi khéng xdc lap pham vi bdo
h{ cho khéng lhe khang yéu th sinh tnr(mg ni md
mach (VEGF) gde ndy. N du dé cip trong diém
| yéu cau bio b, khing ihé goc ndy co vung bién
doi chudi nang bao gom trinh fy axit amin SEQ [D
NO: 7 va ving bién ddi chui nhe bao gom trinh ty
axit amin SEQ [D NO: 8. Trinh t axit amin ca
ving bién dé: chudi ning cia khang thé gcc nay la
hoan toan glong Vi trinh ty ¢Ua ving bicn i chudi
na.ng cua hogt chit Bevacizumab, v trinh ty axit
amin ciia vung bién 4 chudi nhe cua khing thé gdc
niy li gibing v trinh i axit amin s4 1-107 ctia hoat
chat Bevacizumab, nhupg it hon mdt axit aminso
véri trinh ty ciia hogt chat Bevacizumab (axit amin so
108, Arg).

Két Juin: Khing dép mg quy dinh vé patent cip cho
hoat chat

30/5: Biém 14 yéu chu bio hg cia patent EP
0973804B1 xac lap pham vi bao h cho bién the cia
khéng thé khang yeu t6 sinh trudmg ngi mé mach
(VEGF) g0, bien thé ndy c6 trinh ty axit amin cia
ving bién dbi chudi ning (SEQ ID NO: ]]6) khic
viri trinh ty axit amin ¢da viing bién déi chudi nang
ctia hoat chit Bevacizummab ¢ vi tri axit amin 6 28
(D, twomg img & Bevacizummab 4 T ), 31 (N, tuong
{rmg & Bevacizummab 14 N), 101 (H, tuong (mg ¢
Bevacizummab 1 H) va 105 (8, twong img &
Bevacizummab 14 S); v trinh tif axit amin clia ving
bién doi chudi nhe (véi X1= M) 2 gidng véi trinh tx
clia ving bin dbi chudi nhe cia hoat chit
Bevacizummab. ‘ ‘

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

Page 31 of 46



§6 Ténthubc-SPK  Hoat chit - Ham lwyng - Quy cdich  Patent - Chii s hiru - Pham vi béo h{ Quyén s hiru, chuyén giao patent

3. Avastin Bevacizumab-400mg/16m| PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HOU SP: F. Hoffmann-La Roche Ltd

SDK:VN-9654-10  Hop | lo lém| Dungcich dimdidépha  PHAM VI: Khiing thé ani-Vegf -> Gidiwinh lim i3 CHU/CHUYEN NHU(NG PATENT.C6 thi ligu xc nhdn
dung dich tiém truyén pham vi bio h 13 hoat cht Bevacizumab, Genetech In chuyén quyén 53 hiru cho F. Hoffmann-La Roche
-8X: Genetech Inc.America 5/30/2013: Cong ty giéi trinh Blém yéu clubiohy  Lu

sb | cia Patent chinh I3 hoal chit Bevacizumab
Patent EP 0973804B1 xéc 1ip pham vi béo h cho
bién thé cia khng thé khing yéu t sinh truong nji
nd tgeh (VEGF) goc mi l;h&pg xac lgp pharn vi bio
hg cho khing the khang yeu tosinh trmmg ni md
mach (VEGF) gc nay. Nhlr duge dé cip trong dlem
| yéu cau bdo h, khing thé gde ndy o6 ving bién
i chudi nang bao gom mnh tyt axit amin SEQ ID
NO: 7 va ving bién d4i chufi nhe bao gom trinh ty
axitamin SEQ 1D NO; 8, Trinh ty axit amin cla
ving bidn dcu chudi ning cia khang thé goc ndy [
hodn toan giéng véi trinh ty cia wmg bién ddi chufi
niing cia hoat chit Bevacizumab, va trinh tr axit
amin oa viing bién ddi chudi nhe ciia khing thé gl
nay [4 giong voi trin ty axit amin 56 1-107 cia hogt
chat Bevacizumab, nhung it hon mdt axit amin so
véi tritth ty cia hoat chét Bevacizumab (axit amin s6
108, Arg).

Két luan Khéng dp tmg quy dinh vé patent cép cho
hoat chit,

30/5: iém 14 yéu cau bio h{ clia patent EP
0973804B1 xdc lip pham vi bio h cho bién thé cia
khéng thé khang yéut6 sinh trulmg ni md mach
(VEGF) gac, bien thé nay cd trinh ty axit amin ciia
ving bién d6i chui ning (SEQ IDNO: 1 16) khéc
v trinh ty axit amin cia ving bién déi chudi nang
cia hogt chit Bevacizummab 6 vi tr axit amin s6 28
(D, tuong img & Bevacizummab 13 T), 31 (N, tuong
{mg & Bevacizummab [ N), 101 (H, twomg img &
Bevacizummab [a H) va L0 (5, twong img
Bevacizummab 1 S); vé trinh ty axit amin cla ving
bién dbi chum nhg (vén X1=M}la gténg véi trinh ty
cua ving bién ddi chudi nhg cua hoat chit
Bevacizummab.

Két luin: Khong dip tmg quy dinh vé patent c3p cho
hogt chat.
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4 . Avastin Bevacizumab-100mg/éml PATENT: EP (973804B1 (Genetech Inc.) CHU SO HOU $P: F. Hoffmann-La Roche Ltd

SDK;VN-15050-12  Hgp 1 lo 4l Dung dich dim ¢ ¢¢ pha PHAM VI: Khing thé anti-Vegf > Gidi trinh lim i3~ CHU/CHUYEN NHUUNG PATENTCG tai liéu xéc nhn
dung dich tiém truyén pham vi bo h{ 1a hoat chét Bevacizumab, Genetech Inc chuyén quyén sé hiru cho F. Hoffmann-La Roche
-8X: Roche Diagnostics GmbHBire 5/3072013: Céng ty gidi trinh Diém yéucaubiohy  Ltd

s 1 ciia Patent chinh [3 hoat chit Bevacizumab
Patent EP 0973804B1 xic lip pham vi bio h cho
bién thé cia khéng the klumg yeu t0 sinh trudng ndi
mb mach (VEGF) goc m khong xic Lip pham vi bio
1 cho khang the khing yeu to sinh trudng ni md
mach (VEGF) goc nay. Ninr dwgc d cap trong diém
1 yéu cdu bio hg, khang thé gt niy cd vung bién
i chudi niing bao gom trinh ty axit amin SEQ 1D
NO: 7 v ving bién ddi chudi nhe bao gom trinh ty
axit amm SEQID NO 8. Trinh ty axit amm cia
ving bifn dm chudi ning cia khing thé pfc ny la
hoan toan gidng v6i trinh ty cila vimg bien 46i chui
néng cia hoat chat Bevacizumab, va trinh ty axit
amin cia \nmg bién di chubi nhe ciia khiing thé gc
niy [ giong véi trinh ty axit amin s 1107 cia hogt
chat Bevacizumab, nhung it hon mgt axit aminso
véi trinh ty cia hoat chat Bevacizumab (axit amin so
108, Arg).

