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Cin cir Thong tu s6 08/2010/TT-BYT ngay z:m:wzom1 cia Bo Y té hudng
dinzbéo céo s6 liéu nghién ciru sinh kha dung/tuong dwong sinh hoc trong ding ky
thuoc;

Cin cir Quyét dinh sé 2962/QD-BYT ngay 22/08/2012 cuia B Y té vé viéc
ban hanh Quy dinh tam thdi vé céc tai ligu can cung cdp dé cong b cac danh myc
thuoc biét dugc géc, thude tuong duong diéu trj véi thudc biét dugc géc, thubc c6
chimg minh tuwong duong sinh hoc;

Cin cir y kién ciia Hoi ddng xét duyét danh myc thudc biét duge gbe, thude cé
tuong duong diéu trj véi thube biét dugc géc va thuéc cé chimg minh tuong duong
sinh hoc cia B§ Y té tai budi hop ngay 04/05/2013,

Cuc Quin ly dugc thdng béo vé viéc xem xét hd so dé nghj cong bé thudc biét
duge géc ciia doanh nghiép nhu sau: '

Dé nghj cic doanh nghiép cin cir c4c ¥ kién yéu ciu bd sung va/hoic giai
trinh tai cdc Phy lyc kém theo céng vin nay de bd sung hd so dé nghj cong bd danh
muc thuée biét dugce géc theo quy dinh.

(Phy lyc dugc ding tai trén trang web cia Cyc Quan ly dugc - Dja chi:
http://www.dav.gov.vn - Myc Quén ly gia thuéc/TT vé dau thau thubc)

Cuc Quin ly dugc thong bio dé cac doanh nghiép biét va thyc hién./.

Nel whpu: KT. CUC TRUONG
2 u tren;
TTr. Nguyén Thj Xuyén (dé b/c); . C TRUﬁNG

Cuc trudmg (dé bic); .
Website Cyc Quan ly dugc; v ',
Luwu: VT, GT (2b). ‘



PHY LYC: THONG BAO D01 VO HO SO BE NGH] CONG BO THUOC BIET DUQIC GOC
(kém theo vin ban s§ 7039/QLD-GT ngay 08 thing 05 nim 2013)

$b  Ténthubc-SDK  Hoat chit - Ham lwgng - Quy cich  Patent - Chii i hiru - Pham vi bio h
1 Tén doanh nghiép d nghi cong bd: ~ Abbott Laboratories

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thubc: 3).

1.1 Bd sung tii liéu vé viéc chuyén nhwong Patent (Téng sb: 3)

1. Brufen Ibuprofen-600mg/zoi
SDK:VN-46%4-07  dang com, hip 20 goi
-SX: Abbott S.p.Altaly

1. Brufen Ibuprofen-600mg/vién
SDK:VN-14886-12  vién nén bao phim, hdp 10 vi x 10 vién
-SX: PT Abbott Indonesialndonesia

PATENT: US 3385886 (Boots Pure Drug Company

Ld)

PHAM VI: US: phenyl propionic acid (Biém yéu cdu
bao hi 1; Hoat chit Ibuprofen)

Dicm | yéu cau bio h cia patent US 3 385 886 xdc

Iip pham vi bio ho cho hoat cht ibuprofen Két luin:
Dip img quy dinh vé patent cdp cho hoat chi.

PATENT: US 3383886 (Boots Pure Drug Company
Lud)

PHAM VI: US: phenyl propionic acid (Diém yéu ciu
bé_o ho 1; Hoat chit Ibuprofen)

Diém | yéu cdu bio hd cia patent US 3 385 886 xic
1ip pham vi bio ho cho hoat chit ibuprofen Két lugn:
Dip img quy dinh vé patent cip cho hoat chil,

Quvén s hitu, chuyén glao patent

CHU SO HUU SP: Abbot Laboratories

CHU/CHUYEN NHUQNG PATENT:1. Boots Pure Drug
Company Lid

2.Cong ty gidi trinh phan Pharma cia Boots duge Knoll mua
lai va sau o Abbott Laboratoties 3 mua lai Knoll -> Dé nghi
Cang ty cung cdp ti igu chimg minh

3. Gidi trinh vé vide Abbotl $.p.A sin xudt theo dy quyén v
liéu chudn ciia Abbott Laboratories

412 Cong ty dd cung cdp tii lidu xdc nhdin viée Boots sdp nhdp
vii BASF thinh Knoll vi Knoll sdp nhip véi Abott

- Cdng ty chura gidi trinh vé moi lién bé giita Abbott .4 v
Abbott Laboratories

CHU SO HUU SP: Abbott Laboratorics

CHU/CHUYEN NHUONG PATENT: 1. Boots Pure Drug
Company Lid

2.Céng ty gidi trinh phan Pharma cda Boots duoc Knoll mua
lai va sau do Abbolt Laboratotics di mua lai Knoll -> D¢ nghi
Cing ty cung cdp 1 iéu chimg minh

3. G trinh vé viée PT Abbott Indonesia san xuit theo uy
quyén v tiéu chuin cia Abbott Laboratorics

4/2: Cong ty di cung cap tai liéu xéc nhin viée Boots sdp nhip
vii BASF thinh Knoll v Knoll sap nhdp véi Abott

- Caing ty chura gidi trinh vE viée PT Abbott Indonesia sn xudt
theo by quyén v tidu chuan cda Abbott Laboratories (mis chi
cung cdp i lidu trich din rén trang web)
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80  Ténthube-SDK  Hoat chit - Him lwgng - Quy eich  Patent - Chi sir hiru - Pham vi bio h Quyén si hiu, chuyén giao patent

1. Brufen Tbuprofen 100mg/Sm PATENT: US 3385886 (Boots Pure Drug Company ~ CHU SG HU'U SP: Abbott Laboratories
SDK:VN-12140-11  Hon dich uong, chai 60ml Lid) CHU/CHUYEN NHUGNG PATENT:. Boots Pure Drug
-8X: PT Abbott Indonesialndonesia PHAM VI: US: pheny] propionic acid (Diém yéucau  Company Lid
bio h 1 Hoat chit Ibuprofen) 2.Céng ty gidi trinh phin Pharma cia Boots duge Knoll mua

Diém 1 yéu cdu bao ho cua patenmt US 3 385 886 xdc  lai v sau do Abbott Laboratoties ¢ mua lai Knoll -> De nghi

lip pham vi béo hd cho hogt chit ibuprofen Két ludn:  Cdng ty cung cdp tii liéu chimg minh

Bip tmg quy dinh vé patent edp cho hoat chal. 3. Gidi trinh vé viée PT Abbott Indonesia san xuit theo ity
quyén v tiéu chuin ciia Abbott Laboralories
412: Cong ty d cung cdp thi liéu xdc nhin vide Boots sép nhdp
v6i BASF thanh Knoll v& Knoll sdp nhdp vii Abou .
- Cong ty chua gidi trinh v.:é viée PT Abbott Indonesia san xudt
theo Gy quycn va tiéu chudn cua Abbotl Laboratories (mér chi
cung cip ti ligu trich dan trén trang web)

2 Tén doanh nghiép dé nghi cong bd: Baxter Healthcare (Asia) Pte, Ltd
B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 50 thudc: 2).
2.1 Khéng dip img quy dinh (Téng s6: 2)

1 . Extraneal Perotoneallcodextrin-7 5% (kl/t) PATENT: US 6248726 (ML Laboratotrics Plc) CHU SO HOU SP: Baxter Healtheare SA
dialysls solution with Tii 2L dung dich thim phin mang bung ~ PHAM VI: US: Tham phin mang bung sir dung CHU/CHUYEN NHUGNG PATENT: 1. ML Laboratotries Ple
7.5% leodextrin -SX: Baxter Healthcare SA, Singapore glucose cao phin tir > Gidi trinh lam 0 pham vibdo 2. D nghi Cong ty gidi trinh vé viéc chuyén nhugng Patent
SDK:VN-6447-08  BranchSingapore h{ 13 hoat chat lcodextrin. giira ML Laboratotries Plc va Baxter Healthcare SA
Patent US 6248726 xic 1p pham vi bdo h cho
phuong phip diéu tri bénh bing cdeh thim tich si
dung dung dich nude cta hon hop polymer glucose
(diém 1 yéu cdu bao h)). Tuy nhién, patent niy
khong xac 1dp pham vi bao hd cho hoat chit
icodextrin.
Két luin: Khéng dép img quy dinh vé patent cdp cho
hoat chit,
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$0  Ténthube-SDK  Hogtehdt- Him lwgng - Quvcich  Patent - Chii s hiru - Pham vi bio hj Quytn s hiru, chuyén giao patent

2, Holoxan Ifosfamide:Ig PATENT: US 3,732,340 (Asla Pharma AG) CHU SO HUU SP: Baxter Healtheare
SDK:VN-9945-10  Botdong kho pha tiém. Lo 1g PHAM VI: US:Din xuit N'0 propylenc phosphoric ~ CHU/CHUYEN NHUGNG PATENT:Asta Pharma AG
-SX: Baxter Oncology GmbHENC acid ester +> Gidi trinh Mm 10 pham vi bao h trong

Patent 1 hoat chit Ifosfamide

Biém 5 yéu cdu bio h cia patent US 3,732,340 chi
xdc [3p phami bio b cho hop chal cb cing thirc
chung, mi khang xic [3p pham vi bdo h{ true ticp

¢ho hoat chit Ifosfamide (diém ndy chi néu losfamide
Ia mt phuong 4n lra chon khi nhom thé Z 14 H).

Két luiin: Khéng dép itmg quy dinh vé patent cip cho
hoat chit.

3 Tén doanh nghiép dé nghi cdng bo: Bayer (South East Asia) Pte. Ltd

B. CAC HO 80 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thuéc: 3).
3.1 Khéng ddp img quy dinh (Tong s6: 3)

1 . Climen Estradiol valerate! Cyproteron acetate: ~~~ PATENT: US 3234093 (Schering AG) CHU SG HUU SP: Bayer AG _
SDK:VN-15728-12  2mg/ 2mg + Img PHAM VI: US: hop chit vi thinh phan 6-chloro-12-  CHU/CHUYEN NHUQING PATENT:Schering AG (nay d3 ddi
Hap 1 vix 21 vién nén bao alpha-mehtylene-deltac-alphal 7-hydroxy-progesteron - tén thanh Bayer Schering Pharma AG)

-8X: Delpham Lille SASPhip > Pham vi bao b 14 hoat chit Cyproteron, khing
phdi cho hon hop 2 hoat chét Estradiol valerate,
Cyproteron acetale

Biém 4 yéu cdu bio h{ cia patent M US 3234093
xdc [4p pham vi yéu cdu bao ho cho hop chit
Cyproteron acetate tuy nhién khng bio h cho hin
hop Estradiol valerate, Cyproteron acetate.

Kt lujn: Khang dip img quy dinh vé patent cip cho

hoat chat.
2. Diane - 35 Ethinyl estradiol/ cyproterone acetate- PATENT: US 3234093 (Schering AG) CHU 8G HUU SP; Bayer AG
SDK:VN-7982.09  0.035mg/2 mg PHAM VI: US: Pham vi bdo ho 13 hoat chat CHU/CHUYEN NHUQNG PATENT: 1, Schering AG
Hap [ vix 2! vién nén Cyproteron, khong phai bao h cho hn hop 2hoat ~ 2.Céing ty cung cép thi liéu xde nhdn ddi tén 1 Schering AG
-8X: Schering GmbH & Co. Produktions  chat Ethiny] estradiol v eyproteronc acetate thanh Bayer Schering Pharma AG (mt cong ty thuge Bayer
KGbic Diém 4 yéu ciu béo h cia patent US 3234093 xie  AG)
Iip pham vi bao h cho hoat chat Cyproterone 3. G trinh vé vi¢e Schering GmbH & Co. Produktions KG

acetate, tuy nhién khing bao hg cho hdn hop hai boal sin xuil theo ty quyén cia Bayer AG
chi ethinyl estradiol v eyproterone acetate.

Keét lusin: Khéng dép itmg quy dinh ve patent cap cho

i hyp hoat chat,
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$0  Ténthubc-SDK  Hoat chit - Ham lwgng - Quy cich  Patent - Chii sihiru - Pham vi bio hj Quyén sé hifu, chuyén giao patent

3 .Gynera Ethinyl estradiol/ Gestodene-0.03mg/ PATENT: US 4081537 (Schering AG) CHU SO HUU SP: Bayer AG

SDK:VN-9006-09  0.075mg PHAM VI US: Deltal5-Steroid (Dicm yéu chubdo  CHU/CHUYEN NHUONG PATENT:Schering AG
Hp [ vix 21 vién nén bao duimg o 2; Hoat chét Gestodene) (Khang co Patent cho hon
-8X: Schering do Brasil quimica E hup 2 hoat chit)
Farmaceutical Ltds.Brasil >be nghi Cong ty cung cdp Patent cho hdn hop 2

hog chét Ethinyl estradiol va Gestoden

Biém 2 yéu ciu béo h ciia palcnl US 4081537 xde
Iap pham vi bao ho cho hoal chét Gestodene. Tuy
nhién, patent ndy khfmg xde ldp pham vi bao ho cho
hén hop hai hoat chét Ethinyl estrdiol v Gestoden.
Két Iin: Khdng dip img quy dinh v patent cap cho
hén hyp hoat chit.

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

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 3).
4.1 Khong dap img quy dinh (Téng s: 5)

L . Atrovent N Ipratropium bromide monohydrate- PATENT: US 5,676,930 (Bochringer Ingelheim CHU SO HUU $P: Bochringer-Ingelheim International GmbH
SDK:VN-10784-10  20meg/nhat xit Pharmaceutical) CHU/CHUYEN NHUGNG PATENT:Bochringer Ingelheim
hép 200 ligu xit PHAM VI: US: D on dinh ¢ia dung dich thube Pharmaccutical
-8X: Boehringer Ingelheim Pharma dang dung dich xit chira Ipratropium bromide vi chit
GmbH&Co KGBie day HFC -> Pham vi bao hd 4 quy trinh bio ché,

khong phai cho hoat chat Ipratropium

Patent US 3681500 xde Lip pharn vi bao h cho duge
phim ¢ xng chira ipratropium bromide va phiromg
phap dicu tri binh i loan dudmg h hip do tic
nghén (diém 37,12 yéu cdu bao hg). Tuy nhién,
patent ndy khong xdc lp pham vi bao h chinh xdc
cho hoat chdt Ipratrapium bromide monohydrate.
Patent US 5676930 xic lip pham vi bao ho cho duae
pham & dang dich 10ng dugc lam on dinh chira
ipratropium bromide va phuong phdp lam dn dinh
durge pham nay (diém 1,13 yéu ciu béo h). Tuy
nhién, patent ndy khong xde lp pham vi bao ho
chinh i cho hogt chét Ipratropium bromide
monchydrate. ‘

Ka Iuin: Khing dp (g quy dinh v¢ patent cip cho
hoat chat.
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$6  Tén thudc - SDK

1 . Bisolvon
SDK:VN-15737-12

Haat hit - Him lrgng - Quy cdch  Patent - Chu 6if hitu - Pham vi bio h

bromhexine hydrochloride-Vién nén § mg
Hap 30 vién (3 x 10 vién)

-SX: PT. Boehringer Ingelheim
Indonesialndonesia

PATENT: US Patent - 3408446 (BOEHRINGER

INGELHEIM INTERNATIONAL GMBH-Germany).

EU Patent - DE1169939 (B) - 1964-05-14 (Dr. Karl
Thomae). :

PHAM VI: US: Hoat chit gidm ho N-(amino-3.5-
dihalobenzyl)-camphidine - Gidi trinh lam e pham
vi bao b trong Patent chinh 14 hoat chit
Bromhexine.

Patent US 3408446 xac 1ap pham vi bio h cho
phurong phap lim giam ho v lim ting 1iét & dong
vit miu nong sir dung hop chit N-{(aming-3,5-
dihalobenzyl)-camphidine md khong xéc L3p pham vi
bio hd tnye tiép cho hoat chét bromhexing
hydrochloride (mdt loai din xuit N-(amino-24-
dihalobenyl)).

Patent Birc khang duwge xem xét do Co quan sing ché
vi nhﬁn hi¢u Cong hod Lién bang D¢ khang nim
trong b ¢l oo quan 80 hiu trf 1w duoc chap nhin
néu trong Muc V cda "Quy dmh tam thasi vé czic i
ligu cin oung cap d¢ cong b céc danh mye lhuoc biél
dwoc goc, thuoc twong drong ditu 11 véi thube bigt
duge goc, thube b ti lidu chimg minh twong duong
sinh hoc" dugre ban hanh kém theo Quyét dinh so
W62QD-BYTciaBYE

Két ludn: Khng dép itng quy dinh vé patent cdp cho
hoat cha.

Quyén s hifu, chuyén giao patent

CHU $G HOU SP: PT. Bachringer Ingelheim Indonesia san
xudl theo nhugng quyén cia Bochringer-Ingelheim Pharmal
GmbH & Co

CHUICHUYEN NHUGNG PATENT:C6 gidy xic nhin sdp
nhép cua Cong ty Dr. Karl Thomae vi Cang ly BOEHRINGER
INGELHEIM INTERNATIONAL GMBH
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6 Tén thube - SDK

3 . Bisolvon
SDK:VN-4740-07

Hoat chdt - Him lwgng - Quy edeh  Patent - Chui i hif - Pham vi bio hi

PATENT: US Patent - 3408446 (BOEHRINGER
INGELHEIM INTERNATIONAL GMBH-Germany).

bromhexine hydrochloride-Vién nén 8 mg

Hap 30 vién (3 x 10 vién)

-8X: Delpharm ReimsPhap
EU Patent - DE1169939 (B) - 1964-03-14 (Dr. Karl
Thoma).
PHAM VI: US: Hoat chit giam ho N-{amino-3.5-
dihalobenzyl)-camphidine -> Gii trinh 1am rd pham
vi bio h{ trong Patent chinh 12 hoat chit
Bromhexine,
Patent US 3408446 xdc 13p pham vi bo ho cho
phurong phap lim gidm ho v lam ting tiét & ding
vit mau nong sit dung hop chit N-(amino-3,5-
dihalobenzyl)-camphidine mé khong xdc 1ip pham vi
béo hd tre ticp cho hoat chét bromhexine
hydrochloride (mdt loai dan xuat N-{amino-2.4-
dihalobenyl)).
Patent Dic khong duge xem xét do Cor quan sing ché
vi nhan hi¢u Cong hod Lién bang Dirc khong nim
trong s cdc co quan st hiru tri ¢ duge chap nhin
néu trong Mue V cia "Quy dinh tam thoi vé chc tii
liu cin cung cdp dé cing bo cdc danh myc thude bifl
durge goc, thud twomg duong diéu trj véi thudc bi
duge g, thude cb thi ligu chimg minh twong duomg
sinh hoc” dwoc ban hinh kém theo Quyét dinh s6
2962/QD-BYT cia By Y té.
Keét Iun: Khong dép img quy dinth vé patent cip cho
hoat chat,

Quyén si hiru, chuyén giao patent
CHU $G HUU SP: Bochringer-Ingelheim Pharmal GmbH &
Co
CHU/CHUYEN NHUGING PATENT:C6 gidy x4c nhin sip
nhép cia Cong ty Dr. Karl Thomae va Cong ty BOEHRINGER
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b Ténthube-SDK  Hoatchit- Him lwong - Quy cch  Patent - Chii sé hibu - Pham vi bio h Quyén si hifu, chuyén giao patent
4 . Bisolvon Kids  bromhexine hydrochloride-Xi-rd dmg/SmL ~ PATENT: US Patent - 3408446 (BOEHRINGER CHU $G HUU SP: Sin xuat nhuong quyén eila

SDK:VYN-5027-10 hdp mdt chai 60mL INGELHEIM INTERNATIONAL GMBH-Germany).  BOEHRINGER INGELHEIM INTERNATIONAL GMBH.
-SX: PT. Bochringer Ingelheim Germany. ‘
Indenesialndonesia EU Patent - DE1169939 (B) - 1964-05-14 (Dr. Karl  CHU/CHUYEN NHUQNG PATENT:Co gidy xdc nhdin sip
Thomae). nhdp cia Cong ty Dr. Karl Thomae vi Cang ly BOEHRINGER

WIPQ: 20121007752 ((BOEHRINGER INGELHEIM  INGELHEIM INTERNATIONAL GMBH
INTERNATIONAL GMBH-Germany)

PHAM VI: US: Hoat chit giam ho N-{amino-3.5-
dibalobenzyl)-camphidine -> Gidi trinh [im 9 pham
vi bio h trong Patent chinh 13 hoat chit
Bromhexine.

Patent US 3408446 xdc Lip pham vi bdo b cho
phiromg phip lim piam ho v lim ting tiét & ding

vill mdu nong sir dung hop chit N-{amino-3,5-
dlhﬁlUbLntyl] camphidine ma khang xdc |3p pham vi
béo hi true ticp cho hogt chit brc)mhtxml.‘
hydrochloride (mt loai dan Xudt N -{amino-2,4-
dihalobenyl)).

Patent Dirc khong duge xem xét o Co quan sing ché
vé nhén hiu Cong hod Lién bang Dirc khong ndm
trong s che oo quan sor hiu trf tug duge chap nhin
néu trong Mye V cua “Quy dmh tam thiri vé cfu: 1ai
ligu cén cung cap dé cong bd cie danh mye lhuuc biét
duge goc, 1huoc tuomg durong dicu tr véi thube bit
durge goe, thud 6 ti ligu chimg minh nrong dong
sinh hoc” durge ban hanh kém theo Quyét dinh sb
2062/0D-BYT ciia By Y té.

Két luin: Khéng dip img quy dinh vé patent cdp cho

hoat chal.
§ . Metalyse Tenccteplase-50 mg PATENT: EP 0643772 B1 (Genetech Inc) CHU SO HUU SP: Bochringer-Ingelheim Intenational GmbH
SDK:VN-5220-08  Bitva dung mdi dé phadung dich tiém,  PHAM VI: EP; Cic bién thé cia qud trinh glycosyl ~ CHU/CHUYEN NHUGNG PATENT: . Genetech [nc
truyen; hip 1 1o bit-+ 1 ko dung mi. cdc chit hoat hoa plaminogen md -> Gaiir trinh lim 2. Céng ty ¢ vin ban cam ké1 duge nhin chuyén giao quyén sir
-SX: Boehringer Ingelheim Pharma 0 pham vi bao b trong Patent I boat chit dung Patent tir Genetech Ing
GmbH&CoKGBire Tenecteplase

Patent EP0643772B1 xdic Iip pham vi bio hi cho
bicn thé ciia cht hoat hoa plasminogen & md cia
ngudi durare glycosyl hoa & cdc vj ti 103-105 vi logi
bo cdu trite chire carbohydrat & vi tri 117. Tuy nhién,
patent ndy khong xdc lip pham vi bao ho cho chinh

hoat chit Tenecleplase. \ '
Két ludn: Khdng ddp itng quy dinh vé patent cdp cho
hoat chat.

5 Tén doanh nghigp dé nghi cng bd: Cong ty Deawoong Pharmaceutical Co. Ltd

Page 7of 84



$b  Tén thube - SDK

1. Albis
SDK:VN-13113-11

Hoat chiit - Him lwgng - Quy chch Pale‘nt - Chui si¥ hifu - Pham vi bao hj
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: ).

5.1 Khong ddp img quy dinh (Tdng sb: 2)

Ranitidin HC), Tripotassium bismuth
dicitrat va Sucralfat-Ranitidin HCl 75mg,
Tripotassium bismuth dicitrat 100mg vi
Sucralfat 300mg

Vién nén bao phim, hop 3 vi va hgp 6 vi
x10 vién

-3X: Deawoong Pharmaceutical
Co,LidHan Quéc

PATENT: YN 5991 (Deawoong Pharmaccutical
Co.Ltd)KR 119031 va 0453179 (Deawoong
Pharmaccutical Co.,Lid)

PHAM VI: VN: Thude udng chira Ranitidin duge
bao phim, bismut subxitrat vé sucralfat 6 hi¢u qua

dicu tr i vé t6i loan da day-rudt. Pham vi bio ho
I3 dang bao ché v higu qui diéu tr. Khong ¢6 ngi
dung cu thé cua Patent,

4/3; Cong ty b sung ndi dung Patent VN 5991 va
gidi trinh iém yéu cdu bao hd 1 3 Hon hop 3 hoat
chit

Patent VN 591 xc lip pham vi bio h cho thude
uong chira cic hoat chit li ranitidin, bismuth
subeilrate va sucralfate, trong dé ranitidin duge bao
bing chat bao véi haong ndm trong khodng tir 0,1 101
100% khdi lugmg. Patent ndy khng xdc lip pham vi
bao b cho hon hop (16 hop) gom 3 thinh phin
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR 119031 va 0453179 khong
duge dinh gid do khong ¢6 bin dich tiéng Vit hofe
tiéng Anh cia 2 patent ndy.Kél lujn: Khong dép img
quy dinh vé patent cdp cho hdn hgp hoat chit 413:
Diém | yéu cau bio ho cia patent VN 5991 xc lip
pham vi bao i cho thude udng chira cic hoal chil 13
ranitidin, bismuth subcileate va sucralfate, trong do
ranitidin dugc bao bﬁng chét‘ bao vii leong ndm lrong
khodng tir 0,1 181 10,0% khoi lrgmg, Patent ndy
khong xc lip pham vi bio hd cho hém hop (t6 hop)
gom 3 thinh phan Ranitidin HCI, Tripotassium
bismuth dictrate va Sucralfate, Két hujn: Khong dip
img quy dinh vé patent cip cho hdn hop hoat chat.

Quyén si hifu, chuyén glao patent

CHU SO HUU SP: Deawoong Pharmaceutical Co. Lid
CHU/CHUYEN NHUONG PATENT: Deawoong
Pharmaceutical Co. Ltd
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$6  Tén thube - SDK

« Easyef 0,005%

1 Nepidermin-0,5mg/ImL
SDK:VN-9163-09

Dung dich xit trénda . Hop 1 b 10mL
(bom tiém chifa 1mL dung dich thudc +lo
chira 9mL. dung mdi)

-8X: Deawoong Pharmaceutical
Ca,LtdHan Qudc

Hoat chdt - Him lrong - Quy cich  Patent - Chii s& hitu - Pham vi bao hd

PATENT: KR 0231805 (Dacwoong Pharmaceutical
Co. Lud.)

PHAM VI: Khong cd ndi dung cu thé vé pham vi
bio h{ dugc cdp trong Patent -> Cung cép ni dung
day di cira Patent (83 dwoc dich sang Ticng Viét)

4/%: Céng ty cung cép bin dich Patent KR 0231805
vi cung cdp thém Patent ndy tai US 6491904 ->
Pham vi bao hf 12 dang bio ché, khong phai cho hogt
chat

Chura ddnh gid do khong 6 ban dich patent IiénIg
Vit hofc ticng Anh cua patent KR 0231803.Ket udn:
Kl‘m}ng dp (g quy dinh vé patent cip cho hoat
chal.

4(3: Patent US 6491904 xdc lip pham vi bao h cho
ché pham ding khu tri trén da chra yéu 16 sinh
Irromg bicu bi clia ngudi. Tuy nhién, patent ndy
khong xdc lap pham vi bdo o cho hoat chit
Nepidermin (yéu 16 sinh tnedmg biéu bi cda ngu).
Két lugn: Khong dép img quy dinh v¢ patent cdp cho
hoat chat,

6 Tén doanh nghiép dé nghi cong bd: Cong ty Roussel Viét Nam

B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong 56 thudc: 1)

A ’ f I A
6.1 Khong ddp img quy dinh (Tong so: 1)
1. Coltramyl Thiocolchicoside-4mg
SDK:VD-6552-08  Viénnén, hop | vi, vi 12 vién
-8X; Cong ty Roussel Viét NamViét Nam

PATENT: EP 0729 933 B1 (Hoechst Marion
Roussel)

PHAM VI EP: Pham vi bao b khong phdi |4 hoat
chit Thiocolchicoside -> Dé nghi gidi trinh

Diém 39 yéu cdu bao ho cia patent EP 0729933 B
xdc lip pham vi bao hd cho hop chét md & vi e €3
clia vong benzoheptalen lién két voi M1 14 gde A-
$02, trong d A l gbe alkyl, phenyl duge thé hodc
khong duge thé ..., nhung & vi tri C3 ndy cia
thiocolchicoside i lién két v gbe
glucopyranosyloxy. Do d6 patent ndy khong xdc 1ip
pham vi bdo hi cho hoat chit thiocolchicoside,

Két lun: Khong dip img quy dinh vé patent edp cho
hoat chat.

7 Tén doanh nghiép dé nghi cong bb:  Cong ty TNHH DKSH Viét Nam

Quyén si hiru, chuyén giao patent

CHU $G HOU $P: Deawoong Pharmaceutical Co. Lid
CHU/CHUYEN NHUGNG PATENT:

CHU $G HU'U SP; Cdng ty Roussel Vit Nam

CHU/CHUYEN NHUGNG PATENT:Hocchst Marion Roussel
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§6  Ténthube-SDK  Hoat chit - Ham lugng - Quy cich

Patent - Chii st hiru - Pham vi bio b

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s0 thude: 7).

7.1 Khéng dép img quy dinh (Tdng sb: 7)

1 . Actrapid HM [nsulin ngwdi, rADN-1001U/ml
SDK:VN-4407-07 dung dich tiém, hip | lo x 10ml
-§X: Novo Nordisk A/SDenmark

L . Aricept evess Smg  Donepezil hydrochloride-Smg
SDK:VN-15328-12  Vién nén tan trong mi¢ng, hip 2 vi x 14
vién

PATENT: US 4916212 (Novo Industn A/S)

EP 0427296 A1 (Novo Nordisk A/S)

PHAM VI: US: Giai trinh lam rd pham vi bao hd 1a
hoat chit Insulin human (rDNA)

Patent US 4916212 xic Kip pham vi blo ho cho tién
chit cia insulin ngudi (icm 30-32 yéu ciu bao bi).
Tuy nhién, patent ndy khong xdc lip pham vi bdo ho
chinh xéc cho hoat chét 1 Insulin ngudi.

Tueomg tr, patent EP 0427296 B1 cdng xic Lip pham
vi bdo h cho tién chit cua insulin ngudi (diém 1 yéu
cdu bo h). Do do, patent ndy khong xic lip pham
vi bio hg chinh xde cho hoal chat 14 Insulin ngud.
Két ludn: Khong dip ing quy dinh vé palent cdp cho
hoat chat,

PATENT: U§ 7,727,548 B2 (Eisai R&D
Management Co Ltd)
PHAM VI: US: Vién gidi phong nhanh chia
polyvinylalcohol -> Pham vi bao h{ li dang bao ché
vién gidi phong nhanh, khong phai 14 hoat chit
Donepezil
28/3: Cong ty bo sung Patent US 4895481 (Eisai
Co.,Ltd)
Patent US 7,727,548 B2 xdc lap pham vi bio ho cho
durge pham phan £ nhanh. Tuy shién, patent ndy
khong xdc |3p pham vi bao h@ cho hoat chit
Donepezil Hydrmhlonde Két lugn: Khong dip g
quy dinh vé patent cap cho hoat chat.
28/3: Palent US 4895481 xdc 1dp pham vi bio b cho
"Nén bicn linh hoat ding cho céc img dung nide
u". Patent ndy khong xdc lip pham w bao hg cho
hoal chit Doncpfrzl] Hydrochlonde Két lugn: Khong
dip img quy dinh vé patent cdp cho hoat chit.

qu@n st hir, clluyén giao patent

CHU SO HOU SP: Novo Nordisk
CHU/CHUYEN NHUQNG PATENT:Novo Industri A/S

CHU SO HUU SP: Eisai Co., Ltd
CHUICHUYEN NHUQNG PATENT:Eisai Co.Ltd
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§6  Tén thude - SDK
3 . Insulatard FlexPen Insulin human (rDNA}-1001Ufml

Hén dich tiém, hap § bittiém x 3ml
«5X: Novo Nordisk A/SDenmark

4 .Insulatard HM  Insulin g, rADN-1001U/ml

SDK:VN-4408-07  hén dich tiém, hdp | lo x 10mI
-SX: Novo Nordisk A/SDenmark

5 . Mixtard 30 Insulin ngwdi, ;ADN-1001U/m]

SDK:VN-4409-07  dung dich tiém, hp 1 lo x 10ml

-8X: Novo Nordisk A/SDenmark

Hoat chét - Him lrgng - Quy cch  Patent - Chii s& hiru - Pham vi bio hi

PATENT: US 4916212 (Novo Indusiri A/S)

EP 0427296 Al (Novo Nordisk A/S)

PHAM VI: US: Gidi trinh lim rd pham vi bao h 12
hoat cha1 Insulin human (tDNA)

Cie diém 30-32 yéu céu bio h cia patent US
4916212 chi xdc Lip pham vi bao h{ cho tién chit
Insulin human, khang xic lip pham vi bao hd tryc
ucp cho hoat Lhat Insulin human,

Diém | yéu cdu bio h{ ciia patent EP 0427206 Bl
cling chi xac [ip pham vi bao h cho tién chal Insulin
human, khdng xic ldp pham vi bio b true tiép cho
hoat chat Insulin human.

Keét luin: Khang dép img quy dinh vé patent cép cho
hoat chat,

PATENT: US 4916212 (Novo Industri A/S)

EP 0427296 A1 (Novo Nordisk A/S)

PHAM VI: US: Gidi trinh lim & pham vi bio hd
trong Patent 13 hogl cht Insulin human (DNA)
Cie diém 30-32 yéu céu bio hd caa patent US
4916212 chi xdc 1ip pham vi bao hd cho tién chit
Insulin hunan, khong xéc |3p pham vi bao hd tryc
ucp cho hoat cha1 Insulin human,

Diém 1 yéu cu bio h cta patent EP 0427206 B
cling chi xac lip pham vi bao hi) cho tién chét Insulin
human, khdng xic ldp pham vi bio b true tiép cho
hoat chat Insulin human.

Két luin: Khong dép ing quy dinh vé patent cip cho
hoat chét.

PATENT: US 4916212 (Novo Industri A/S)

PH/}M VI: Tién chi insulin sinh 1(}ng hop md hoa
chudi ADN va quy trinh chudn bi tién chat insulin va
insulin ngudri > Pham vi bio h{ 14 quy trinh.

Patent US4916212 xic |dp pham vi bao ho cho trinh
tw ADN chita trinh ty mi hoa tién chit insulin &
nguri va tién chit insulin ndy. Tuy nhién, patent ndy
khng xéc 13p pham vi bdo h cho chinh hoat chit
insulin & nguoi.