Ket lun: Khing dép img quy dinh vé patent cap cho
hoat chat.

30/5: Diém 14 yéu ciu bao 1§ cia patent EP
0973804B1 xéc 14p pham vi bdo h{ cho bién thé cila
khang thé khéng yéu 10 sinh trudng ni md mach
(VEGF) gox, bién the ndy cd trinh twr axit amin cia
ving bién ddi chudi ning (SEQ 1D NO: 116) khde
i trinh ty axit amin cia ving bién doi chudi ning
cuia hogt chat Bevacizummab 6 vj tri axit amin 0 28
(D, twong tmg & Bevacizummab 1 T), 31 (N, frong
{mg & Bevacizummab 13 N), 101 (H, twong img &
Bevacizummab 12 H) vi 105 (S, twong img &
Bevacizummab 14 8); va trinh ty axit amin cia ving
bién di chudi nhe (véi X1= M) |a gidng véi trinh tr
ciia ving bién ddi chudi nhe cia hoat chit
Bevacizummab,

Két luan Khéng dép mg quy dinh vé patent céip cho
hoat chét,
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§ . Avastin
SDK:VN-15051-12

Hoat chit - Him lwyng - Quy cdch  Patent - Chil i hi - Pham vi bdo hi
Bevacizumab-400mg/1éml PATENT: EP 0973804B1 (Genetech Inc.)

Hop | lo 16mi Dung dich dim didépha  PHAM VI: Khng thé anti-Vegf -> Gii trinh lim r
dung dich tiém truyén pham vi bao h 1 hogt chat Bevacizumab,

-8X: Roche Diagnostics GmbHBic

3/30/2013: Cong ty gidi trinh Diém yéu cau béo hf
50 | cila Patent chinh 13 hogt chat Bevacizumab
Patent EP 0973804B1 xéc ldp pham vi bao h{ cho
bién thé ciza khang thé khang yéu t6 sinh truémg ni
mj mach (VEGF) goc mi khéng xic lip pham vibio
1§ cho khing thé khing yéu 1o sinh trudng nfi mé
mach (VEGF) guc nay. Nhu du‘qc i cap trong diém
1 'yéu cdu béo hj, khang thé goe iy co vung bién
d6i chufi nﬁng bao gbm trinh ty axit amin SEQ ID
NO: 7 va viing bién d6i chudi nhg bao gom trinh ty
axit amin SEQ D NO: 8, Trinh ty axit amin cia
ving bién d01 chudi ning cia khang thé goc ny la
hoin todn gidng v trinh fy cia vung bién ddi chufi
ning cita hogt chit Bevacizumab, v trinh ty axit
amin cia ving bién ddi chudi nhg cia khéng thé gde
ndy 13 gibing véi trinh by axit amin s6 1107 cia hoat
chit Bevacizumab, niumg it hon mit axit aminso
voi trinh i cia hoat chat Bevacizumab (axit amin 50
108, Arg).

Két lun: Khong dép img quy dinh vé patent cdp cho
hoat cha‘g. ‘

30/5: Diém 14 yéu cau bao h cua patent EP )
0973804B1 xdc lap pham vi bio hj cho bién thé cia
khing thé khang yéu t sinh truémg ngi mé mach
(VEGF) goc, bién thé nay c6 trinh ty axit amin cila
viing bién i chui ning (SEQ ID NO: 116) kbdc
Vi trinh fy axit amin cia ving bién ddi chudi nﬁng
clia hogt chit Bevacizummab & vi tri axit amin 0 28
(D, twong img & Bevacizummab 14 T ), 31 (N, twong
{mg & Bevacizummab 14 N), 101 (H, tuong (mg &
Bevacizummab 13 H) vi 105 (S, tuong (ng &
Bevacizummab 13 8); va trinh ty axit amin cia viing
bién dbi Chl.lDl nhg (vm XI=M)la glong Vi trinh fyt
clia viing bién dbi cdi nhe ctia hoat ché
Bevacizummab.

Két luin: Khang dép tmg quy dinh vé patent cip cho
hoat chat,

uyén sit hinu, chuyén giao patent

CHU S HU'U SP: F. Hoffmann-La Roche Ltd

CHU/CHUYEN NHUGNG PATENT.C6 tii ligu xéc nhin

Genetech Inc chuyén quyén s hiru cho F, Hoffimann-La Roche
Ltd
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6 . Avastin Bevacizumab-100mg/4m| PATENT: EP 09738041 (Genetech Inc.) CHU SO HOU SP: F. Hoffmann-La Roche Ltd

SDK:VN-9655-10  Hop ! lo 4ml Dung dich dim d3 dé pha PHAM VI: Khang thé anti-Vegf-> Giai tinh limrd ~ CHU/CHUYEN NHUONG PATENT-C6 tai li¢u xac nhin
dung dich tiém truyén pham vi bao hg l4 hoat chi Bevaclzumah Genetech Inc chuyén quyén sa hiru cho F. Hoffmann-La Roche
-§X: Genetech Inc.America 5f30!2013 Céng ty gidi trinh Piém yéucubiohy  Ltd

6 1 ctia Patent chinh 13 hoat chét Bevacizumab
Pq&nt EP 0973804B1 xéc lap ghan; vi bao hj cho
bién thé cia khang thé khang yeu to sinh trrdng ngi
mé mach (VEGF) goe ma khung xic lip pham vi bio
h cho khing the khng yéu 10 sinh trugng ndi mg
mach (YEGF) goe ndy, Nhy d}n;rc d cap frong qlem
[ yéu céu bio b, khang thé goc ndy co vung bién
doi chudi ning bao gom trinh t axit amm SEQID
NO; 7 v viing bién d&i chudi nhe bao gom trinh tyr
axitamin SEQ 1D NO 8, Trinh ty axit amin ctia
viing bién dm chubi nang cia khing thé gocnayla
hoan todn glong v frinh ty cia vung bién ddi chudi
nfing ciia hogt chit Bevacizumab, v trinh t axit
amin cia ving bién ddi chudi nhe, clia khing thé gbe
niy 3 gmng i trinh ty axit amin $6 1107 cia hoat
chat Bevacizumab, nhung it hon mét axit amin so
Vi trinh r cia hoat chét Bevacizumab (axit amin s
05,4, o
Ket luin: Khong dép tmg quy dinh vé patent cip cho
hoat chat.
30¢5: Diém 14 yéu chu bio ho cia patent EP
0973804B1 xic lip pham vi bio hg cho bién thé coa
Khéng thé khiing yéu 10 sinh trudng ngi md mach
(VEGF) goc, bien the nay 6 trinh ty axit amin cia
vung bin dfi chudi nang (SEQIDNO: L 16] khéc
vai trinh by axit amin cia viing bién ddi chufi nng
cila hogt chdt Bevacizummab & vitr axit amin s 28
(D, twong img & Bevacizummab 13 T), 31 (N, twong
{mg & Bevacizmmab 12 N}, 101 (H, fuong l'mg 0
Bevacizummab 12 H) va 105 (S, tiremg lmg ]
Bevacizammab [4 ), vi trinh ty axit amin cda ving
bién di chum nhg (vm XI=M)1la glong Vi trinh fyr
clia viing bidn di chudi nhe cia hoat chit
Bevacizammab.