Két Iuén: Khong dép img quy dinh vé patent cip cho
hoat chat,

Quyén s hifu, chuyén giao patent

CHU $G HUU $P: Novo Nordisk
CHU/CHUYEN NHUGNG PATENT:Novo Industri A/S

CHU SO HOU SP: Novo Nordisk
CHU/CHUYEN NHUGQNG PATENT:Novo Industri A/S

CHU SG HUU SP: Novo Nordisk A/S
CHU/CHUYEN NHUGNG PATENT:Novo Nordisk A/S
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§6  Tén thube - SDK

6 . Mixtard 30 FlexPen Insulin human (rDNA}-100[Uiml
Han dich tiém, hap § bit tiém x 3ml

-8X: Novo Nordisk A/SDenmark
1 . Myonal Eperisong HCL-50mg
SDK:VN-9194-09  Hop3 vix L0vién nén

-SX: Eisai Co, LtdJapan

Hoat chiit - Ham luong - Quy cch  Patent - Chii sirhiu - Pham vi bio hi

Quyén si hifu, chuyén glao patent

CHU SG HUU SP: Novo Nordisk A/S

PATENT: US 4916212 (Novo Industri A/S) ‘
CHU/CHUYEN NHUGNG PATENT:Novo Nordisk A/S

US 6562011 (Novo Nordisk A/S)

PHAM V1: US 4916212 Ticn chat insulin sinh tong
hop ma héa chudi ADN va quy trinh chuan bi tién
chit insulin v insulin ngudri -> Pham vi bio hd 13
quy trinh,

US 6562011 Thict bi phan phoi thudc.

Patent US4916212 xde lip pham vi bo h{ cho trinh
1t ADN chira trinh t md hoa ticn chdt insulin &
nguri va tién cha insulin ndy. Tuy nhién, patent ndy
khang xde 1ip pham vi bao hd cho chinh hoat chét
insulin & ngudi.

Patent US6362011 xde lap pham vi bdo hé cho dung
cu phn phdi thudc mé khéng xdc 1ip pham vi bio ho
cho hoat chit insulin & ngudi.

Két lufn: Khong dip img quy dinh vé patent cip cho
hoat chat.

CHU S0 HOU SP: Eisai Co.Lid
CHUICHUYEN NHUGNG PATENT:Eisai Co. Lud

PATENT: JP 1037738 (Eisai Co.LId)

PHAM VI: Din xuit thay thé amino cla
propiophenon -> Bo sung ndi dung Patent ¢ chimg
minh pham vi bao h¢ trong Patent chinh 1 hoat chat
Eperisone.

28/3: Cong ty gidi trinh Diém yéu cau bio h 2 cda
Patent US 4181830 (Eisai Co Ld) chinh 13 hoat chit
Eperisone HCL

GT: Cdng ty cung cap Patent US 4181830 (Eisai Co
Lid) -> Patem US 4181830 hé dicu khién bay ding
cho méy bay. Patent ndy khong xdc [ip pham vi bao
hi cho hoat chit Eperisone HCLKét lugn: Khing dip
img quy dinh ve patent cip cho hdn hop hoat chat,
28/3: 50 patent US 4181830 L4 khong chinh xac do
patent ndy 6 chi bing li Hermann Neuhierl v xic
Iip pham vi bao hd cho cho HE thng diéu khién
diing cho mdy bay nhu da néu, Cong ty cd thé truy
¢ip patent ndy qua duémg link
htip://worldwide.espacenet.com/publicationDetailslori
ginalDocument?’CC=US&NR=4181830A&KC=A&
FT=D&ND=3&date=19800101&DB=worldwide.csp
acenet.com&locale=en_EP hoje
htips://docs.google.com/viewer url=www.google.co
mipatenisUSAI8I830pdfdé bidtehiid.
Ket lugn: Khong dép img quy dinh ve patent cip cho
hoat cht.
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8 Tén doanh nghiép dé nghi cong bd: Cong ty TNHH duwoe pham Lam Son
B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng 56 thude: 1),
8.1 Khong ddp img quy dinh (Tong sd: 1)

Tén thude-SDK  Hoat chilt - Him lwgng - Quy cich ~ Patent - Chii si hiu - Pham vi bao h Quyén si hifu, chuyén giao patent

1 . Precedex Dexmedetornidime-|00meg/m PATENT: US 6,716,867 BI (Orion Corrporation) ~ CHU $G HU'U SP: Orion Corrporation
SDK:VN-4685-07  Hop2 lox 2ml dung dich tiém US 4910214 (Farrmos Yhtyma Oy) CHU/CHUYEN NHUGNG PATENT: 1. Orion Corrporation
-SX: Hospira Inc,USA PHAM VI: US: Pham vi bio ho khong phai lahogt 2. D nghi Céng ty giéi trinh viéc Hospira Inc., sin xuil theo
chit Dexmedetomidime liy quyén v tiéu chudn cia Orion Corrporation

Patent US 6716867 BI xdc lap pham vi bao hd che
phuong phap an than cho bénh nhan & khoa chim soc
tich cye {ICU). Patent ndy khong xéc ldp pham vi
bao ho cho hoat chat Dexmedetomiding Két ludn;
Khong dép tmg quy dinh vé patent edp cho hoat chét,

9 Tén doanh nghiép d¢ nghi cong bd; Cong ty TNHH Dwoe pham va Hoa chit Nam Linh
B.CAC HO SO DA XEM XET YEU CAU B0 SUNG, GIAI TRINH (Téng s thudc: 4).

9.1 Khong ddp img quy dinh (Téng so: 4)
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$6  Tén thube - SDK

Hoat chit - Ham lwong - Ouy cdch

Patent - Chii 6 hiru - Pham vi bdo hj

L . Anzatax
100mg/16.7ml
SDK:VN-12308-11

Paclitaxel-100mg/16.7ml
Hap 11 16.7ml, Dung dich tiém
-§X: Hospira Australia Pty Lide

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bio hd khong
phat [3 hoat chit Paclitaxel

US con lai: Pham vi bio h{ 14 quy trinh diéu ché va
dang bio ché

Patent US 00650948432 ;géc h}l) pham vi bdo hd cho
hop chit trung gian dé dicu che paclitaxel (xern ding
cudi cia et 2). Ngodi ra, hop chl ndy chira gbc
trifluoroacelic trong khi hoat chét Paclitaxel khing
chira gdc niy. Do do, patent ndy khng xdc |ip pham
vi bio hd cho hoat chét Paclitaxel.

Patent US 5972992 xdc lp pham vi bao ho cho duge
phim chia Taxol (Paclitaxel) ¢6 pH nhd hon hofc
bing 7, vi quy trinh bao ché, Tuy nhicn, patent niy
khong xde lap pham vi béo hg cho hoat cht
Paclitaxel.

Patent US 5977164 xdc 1ip pham vi bio h cho quy
Irinh bao ché dung dich tiém chira Taxol (Paclitaxel)
vi dugc phim chita Taxol (Paclitaxel) ¢ pH nho hon
hofc bing 7. Tuy nhién, patent ny khong xdc tip
pham vi bdo h cho hoat chat Paclitaxel.

Két luiin: Khong dép img quy dinh vé patent cdp cho
hoat chat,

Quyén sit hitu, chuyén giao patent

CHU $G HUU $P: Hospira Australia Pty Ltd
CHU/CHUYEN NHUGNG PATENT: . Napro Bio
Therapeutics

2. Cong ty cung cdp tai liéu xéc nhin viéc Mayne Pharma Inc
mua lai todn b diy chuyén sin xuit Paclitaxel cia Napro Bio
Therapeutics va viée ddi tén Mayne Pharma Inc thanh Hospira
Ausiralita Pty Lid

3/4: Cang ty bo sung téi liéu xdc nhin viée doi tén nhi may
Napro bio Therapeutics thinh Mayne Pharma USA Inc v doi
tén Mayne Pharma Lid thinh Hospira Australia Pty Lid
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Tén thude - SDK ~ Hoat chit - Him lwgng - Quy cdch

Patent - Chui i hiru - Pham vi bao h

2 . Anzatax 150mg/25miPaclitaxel- | 50mg/25ml
Hap I lo 25ml, Dung dich tiém
-5X: Hospira Australia Pty LtdUc

PATENT: US006509484B2 (Napro Bio
Therapeutics)

US 5972992 A (Napro Bio Therapeutics)

US 5977164 A (Napro Bio Therapeutics)

PHAM VI: US006509484B2: Pham vi bao h khong
phai 1a hoat chit Paclitaxel

US con lai: Pham vi bio hi 14 quy trinh dicu ché va
dang bio ché

Patent US 00650948482 xdc 13p pham vi bio ho cho
hgp chit trung gian ¢ diéu che paclitaxel (xem dong
cudi cua ¢t 2). Ngodi ra, hop chat ndy chira goc
Irifluoroacetic trong Khi hoat chit Paclitaxel khong
chira goc ndy, Do do, patent iy khong xdc [ap pham
vi bao hg cho hoat chat Paclitaxel.

Patent US 5972992 xc lap pham vi bio ho cho duge
phim chia Taxol (Packitaxel) c6 pH nho hon hoe
bing 7, vd quy trinh bdo che. Tuy nhién, patent ndy
khong xdc 1ap pham vi bio hd cho hoat chat
Paclitaxel.

Patent US 5977164 xiic ip pham vi bio hd cho quy
trinh bao ché dung dich tiém chira Taxol (Paclitaxel)
vi duge phém chira Taxol (Paclitaxel) ¢6 pH nho hon
hodc bing 7. Tuy nhién, patent ndy khdng xéc lip
pham vi bdo h) cho hoat chit Paclitaxel.

Két lugn: Khong dép img quy dinh v¢ patent cip cho
hoat chét.

Quyén sir hiu, chuyén ojao patent

CHU SO HUU SP: Hospira Australia Pry Lid
CHU/CHUYEN NHUGNG PATENT:1. Napro Bio
Therapeutics

2, Céng ty cung cip ti licu xdc nhin vigc Mayne Pharma Ine
mua lai todn bo ddy chuyen san xudt Paclitaxel cia Napro Bio
Therapeutics v viée ddi (én Mayne Pharma Inc thanh Hospira
Australita Pry Lid

34; Cong ty bo sung ai ligu xdc nhin vige do1 (én nhi mdy
Napro bio Therapeutics thanh Mayne Pharma USA Inc va doi
1én Mayne Pharma Lid thinh Hospira Australia Pty Ltd

Page 15 of 84



86 Ténthube-SDK  Hoat chit - Him lwgng - Quy cdch  Patent - Chii si biu - Pham vi bio b Quyén si hifu, chuyén giao patent

3 . Anzatax 300mg/S0mlPaclitaxel-300mg/50ml PATENT: US006509484B2 (Napro Bio CHU SO HUU SP: Hospira Australia Pty Lid

Hp 1 1o 50ml, Dung dich tiém Therapeutics) CHU/CHUYEN NHUGNG PATENT:1. Napro Bio

-SX: Hospira Australia Pty LU US 5972992 A (Napro Bio Thetapeutics) Therapeutics
US 5977164 A (Napro Bio Therapeutics) 2. Cong ty cung cdp thi ]i?u xdc nhin vige Mayne Pharma Ine
PHAM VI: US006509484B2: Pham vi bao hd khong  mua lai todn bo ddy chuyén sin xudt Paclitaxel cia Napro Bio
phai 13 hoat chit Paclitaxe] ‘ Therapeutics v vidc ddi tén Mayng Pharma In thanh Hospira
US con lai: Pham vi bao ho i quy trinh dicu ché vi Australita Pty Lid ‘
dang bio ché 344; Cang ty bo sung 1ai ligu x4¢ nhdn viéc doi tén nhi mdy

Patent US 00650948482 xéc lip pham vibio hd cho  Napro bio Therapeutics thinh Maync Pharma USA Inc v& di
hop chit trung gian dé dicu ché paclitaxel (xem dong  1én Mayne Pharma Ltd thdnh Hospira Australia Pty Lud
cuoi cla et 2). Ngodi ra, hop chal nay chira goc

trifluoroacelic trong khi hoat chdt Paclitaxel khong

chira gde nay. Do do, patent ndy khang xic lip pham

vi bio hd cho hoat chat Paclitaxel.

Patent US 5972992 xée 13p pham vi béo hd cho duge

phﬁm chira Taxol (Paclitaxel) ¢ pH nho hon hodc

bing 7, vi quy trinh bao ché, Tuy nhién, patent ndy

khdng xdc 1dp pham vi bao hd cho hoeat chit

Paclitaxel.

Patent US 5977164 xac 13p pham vi bio ho cho quy

trinh béo che dung dich tiém chira Taxol (Paclitaxel)

vi duge phém chira Taxol (Paclitaxel) ¢ pH nhé hon

hodc bing 7. Tuy nhién, patent ndy khong xic lip

pham vi bao b cho hoat chét Paclitaxel

Keét lujn: Khing dip img quy dinh vé patent clp cho

hoat chat.
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$0  Ténthubc-SDK  Hogt cht - Ham lwyng - Quy cich  Patent - Chii sif hiru - Pham vi bio hj Quyén sé hiru, chuyén giao patent

4 . Anzatax Paclitaxel Paclitaxel -30mg/5ml PATENT: US006509484B2 (Napro Bio CHU SO HUU SP: Hospira Australita Pty Lid
30mg/Stal Hop 1 lo Sml, Dung dich tiém Therapeutics) CHU/CHUYEN NHUGING PATENT: 1. Napro Bio
SDK:VN-13010-11  -SX: Hospira Australta Pry LtdUc US 5972992 A (Napro Bio Therapeutics) Therapeutics
US 5977164 A (Napro Bio Therapeutics) 2. Cong ty cung cdp 14i Iié‘u xdc nhdn vi¢e Mayne Pharma In
PHAM VI: US006509484B2: Pham vi bdo hj khong  mua lai todn b ddy chuyén sin xuat Paclitaxel cia Napro Bio
phat [2 hoat chat Paclitaxel Therapeutics v4 viéc ddi tén Mayne Pharma Inc thinh Hospira
US cdn lai: Pham vi bao hy 13 quy trinh diéuché vi  Australita Pty Lid _
dang bio ché 3/4: Cong ty b sung 13i liu xdc nhdn vige doi tén nha miy

Patent US 00650948482 xic [3p pham vibdo hd cho  Napro bio Therapeutics thinh Mayne Pharma USA Inc v doi
hop chit trung gian dé diéu ché paclitaxel (xem dong  1én Mayne Pharma Lid thinh Hospira Australia Pty Lid
cudi ¢ia ¢t 2). Ngodi ra, hop chit ndy chira goc

trifluoroacctic trong khi hoat chat Paclitaxel khong

chira gdc nay. Do do, patent ndy khong xdc lip pham

vi bao hd cho hoat chat Paclitaxel. Patent US

5972992 xdc lap pham vi bio h¢ cho dtr(rc_: phém chira

Taxol (Paclitaxel) cd pH nho hon hodc bing 7, vi

quy trinh bao ché. Tuy nhién, patent ndy khing xdc

1dp pham vi bio hg cho hoat chat Paclitaxel Patent

US 5977164 xiic lap pham vi bio h) cho quy trinh

bio ché dung dich tiém chira Taxol (Paclitaxel) va

dugc pham chia Taxol (Paclitaxcl) cd pH nho hon

hodc bing 7. Tuy nhién, patent ndy khong xc lip

pham vi bao ho cho hoat chat Paclitaxel Két lun:

Khong dép img quy dinh vé patent cp cho hoat chat.

10 Tén doanh nghiép d¢ nghi cong bo: CTY CO PHAN DUQC PHAM PHU THQ

B.CAC HO SO DA XEM XET YU CAU BO SUNG, GIAI TRINH (Téng sb thube: 3).
10.1 BS sung thi liéu ve viéc chuyén nhwong Patent (T6ng sb: 3
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$b  Tén thube - SDK

Hoat chit - Him lrgng - Quy cich

Patent - Chui s6 hiru - Pham vi bao hd

L . Transamin
SDK:VN-6110-08

2 . Transamin
SDK:VN-6616-08

Tranexamic Acid-500mg

vién nén bao phim, hop 10 vi x 10 vién
-8X: Olic - Nhgng quyen Daiichi
SankyoThdi Lan

Tranexamic Acid-250mg

vién nang, Hop 10 vi x 10 vién
-8X: Olic - Nhugng quyén Daichi
SankyoThéi Lan

PATENT: US 3.950.405 (Mitsubishi Chemical
Industries Ltd)

London 1094876 -> Cor quan SHTT Anh khong nim
trong danh sich 14 Co quan SHTT duge cong nhin

PHAM VI: US: Trans-4-aminomethylcyclohexane-1-

carboxylic acid (Biém yéu cdu bdo ho 1: hoat chit

Auid Transamic)

Biém | yéu cau bio ho cia patent US 3950405 xde
Iip pham vi bdo h cho hoat chat Acid Tranexamic.
Ket huin: Dip img quy dinh vé patent cdp cho hogt
chit.