Ket luin: Khong dép img quy dinh vé patent cép cho
hoat chat.
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1 . Neorecormon
SDK:VN-2326-06

§ . Neorecormon
SDK:VN-8171-09

Hoat chdt - Him lgng - Quy cch  Patent - Chi s hifu - Pham vi bio h{

Epoetin beta-<40001U/0,3ml

Dung dich tiém, Hip 6 bom tiém 0,3ml + 6
kim tiém

-8X: Roche Diagmostics GmbHBrre

Epoetin beta-20001U/ 0,3ml

Dung dich tiém. Hip 6 bom tiém 0,3ml + 6
kim tiém

-8X: Roche Diagmostics GmbHBrre

PATENT: EP 0205564 B2 (Genetics Institue [nc.)
PHAM V1: Phuong phép sin xudt Erythropaietin ->
Ph?m vi bo hf chi 13 quy trinh khng phai 12 hoat
chat

31/5: Cong ty giéi trinh Diém yéu céu bio b s6 |
ctia Patent chinh 3 hogt chét Epoetin beta

Patent EP 0205564 B2 xéc lip pham vi bio hg cho
quy trinh diéu ché Erythropoietin nguts. Patent ndy
Kkhéing xdc 1ip pham vi bio b cho hot chét Epoein
beta.

Két hujn: Khong ¢4p img quy dinh v& patent cAp cho
hogt chit.

31/5: Diém | yéu chu bdo ho cla patent EP 0205564
B2 xic lap pham vi bao h{ cho trinh ty DNA ma
hoé erythropoietin ngudi, trong khi khéng x4c 13p
pham vi béo hd cho hogt chdt Epoetin beta,

Keét lugn: Khéng dap ing quy dinh vé patent cap cho
hot chét.

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM VI: Phuong phép san xudt Erythropaietin ->
Phigm vi bio b chi L quy trinh khong phi 14 hoat
chat

31/5: Cong ty gidi trinh Biém yéu ciu béo b s6 |
clia Patent chinh I3 hogt chét Epoetin beta

Patent EP 0205564 B2 xic lip phar vi béo hd cho
quy trinh didu ché Erythropoietin ngudi. Patent nay
khing xic 1ip pham vi bio by cho hogt chit Epoetin
beta,

Két Tuin: Khéing d4p img quy dinh v& patent cip cho
hoat chét.

31/5: Diém | yéu chu bio b cia patent EP 0205564
B2 xic lap pham vi bao h{ cho trinh ty DNA ma
hod erythropoietin ngué, trong khi khdng xdc 1ip
pham vi bao hi cho hoat chat Epoetin beta,

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

H!!!E“ it hifu, ghlﬂgn gio patent
CHU SG HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHU(ING PATENT:Chua o th igu ching
minh vidc chuyén quyn 3 hifu cia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

CHI;] §C HU'U SP: F. Hoffmann - La Roche Ltd,
CHU/CHUYEN NHUQNG PATENT:Chura c6 ti iéu chimg
tminh vige chuyén quyén s6 hitu cia Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.
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9 . Neorecormon
SDK:VN-8171-09

10 . Neulastim
SDK:VN-6645-08

Epoetin beta-100001U/0,3ml
Dung dich tiém, Hgp 6 bom tiém 0,3ml + 6
kim tiém

-8X: Roche Diagmostics GmbHBirc

Pegfilgrastim-6mg/0.6ml

Hop 1 bom tigm dong sin 0.6ml dung dich
tiém 6mgf0.6ml

-8X; F Hoffmann-La Roche Ltd. Thyy §§

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM V1. Phuong php sin xut Erythropoietin >
Pharm vi bio hd chi 2 quy trinh khéng phai (3 hoat
chat

31/5: Céngty gidi trinh Biém yéu chu bio b 56 1
ciia Patent chinh 13 hoat chét Epoetin beta

Patent EP 0205564 B2 x4c |ip pharm vi béo hd cho
quy trinh did ché Ery'(hropmetm nguoi. Patent niy
khdng xAc Iip pharn vi biio h cho hoat chét Epoetin
beta.

Két ludm: Khéng dap ing quy dinh vé patent cép cho
hogt chét.

31/5: Diém | yéu cdu bao h{ ciia patent EP 0205564
B2 xéc lp pham vi bdo h{ cho trinh tir DNA mi
hod erythropoietin ngudi, trong khi khong xic lip
pham vi bdo hg cho hogt chdt Epoetin beta.
Ket ludn: Khdng dép tmg quy dinh vé patent cép cho
hogt chat.

PATENT: EP 0733067B1 (Amgen INC, hounsand
Oaks, CA 91320-1789 (US))

PHAM VI N-Tenminally chemically modified
protem compositions and methods -> Dé nghi gl
thich rd pham vi béo h{ chinh 1a hoat chit
Pegfilgrastim

13/5: Cdng ty giai trinh Myc 3 va Myc 6 cia Patent
EP 0733067B1 x4c lap pham vi bao h¢ cho hogt chit
Pegfilgrastim

Patenit EPOT33067 wc [ip pham vi bio b cho ché
phﬁm chita hoat cht Pegfi lgrasum Tuy nhién, patent
nay khong xéc ldp pham vi bo h{ cho chinh hoat
chat Pegfilgrastim. _

Két luan: Khong dép img quy dinh vé patent edp cho
hogt chit.

13/5: Piém 6 yéu chu béo b cla patentEP
0733067B] xéc lip pham vi bdo hj cho ché phim
béu nbu dbng nhit chiza pegﬁlgrastlm

Do thié théng fin cho thay sin phim Neulastim ¢6 &
dang héa nir déng nhét hay khang nén chuca thé dua
ra ket luin 1 patent EP 0733067B1 cé xéc lip
pham vi bio h{ cho san phim dang thudc tiém
Neulastim hay khong,

21 Tén doanh nghiép d& nghi cong bd: VPDD hoffmann-La Roche Ltd

Quy?n si hifu, chuyén giao patent

CHU 86 U SP: F. Hoffinann - La Roche Ltd.
CHU/CHUYEN NHUQNG PATENT:Chura c6 tai ligu chimg
minh viéc chuyén quyén s hitu ciia Genetics Insttue Inc.) cho
F. Hoffmann - La Roche Ltd.

CHU $G HOU SP: F.Hoffmann-La Roche Ltd. - Switzerland
CHU/CHUYEN NHUGING PATENT:F Hoffimann-La Roche
Ltd, - Switzerland 1 nha in xult va chi s hitu sin phém ding
ky tai Vigt Nam, Amgen (3 chi sir ibu patent vi trademark
Neuglastim, c6 kém theo véin bén xéc nhn cia Roche,
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B. CAC HO 80'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thudc: 5).

21.1 B sung ti ligu vé viée chuyén nhwyng Patent (Tong s0: 5)

1. Tamiflu Oselamivir-75 MG PATENT. EP 0759917 BI (Gilead Sciences Inc. CHU SG HUU SP: F. Hoffmann-La Roche Ltd
SDK:VN-16262-13  hip | vi x 10 vién nang75 mg PHAM VI: Hoat chat tc ché chon loc newraminidaza ~ CHU/CHUYEN NHUQNG PATENT:1 Gilead Sciences Inc.
-8X: Roche S.p.Altaly virus hoc vi khudn (diém yéu cdu bao ho 99, Hoat 2. Cong ty cung cép ti liéu thoa thuin vE ban quyén vi phét
chat Ose]lammr) trién sin phim gifra Gilead Sciences Inc. cho F. Hoffmann - La

Diém 99 yéu cau bio hj cia patent EP 075991781 RocheLtd, . )
xéc 13p pham vi blo hj cho hogt chat Oseltamivir Két 3. Giéi trinh vé vigc Roche 8.p.A sin xut theo dy quyen vi
Iuin: Bép itng quy dinh vé patent cip cho hoatchét.  tiéu chudn cia F. Hoffiann - La Roche Ltd.

2 . Tamiflu Oseltamivir-43 mg PATENT: EP 07599[? Bl gGllCﬂd Sciences Inc.) CH[:J SO HOU SP: F. Hoffmann-La Roche Ltd
SBK:VN-16261-13  hap [ vi x 10 vién nang 45 mg PHAM VI: Hoat chat tc ché chpn loc newraminidaza ~ CHU/CHUYEN NHUQNG PATENT:1.Gilead Sciences Inc.
-8X: Roche 8 p.Altaly virus hoe vi Khun (diém yéu cau bio hg 99, Hoat 2. Cong ty cung cip tai liéu thoa thudn v bin quyén vi phat
chéit Oseltamivir) trién sin pham gifta Gilead Sciences Inc. cho F. Hoffmann - La

Diém 99 yéu chu béo b cia patent EP 0759917B1  Roche Ltd. )
xéc 14p pham vi bao b cho hoat chit OseltamivirKét 3. Gii trinh vé viée Roche $.p.A sin xudt theo ty quyén va
Iun: Biép itng quy dinh vé patent cdp cho hoat chit. tiéu chun ciia F, Hoffmann - La Roche Ltd.

3 . Tamiflu Oseltamivir-30 mg PATENT: EP 0759917 BI (Gilead Sciences Inc.) CHU $6 HOU $P: F. Hoffiann-La Rache Ltd
SDK:VN-16260-13  hip I i x 10 vién nang 30 mg PHAM V: Hoat chét ic ché chon loc newraminidaza ~ CHU/CHUYEN NHUCING PATENT: Gilead Sciences Inc.
-5X: Roche S.p.Altaly virus hofc vi khwén (diém yéu cau bao h§ 99, Hoat 2. Cong ty cung cap tai ligu thoa thudin vé bin quycn v phat
chat Ose]tamivir] trién sdn pham giira Gilead Sciences Inc. cho F. Hoffmann - La

Diém 99 yéu ciu béo hg ciia patent EPO759917B1  Rocheled
xéc 13p pham vi bdo h cho hoat chat OseltamivirKét 3, Gisi trinh vé viéc Roche S.p.A sin it theo ty quyén va
Tuin: Bép itng quy dinh vE patent cdp cho hoat chdt.  tiéu chudn cia F. Hoffinann - La Roche Ltd,

4 . Tarceva Erlotinib- | 50mg PATENT: EP 111095381 (Pfizer Product Inc. vi CHU SO HOU SP: F. Hoffmann-La Roche Ltd
SDK:VNL-T24-12  hip 3 vi x 10 vién nén bao phim. O8I Phamaceuticals Inc.) CHU/CHUYEN NHUQNG PATENT: 1, 03I Pharmaceuticals
-SX: Roche S.p. Altaly VN 1681 (Pfizer Inc) Ine d chuyén quyén cho F. Hoffmann-La Roche Ltd
PHAM VL VN: hop chit thir 19, diém yéu chubo 2. Congty cung cdp giy ching nhin ding ky hop dbng chuyén
1% 10 (& hogt cbét Erlotinib. nihurgrsg quyen 8 hitu cong nghiép, trong &6 Pfizer Inc da

Biém 10 Yeu chu béo hi cia patent VN 1681 xac lap  chuyén nhwgng Patent cho Pfizer Product Inc, sau d6 Pfizer

pham vi béo h§ cho hogt chil Erlonmb (hqp chitthd  Product Inc i chuyén nhupng cho OS] Pharmaceuticals Inc vi

19).K61 lugn: Diip img quy dinh vé patent cp cho 1ir O8I Pharmaceuticals Inc cho F. Hoffnann - La Roche Ltd

hoat chit, 3, D¢ nghj Cong ty gii trinh, lim 13 vie Roche $.p.A sin
xudt theo tiéu chuan va dy quyén ciia F. Hoffmann - La Roche
L
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5, Tarceva

5 Erlotinib- 1 50mg
SDK:VNI-725-12

hdp 3 vi x 10 vién nén bao phim
-8X: Roche S.p.Altaly

PATENT: EP 1110953B1 (Pfizer Product Inc, vi
OSI Pharmaceuticals Inc.)

VN 1681 (Pfizer Inc) ‘ .
PHAM VI: VN: hop chét thir 19, diém yéu clu bio
9 10 12 hogt chat Erlotinib.

Briém 10 yéu cau bdo h{ cia patent VN 1681 xic lip
pham vi bio b cho hogt chét Erlofinib (hop chat thi
19).Két lugm: Dap tmg quy dinh vé patent cdp cho
hoat chit,

2 Tén doanh nghiép dé nghi cong bb: VPDD Ipsen Pharma
B.CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 56 thue: 2).