PATENT: US 3.950.405 (Mitsubishi Chemical
Industrics Ltd) ‘
London 1094876 -> Cor quan SHTT Anh khong nim
trong danh sich 14 Co quan SHTT duge cong nhin

PHAM VI: US: Trans-4-aminomethylcyelohexane-1-

carboxylic acid (Biém yéu cdu bio hd 1: hoat chit
Acid Transamic)

Biém | yéu cdu bio h{ cia patcnl US 3950405 xde
lap pham vi bdo ho cho hogt chat Acid Trancxamic,
Kcl Ivin: Ddp img quy dinh vé patent cip cho hoat
chit

qu@u §¢' hi, chuyén glao patent
CHU SO HUU SP: Daichi Sankyo Co. Lid
CHU/CHUYEN NHUQNG PATENT: 1. Theo patent thi chu si
hiru: Mitsubishi Chemical Industrics Ltd
2. Cong ty Daiichi Sankyo Co., Ltd. giéi trinh mdi lién hé cda
céc chi s hiru d6i v Patent US 3.950.405, rong d6 Daichi
Sankyo Co. Ltd 1a dong ch s hifu véi Mitsubishi Chemical
Industries Lid -> D& nghi Cong ty cung cip i iéu chimg minh
Daichi Sankyo Co. Ltd la dong ¢hi sir hiru
3. Gidi trinh viée OLIC Thailand Limited duge sin xudt theo
ity quyén ciia Daichi Sankyo Co. Lid.
314 Cong ty cung cip hop dong chuyén nhurong quyen sin xuat
gilra ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Théi Lan;
Olic Thdi Lan trong & Daichi Sankyo cho phép Cang ty Olic
Thdi Lan sin xudt sin pham
(Cong ty chura cung cap téi liéu chimg minh Daichi Sankyo Co.
Ltd 13 dong chi si hitu Patent

CHU SO HUU SP: Daichi Sankyo Co. Lid

CHU/CHUYEN NHUONG PATENT: 1, Theo patent thi chi sir
hiru: Mitsubishi Chemical Industries Ltd

2, Céng ty Daiichi Sankyo Co., Ltd. gidi trinh mdi lién h¢ cia
cée chi st hiru 461 voi Patent US 3.950.405, trong 46 Daichi
Sankyo Co. Ld 1a dong chi s hiru voi Mitsubishi Chemical
Industries Ltd > D¢ nghi Cong ty cung cdp tai liéu chimg minh
Daichi Sankyo Co. Ltd [ dong chi s hiu Patent

3, Gidi trinh vige Otic Thailand Limited dwot sin xuit theo | uy
quyen vi tiéu chuan Cla Dalchl Sankyo Co. Lid.

3/4: Cong ty cung cdp hop ddng chuyén nhirong quytn sin xuit
gilra ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Théi Lan;
Olic Théi Lan trong 6 Daichi Sankya cho phép Cang ty Olic
Thi Lan sin xudt sin pham

Cang ty chua cung cap t4i liéu chimg minh Daichi Sankyo Co.
Ltd  dong ch st hitu Patent
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3 . Transamin injectionTranexamic Acid-250mg/5ml
Dung dich tiém IM, IV; Hop 10 ong
-8X: Olic - Nhugng quyén Daiichi
SankyoThdi Lan

Patent - Chi s& hiru - Pham vi bdo b

PATENT: US 3.950.403 (Mitsubishi Chemical
Industries Lid)

London 1094876 -> Co quan SHTT Anh khong ndm
trong danh sdch 14 Co quan SHTT dugc cong nhin
PHAM VI: US: Trans-4-aminomethyleyclohexane-1-
carboxylic acid (Diém yéu cu bao h{ 1: hoat chit
Acid Transamic)

Diém | yéu ciu bio b cia patent US 3950405 xde
14p pham vi bio h{ cho hoat chél Acid Tranexamic.
Kéll luin: Dép img quy dinh vé patent cdp cho hoat
chat.

Qu\'én 56 hifu, chuyén glao patent

CHU SO HUU SP: Daichi Sankyo Co. Lid

CHU/CHUYEN NHUGNG PATENT:1. Theo patent thi chi s
hiru: Mitsubishi Chemical Industries Ltd

2. Cong ty Daiichi Sankyo Co., Ltd. giéi trinh moi lién hé caa
cde chi sor hiru dbi véi Patent US 3.950.405, trong dd Daichi
Sankyo Co. Ltd 14 dong chi s hiru véi Mitsubishi Chemical
Industries Ltd -> Bé nghi Céng ty cung cdp ti iéu chimg minh
Daichi Sankyo Co. Lid la ding chi sir hiru

3. Gii trinh viéc OLIC Thailand Limited duge sin xut theo
iy quyén cia Daichi Sankyo Co, L,

3/4: Cong ty cung cip hop dong chuyén nhwong quyén sin xult
gilta ba bén Daichi Sankyo Co. Ltd; Daichi Sankyo Théi Lan;
Olic Thdi Lan trong d6 Daichi Sankyo cho phép Cng ty Olic
Thii Lan sin xudt san phim

Cong ty chua cung cip thi liéu chimg minh Daichi Sankyo Co.
Lud 1 dong chi i hira Patent

11 Tén doanh nghiép dé nghi cong bd: Cty Invida (Singapore) Private Limited
B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thubc: 1).

A [ 1] R ‘
11.1 Khéng dép émg quy dinh (Téng s6: 1)
1. Daivobet Calcipotriol; Betamethasone
SDK:VN-11666-10  dipropionate-50meg/g; 0,5mg/g
Thude md, hop | tuyp |3g, 30g
-8X: Leo Laboratories Limitedreland

CHU SO HUU SP: Leo Pharmaceutical Product Lid A/S
CHU/CHUYEN NHUGNG PATENT:Leo Pharma A'S

PATENT: EP1178808B1 (Leo Fharma A/S) (Patent
khéng ¢6 dau xdc nhdn cia co 50)

PHAM VI: Ché phim duge phim khng chita nude
sir dung cho da dé dicu tri bénh viy nén chira mt
vilamin D, mgl corticasteroid vi mjt dung méi ->
Gidi trinh Fm rd pham vi bio h trong Patent 13 cho
t6 hop (hdn hop) 2 hot chit,

Diém 2 yéu ciu bao hp cia pateat EP1178808B1 xdc
1ap pham vi bio ho cho duge phém chira hoat chit
tutemg ty vitamin D 14 hoat chit calcipotriol, mot
corticosteroid vi mdt dung mis. Diém 4 yéu cdu bio
hd xdc ldp pham vi bdo h cho ché phém dwge phﬁm
chira vitamin D, hoat chat betamethasone hoc ester
dang nh 17-valerate hodc 17,21-dipropionate. Patent
iy khong xdc lip pham vi bio h{ true tiép cho hén
hop hai hogt chil calcipotriol vi betamethasone
dipropionate,

Két Iuin: Khong dip img quy dinh ve patent cdp cho
hén hgp hoat chat
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$0  Tinthubc-SDK  Hoat chit- Him lrgng - Quy cich  Patent - Chii si hifu - Pham vi bio h{
12 Tén doanh nghiép dé nghi cdng bd: CTY TNHH MTV VIMEDIMEX Binh Dwong

gnv@n s¢ hit, chuyén giao patent

B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAL TRINH (Téng sb thube: 10),

12.1B0 sung thi liéu v& viéc chuyén nhwong Patent (Tong s6: 1)

1 . Lastacaft Alcaftadine-0.25%
SPK: Hép | chai 3ml

-SX: Allergan Sales, LLCUSA

12.2 Khing dép img quy dinh (Tong s0: §)

L . Alimta
SDK:VNI-T31-12

Pemetrexed-500mg

truyen

-§X: Lilly France $.A.S {Nha sin vuit mai;

Eli Lilly & Company)Phip

Brimonidine tartrate-0.15%
HapO1 I 5ml

1. Alphagan P
SDK:VN-5168-08

+5X: Allergan Sales, LLCUSA

Hap 1 lo bt ding kh pha dung dich tém

PATENT: US 5,468,743 (Janssen Phamaceutic NV)

PHAM VL. Gidi trinh [dm rd pham vi bao hi) trong
Patent 13 hoat chat Alcafladine

Diém 5 yéu cdu bio ho ca patent US 5,468,743
(dong 47-48, ¢t 81) xdc lip pham vi b hd cho hoat
chit Akeafadine.

Két ludn: Dép img quy dinh vé patent cdp cho hoat

PATENT: US 5344932 (Truslees of Princeton
University)

PHAM VI: US 5344932;

Patent US 5344932 khong xdc ldp pham vi bdo ho
cho hoat chat Pemetrexed. Cic hop chét néu trong
yéu cAu bio h{ cia patent ndy khong chira nhom oxo
trén vdng pyrrolopyrimidine. K¢t luin: Khang ddp
mg quy dinh vE patent cdp cho hoat chat,

PATENT: US 6562873 B2; US 6562873 B2, US
6627210 B2; US 6673337 B2 (Allergan Inc)

PHAM VI: Cdc Patent do Cang ty cung cip deu co
pham vi bdo h¢ 14 dang bdo che nhiim ning cao khd
néng hoa tan cia hoat chat (khang co pham vi bio hy
14 hoat chdt Brimonidine)

28/2: Cong ty bo sung Patent US 5703077 (Allergan)
> Pham vi bao hi 12 phuong phap dicu tr ¢ sir
dung hoat chat, khong bao ho cho hoat chat

Cic patent US 6562873, US 6627;]0, US 6673337
xic Igp pham vi cho ddi tugmg ché phim, Céc patent
ndy khong xdc 1p pham vi bao h¢ cho hoat chit
Brimonidine tartrate. Két lugn: Khong dép img quy
dinh vé patent cép cho hoat chat.28/2: Patent US
5703077 xdc 1ap pham vi bio h cho phwong phip
dicu ti. Patent ndy khing xdc 1ip pham vi bio hj
cho hogt chit Brimonidine tartrate.Két lujn: Khong
dap img quy dinh vé patent cip cho hoat chil.

CHU $G HOU SP: Allergan Ine

CHUICHUYEN NHUONG PATENT: 1. Janssen Pharmaceutic
NV

2.Chura ¢6 tai ligu vé viée chuyén nhugng patent gilta Janssen
Pharmaceutic NV vi Allergan Ine

CHU SO HUU $P: Lilly France

CHU/CHUYEN NHUGNG PATENT: 1. Trustees of Princeton
University ‘

2. Cong ty cung cap vin bin xdc nhdn cua Trustees of Princelon
University cho phép ELi Lilly & Company céc quyén lién quan
dén Patent nbue sin xud, nhdp khdu, xudt khdu .. trén todn thé
gii

CHU SO HUU $P: Allergan Inc
CHU/CHUYEN NHUOQNG PATENT:Allergan In¢
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$6  Ténthube-SDK  Hoatehdt- Him lwgng - Quy ech  Patent - Chi sir hibu - Pham vi bio Quyén s§ hiu, chuyén giao patent

3 . Combigan Brimonidine tartrate and Timolol- PATENT: US 6194415 B1 (Allergan In¢) C HU SO HUU SP: Allergan Inc
SDK:VN-9923-10  Brimonidine tartrate 2mg/ml and Timolol ~ US 6465464 B2 (Allergan Inc) CHUICHUYEN NHUGNG PATENT:Allergan Inc
Smg/ml US 7030149 B2 (Allergan Inc)
Hap | éng 5 ml PHAM VI: US: Pham vi bdo h cdc Patent 1d phuong
-SX: Allergan Pharmaceutical phip diéu trf ¢6 sir dung hén hop 2 hoat chit, khong

phai bio hj cho 2 hon hgp 2 hoat chit

Patent My s6 US 6194415 BI xdc lap pham vi bao
o cho phumg phap bio vé dc hai cho than kinh thi
gidc vi vong mac bing cich ding hop chit (2-
imidazolin-2-ylamino)quinoxoalines, tuy nhién
khong xdc 13p pham vi bio ho cho hon hop hai hoat
chit Brimonidine tarirate/Timolol.

Két lugn: Khang dép img quy dinh vé patent cdp cho

hn hap.
4 . Humulin 70/30 INJ Insulin ngudi- 100IU 10m| PATENT: US 3457066 (Eli Lilly and Company) C HI:J $6 HUU SP: Eli Lilly and Company
1001U 10ML Dung dich, hiplo PHAM VI: Qué trinh chuyen doi tir ticn insulin CHU/CHUYEN NHUQNG PATENT:El Lilly and Company
SDK:VN-4420-07  .SX:Eli Lilly&CompanyUSA nguwdi sang insulin nguoi -> Gidi trinh lim rd pham

vi bio hg trong Patent 13 hoat chit

28/2: Cong ty b sung cdc Patent US 4506013; US
4430266; US 4616078

Patent US 5457066 xic lip pham vi bao hd cho quy
(rinh chuyén hod tién chat insulin ngudi thnh insulin
ngudi. Tuy nhién, patent ndy khong xic Ldp pham vi
bao hd cho hoal cht insulin ngut‘xi.l(fﬂ ludn: Khng
ddp img quy dinh vé patent cp cho hoat chi,

28/2: Patent US 4306013 xiic ldp pham vi bao h cho
phucng phap lim dn dinh va hya chon cdc té blo vit
chi vi khuan chira ADN 14i t6 hop va cdc doi tgng
lién quan (1¢ bao vit chi vi khudn bién nap, E. Coli,
Plasmid, ...). Patent US 4430266 xdc lip pham vi
béo h) cho quy trinh diéu ché tién insulin, patent US
4616078 xdc 1ap pham vi bao ho cho quy trinh tich
tap chit ra khoi hdn hop khong tinh khiét chira tién
insulin, Tuy nhién, cdc patent ndy khdng xdc lip
pham vi bao h cho hoat chét insulin ngm‘;i.](él ludn;
Khang dip img quy dinh vé patent cép ch hoat
chat.

Page 21 of 84



§b  Tén thube - SDK

3 . Humulin N INJ
1001V 10ML

SDK:¥N-2977-07

Hoat ¢chét - Him lrgng - Quy ¢ich  Patent - Chii si hitu - Pham vi bio hj

Insulin ngwdi-1001U 10ml
Dung dich, Hop/Lo
SX: Eli Lilly & CompanyMy

PATENT: US 5457066 (Eli Lilly & Company)
PHAM VI: Qud trinh chuyén dai 1it ticn insulin
ngudi sang insulin nguéi -> Gidi trinh lim rd pham
vi bdo ho trong Patent 13 hoat chdt

2812: Cng ty b sung cic Patent US 4506013; US
4430266; US 4616078

Palent US 5457066 xdc lip pham vi bio bd cho quy
trinh chuyén hod 1ién chat insulin ngudd thinh insulin
nguti. Tuy nhién, patcnt ndy khong xdc 1ip pham vi
béo ho cho hoat chat insulin ngudi.Ket lugn: Khng
dap tmg quy dinh vé patent cdp cho hogt cht. 28/2:
Patent US 4506013 xdc ip pham vi bo b cho
phurong php [im on dinh v lwa chon cdc (€ bio vl
chid vi khudn chita ADN 1 1 hop va ede ddi uomg
lién quan (¢ bao vt chi vi khudn bién nap, E. Coli,
Plasmid, ...). Patent US 4430266 xdc lip pham vi
béo h cho quy trinh diéu ché tién insulin, patent US
4616078 xdc 1ip pham vi bio h cho quy trinh téch
tap chit ra khoi hon hop khng tinh khiét chira tién
insulin, Tuy nhién, cdc patent ndy khang xdc Iip
pharm vi bao h cho hoat cha insulin pgu&i.](él udn:
Klgéng dhp img quy dinh ve patent cap cho hoal
chat.

CHU 8O HO'U SP: Eli Lilly & Company
CHU/CHUYEN NHUGNG PATENT:El: Lilly & Company
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Hoat chit - Hm lrgng - Quy cich

6 . Humulin R INJ
1001V 10ML

SDK:VN-2078-07

71 . Negamiyu
SDK:VN-4146-07

Insulin ngwoi- 100U 10ml
Dung dich, Hop/Lo
-SX: Eli Lilly & CompanyMy

L-Isoleucine, L-Leucine, L-Lysine acetate,
L-Methionine, L-Phenylalanine, L-
Threonine, L-Tryptophan, L-Valine, L-
Alanine, L-Arginine, L-Aspartic acid, L-
Glutamic acid, L-Histidine, L-Serine, L-
Proline, L-Tyrosine, Glycine-6,1%

Tisi 200ml, tiém truyén tinh mach

-SX: Ajinomoto Media Co., Ltd Nhit

Patent - Chii si hiru - Pham vi bio hé

PATENT: US 5457066 (Eli Lilly & Company)
PHAM VI: Qud trinh chuyén doi it tién insulin
ngud sang insulin ngwoi -> Gidi trinh 1m 13 pham
vi bio b trong Patent 14 hoat chit

28/2: Céng ty b sung cde Patent US 4506013; US
4430266, US 4616078

Patent US 5457066 xdc lip pham vi bio ho cho quy
trinh chuyén hod tién chit insulin ngui thinh insulin
ngudi. Tuy nhién, patent ndy khong xdc lip pham vi
bio hi cho hoat chdt insulin ngudi. Két ludn: Khong
dip img quy dinh vé patent cdp cho hoat chit 28/2:
Patent US 4506013 xdc lip pham vi bdo h{ cho
phuong phap lim on dinh va lya chon cdc & bao vt
chit vi khudn chira ADN 14 6 hop va céc i tugng
lién quan (t bao vt chi vi khuan bién nap, E. Col,
Plasmid, ...). Patent US 4430266 xéc lap pham vi
bao hd cho quy trinh diéu ché tién msulin, patent US
4616078 xdc Jap pham vi bao h cho quy trinh 1ch
tap chit ra khoi hon hop khing tinh khiét chita tién
insulin. Tuy nhién, cde patent ndy khong xdc lip
pham vi bio h cho hoat chat insulin ngué Két lugn:
Khang dép img quy dinh vt patent cdp cho hoat
chit.

PATENT: VN 19678 (Ajinomoto Co., INC, Nhit
Bin).

PHAM VI: Hén hop acid amin dé diéu s tinh trang
thiéu mdu, giam licu licu lugng Erythropoietin khong
ché cde mic phosphat huyél thanh, kim ham sy di

hoa protein & binh nhén loc mdu.