22.1 Khong dap img quy dinh (Tong s6: 2)

1. Diphereline 11.23mgTriptorelin-11.25mg

Hap dymg | 1o thude b, | Gng dung méi,

1 éng tiém va 2 kim tiém
-8X: Ipsen Pharma BiotechPhip

PATENT: EP 1343808B1 {Ipsen Manufacturing
Ireland Ltd) )

FR 2650182 -> Co quan SHTT Phap khdng nam
trong danh sach 14 Co quan SHTT duwgc cong nhén
PHAM VI: EF: Quy trinh tong hop LHRH peptide -
> Pharn vi bio g 3 quy trinh bao ché, khong phii 1
hoat chit Triptorelin

Patent EP1343808B1 xdc 13p pham vi bao hg cho
quy trinh diéu che Triptore]in tuy nhién patent ndy
khang xic lap pham vi bao hg cho hoat chal
triptorelin cling nhu duge pham chifa nd. Két lugn:
thmg dap img quy dinh vé patent cap cho hogt chit,
hn hop e hoat chit hojc duge phim, ché phim
ciing nhu dang bio ché,

Quyén si hiru, chuyén giao patent

CHU SO HOU SP: F, Hoffimann-La Roche Ltd
CHU/CHUYEN NHUGQNG PATENT: . OSI Pharmaceuticals
Inc di chuyén quycn cho F. Hoffmann-La Roche Ltd
2.Cingty cung cap glay chitg nhiin ding ky hop dbng chuyén
nhugng quyén s& hiu cdng nghigp, trong 6 Pfizer Inc d3
chuyén nhwgng Patent cho Pfizer Product Inc, sau do Pfizer
Product Inc di chuyén nhurgng cho OSI Pharmaceuticals Inc v
tir 081 Pharmaceuticals Inc cho F. Hoffmann - La Roche Ltd
3. ¢ nghi Céng ty gidi trinh, lim rd viéc Roche S.p.A sn
xudt theo tigu chuan vA iy quyén cia F. Hoffmann - La Roche
Ltd

CHU SO HOU SP: Ipsen Pharma

CHU/CHUYEN NHUGNG PATENT: . Ipsen Manufacturing
Ireland Ltd ’

2. Dé nghi Céng ty gii trinh va bim t3 méi lién h¢ gitia Ipsen
Pharma Biotech vi Ipsen Manufacturing Ireland Ltd
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1., Diphereling 3.75mg Triptorelin-3,75mg PATENT: EP 1343808B1 (Ipsen Manufacturing CHU SO HOU SP: [psen Pharma
Hop dwng 1 lo thude bit, 1 dng dung méi,  Ireland Ltd) CHU/CHUYEN NHUGNG PATENT:. Ipsen Manufacturing
| dng tiém vi 2 kim tiém EP 2246063A1 . Ireland Ltd
-5X: Ipsen Pharma BiotschPhip PHAM VI; EP 1343808B1; Quy trinh téing hop 2.5 nghi Céng ty gidi trinh v& 3m £ méii lién hé giira Ipsen

LHRH peptide -> Pham vi bdo h 12 quy trinh béo Pharma Biotech vi Ipsen Manufacturing Ireland Ltd
che, khong phai Ia hogt chat Triptorelin

Patent EP1343808B1 xdc 13p pham vi bio hg cho

quy trinh diéu ché Triptorelin, tuy nhién patent ndy

khang xdc lip pham vi bio h{ cho haat chat

triPtorelin ciing b dwgtc phém chitano.

Két hujn: Khdng dp img quy dinh vé patent cp cho

hoat chat, hé hop céc hoat chit hoc durge phim, ché

phém ciing nhu dang bao ché,

23 Tén doanh nghiép i nghi cong bd: VPDD Janssen-Cilag Ltd.
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 3).

23.1 B sung thi lidu vé viée chuyén nhwyng Patent (Tfng sb: 2)

1 . Invega Paliperidone-6mg PATENT: EP 0368388 BI (Janssen Pharmaceutica ~ CHU SO HO'U SP: Janssen-Cilag Ltd
SDK:VN1-840-11  Hopdvix7vitnnéngiaiphng kéodii  NV) CHU/CHUYEN NHUGNG PATENT: . Janssen Pharmaceutica
-5X: Janssen Cilag Manifacturing LLC PHAM V1. EP: 3-piperidinyl-1,2-benzisoxazoles > NV

Pham vi bao hd 14 quy trinh iéu ché, khongphdi 2. Gidi trinh lam 15 moi ién h¢ gita Janssen Pharmaceutica
cho hogt chat NV, Janssen Cilag Manifacturing LLC va Janssen-Cilag Ltd
Biém 6 yéu cu bio h{ cia patent EP0368388B1 xdc
Lép pham vi bio hé) cho hoat chit pqliperidon.](ét
Iun: Dép itmg quy dinh v patent cdp cho hoat chit

2. Invega Palperidons-3mg PATENT. EP 0368388 BI (Janssen Pharmaceutica  CHU SO HOU SP: Janssen-Cilag Ltd
SDICVNI-S41-11  Hap4vix7viénnén gidiphingkéo dhi -~ NV) CHU/CHUYEN NHUQNG PATENT: . Janssen Pharmaceutica
-8X: Janssen Cilag Manifacturing LLC PHAM VI: EP: 3-piperidinyl- 1,2-benzisoxazoles NV
Biém 6 yéu ciu bio hg cia patent EPO368388B 1 xéc 2. Giai trinh lim 1d mdi lién hé giita Janssen Pharmaceutica NV
I3p pham vi blo hd cho hoat chit paliperidon Két vé Janssen Cilag Manifacturing LLC va Janssen-Cilag Ltd
lugn; Dap img quy dinh ve patent cép cho hoat chat

23.2 Khong dép {mg quy dinh (Tong sb: 3)
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Hoat chit - Ham lwong - Quy cdch  Patent - Chi si hiru - Pham vi biio hi

1. Durogesic 12meg/h Fentanyl-2.1mg

SDK:VN-10313-10

Hgp $ ming dén phong thich qua da
-8X: Janssen Pharmaceutica N.V.Bi

2 . Durogesic 25meg/h Fentanyl-42mg

SDK:VN-10314-10

Hip  miéng dan phéng thich qua da
-8X: Janssen Pharmaceutica N.V.Bi

3 . Durogesic S0meg/h Fentanyl-8 4mg

SDK:VN-10315-10

Hap 5 miéng din phéng thich qua da
-8X: Janssen Pharmaceutica N.V.Bi

PATENT: CA 2440884 (Alza Corporatmn}

PHAM VI: Miéng din qua da giai phong Fentanyl ->
Pham vi bao ho chi 12 dang bao ché khing phii la
hoat chat.

Yeéu ciu bio h cia patent CA2440884 xic lip pham
vi bio h{ cho dang bdo ché nguyén khdi dung quada
chia fentanyl hojc chit tiomg tx fentanyl gom phin
chita che pham polymer mét pha lam bing
polyacrylate ¢6 49 diy ndm frong khoang ti
0,0125mm tén 0, [mm. Do thicu théng tin vé thinh
phan v vilt ligu cgu thanh sin phim Durogesic nén
chura the dwa ra ket hujn 12 patent CA2440884 6 xic
Iip pham vi bao h{ cho san pham dang miéng din
phong thich qua da Durogesic hay khang,

PATENT: CA 2440884 (Alza Corporation)

PHAM VI: Micng din qua da gidi phong Fentanyl -»
Pham vi bao ho chi I3 dang bao che khong phai la
hogt chit.