$ patent VN19678 duge cung cdp li khong chinh
xic. Diy i s6 cong bb don ciia don yéu cdu cip
patent Viét Nam vé1i s6 don 1-2008-03194, don ndy
viin dang trong qud trinh thim dinh vi chira e cip
patent.

Kt lun: Khong ddp img quy dinh ve patent cdp cho
hot chét.

Quyén si hitu, chuyén giao patent
CHU SG HUU SP: Eli Lilly & Company
CHU/CHUY EN NHUGNG PATENT:E Lilly & Compeny

CHU G HUU SP: Chi st hiru: Ajinomoto Pharmaceuticals
Co,, Lud.

CHU/CHUYEN NHUGNG PATENT:Khng cb. Bé nghi b
chis 56 hifu patent: Ajinomoto Co., INC, Nhit Ban ty quyén sir
dung patent cho chi s hifu san phdm

2512: Céng ty cung cdp thir Gy quyén cia Ajinomoto Co., INC

cho Ajinomoto Pharmaceuticals Co., Lid. dwge sir dung Patent
VN19678 tai Viét Nam
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§0  Tén thube - SDK

§ . Relestat

hi Epinastine HCL-0.03%
SDK:VN-1384-10

hop 1 chai 54ml
-SX: Allergan Pharmaceutical

Hoat chit - Him lwgng - Quy cich  Patent - Chui sé hir - Pham vi bao h§

PATENT: US7429602 B2 (Bochringer Ingelheim
Pharma GimbH)

PHAM VI: Dicu tr viém két mac tai chd bisi dung
dich epinasine - Phar vi bao hé [ phuong phip
dicu tri (khong phai bao b cho hoat chit)

28/2: Cong ty bo sung Patent US 5312916
(Bochringer Ingelheim KG) > Pham vi bao ho la
phiomg phip dicu ché hoat chit

Patent US 7429602 xdc 1ip pham vi béo h{ cho
phuong php dicu tri Patent ndy khong xic lip pham
vi bio hd cho hoat chdt Epinastine HCL.Ket lugn:
Khong dip img quy dinh vé patent ¢ip cho hoat chit.
28/2: Patent US 5312916 xdc 1ip pham vi bao ho cho
quy trinh dicu ché. Patent ny khong xéc lip pham
vi bio hd cho hoat chit Epinastine HCLKét luin:
Khong dip img quy dinh v patent cép cho hogt chit,

12.3 Pham vi bio hd 13 quy trinh bao ché. (Téng sb: 1)

1, Baraclude
SDK:VN-3828-07

Entercavir-0,5mg

-SX: Bristol Myers SquibbM§

Hp 3 vix 10 vién nén bao phin

PATENT; VN 4547 (Bristol Myers Squibb Co.)

US 662722482 (Bristol Myers Squibb Co.)

PHAM VI: US: Durge phim chira Entecavir licu thap
va phurong phdp béo ché chiing -> Pham vi bio hd la
quy trinh dicu ché (khong phii 13 hoat chét)

4/3: Cang ty gidi trinh hoat chit enteeavir trutre diy
durge sir dung dé diéu tr] virus Herpes, sau do cong ty
nghién citu vi cai tién cong thite va litu diing cho
hiéu qua khing virus HBY cing nhu diéu tr viém
gan B man tinh

Quyén si hiru, chuyén giao patent

CHU SO HUU SP: Allergan Inc

CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu xd¢ nhin
viée chuyén quyen so hiru Patent cia Boehringer Ingelheim
Pharma GmbH cho Allergan Inc.

CHU S0 HG'!J SP: Bristol Mycrs Squibb Co.
CHU/CHUYEN NHUGNG PATENT:Bristol Myers Squibb

13 Tén doanh nghiép dé nghi cong bo: Diethelm&Co..Ltd
B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thude: 1).
13.1 Bd sung tii liéu vé viéc chuyén nhwgng Patent (Téng s6: 1)
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Patent - Chii s& hiru - Pham vi bio hi

1 . Hyalgan Mubi natri cia acid Hyaluronic
SDK:VN-11857-11  (Hyalectin) 20mg-20mg/2ml
Hip it ing tiém bom day sin 2ml dung
dich tiém trong khinp
-SX: Fidia Famaceuticia$ p. Altaly

PATENT: US 3925626 (Fidia S.p.A)

PHAM VI: Phin doan Hyaluronic acid ¢0 tic dung va
chc ché pham dirge phim ¢6 chira ching -> Pham vi
bao ho trong Patent 13 dang bao ché: )
2112: Cdng ty gidi trinh Dicm yéu cu bao hd 0 1,
5,9 chinh I3 hoat chit acid Hyaluronic

Diém | yéu ciu bao ho cia patent US 5925626 xic
Iip pham vi bao hd tryc ticp cho phin doan
Hyaluronic acid.

Ket luin: Dap img quy dinh v¢ patent cdp cho hoat
chat,

14 Tén doanh nghiép dé nghi cong bd: Gedeon Richter PLC
B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng s0 thude: 3).

A ’ . F A
14.1 Khong ddp img quy dinh (Tong so: 3)
1, Mydocalm Tolperisone Hydrochloride; Lidocain
SDK:VN-5365-10 Hydrochloride-150mg; 2. Smg
Thuac tiém, Hop 5 ong x | ml
-8X: Gedeon Richter PlcHungary

PATENT: HU144997 ( (Richter Gedeon Yegyczeli
Gyar RT) > Co quan SHTT Hungari khong ndm
trong danh séch 14 Co quan SHTT dugc cong nhin
EP 2175839 BI ( Richter Gedeon Nyrt)

PHAM VI: EP; Pham vi bao hj 13 dang bo ché
(vién gidi phong ¢ kiém sodl), khong phai cho hoat
cht hon hop 2 hoat chat Tolperisone va Lidocain
Patent Hungary khong dugc xem xét do Cor quan
sing ché Hungary khong ndm trong s0 céc co quan so
hiu ti tué durge chp nhan néu trong Muc V cia
“Quy dinh tam this vé céc (i liéu cin cung cdp dé
cdng b cdc danh muyc thude biét duge géc,. thude
twromg duong dicu tri v thude bit duge goe, thude
¢0 tdi liéu chimg minh trong dwong simh hoe" dwge
ban hinh kém theo Quyct dinh 56 2962/QD-BYT cia
BG Y té Patent EP 217583981 xic Lip pham vi bio
g cho durge pham gii phong e kiém sodt chira
Tolperisone Hydrochloride. Tuy nhién, patent ndy
khong xdc ldp pham vi bo hg cho hoat chat
Tolperisone Hydmchloridc.!{él ludn; Khong dip img
quy dinh vé paten cip cho hoat chit

Quyén s hitu, chuyén piao patent

CHU SO HUU SP: Fidia Farmaceuticia$ p.A
CHU/CHUYEN NHUGNG PATENT:Fidia $.p.A

Giai trinh v cung cap tai ligu lim rd mdi lién h¢ giira Fidia
FarmaceuticiaS.p.A v Fidia S.p.A

CHQ S0 HU'U SP; Gedeon Richter Plc
CHU/CHUYEN NHUGNG PATENTRichter Gedeon Nyrt
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Patent - Chui i hiru - Pham vi bio hd

1 . Mydocalm 150mg  Tolperisone Hydrochloride- 1 50mg
SDK:VN-8556-08  Vién nén bao phim, Hop 3 vi x 10 vién
-5X: Gedeon Richter PlcHungary

3. Mydocalm S0mg  Tolperiscne Hydrochloride-S0mg
SDK:VN-8705-09  Viénnén bao phim, Hop 3 vix 10 vién
-8X: Gedeon Richter PlcHungary

PATENT: HU1449%7 ( (Richter Gedeon Vegyezet
Gyar RT) -> Co quan SHTT Hungari khong ném

Quyén s§ hiru, chuyén piao patent

CHU SG HUU SP: Gedeon Richier Ple
CHUICHUYEN NHUGNG PATENT-Richter Gedeon Nyrt

trong danh séch 14 Co quan SHTT dugrc cong nhin
EP 2175839 BI ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao h{ ld dang bio ché
(vién giai phong co kiém sodt), khong phai cho hoat
cht Tolperisone

Patent Hungary khong duoc xem xét do Co quan
sing ché Hungary khang nim trong 0 céc cor quan 5@
hiru tri wé duge Lhap nhdn néu trong Mye V cia
"Quy dinh tam thisi v cde i ligu can cung cap d&é
cing bo cdc danh mue thude bl;l duge gou thude
twong duong ditu tr v6i thude bigt duoe gbe, thude
€0 thi liéu chimg minh Wwong dwong sinh hoc" duge
ban hiinh kém theo Quyét dinh 0 2962/QD-BYT cua
BG Y té Patent EP 2175839B1 xic lip pham vi bio
hd cho dsge phim gidi phong cd kiém sodt chira
Tolperisone Hydrachloride. Tuy nhién, patent ndy
khong xic 13p pham vi bio h{ cho hogt chit
Tolperisone Hydrochlorldu Két udn: Khong ddp img
quy dinh vé paten cép cho hoat chat,

CHU $G HUU SP: Gedeon Richter Ple

PATENT: HU144997 { (Richter Gedeon Vegyezel ‘
CHU/CHUYEN NHUGNG PATENT Richter Gedeon Nyrt

Gyar RT) <> Co quan SHTT Hungari khong nim
trong danh sich 14 Co quan SHTT dugc cdng nhin
EP 2175839 BI ( Richter Gedeon Nyrt)

PHAM VI: EP: Pham vi bao h{ li dang bio ché
(vicn giai phong cb kiém sodt), khong phai cho hogt
chit Tolperisone

Patent Hungary khong duge xem xét do Co quan
sing ché Hungary khong niim trong sb ¢ cor quan so
hiru trf tué duge chp nhdn néu trong Mue V clia
“Quy dinh tam thai vé cdc ti liéu cin cung cap dé
cdng b cae danh myc thude biét duge goe, thude
twong duong dicu tr vor thude bigt duoe goe, thudc
¢0 tdi ligu chimg minh twong duwong sinh hoc" duoc
ban finh kém theo Quyét dinh 56 2962/QD-BYT cia
BO Y 1¢ Patent EP 217583981 xic lip pham vi bio
hd cho duge pham giai phong ¢ kicm sodt chira
Tolperisone Hydroch]oridc. Tuy nhién, patent ny
khong xdc Lap pham vi bio ho cho hoat cht
Tolperisone Hydrochloride. Két ludn: Khong ddp img
quy dinh vé paten cép cho hoat chat.
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15 Tén doanh nghiép dé nghi cong bd: Hyphens Pharma Pte. Ltd

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

15.1 Bd sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 1)

1 . Besivance Besifloxacin-besifloxacin 6,63mg/ml(o,6%) PATENT: US 6,685,938 (lnsite Vision CHU SO HUU SP: Bausch & lomb inc
SDK:VN1-686-12 Incorporated) CHU/CHUYEN NHUGNG PATENT:1. Insite Vision
hop | lo Smi hon dich thudc nhomitve  PHAM VI: US: THinh phin quinolon carboxylic Incorporated
tring acid va cdc phuong phap diéu tri ¢ lién quan -> 2. Cong ty cung cip t4i liéu chuyén nhugng vé ml Patent giira
Pham vi bao hd 12 dang bao ché vi phurong php diéu  Insite Vision Incorporated vi Bausch & lomb in¢
i 25/3: Dé nghj Cong ty thi liéu chuyn nhwong Patent gia 83
25/3: Cong ty bo sung patent US 5447926 (S Pharmaceutical Co Ltd va Bausch & lomb inc

Pharmaceutical Co Lid)

Patent US 6,685,958 xdc lap phamn vi bio hg cho
ché phim nho mit chira khang sinh pho rng. Tuy
nhién, patent ndy khong xdc l3p pham vi bio i cho
hoat chat Besifloxacin.Két lugn: Khong ddp {mg quy
dinh ve patent cap cho hoat chat.23/3: Dicm 4 yéu
ciu bao h cha patent US 5447926 xiic lip pham vi
béo h) cho hoat chat Besifloxacin. K¢t luin: Dip img
quy dinh vé patent cip cho hoat chit.

15.2 Khéng ddp img quy dinh (Tdng sb: 1)

1 . dotarem Acid Gadoteric-27.932¢/| 0l PATENT: US 5,886,158 (Guerbet S.A) CHU SO HUU $P: Guerbet
SDK:VN-3655-07  lo chia 0, 15ml, 20ml dung dich tém ~ PHAM VI: US: Phirc hop kim logi ciia polyamino CHU/CHUYEN NHUGNG PATENT:Guerbet $.A
-SX: GuerbetFrance oxid vi tmg dung cla nd trong chin dodn hinh dnh ->
G trinh Jim rd pham vi bao ho 1 hoal chit
Gadoteric acid

Patent US 5,886,158 xde lip pham vi bio hg phic
hop kim logi gadolinium ¢6 ciu tric hoa hoe khic
vor cdu tric hoa hoe cia phie hop axil gadoteric, Cy
thé trong patent nay, céu tric chita R 1 nhom cong
thire héa hoc chira vong benzene, ¢dn axit Gadoterie
¢6 cdu trie vii R 1 hydrogen. .

Két ludn: Khang dip img quy dinh vé patent cép cho
hoat chal.

16 Tén doanh nghiép dé nghi cong bd; ~ Les Laboratoires Servier
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s thube: 5).

161 Khong dp img quy dinh (Tong sb: 4)
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1. Coveram 10mg/10mg
Laboratoires Servier
besilate 10mg-Perindopril Arginine 10mg
, Amlodipine besilate 10mg
Hap | lo chira 30 vién nén

-SX: Servier (Ireland Industries Ltd) Ireland

1. Coveram 10mg/SmgPerindopril Arginine 10mg , Amlodipine
besilate Smg-Perindopril Arginine 10mg,
Amlodipine besilate Smg
Hap 1 lo chira 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

Perindopril Arginine 1 0mg , Amlodipine

US 6698481 (Les Laboraloires Servier)

PHAM V1: US 4,508,729: Pham vi bio hd 14 hoat
chat Perindopril, khong phai cho hén hgp 2 hoat chit
Perindopril Arginine , Amlodipine besilate.

US 6698481 Pham vi bio hd 13 hoat chit dang mudi
Perindopril Arginine, khong phai cho hin hgp 2
hoat chit Perindopril Arginine , Amlodipine besilate.
-> Denghi Cang ty bo sung chinh xéc Patent ¢
pham vi bao b cho hin hop 2 hoat chit

Diém 3 yéu chu béo h ctia Patent My US 4508729
chi xdc I3p pham vi bio ho cho hoat chit Perindopril,
tuy nhién khong xéc 1ip pham vi bao o cho hon
hgf Perindopril/ Amlodipine.

Két luin: Khong dip img quy dinh ve patent cdp cho
hon hyp.

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bio hd 1 hoat
chit Perindopril, khong phi cho hon hop 2 hoat chit
Perindopril Arginine , Amlodipine besilate.

1S 6698481: Pham vi bao hi 13 hoat chit dang mudi
Perindopril Arginine, khong phai cho hon hop 2
hoat chat Perindopril Arginine , Amlodipine besilate.
> Dinghi Cdng ty bé sung chinh xac Patent ¢6
pham vi bao h{ cho hn hop 2 hoat chit

Diém 3 yéu cdu béo h ciia Patent My US 4508729
chi xdc lip pham vi bao ho cho hoat chit Perindopril,
tuy nhién khong xéc lip pham vi bio h cho hon

hop Perindopril/ Amlodipine.

Keét lugn: Khong dip img quy dinh vé patent cip cho
hon hop.

!!uvan st hl'l'nI chuyén glao patent
PATENT: US 4,508,729 (Adir) CHU $G HUU SP: Les

CHU/CHUYEN NHUGNG PATENT:Les Laboratoires Servier

CHU SO HUU SP: Les Laboraloires Servier
CHU/CHUYEN NHUGNG PATENT:Les Laboratoires Servier
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3 . Coveram Smg/10mgPerindopril Arginine Smg , Amlodipine
besilate 10mg-Perindopril Arginine Smg
Amlodipine besilate |0mg
Hap 1 lo chiza 30 vién nén
-SX: Servier (Ireland Industries Ltd) Ireland

4 . Coveram Smeg/Smg Perindopril Arginine Smg , Amlodipine
SDK:VN-8233-09 besilate Smg-Perindopril Arginine Smg,
Amlodipine besilate Smg
Hap 1 lo chira 30 vién nén
-8X: Servier (Ireland Industries Lid) Ireland

Hoat chit - Him lromg - Quy cdch  Patent - Chii sir hifu - Pham vi bio hi

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laboratoires Servier)

PHAM VI: US 4,508,729: Pham vi bao ho 1 hoat
chit Perindopril, khong phéi cho hén hop 2 hoat chit
Perindopril Arginine | Amlodipine besilate.

US 6698481: Pham vi bao b 14 hoat chét dang mudi
Perindopril Arginine, khong phéi cho hon hp 2
hoal chit Perindopril Arginine , Amlodipine besilale.
-> Dénghi Cangty bd sung chinh xd Patent c6
pham vi bao h{ cho hon hop 2 hoat chat

Dicm 3 yéu cau béo ho cta Patent My US 4508729
chi xéc Iip pham vi bio ho cho hoat chét Perindopril,
tuy nhién khong xdc 1ip pham vi bio hd cho hén

hop Perindopril/ Amlodipine.

Keét ludn: Khng dap img quy dinh vé patent cdp cho
hén hop.