Yéu cu bio hj ciia patent CA2440884 xic lip pham
vibio h§ cho dgng bao ché nguyén khoi (*.TunzD qua da
chifa fentanyl hode chit tuomg ty fentanyl gom phn
chita ch¢ pham polymer mgt pha lim bing
polyacrylate ¢6 i iy nim trong khoang tir
0,0125mm dén 0, I mim. Do thiéu thang tin vé thinh
phin v it ligu cau thanh sin phém Durogesic nén
chura thé duara két lujn I patent CA2440884 co xic
Iip pham vi bao hg cho sin phim dang miéng din
phong thich qua da Durogesic hay khang.

PATENT: CA 2440884 (Alza Corporation)

PHAM VI: Miéng din qua da giai phéng Fentanyl ->
Pham \{i bao hg chi la dang bao ché khing phai la
hogt chat.

Yéu cau bio h{ cia patent CA2440884 xic 1ip pham
vi bio hi cho dang bio ché nguyén khdi ding qua da
chita fentany! hofic chit twomg tw fentany! gom phin
chia ché phim polymer mdt pha lim bing
polyacrylate ¢d dj day nim trong khu:lng tir
0,0125mm dén 0, Imm. Do thicu thong tin v¢ thinh
phin va vit ligu ci c.;:u thinh sin phim Durogesic nén
chira thé dua ra ket luan 13 patent CA2440884 ¢6 xic
Iip pham vi bio h cho sin pham dang micng ddn
phéng thich qua da Durogesic hay khong,

quén $if hiry, cllux@n giao_patent

CHU SO HO'U SP: Janssen-Cilag Lid.
CHU/’CHUYEN NHUGNG PATENT:Chi sés hiru Patent
chuyén quyén so hitu cho Janssen Cilag Ltd.

CHU G HOU SP: Janssen-Cilag Lud.
CHUICHUYEN NHUGNG PATENT:Chii 56 hiru Patent
chuyén quyén s hiru cho Janssen Cilag Ltd.

CHU SO HUU $P: Janssen-Cilag Ltd
CHU/CHUYEN NHUGNG PATENT:Chi s6 hivu Patent
chuyén quyén s hiru cho Janssen Cilag Ltd.
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24 Tén doanh nghiép dé nghi cong bd: VPDD Merck KGaA

B. CAC HO SO'DA XEM XET YRU CAU BO SUNG, GIAI TRINH (Téng sb thud: 2).
24.1 Khing dip img quy dinh (Téng s6: 2)

1. Levothyrox Levothyroxine sodium-50ug PATENT: EP 10??68131 {Merck Patent GmbH) CHl:J 80 HUU SP: Merck Sante s.4.5
SPK:VN-I3273-11  Hip2vix 14 vién PHAM VI: Bidu ché sin phém chia Levothyroxme CHU/CHUYEN NHUQNG PATENT:CS thi liéu xéc nhén
-8X: Merck Sante s.2.sPhdp Natri -> Pham vi béo b chi & quy trish biochéra  Merck Patent GmbH i céng ty thinh vién cia Merck KGaA

sin pham, khéng phai |2 hoat chit Levothyroxine.
Patent EP1077681B1 xdc lap pham vi bio b cho
vién nén chira hoat chat natri levathyroxin. Tuy
nhién, patent ndy khong xéc Lip pham vi cho hogt
chit natri evothyroxin. Két]uan Khéng dép img quy
dioh vé patent cap cho hoat chi,

2. Levothyrox Levothyroine sodium- 100y g PATENT: EP 107768181 (Merck Patent GmbH) ~ CHU SG HUU SP: Merck Sante sa.s
SPK:VN-1327411  Hip2vix l4vién PHAM VI: Didu ché sin phim chita Levothyroxine  CHU/CHUYEN NHUGNG PATENTC ti ligu xéc nhin
-8X: Merck Sante s.a.sPhip Natri -> Pham vi bio h{ chi 14 phong phap baoche  Merck Patent GmbH 13 cong ty thinh vién clia Merck KGaA

ta sén pham, khdng phdi 14 hoat chat Levothyroxine.
Patent EP1077681B1 xéc Iip pham vi béo h{ cho
vién nén chira hogt chat natri levmhy'rnxin Tuy
nhin, patent niy khing xﬁc Lip pham vi cho hoat
chit natri evothyroxin K¢t lun: Khng dép img quy
dinh v& patent cap cho hoat chit,

25 Tén doanh nghiép d¢ nghi cong bd: VPDD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 56 thud: 6).
25.1 B0 sung thi liéu vé viée chuyén nhwyng Patent (Téng s0: 1)

1. Deca-Durabolin,  Nandrolone decancate-50 mg/1 ml PATENT: GB 840957 (Organon Laboratories Ltd) -> CHI:J 80 HU].I SP: Merck Sharp & Dohme

Inj., SOmg/1ml, A/l Dung dich déu ding dé pha fiém; MSihp  Corquan SHTT Anh khﬁng ném trong danh sich 4 CHU/CHUYEN NHUGNG PATENT: . Organon Laboratories
ng chita [ dng oo quan SHTT dwye cdng nhn Lid . .

SBK:VN-370407  -8X:N.V. OrganonHi Lan PHAM VI: 2. D& nghi Céng ty cung cép thi 1igu vé vigc chuyén nhugng

Diém 2 yéu chu bio hj cia patent GB 840957 xdc lip  Patent giita Organon Laboratories Ltd vi Merck Sharp &
pham vi bio h cho hgp chat 19-Nortestosterone 17-  Dohme (Asia) Ltd

decanoate (tic 3, hoat chét Nandmlone decanoale}Ket

Tufin: ép itng quy dinh vé patent cp cho hoat chét,

25.2 Khing dip img quy dinh (Téng s0: 5)
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Hoat chit - Him hamg - Ouy céch

Patent - Chil si hiru - Pham vi bio hf

1. Andriol Testocap  Tetosterone undecanoate-40myg

Cap 40mg 30's Vign nang; Hip 3 i 10 vién
SDK:VN-8889-09  -SX; Catalent France Beinheim SA Phép
2 . Fosamax Alendronate T0mg-70 mg
SDK:VN-8834-09  Vin; MOi hép chiza 2 vién

-5X: Merck Sharp & Dobme (Italia) S.p.AY
3 . Marvelon Desogestrel 150meg+Ethinylestradiol
0.03/0.15mg, H21  30meg-30 meg/ 150meg
vién Vién; MOi hép chiza 21 vién
SDK:VN-8887-09  .SX:N.V. ORGANONHa Lan

PATENT: EP 1189620 B1 (Akzo Nobel NV)

PHAM VI; EP; Cong thifc chiia Tetosterone .
undecanoate -> Pham vi bio hd 1 cdng thitc bao ché,
khdng phai bo hg cho hoat chat Tetosterone
undecanoate

Patent EP1189620B1 xic 1dp pham vi bio b cho
duge phim dang vién nang dé dung qua dmmg migng
chira testosteron undecanoat va déu thiu dhu. Patent
ndy cling khong xéc L3p pham vi bio hg cho hoat chat
tetosteron undecanonat Ket ludn: Khéng dap img quy
dinh ve patent cap cho hoat chat,

PATE.NT: VN 5715; VN 5734 (Merck & Co Inc) -»
Ba sung ngi dung Patent

PHAM VI: VN 5715: Thinh phim durge chia hop
chét Biphosphonat 6 thc dung e ché tiéu xuong,
VN 5734: Sir dung acid alendronic hodc mudi duge
dyng clia nd d san xuit tl}uéc ue qhé tiéu xuong.
9/4: Cting ty gidi trinh Dicm yéu cau bao hd 5 va 6
trong Patent VN3715 13 hoat chat Alendronate

GT: Céng ty cung cp Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xac [fp pham
vibdo hd cho quy trinh diéu ché din xudt acid
biphosphonic. Tuy nhién, patent ndy khdng xdc lip
pham bdo h cho hoat cht Alendmnate

Két ]u;m Khong dap {mg quy dinh vE patent cip cho
hoat chdt Alendronate (néu c6).

9/4; Bibm 5 6 cla patent VN 5715 xdc l4p pham
vi bio h{ cha thinh phém dupechira hoat chat
Alendronat. Tuy nhién, patent ndy khéng xéc Lip
pham vi bio h cho hoat chit Alendronat.

Kel' Tujn: Khdng dép tmg quy dinh vE patent cho hoat
cht.

PATENT: US 5393627 (Akzo NV)

PHAM VI US:Pharmaceutical granulate -> Pham vi
bio b I quy trinh bao ché, kh(mg phdi bio hi cho
hin hop 2 hoat cht Desogestrel va Ethinylestradiol
Patent US5395627 xic 1p pham vi bio hg cho hat dé
sir dyng l&m vién nén, trong d6 hat niy c6 chira
desogestrel nhung khdng chira elhinylesnadiol. Tuy
nhién, patent nay khdng xc Ip pham vi béo hg cho
16 hrp hoje hin hqp chira Desogestrel vi
Ethmy]estradlol Ket lugn: Khong dipmg quy ¢ dinh
vé patent cép cho t6 hgp hogc hon hop hoat cht,

Quybn i hifu, chuyén giao patent

CHU $G HOU $P: Merck Sharp & Dohme

CHU CHUYEN NHUONG PATENT 1, Akzo Nobel NV
2, Bé nghi Céing ty cung cép tai liéu vé vie chuyén nhupng
Patent giira Akzo Nobel NV va Merck Sharp & Dohme
Corpporation )
3. Gidi trinh ve viéc Catalent France Beinheim SA sén xuat
theo ty quyén ciia Merck Sharp & Dohme Carp.

CHU $O HOU 8P: Merck Sharp & Dohme (Asia) Ld
CHU/CHUYEN NHUQNG PATENT:Chua cd tii ligu chimg
nhn chuyén quyén sd hiru patent tit Merck&Co Inc cho Merck
Sharp & Dohme (Asia) Ltd -> B3 sung thi liéu

CHU SO HOU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGQNG PATENT: . Akzo NV

2.bé nghi Congty cung cap tai ligu vé vigc chuyén nuryng
Patent gitra Akzo NV vi Merck Sharp & Dohme Cnrpporatmn
3, G trinh v¢ vigc N.V. ORGANON sin xuét theo dy quyén
cia Merck Sharp & Dohme Corp.
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§6 Ténthubc-SDK  Hoat chft - Him lwong - Quy cich  Patent - Chi si hiru - Pham vi bio hj Quyén i hiru, chuvén giao patent

4 . Mercilon Desogestrel 150meg,Ethinyl Estradiol PATENT: US 5395627 (Akzo NV) CHU 80 HUU $P: Merck Sharp & Dohme
0.02/0.15mg, H21  20meg-20 meg/ 150meg PHAM VI: US:Phamaceutical granulate -> Phamvi  CHU/CHUYEN NHUGING PATENT: . Akzo NV
vién Vién; M hip chita 21 vién bio h 12 quy trinh béo che, khong phiibiohjcho 2. Dé nghi Cong ty cung cap thi liéu ve viée chuyen nhugng

SDK:VN-6747-08  -SX: ORGANON (Ieland) Limitted Ireland hdn hop 2 hoat chat Desogestrel va Ethinylestradiol  Patent giifa Akzo NV va Merck Sharp & Dohme Corpporation
Patent US5305627 xdc lip pham vibio b cho hatdé 3. G rrinh‘vfé viéc ORGANON (Ireland) Limitted.sin xust
st dyng Jam vién nén, trong do hat niy co chita theo Uy quyén cva Merck Sharp & Dohme Corp.
desogestrel nhung khdng chira ethinylestradiol. Tuy
nhién, patent ndy khang xac 1ap pham vi béo hd cho
to hop hofic hdn hgp chira Desogestrel v
Ethinylestradiol Ket hudn; Kh(‘mg dép img quy dinh
vé patent cap cho t6 hop hoéic hon hop hoat chat,

3 . Orgametril Smg,  Lynestrenol Smg-3mg PATENT: U8 3302772 (Organon Inc) (Chua c6 nji CHl;I SO HOU SP: N.V. ORGANON

H/30 vién Vién nén; Hip | vi x 30 vién nén dung Patent) -> -> B6 sung nfi cung Patent d CHUICHUYEN NHUONG PATENT:Chua cé tai liéu x4c nhin

SDK:VN-15548-12  -SX:N.V. ORGANONH: Lan chimg minh pham vi bio hg 13 hoat chat Lynestrenol  viée chuyén quyén sc hiu Patent tir Organon Inc cho Merck
PHAM VI Method for stimulating anovulatory Sharp & Dohme (Asia) Ltd -> D& nghi bo sung tii ligu

cycles and pharmaceutical packages (Pham vi bio hi
Patent chi 3 phwong phap diéu che)

GT:

Céng ty cung cép Patent US 3502772 (Organon Inc)
(Pham vi bio h{ Patent chi I3 phutong phap didu ché)
va Patent US 3972906 (Akzona Incorporated) (Pham
vi bdo hf khong phai 12 hoat chat Lynestrenol) ->
(i trinh chwa dép img quy dinh

Patent US3302772 xdc 1ap pham vi bio h cho
phuong phap kich thich chu ky khéng rung noéin,
Patent néty khéng xéc 1dp pham vi cho hoat chat
Iynestrenol. Ket lugn: Khong dap g quy dinh vé
patent cép cho hogt chit.