PATENT: US 4,508,729 (Adir)

US 6698481 (Les Laborataires Servier)

PHAM VI: US 4,508,729 Pham vi bdo h{ 13 hoat
chit Perindopril, khong phi cho hon hop 2 hoat chat
Perindopnil Arginine , Amlodipine besilate.

US 669848 1: Pham vi bao b L4 hoat chét dang mudi
Perindopril Arginine, Khong phéi cho hon hop 2
hoal chit Perindopril Arginine , Amlodipine besilae,
-> Dénghi Cang ty bd sung chinh xde Patent c6
pham vi bio hd cho hon hap 2 hoat chit

Diém 3 yéu cdu bio h ciia Patent My US 4508729
chi xéc |3p pham vi bdo ho cho hoat chét Perindopril,
tuy nhién khéng xdc 1ip pham vi bio hd cho hdn

hop PerindoprilAmlodipine. )

Ket ludn: Khong ddp img quy dinh v patent ¢ap cho
hon hop.

16.2 Pham vi bio ho chira rd, dé nghi lim ré ndi dung bio h (Tdng s0: 1)

. Stablon

1 Tianeptine 12.5mg-Tianepting |2.5mg
SDK:VN-14727-12

Hap 2 vix 15 vién bao
-5X: Les Laboratoires Servier

17 Tén doanh nghiép dé nghi cong bi:

PATENT: US 3,758,528 (Science Union et Cie)
PHAM VI: Hop chit tricyclic > Gidi thich lam rd
pham vi bao hi trong Patent chinh 1 hogt chél
Tianeptine. (Trong Patent chi d¢ cp dén cong thirc
Tianeptine & vi du 30 chit khong néu rd trong pham
¥ bio ho)

Sanofi Aventis Viét Nam
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CHU SO HUU SP: Les Laboratoires Servicr
CHU/CHUYEN NHUGONG PATENT:Les Laboratoires Servier

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

CHU SGHU'U SP: Les Laboratoires Servier
CHU/CHUYEN NHUGNG PATENT:C téi liéu xdc nhin
viée chuyén sir hiru Patent tir Science Union et Cie cho Les
Laboratoires Servie
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B. CAC HO SO DA XEM XET YEU CAU_BO SUNG. GIAI TRINH (Téng s thube: 20).
17.1 B6 sung i liéu vé viéc chuyén nhwong Patent (Tong s0: 9)

L . Amaryl glimepirid-Img PATENT: EP 0031058A1 (Hoechst CHU $G HUU SP: PT Aventis Pharma
SDK:VN-6298-08  Hap3 vix 10 vién nén Aktiengesellschafi) CHU/CHUYEN NHUGNG PATENT:Co i li¢u xdc nhin
-SX: PT Aventis pharmalndonesia PHAM VI Céc sulfonyl ure, quy trinh ticu ché v Sanofi Aventis dd nim gitt Hoechst Aktiengesellschaft
cdc duge phim chira cdc hop cht do -> G trinh lam  Dé nghi Céng ty cung cap tai ligu va giai trinh lam rd moi lién
rd pham vi béo h{ 1 hoat chit Glimepirid. h¢ gitra PT Aventis pharma vd Sanofi Aventis
25/2: Cong ty cung cap Patent US 4379785 (Hocchst
AG)

EP 0031038A1 14 56 cdng bd don sang ché chiu Au,
héng phii patent K¢t lujn: Khing ddp img quy dinh
vé patent cip cho hoat chdt 25/2: Diém 3 yéu cdu
bio hd cia patent US 4379785 xdc lp pham vi bio
h{ cho hoat chit Glimcpiridc.lﬂé'l lujn: Dép img quy
dinh vé patent edp cho hoat chit.

1. Amaryl glimepirid-4mg PATENT: EP 0031058A1 (Hoechst CHU $G HUU SP: PT Aventis Pharma
SDK:VN-§879-09  Hap3 vix 10 vién nén Aktiengesellschafi) CHU/CHUYEN NHUQNG PATENT:C6 téi liéu xdc nhin
SX: Sanofi Aventis SPAIndonesia PHAM VI: Céo sulfonyl ure, quy trinh diéu ché v~ Sanofi Aventis d ndm it Hoechs! Aktiengesellschaf
cdc dugre phim chira cde hop chat d6 -> Gidi thich D¢ nghi Cong ty gidi trinh v lam £ mdi lién h¢ gilta Sanofi
lam 1 pham vi bdo hd 13 hoat chél Glimepirid, Aventis SPA vi Sanofi-Aventis

25/2: Cong ty cung cip Patent US 4379785 (Hoechst
AG)-> Gidi thich 1am rd pham vi bao hg 14 hoat
chit Glimepirid.

EP 0031058A1 14 6 cding bd don sang ché chiu Au,
khong phii paml.!(ét lugn: Khang dip img quy dinh
vé patent cdp cho hoat chdt25/2: Diém 3 yéu edu
béo h cia patent US 4379785 xdc 1ip pham vi bio
hd cho hoal chat Glimepiride. K¢t lun: Dép img quy
dinh vé patent cip cho hoat chit



$6  Tén thube - SDK

Hoat chit - Him lwong - Quy cdeh

Patent - Chii si hiru - Pham vi bao h

3 . Eloxatin

oxaliplatin-5mg/ml

SDK:VN-12644-11 vA Hap 1o 10 ml vi | lo 20ml dung dich

VN-12645-11

4 . Rodogyl
SDK:VN-3748-07

dim dc pha dung dich tiem lmyén
-SX: Aventis pharma (Dagenham)Anh

Spiramycin, Metronidazole-Spiramycin
750000 1.U., Metronidazole 125mg
vién nén bao phim, hgp 2 vi x 10 vién
-SX: Farmar LyonFrance

PATENT: WO 99143355 (Sanofi) > Xem xét lai

do WIPQ khong ndm trong danh sich 14 co quan s¢
hiru tri tug theo quy dinh,

PHAM VI: Ce ché phim chita Oxaliplatin

104; Cng ty bé sung Patent US 5338874 (Tanaka
Kikinzoku Kogyo KK) (Diém yéu cdu bio h 1 Hoat
chit oxﬂllplalm}

WO 99/43355 14 st cong b don qube té, khung phai
patent. Két hudn: Khong dip img quy dinh vé patent
cdp cho hogt chi.

104: Patent US 5338874 xde lip pham vi béo ho cho
hoat chit Oxahplalm 0 dang lmh khiét quang hoe
{Optically Pure). Néu hoat chit Oxallplaun co mil
lrong sén pham Eloxatin & dang linh khiét quang

hoc, thi diém | va 2 yéu clu bio h) patent us
5338874 dugc coi la xic ip pham vi bio h{ cho hoat
chil Oxaliplatin. Qua thong tin san phim, biét rﬁng
hoat chit Oxaliplatin ¢d mt trong sdn pham Eloxatin
& dang tinh khiét quang hot Cis- {oxalato(IR, 2R~
cyclohcxancdmmnm)platmum (ID), dodé dicm 1 va 2
yéu ciu bio ho patent US 5338874 xic lip pham vi
bio ho cho hoat chit Oxaliplatin trong san phém
Eloxatin.

Ké‘l luin: Bdp img quy dinh vé patent cip cho hoat
chat

PATENT: US 6162792 (Aventis Pharma 5.A)
PHAM VI: Sit dung Spiramycin dé diéu tri roi loan
dudmg tiéu hoa giy ra bai H.Pylori -> Pham vi bio
hé 14 phirong phép dicu 1ri khing phii cho hén hop
hoat chal.

28/2: Cong ty bd sung Patent US 6162792 (Avcnus
Pharma SA) (Diém yéu cdu abor h 17: Hon hop 2
hoat chét Spiramycin, Metronidazole)

Diém 17 yéu cdu bio h{ cita patent US 6162792 xic
Iip pham vi béo bd cho duge phim chira hin hop
gom Spiramycin vA Metronidaozole K¢t lujn; Ddp
img quy dinh vé patent cdp cho hoat chit,

. ; Page 30 of 84
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CHU SO HU'U SP: Sanofi Aventis

CHU/CHUYEN NHUQNG PATENT: 1. Tanaka Kikinzoku
Kogyo KK ’

10/4: Cong ty cung cap i lidu xdc nhin viée chuyén nhugng
Patent tir Tanaka Kikinzoku Kogyo KK cho Debio Pharm SA
- Cong ty cung cdp hop dong chuyén nhugng Patent t Debio
Pharm cho Sanofi-Synthelabo (hi¢n nay 13 Sanofi-Aventis)

- D nghi edng ty gidi trinh vi cung cdp i liéu lim 1 méi lién
hé gitra Aventis Pharma (Dagenham) va Sanofi-Aventis

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUGNG PATENT: Aventis SA d sip nhip
vio Sanofi Aventis

pé nghi Cong ty gidi trinh vi viée Farmar Lyon sin xudt theo
1y quyen va tiéu chudn cua Sanofi Aventis
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5, Taxotere Docetaxel-200mg/0 Sl PATENT: US 5698582 (Rhone-Poulenc Rorer SA,,  CHU SGHUU SP: Sanofi Aventis
SDK:VN-12647-11  hip1lo05mi+1lodungmdi L5ml.  Antony, France) CHU/CHUYEN NHUGNG PATENT:Ti ligu xdc nhin Cing
Dung dich dfm dic pha dung dich tiém ~ PHAM VI: Dén chit nhom Taxane ty Rhone Cooper S.A sép nhdp vio Sanofi
truyén 2502: Cong ty b sung Patent US 4814470 (Rhong- ~ 25/2; Gidi trinh va cung cdp 131 iéu l4m 1 moi quan h¢ gilta
-5X: Aventis Pharma(Dagenham)UK Poulenc Sante) (Biém yéu cau bio ho 2; Hoal chit Aventis Pharma (Dagenham) vi Sanofi Aventis
Docetaxel)

Patent US5698582 xdc 1ip pham vi bio hd cho dugc
phim chira dan xudt taxan dung de tiém u'uyen Tuy
nhién, sang ché ndy khong xic lip pham vi bio hg
cho hogt chil docetaxcl cling nhur duge phém chira
hoat chat docetaxel Két lugn: Khing ddp img quy
dinh vé patent cip cho hogt chat Huémg khic phuc:
Xiie dinh chinh xdc patent ;(ﬂc 1dp pham vi bio hd
cho hoat ‘chél docetaxel (néu cd). .

25/2: iém 2 yéu chu bio hi cia patent My s6 US
4814470 xic lip pham vi bao b cho hogt chat

Docetaxel.
Ku luin: Dép img quy dinh vé patent cip cho hoat
chil.
6 . Taxotere Docetaxel- 80mg/2ml PATENT: US 5698582 (Rhone-Poulenc Rorer A,  CHU SO HUU $P: Sanofi Aventis
SDK:VN-12646-11  Hip!1lo2mlo+ | lg dung mdi 6 ml. Dung ~ Antony, France) CHU/CHUYEN NHUQNG PATENT:TAi liéu x4c nhdn Cong
dich dam dic pha dung dich tiémtruyén ~ PHAM VI: D chit nhém Taxane ty Rhone Cooper S.A sép nhdp vio Sanofi

-SX: Aventis Pharma(Dagenham)UK 25/2: Cong ty b sung Patent US 4814470 (Rhone-  25/2: G trinh v cung cdp 11 iéu lm 13 moi quan hé ilta
Poulenc Sante) (Diém yéu cau bio ho 2; Hoat chit Aventis Pharma (Dagenham) va Sanofi Aventis
Docetaxel)

Patent US5698582 xdc Lip pham vi bdo hd cho dugc
pham chira dﬁn xuit taxan dung detiém 1n|yen Tuy
nhién, sang ché niy khéng xic 1ip pham vi bio ho
cho hoat chit docetaxc! cing nhr duge phém chira
hoat chat docetaxel Két lugn: Khong ddp img quy
dinh vé patent cdp cho hoat chat Huémg khic phuc:
Xiie dinh chinh xdc patent xdc 1dp pham vi bao ho
cho hoat chat docetaxel (néu cd).

25/2: Diém 2 yéu ciu bio hd cia patent Mj sb US
4814470 xde lap pham vi bdo h§ cho hoat chat
Docetaxel.

KL[ luin: Dip img quy dinh vé patent cdp cho hoat
chil.
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7. Telfast BD
SDK:VN-12648-11

fexofenadin-60mg
Hap 1 vix 10 vién nén bao phim
-8X: Sanofi Aventis US LLCMy

8 . Telfast HD
SDK:VN-12649-11

fexofenadin- 180 mg
Hap | vi x 10 vién nén bao phim
-5X: Sanofi Aventis US LLCM#

Hoat chét - Him lwgng - Quy cdch  Patent - Chi s hiku - Pham vi bio hd

PATENT: US 7241601 B2 (Aventis Pharma SA)
PHAM VI: Quy trinh dicuché Fexofenadine -> Pham
vi bio hj chi I3 quy trinh didu ché khong phéi i
hoat chit ?

2812: Cdng ly bd sung Patent US 4254129
(Richardson-Merrell Inc) (Diém yéu cdu bao hi 8;
Hoat chét fexofenadin)

Patent US 7241601 xdc 13p pham vi bao bd cho quy
trinh dicu ché hop chat, Tuy nhica, patent niy khong
xf«. lip pham vi bdo h¢ cho hoat chal Fexofenadine.
Két ludn khdng ddp img quy dinh vé patent cip cho
hoat chit.28/2: Dicm 8 yéu cdu bio h eiia patent US
4254129 xhe lap pham vi bao hd cho hoat Lhﬂl
Fexofenadinc. Két lujn: Dip (mg quy dinh vé patent
cdp cho hoat chil

PATENT: US 7241601 B2 (Aventis Pharma SA)
PHAM VI: Quy trinh dicuché Fexofenading - Pham
vi bio hj chi 3 quy trinh diéu ché khong phai 1
hoatehil.

28/2; Céng ty bo sung Patent US 4254129
(Richardson-Merrell Inc) (Diem yéu ciu bio ho 8;
Hoat chit fexofenadin)

Patent US 7241601 xdc ldp pham vi bao h{ cho quy
trinh diéu ché hop chit. Tuy nhién, patent ndy khong
xic ip pham vi bio h cho hoat chit Fexofenadine.
Két lugn khong dip img quy dinh vé patent cip cho
hoat chdt.28/2: Diém § ycu ciu bio h eia palunl Us
4234129 xde lip pham vi bio hd cho hoat l.hﬂl
Fexofenadine. Két lugn: Biép img quy dinh ve patent
cap cho hogt chat,

Quyén si hiru, chuyén giao patent

CHU SO HOU SP: Sanofi Aventis

CHU/CHUYEN NHUGNG PATENT:1. Richardson-Merrell
Inc -> e nghj Cong ty bo sung 1i ligu vé viée chuyén nburgng
Patent giita Richardson-Merrell Inc va Sanofi Aventis

2. Gidi trinh v cung cdp t4i iéu lim rd mdi lién hé giiza Sanofi
Aventis US LLC va Sanofi Aventis

CHU SO HUU SP: Sanofi Aventis

CHU/CHUYEN NHUGNG PATENT:1. Richardson-Merrel
Inc -> D& nghi Cong ty b sung 14i liéu vé viée chuyén nhuong
Patent giita Richardson-Merrell Inc vd Sanofi Aventis

2. Giidi trinh v cung cap tAi liu lm rd moi licn h¢ gilra Sanofi
Aventis US LLC va Sanofi Aventis
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9., Tildiem Diltazem hydrochloride-60mg PATENT: US 5112621 (Synthelabo) CHU SO HUU SP: Sanofi Aventis
SDK:VN-5756-08  Viénnén, hip 2 vix 15 vién PHAM VI: Duge phim kicm sodt gidi phong cd chira CHU/CHUYEN NHUONG PATENT:Synthelabo d sip nhip
-SX: Sanofi Winthrop IndustrieFrance Diltiazem -> Pham vi bio hd 4 quy trinh diéu ché vio Sanofi Aventis
hing phii 14 hoat chit. B nghi Cang ty cung cap tai ligu v vide chuyén shurgg
28/2: Cong ty bd sung Patent US 3562257 (Tanabe  Patent giira Tanabe Seiyaku Co Lid va Sanofi Aventis
Seiyaku Co Ltd)

Patent US 5112621 xdc lip pham vi bio hd cho duge
phim gidi phing kéo dai chira hat nano chira
diltiazem hydrochloride. Tuy nhién, patent ndy
khong xdc ldp pham vi bdo h{ cho hoat cht
diltiazem hydmchion'dc Két lugn: Khing ddp img
quy dinh v¢ patent cap cho hoal chit

28/2: icm 34 yéu cau bio h{ ciia patent US
3562257 xdc lip pham vi bao hi cho hoat chét
diltiazem v cde mudi cgng acid duge du,mg khing
doe cia nd. Kcl luin: Dap img quy dinh v patent cip

¢ho hoat chit.
r 1) :
17.2Khéng dép img quy dinh (Tong s0: 1)
1., Aspegle DLlysine acetylalicylate- 1 00mg PATENT: US 4885288 (Synthelabo) CHU S HOU SP: Sanofi-Aventis
SDK:VN-5752-08 bt pha dung dich uong, hip 20 g6i PHAM VI: Dugc pham co chira Lysine CHU/CHUYEN NHUQING PATENT:Tdi liéu xdc nhin Sanofi-