26 Tén doanh nghiép dé nghi cong b: VPDD Tedis tai TP HCM
B. CAC HO SO'PA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng sb thude: 6).
26.1 Khong dap émg quy dinh (Téng s6: 6)
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1 . Bioflora 100mg  Saccharomyces bouulardii-100mg PATENT: EP 0 149 579 BI (Laboratoties Biocodex)  CHU SO HOU SP: Tedis SA
SDK:VN-4109-07  Hap 20 goi, thude bit  CHUICHUYEN NHUQING PATENT:Laborateries Biocodex
-5X: BiocodexFrance PHAM VL: EP: Pham vi bio h¢ 1a phuong phap diéu

trj, khdng phai 3 hoat chat

Patent EP 0 149 579 BI xic 1ip pham vi bao h cho
viée sir dung nam men Saccharomyces dé phong ngira
hojc diéu trj bénh viém rugt két ming gia. Tuy
nhién, patent ndy khong xic lip pham vi bio hg cho
hogt chat Két luin: Khong dip img quy dinh vé

2 . Bioflora 200mg  Saccharomyces bouulardii-200mg PATENT: EP 0 149 579 BI (Laboratories Biocodex)  CHU SO HU'U SP: Tedis SA
SDK:VN-4110-07  Hp 10 vién nang CHU/CHUYEN NHUTGING PATENT:Laboratories Biocodex
-SX: BiocodexFrance PHAM VI: EP: Pham vi bao h i phuong phép diéu

trf, khdng phai [a hoat chit

Patent EP 0 149 579 BI xic 13p pham vi bao hg cho
vie s dung nam men Saccharomyces d¢ phong ngira
hode dicu tri bénh viém rugt két mang gia. Tuy
nhién, patent niy khng xdc [gp pham vi bio h) cho
hoat chat,Két luan: Khong dép img quy dinh vé

3 . Nucelo CMP forte  Cytidin-5-monophosphat disodium + PATENT: EP1492546B (Trommsdorff GmbH & ~ CHU SO HUU SP: Ferrer Group

SDK:VN-6851-08  Uridine-10mg + 6mg Co.KG Arznelmitel) CHU/CHUYEN NHUONG PATENT:Tép dodn Ferrer Ia chit
Hap 3 éng bt dong khd + 3 dng dung PHAM VL Sir dung cic Nucleotides Pynmldme dé 5o hifu Ferrer Internacional $.A. va Trommsdorff GmbH &
méi didu t chc 16n thiromg cia b thin kinh ngoai bién > CoKG Arznelmittel

Pham v1 bio hg 1a phuong phap diéu trj khong phii
a hoat chat.

Patent EP1492546B1 xac [ap pham vi bao h¢ cho
vie sir dung Uridine-5'-monophosphat hoic (ylldm
S"mongphosphat dé bio ché dwgre phim diéu trf i
loan thén kinh ngoai bién. Tuy nhié, , patent ny
khong xic 1ip pham vi bao hf tnye nep cho cdc hogt
chit néu trén hojc 1 hop cua chung Két ludn: Khong
dap tmg quy dinh vé patent cdip cho hoat chit.
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4 . Nucelo CMP forte  Cytidin-5-monophosphat disodium +

SDK:VN-6850-08

5 . Progestogel
SBK:VN-15147-12

6 . Somazina
SDK:VN-7393-08

Hoat chit - Him lwgng - Quy edch ~ Patent - Chii si hitu - Pham vi bio h§

PATENT: EP1492546B 1 (Trommsdorff GmbH &
Co.KG Arznelmittel)

PHAM VI Sit dung cdc Nucleotides Pyrimidine gé
didu tr cho thn thuong ciia hg théin kinh ngogi bién ->
Pham vi bao h{ la phuong phap dibuty khdng phéi
14 hoat chit 77

Patent EP1492546B1 xéc 13p pham vi bio h cho
vige sif dyng Undme-S' -monophosphat hofe Cytdin-
S-monophosphat dé bao ché dupe phim diu tr rbi
logn thin kinh ngogi bién. Tuy nhin, patent néy
khong xéc Lip pham vi bao hg tryc hep cho céc hoat
chét néu trén hodc to hop clia chung.Ket luan Khng
dip tmg quy dinh vé patent cép cho hoat chit.

Uriding-3mg + 3mg
Hp2 vix 15 vién nang
-8X: Ferrer Internacional 8.A.Tdy Ban Nha

Progesterons-1% PATENT: GB2109231A (Jean Louis Abel Besins) -

Hip | dng 80g gel bii ngodi da > Anh khéng ném trong danh séch 14 e cé co

-8X;: Besins Manufecturing quan SHTT dupe xem xet?

BelgiumBelgium PHAM VI. Dgng thuc chira progesterone -> Pham vi
bdo h 1 dang bag ché (gel) khing phii 13 hoat ch
(GB2109231A 14 0 cdng b don khong phéi 14 patent
cap cho duge pham chita progmtcronc ding qua da.
Két hujn: Khnng dépimg quy dinh v patent cap cho
dang bao ché Ia gel bdi ngodi da chira progesterone,

Citicolin-10g/100m PATENT: ES 2169986B1 (Ferrer International, S.A)

Hap | ko 30ml Dung dich ufing
-8X: Ferrer Intemacional 8.A.Tdy Ban Nha

US 6930096B2 (Ferrer International, 5.A)

EP 1267892B1 (Ferrer International, $.A)

PHAM VI ES, US Sir dlmg CDP-choline dé diéu
tr dy phong thiéu méu nio

EP:Sir dyng CDP-choline trong die tr hi chimg do
cai rwgu -> Pham vi béo hg [ phuong phép dicu trj
Khong phai 14 hoat chét,

Patent ES 2169986B1 xéc léip pham vi bao h{ cho
vigc sir dung, Patent US 693009682 xic Igp pham vi
béo hg cho phisomg phap did tr Patent EP
1267892B1 xic |3p pham vi bio hj cho vie sir dung
CDP-choline dé bdo ché duge phim.Tuy nhiép, cic
patent nay khong béo b tryc ticp cho hogt chat
Citicolin. Két lum: Khéing dép img quy dinh vé
patent cp cho ot chét.

Qu!én it hifw, chuxﬁn giso patent
CI-ll:J 86 HOU SP: Ferrer Group
CHU/CHUYEN NHUQNG PATENT:Tap doan Ferrer 13 chi
56 hiru Ferrer Intermacional $.A. vé Trommsdorff GrbH &
Co.KG Arznelmitte]

CHU 8 HOU SP: Besins Manufacturing Belgium
CHU/CHUYEN NHUQNG PATENT:Chis s3 hifu Patent vi co
0 sin xuit 4 |

CHU SO HUU SP: Ferrer Internacional S.A.
CHU/CHUYEN NHUGNG PATENT:Chi s bhifu Patent vi co
S0 sin xut i |
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