-8X: Sanofi Winthrop IndustrieFrance Au:tylsahcylalc ->Pham vm bio h 1d quy trinh diéu  Synthelabo chuyén thinh Sanofi-Aventis
chi khong phai 1 hoal chit,
28/2: Cong ty b sung Patent US 4265888 -> Pham
vi bio h I ché phim duoe pham, khéng phai 1 hoat
chat DL-lysine acetylsalicylate
Patent US 4885288 xéc ldp pharn vi bao b cho
phuong phip diéu trf bénh hong cdu hinh liém bing
cdch sir dung duoge phim chira lysine acetylsalicylate
qua tinh mach {diém 1 yéu cau bio ho). Tuy nhién,
patent ndy khong xéc 13p pham vi bdo ho chinh xéc
cho hoat chat lysine acetylsalicylate. K&t luin: Khéng
dip itng quy dinh ve patent edp cho hoat chdt 28/2:
Patent US 4265888 xdc 1p pham vi béo hd dwge
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent néy khong xic 13p pham vi bio hd cho hoat
chit DL- lysing acetylsalicylale, Két luan Khong dip
img quy dinh vé patent clp cho hoat chat,

Page 34 of 84



$6  Ténihubc-SDK  Hoat chit - Ham lwgng - Quy clch

Patent - Chii s& hiru - Pham vi bio h

1 . Aspegie DL-lysine acetylsalicylate-230mg
SDK:VN-4609-07 bt pha dung dich uong, hp 20 g6i

-8X: Sanofi Winthrop IndustrieFrance
3 . Aspegic DL-lysine acetylsalicylate- 1000mg
SDK:VN-3226-07 Bt pha tidm, hdp 6 Io + 6 ong dung méi

-8X: Sanofi Winthrop IndustrieFrance

PATENT: US 4885288 (Synthelabo)

PHAM VI: Duge pham ¢d chira Lysine
Acetylsalicylate -> Pham vi bio hd 1 quy trinh diéu
ché khong phai 14 hot chit,

28/2; Cong ty b sung Patent US 4265888 -> Pham
vi bio ho I3 ché pham duge pham, khong phéi 2 hoat
cht DL-lysine acetylsalicylate

Palent US 4883288 xdc lip pham vi bio hé cho
phiromg phdp dicu tri bénh hong cau hinh liém bing
céich s dung duge pham chua lysine acetylsalicylate
qua tinh mach (diém 1 yéu cdu bo h). Tuy nhién,
patent ndy khong xéc lap pham vi bao ho chinh xdc
cho hogt chit lysine acetylsalicylate Két luiin: Khéng
dip itng quy dinh vé patent cép cho hoat chaL 28/2:
Patent US 4265888 xdc lip pham vi bao ho duge
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent niy khong xc 1ap pham vi bao ho cho hoat
chit DL-lysine aculylsallcylale Két luan: Khing dip
img quy dinh vé patent cap cho hoat chat.

PATENT: US 4885288 (Synthelabo)

PHAM VI Dugc pham c6 chira Lysine
Acetylsalicylate -> Pham vi bio o I3 quy trinh dicu
ché Khong phai 14 hoat chi,

28/2: Cong ty bo sung Patent US 4265888 -> Pham
vi bdo h{ la ché phim duge phim, khong phai 14 hoat
chit DL-lysine acetylsalicylate

Patent US 4883288 xdc 1ip pham vi bao ho cho
phurong phap diéu tri bénh hong cau hinh liém bing
céch sir dung dirge pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bio hd), Tuy nhién,
patent ndy khong xée lip pham vi bdo hd chinh xde
cho hoat chit lysine acetylsalicylate.Ket lujn: Khong
dip img quy dinh vé patent cp cho hoat chdt.28/2:
Palent US 4263888 xdc 1ip pham vi bio ho dwoe
pham chira DL-lysine acclylsalicylalc. Tuy nhién,
patent ndy khong xéc 1ip pham vi bio h{ cho hogt
chit DL-ysine acetylsalicylate. Két luin: Khong dép
img quy dinh vé patent cip cho hoat chit.

Quyén si hik, chuyén giao patent

CHU SO HOU SP: Sanofi Aventis
CHU/CHUYEN NHUONG PATENT:

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGNG PATENT Synthelzbo

Page 35 of 84



sb

Tén thubc - SDK

Hoat chit - Ham hrong - Quy cich  Patent - Chi s& hiru - Pham vi bio hi

4 . Aspegic
SDK:VN-3227-07

5 . Aspegie
SDK:VN-5754-08

DLlysine acetylsalicylate-500mg
Bt pha iém, hdp 610 + 6 éng dung mi
-SX: Sanofi Winthrop IndustrieFrance

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

PATENT: US 4883288 (Synthelabo)

PHAM VI: Duge phim cd chia Lysing
Awtylsahcy!a!c -> Pham vi bio h 14 quy trinh dicu
ché khang phi 1 hoal cht

28/2: Cang ty bo sung Patent US 4265888 -> Pham
vi bio b 1a ché pham durge pham, khing phi 13 hoat
chit DL-lysine acetylsalicylate

Patnt US 488528 xic i pham i bl b cho
phuong phip diéu tr bnh hong cdu hinh liém bing
clich sir dyng duge phim chu:a lysine acelylsalicylate
qua tinh mach (diém 1 yéu cdu bdo hg). Tuy nhién,
patent ndy khong xdc 1ip pham vi bdo ho chinh xde
cho hogt chat lysine acetylsalicylate Két lugn: Khong
dép img quy dinh vé patent cip cho hoat chét 28/2:
Palent US 4263888 xde |ip pham vi bio ho duge
pham chira DL-lysine acetylsalicylate. Tuy nhién,
patent ndy khong xde 1ap pham vi bio ho cho hoat
chit DL-lysine acelylsalicylate. Két luan: Khong ddp
img quy dinh vé patent cdp cho hoat chi.

PATENT: US 4885288 (Synthelabo)

PHAM VI: Duge phim cd chira Lysine
Acetylsalicylate -> Pham vi bio hj 1 quy trinh diu
ché khang phai 1i hoat chit

2812: Cong ty hd sung Patent US 4265888 -> Pham
vibdo ho I ché pham dwoc phim, khong phi 1 hoat
chdt DL-lysine acetylsalicylate

Patent US 4885288 xde lip pham vi bo ho cho
phuong phip diéu tri bénh hong cdu hin liém bing
ciich sir dung duoe pham chira lysine acetylsalicylate
qua tinh mach (diém 1 yéu cau bio hg). Tuy nhién,
patent ndy khong xdc ldp pham vi bdo h chinh xd¢
cho hogt chal lysmc accly]sahcylaic Két ludn; Khang
dhp (mg quy dinh v¢ patent cdp cho hoat chit.28/2:
Patent US 4263888 xde lip pham vi bdo ho duge
phém chira DL-lysine acetylsalicylate. Tuy nhién,
patent ndy khdng xic |3p pham vi bao ho cho hoat
chit DL-lysine acetylsalicylate Két ludn: Khng dip
img quy dinh vé patent cAp cho hoat chit

Quyin s hiru, chuyén giao patent

CHU SO HOU SP: Sanofi Aventis
CHU/CHUYEN NHUQNG PATENT:Sanofi Aventis

CHU SO HUU SP: Sanofi Aventis
CHU/CHUYEN NHUGQNG PATENT:
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6 . Aspegle DL-lysine acetylsalicylate- 100mg PATENT: US 4885288 (Synthelabo) CHU $G HOU $P: Sanofi Aventis
SDK:VN-5753-08 bt pha dung dich udng, hip 20 géi PHAM VI: Duoc phim ¢4 chira Lysine CHU/CHUYEN NHUGNG PATENT: Synthelabo
-SX: Sanofi Winthrop IndustrieFrance Acetylsalicylate -> Pham vi bao ho 1 quy trinh diéu

ché khong phi 14 hoal cht,

28/2: Céing ty bo sung Patent US 4265888 -> Pham

vi bio o 14 ché phim dwoc phdm, khang phai [4 hoat

chit DL-lysine acetylsalicylate

Patent US 4885288 xc lip pham vi bdo b cho

phurong phép dicu tri bénh hong cau hinh liém bing

edch sir dung dwoe pham chira lysine acetylsalicylate

qua tinh mach (diém | yéu cau bao o). Tuy nhicn,

patent ndy Khong xic 1dp pham vi bdo h{ chinh xfc

cho hogt chit lysine acetylsalicylate.Két lujn: Khong

dip img quy dinh vé patent ¢p cho hoat chat.28/2:

Patent US 4265888 xéc lip pham vi bio hj duge

pham chira DL-lysine acetylsalicylate. Tuy nhién,

patent ndy khong xdc 1dp pham vi bao hd cho hoat

chit DL-lysine acetylsalieylate Keét lugn: Khong dip

tmg quy dinh vé patent ¢ap cho hoat chit,

7 . Depakine Natri Valproate-200mg/ml PATENT: US 3,325,361 (Chemetron Corporation)  CHU SO HUU SP: Sanofi-Aventis
SDK:VN-11313-10  dung dich udng, hap | chai 40ml PHAM VI: Tc nhan chong cogift-> Giditrinh lim  CHU/CHUYEN NHUGNG PATENT:Chura cb ti ligu xéc nhin
-SX: Unither Liquid ManufacturingFrance 1 pham vi bio h 12 hoat chat Natri Valproate. viéc chuyen quyén s hitu Patent tir Chemetron Corporation

3/4; Cong ty cung cdp Patent US 3325361 (khdngc6  cho Sanofi-Aventis
ngi dung Patent ndy); AU 272333 (Pham vi bio ho
khong phi 1 hoat chét Natri Valproate)

Dicm 17 yéu cdu bao h cua patent US 3,325,361
xdc 1ap pham vi bio ho cho ché pham tri liu ding
¢ho vige kiém sodl chimg co gidt va chimg dong kinh
chira mot lugng hiru hiéu hoat chat sodium di-n-
propylacetate (14 hoat chat natri valproate). Tuy nhién
patent ndy khong xdc lip pham vi bdo hd true licp
cho hoat chat natri valproate Két ludn: Khong dép
img quy dinh vé patent chp cho hoat chit

3/4: Dicm 8 yéu cau bio ho cia patent AU 272333
do cong ty cung cdp xdc 1ip pham vi bio h cho ché
phdm dicu tr chira Sodium Valproate. Tuy nhién,
patent ndy khong xic lip Pham vi bo hd cho hoyt
chat Sodium Valproate.Ket luin: Khong ddp img quy
dinh v patent cip cho hoat ché,
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§ . Depakine Natri Valproate-400mgdm PATENT: US 3325361 (Chemetron Corporation)  CHU SG HUU SP: Sanofi-Aventis
SDK:VN-4698-07 thude bt dong kho & dung mdi pha tiém,  PHAM VL Téc nhén chong Ly gidt -> Gidi trinh ldm CHUfCHU_YEN NHUONG PATENT:Chua c6 (3i liéu xdc nhn
hip 4 lo bt dang kho & 4 Iy dung méi b pham vi bao h [ hoat chat Natri Valproate. vie chuyén quyen s& hiru Patent tir Chemetron Corporation

5X: Glaxo Wellcome ProductionFrance  3/4: Cding ty cung cdp Patent US 3325361 (khdng 0 cho Sanofi-Aventis
ndi dung Patent ndy); AU 272333 (Pham vi bdo ho
khong phii |4 hoat chal Natri Valproate)
Patent VN 5991 xdc lép pham vi bao hd cho thude
ufmg ¢hira cdc hoat chat 1d ramitidin, bismuth
subcitrate vA sucralfate, trong do ranitidin dugc bao
bing chit bao vér lwong nim trong khodng tir 0,1 thi
10,0% khdi hromg. Patent ndy khong xée lip pham vi
bao hi cho hn hop (15 hop) gdm 3 thanh phin
Ranitidin HCI, Tripotassium bismuth dicitrate va
Sucralfate. Patent KR 119031 vi 0433179 khéng
durge ddnh gid do khong c6 ban dich lic‘mg Viét hoje
tiéng Anh cia 2 patent ndy K@t luin: Khong dip img
quy dinh v¢ patent cdp cho hon hop hoat chit 43:
Biém 1 yéu cdu bio ho cia patent VN 5991 xie lip
pham vi bdo ho cho thufe uéng chita cdc hoat chit 14
ranitidin, bismuth subcitrate va sucralfate, trong dé
ranitidin duge bao bing chét bao vis lugng ndm trong
khoang tir 0.1 t6i 10,0% khdi lugng, Patent ndy
khong xic 13p pham vi béo hd cho hon hop (13 hop)
g6m 3 thinh phan Ranitidin HCL, Tripotassium
bismuth dicitrate va Sucralfate, Két ludn: Khong dép
{mg quy dinh vé patent cdp cho hdn hop hoat chit.
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9 . Depakine Natri Valproate-57.64mg/ml si rd
SDK:VN-7829-07  sird
+8X: Unither Liquid ManufacturingFrance

10, Depakine Nairi Valproate-200mg
TSDK:VN-SI3IZ  viinnin khang acid da day. hop 1 lo 40
vién

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tac nhin chong co gidt -> Gidi trinh lim
rd pham vi bao h [3 hoat chit Natri Valproate,

3/4: Coing ty cung cdp Patent US 3325361 (khing co
ndi dung Patent ndy); AU 272333 (Pham vi bio h
khang phii la hoat cht Natri Valproate)

Diém 17 yéu cdu bo h cia palent US3,325.361
xic lip pham vi bio hg cho ché phim tr ligu ding
cho vige kiém sodl chimg o gidt vi chimg dgng kinh
chiza mt hegmg hiu higu hoat chit sodium di-n-
propylacetate (14 hoat chat natri valproate). Tuy nhién
patent ndy khong xdc [3p pham vi bio h true liép
cho hoat chat matri valproate,Két lugn; Khong dip
{mg quy dinh vé patent cip cho hoat chit,

3/4; Diém § yéu chu bio h{ caa patent AU 272333
do cng ty cung cdp xdc Lip pham vi bio h cho ché
pham dicu trj chita Sodium Valproate. Tuy nhién,
pah.nl ndy khong xdc lap Saham vi bao hd cho hoat
chit Sodnum Valproate.Két lujn: Khong dép img quy
dinh vé patent cip cho hoat cht.

PATENT: US 3,325,361 (Chemetron Corporation)
PHAM VI: Tic nhan chong co git -> Gidi trinh lim
rd pham vi bao b L4 hoat cht Natri Valproate,

3/4; Cong ty cung cip Patent US 3325361 (hing co
nii dung Patent ndy); AU 272333 (Pham vi bdo ho
khong phii I hoat cht Natri Valproate)

Diém 17 yéu cdu bao hi) cla patent US 3,325,361
xd¢ lip pham vi bdo h cho che pham tri liéu ding
cho viéc kiém sodt chimg o gidt vi chimg dong kinh
chira ml legng hiru hi¢u hoat chit sodium di-n-
propylacetate (14 hoat chit natri valproate). Tuy nhién
patent ndy khong xdc lip pham vi bio h true ticp
cho hoat chit natri valproate. Kt luin: Khong dép
img quy dinh vé patent cap cho hoat chit

3/4; Diém 8§ yéu cdu bao hj ciia patent AU 272333
do cong 1y cung cép xdc lip pham vi bio h cho ché
pham diéu tr chiza Sodium Valproate. Tuy nhién,
patent ndy khong xc lip pham vi bao hd cho hoat
chit Sodlum Valproate. Kt luin: Khong dép img quy
dinh vé patent cdp cho hoat chit.

Quyén s hiu, chuyén giao patent
CHU S HOU $P: Sanofi-Avents
CHU/CHUYEN NHUUNG PATENT:Chura ¢6 (a1 liéu xdc nhn
vige chuyen quyen sd hitu Patent tir Chemetron Corporation
cho Sanofi-Aventis

CHU SO HU'U SP: Sanofi-Aventis

CHUICHUYEN NHUGNG PATENT:Chya ¢6 i idu xic nhdn
viéc chuyén quyén s hiru Patent tir Chemetron Corporation
cho Sanofi-Aventis
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11 . Stilnox zolpidem: [ Omg
SDK:VN-14627-12  Hap 20 vién nén bao phim

-8X: Sanofi Winthrop IndustriPhap

PATENT: WO 00/33835 (Sanofi-Synthelabo) -
>Xem xét lai do WIPO khng ndm trong danh sich
14 co quan sir hitu Ut tué dwoe cong nhin,

PHAM VI: Dang thudc phéng thich 6 kiém sodt c6
chira Zolpidem hodc mgt mudi cia nd -> Pham vi
bio hd 14 dang bio ché khing phai 14 hoat chat,
25/2: Cong ty bo sung Patent US 4362938
(Synthelabo) - Pham vi biao h khong phai 14 cong
thic hoat chét Zolpidem

WO 00/33835 la 0 cdng b6 don qude t€, khng phai
patent, K¢t lugn: Khong dép img quy dinh vé patent
cdp cho hnal chal.

25/2: Cle Qum -3 ylu iy bao hd cda patent US
4382938 de cip den hop chat ¢6 cong thic chung,
khong xéc |dp pham vi bao hd true ticp cho hoat chat
Zolpidem.

!!uv@n §¢' hiy, chuyén glao patent

CHU SO HOU SP: Sanofi Aventis
CHU/CHUYEN NHUQNG PATENT:Sanofi-Synthelabo sip

nhip véi Aventis thinh Sanofi-Aventis

18 Tén doanh nghiép d¢ nghi cng bo: VPDD AstraZeneca Singapore Pte., Ltd
B. CAC HO S0 DA XEM XET YEU CAU BO SUNG. GIAI TRINH (Téng s6 thuée: 3)

18.1 Khéng ddp img quy dinh (Tong sd: 2)
L . Pulmicort Respules Budesonide-500 meg/2 ml {twong duong
SDK:VN-11682-11  vii 250 meg/ ml)
Hn dich khi dung dimg dé hithop 4 g
nhom x § dng don liéu x 2 mL
-8X: AstraZeneca ABThuy Dién

PATENT: US3,929,768 (AB Bofors)
PHAM VI Steroid, quy trinh sin xual v dicu ché.
Gidi trinh 1dm rd pham vi bdo h{ 13 hoat chit
Budesonide.

4/1: Cong ty giai trinh diém yéu cdu bao ho | va 2
trong Patent 14 hoat chit Budesonide

Patent US 3,929,768 khong xdc lip pham vi bao h
¢ho hogt chat Budesonide. Cc diém 1-8 yéu cdu bio
ho cua patent ndy chi xdc 1p pham vi bio hd cho h(jp
chit ¢ cong thire chung md khong xic [ip pham vi
bao hd tnye twp cho hoat chit Budceomdc Céc hop
chit cu thé néu trong cie ditm 9-29 yéu cau bio h{
cia patent ry déu khong phi 13 hop chit
Budesonide.

Két luin: Khong dép ttng quy dinh vé patent cap cho
hoat chit

CHU SO HOU SP: AstraZeneca Singapore Pre, Lid
CHU/CHUYEN NHUGNG PATENT:1. Co i ligu xéc nhin
chuyén nhuong Patent tir AB Bofors cho Aklicholagel Astra v
Aktiebolget Draco

2. C thi liéu xdc nhdn viée doi tén tir Aktiebolaget Astra thinh
Astrazeneca AB

3.Co tai liéu xde nhin Aktiebolget Draco 13 cdng ty con cua
Astrazeneca AB
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Budesonide-Budesonide 64 ug,_"li'éu

Han dich xit mil, hop chia | dng xit mii
chiza 120 litu

-5X: AstraZeneca ABSweden

2 . Rhinocort aqua
SDK:YN-10734-10

Hoat chit - Him legng - Quy cich  Patent - Chui s¢t hiu - Pham vi bio hf

PATENT: U83,929,768 (AB Bufors}

PHAM VI: Steroid, quy trinh sin xudt v diéu ché.
G trin lam rd pham vi béo h{ 13 hoat chit
Budesonide.

4/1: Cong ty gidi trinh dicm yéu cdu bao ho | va 2
trong Patent 14 hogt chit Budesonide

Patent US 3,929,768 khang xdc Iap phamvi bao hg
cho hoat chét Budesonide. Cc diém 1-8 yéu cdu bio
hi) cua patent ndy chi xdc 13p pham vi bio ho che hop
chi ¢6 ong thitc chung mi khang xdc lip pham vi
bio hd tnye lif'p cho hoat chit Budesonide. Cdc hop
chat cu thé néu trong céc diém 9-29 yéu cdu bio h
¢ia patent ndy déu khong phéi 14 hop chit
Budesonide.

Két lugn: Khéng ddp {m

18.2 Pham vi bio h 14 phwrong phap diéu tri. (Téng so: 1)
|

. Diprivan 1% (20ml)Propofol-Propofol 1% (10 mg/mL)
Nhil twong diing duomg tinh mach,hop 5
fng tiém 20 mL
8X: Corden Pharma §.P.AY

PATENT: US4,036,635 (Imperial Chemical
Industries)
PHAM VI: 1. US: 2,6-diisopropylphenol -> Pham vi
bao o 14 phuromg phip dicu tri, khong phai 4 hoat
chit
2. Cong ty giai trinh:
- Hoat chit Propofol d dwge phit hién vio nim 1938
b cong ty Standard oil Development nhung bing
sang chi nay khang bdc 19 bit ky thong tin nio cho
thay hoat chat ndy ¢d dic tinh gy mé

- Nim 1970, Imperial Chemical Industrics d3 nop
don xin bao h dic tinh gdy mé cho hoat chl ndy v
da dwoc cdp bing phét minh séng ché

Quyén si hiku, chuyén giao patent

CHU SO HUU $P: AstraZeneca Singapore Pie., Lid
CHU/CHUYEN NHUGNG PATENT:1. C6 tai liéu xéc nhin
chuyén nhugng Patent tr AB Bofors cho Akticbolagel Astra vi
Akucbolgcl Draco

2. Co tai liéu xdc nhan viéc ddi tén tir Akticbolaget Astra thinh
Astrazeneca AB

3, Cothi liéu xdc nhin Akticbolget Draco l cong ty con clia
Astrazeneca AB

CHU SO HUU SP: AstraZencca

CHU/CHUYEN NHUGNG PATENT: L Imperial Chemical
Industries (Cong ty cung cdp 141 liéu xdc nhdn viée chuyén giao
Patent tir Imperial Chemical Industries cho Zencca Lid)

2. Cong ty cung cdp t4i liéu xdc nhin viée sép nhip Zeneca Lid
vi AstraZeneca AB thinh tip doin AstraZeneca

20/3: Cong ty cung cip hop dong cung img thude giita
Astrazeneca UK Ltd vi Corden Pharma Srl (sau ndy 14 Corden
Pharma SpA - ¢o t4i liéu xic nhan doi tén) trong dd Corden
Pharma $.P.A sin xuit sin phm theo tiéu chun vi dy quyén
cha Astrazencea UK Lid

19 Tén doanh nghiép dé nghi cong bd: VPDD AstraZenneca Singapore Pte., Ltd

B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAL TRINH (Téng 50 thude: 1).
19.1 Pham vi bio hi la phwong php diéu tri. (Tong s 1)
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1, Diprivan Propofol-Prapofol 1%(10 mg/mL)
SDK:VN-6897-08  Nhil twong ding tiém hoic truyén tinh
machhdp chira 1 bow-tiém-chia-sin.
thude-50 L. nhi womg,
«5X: Corden Pharma S.P.Altaly

20 Tén doanh nghiép dé nghi céng bo:

PATENT: US4,056,635 (Imperial Chemical
Industries)
PHAM VI: 1. US: 2,6-ditsopropylphenol -> Pham vi
bio h 14 phuong phip dicu tri, khong phai 14 hoat
chat
2. Cong ty gidi trinh:
- Hogt chit Propofol d& dugc phat hign vio nim 1938
bini cong ty Standard oil Development nbumg bing
sing che niy khing bde 19 bit ky thong tin ndo cho
thdy hogt chit ndy ¢6 dfc tinh gdy mé

- Niim 1970, Imperial Chemical Industnies d3 nop
don xin hao hq dc tinh gdy mé cho hual chét ndy va
i duge cdp bing phit minh sdng ché

VPDD Berlin Chemie AG

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

20.1 Bd sung tai ligu vé viée chuyén nhugng Patent (Tfmg s0: 1)

1. Sympal Dexketoprofen-50mg/2m|
SDK:VN2-28-13  Dung dich tiém truyen inh mach. Hop 5
dng x 2ml
-SX: A Menarini Manufacturing Logistics
and Services S.r.lltaly

PATENT: EP 0668851 BI

EP 0693134 B1 (Laboratorios Menarini SA)

VN 837 (Laboratorios Menarini SA)

PHAM VI: EP 0693134 BI; VN $37: Diém yéu ciu
b hd |; Hoat chit Dexketoprofen

Diém | yéu ciu bio h¢ ciia patent VN 837 xdc lip
pham vi bio h cho hoat chat Dexketoprofen

Tromelamol (mudi tromethamine cua Dexketoprofen).

Kt lun: D img quy dinh vé patent cip cho boat
chal.

Quytn sir hitu, chuyén giao patent
CHU SO HUU SP: AstraZencea
CHU/CHUYEN NHUGNG PATENT: 1. Imperial Chemical
Indusiries (Cong ty cung cdp tai liéu xc nhén viée chuyén giao
Patent ti Imperial Chemical Industrics cho Zeneca Lid)
2, Céng ty cung cap tai liéu xdc nhdn viée sdp nhip Zeneca Lid
vA AstraZeneca AB thinh tdp dodn AstraZencca
29/3: Céng ty cung cip hop ddng cung img thud gilra
Astrazeneea UK Ltd vé Corden Pharma Sl (sau ndy 14 Corden
Pharma SpA - ¢ tdi liéu xdc nhin ddi tén) trong dé Corden
Pharma $.P.A sin xuét sin pham theo tiéu chudn vi iy quyén
cia Astrazencea UK Lid

CHU SO HUU SP: Berlin Chemie AG (Menarini Group)
CHU/CHUYEN NHUGING PATENT: 1. Laboratorios Menarini
SA

2. Céng ty Laboratorios Menarini SA c6 vin ban xée nhin
Berlin Chemic AG (Menarini Group) 13 nhd phan phdi vi dang
k§ san pham tai Viét Nam

3. Dé nghj Cong ty gidi trinh vé cung cdp (i ligu lam rd méi
lién h¢ gidra A.Menarini Manufacturing Logistics and Services
§.c.1 vi Berlin Chemie AG (Menarini Group)

21 Tén doanh nghiép dé nghi cong bo:  VPPD Glaxosmithkline Pte Ltd tai Tp. HCM

B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tdng s6 thudc: 6).

21.1Bb sung i liéu v¢ viée chuyén nhwong Patent (Téng sb: 4
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1 , Flixonase

1 Fluticasone propionate-0.05% KIkI
SDK:VN-10263-10

Hon dich xit mii. Hop | chai 60 liéu xit
-8X: Glaxo Wellcome 5.A.Spain

1 . Flixotide Evohaler
SPK:VN-4461-07

Fluticasone propionate-125megliéu xit
Huyén dich xit. Hgp | binh xit 120 lieu
-8X: Glaxo Wellcome S.A Spain

3 . Flixotide nebules  Fluticasone propionate-0.5mg/2ml

SDK:VN-11056-10  Hén dich hi ding cho khi dung. Hop 10
Gng x 2l
-SX: GlaxoSmithKline Australia Pty
LtdAustralia

4 . Relenza Zanamivir-Smg

SDK:VN-3994-07  Bit ding cho khi dung

-8X: Gilaxo Wellcome ProductionPhdp

21.2 Khong ddp img quy dinh (Tong s6: 1)

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM VI: US: Androstane Carbothioates -> Gidi

trinh l4m £ pham vi bdo h 4 hoat chit Fluticasone

Biém 13 yéu ciu bio hi) cia patent US 4335121 xde
Lip pham vi bdo hg cho hoat chat futicasone
propionate. .

Két lugn: Dép img quy dinh vé patent cép cho hoat

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM VI: US: Androstane Carbothioates -> Gidi
trinh lam rd pham vi bdo h{ 14 hoat chét Fluticasone

Diém 13 yéu chu bio h cia patent US 4335121 xdc
Iip pham vi bdo ho cho hoat chat fluticasone
propionate.

Két lugn: Dép (mg quy dinh vé patent cdp cho hoat

PATENT: US 4335121 (Glaxo Group Ltd)
PHAM V1: US: Androstane Carbothioates -> Gidi
trinh 4m £d pham vi bio h 13 hoat chét Fluticasone

Diém 13 yéu edu bdo hj cia patent US 4335121 xic
Lip pham vi bao h{ cho hoat chit uticasone
propionate. .

Két lugn: Ddp img quy dinh vé patent cap cho hoat

PATENT: EP0526543 B! (Biota Scientific
Management Pty Ltd)

PHAM V1: Din xuit 2-deoxy-2.3dichydro-N-acetyl
neuraminic acid -> Gidi thich Lim rd pham vi bio ho
trong Patent chinh 4 hoat chit zanamivir

28/1: Cong ty gidi trinh Diém 7 caa Patent chinh 14
hoat chét zanamivir

Diém 7 yéu ciu bio hj cia patent EPOS26543 BI xic
Lip pham vi bao h cho hogt chit Zanamivir.

Kc‘t ludn: Bép img quy dinh vé patent cép cho hol
chat,

uyén s hiu, chuyén giao patent

CHU $G HOU SP: GlaxoSmithkline Pte Lid
CHU/CHUYEN NHUQNG PATENT:Glaxo Group Ltd
G trinh lam rd mdi lién hé gitra Glaxo Group Lid: Glaxo
Wellcome S.A. va GlaxoSmithkline Pre Lid

CHU $G HUU SP: GlaxoSmithiline Pte Lid
CHU/CHUYEN NHUGNG PATENT:Glaxo Group Ltd
G trinh lam rd mii lién hé giira Glaxo Group Lid; Glaxo
Wellcome S.A. va GlaxoSmithklin Pte Lid

CHU $G HOU SP: GlaxoSmithiline Pte Lid
CHU/CHUYEN NHUGNG PATENT:Glaxo Group Ltd
G trinh lam rd moi lién hé gitta Glaxo Group Lid;
GlaxoSmithK line Australia Pty Ltd. v GlaxoSmithkline Ple

CHU SO HOU SP: GSK Pie Lid

CHU/CHUYEN NHUGNG PATENT:CO tai ligu xéc nhin
nghién ciru va li-xing giita Biota Scientific Management Pty
Ltd va Glaxo Group Lid (mdt cdng ty thude tip dodn GSK Ple)
Gidi trinh lam rd moi lién hé gitra Glaxo Wellcome Production
vi G8K Ple
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1. Cervarix Protein L1 cda Human Papillomavirus PATENT: EP 1572 233 B1 (GSK Biologicals SA) CHU SO HOU SP: GlaxoSmithKline ., Ltd

SDK:QLVX-0490-12  tuyp 16, tugp 18 (o nguon), -O-desacyl- ~ PHAM VI: EP: G trinh lam 3 pham vi bio ho CHU/CHUYEN NHUQNG PATENT: 1. GSK Biologicals SA
4'monophosphoryl lipid A (MPL), trong Patent |4 hén hop hoat chét Protein L1 ciia 2, Céng ty cung cap thir iy quyen ciia GSK Biologicals SA cho
hydroxyde nham hydrate hda-20 meg, Human Papillomavirus tugp 16, tugp I8 (& ngudi), GlaxoSmithKline Pre., Lid 13 chi 36 hiru sin pham tai Vigt Nam
H0meg, 50 meg, 0.5mg 3-0-desacyl4-monophosphoryl lipid A (MPL),

Han dich tiém. Hp | Tiéu 0.5ml x 01 xi

lanh dwroe lam ddy. Hop | liéu0.5mlx 10 hydroxyde nhom hydrate hba,

i laoh divoe Fim diy Diém 10 yéu cdu bao ho cia patent EP 1572233 B

SX: GlaxoSmithKline Biokogicals SABi  xéc |ip pham vi bio hd cho vic sir dung ché phim
dang hat chira protein L1 cita Human Papillomavirus
{HPV) type 16, type 18 (& ngudsi); mono-phosphoryl
lipid A dwge tach acyl & vi tri 3-0; vi aluminium
hydroxide mi khong xdc 1ip pham vi bao hd true tiép
cho ché phém ehia hon hop chc hoat chat néu trén.
Két ludn: Khéng dép tmg quy dinh v¢ patent clp cho

hon hop hoat chat.
TN w ah ' P A A A
21.3 Pham vi béo ho chwa rd, dé nghi 1am ré ndi dung béo ho (Tong so: 1)
1. Tracrium atrzcurim besylate-25mg/2 Sml PATENT: US 4179507 (Buroughs Wellcome Co) CHU SO HOU SP: Chis si hiu: GSK Pre Ld )
SDK:VN-6667-08  Hop 5 dng 2,5miDung dich tiém hoge PHAM VI: Quarternary amonium compounds -> Giai ~ (GlaxoSmithKline Manufacturing SpA 13 cng ty san xudt thuge
truyén tinh mach thich lam £ pham vi béo hd trong Patent chinh [a tip doin GSK Ple)
-8X: GlaxoSmithKline Manufacturing hoat chit Atracurim besylate, CHU/CHUYEN NHUONG PATENT:CO ti li¢u xdc nhin
SpAlaly 28/1: Cong ty gisitrinh icm yéu cau bio hg 3 Cong ty Buroughs Wellcome Co thude tip dodn GSK Ple

trong Patent 3 hoat chit atracurim besylate

22 Tén doanh nghiép dé nghi cong bo: VPPD Hoffmann - La Roche Ltd.

B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng s6 thude: 23).
22.1B6 sung tai liéu vé viéc chuyén nhwong Patent (Téng so: 4)
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1. Tarceva Erlotinib-100mg PATENT: EP 1110953B1 (Pfizer Product Inc.vé ~ CHU SO HUU SP: F. Hoffmann-La Roche Ltd
SDK:VN-12448-11  Hap 3 vix 10 vién nén bao phim OSI Pharmaceuticals Ine.) CHU/CHUYEN NHUONG PATENT:0S! Pharmaceuticals Inc
«SX: Kremers Urban Phamaceuticals PHAM VI: Dan xudt Quinazoline -> Patent khong da chuyén quyén cho F. Hoffmann-La Roche Lid
Inc. My chi £ din xusl Quinazoline 2 cf}ng thire cia 3/4: De ngh Cong ty bo sung 1 ligu chuyén nhurgmg Paten i
Erlotinib -> De nghi BS sung, gidi trinh chit $6 hiu Patent cho F. Hoffmann - La Roche Ltd. va gidi

3/4; Cang ty cung cp Patent VN 1681 vi gidi trinh  trinh v¢ viée Kremers Urban Pharmaceuticals Inc. sin xudt theo
hop chat thir 19, diém yéu cau bao ho 10 1a hoat chit iy quyén va tiéu chudn cita F. Hoffmann - La Roche Ltd.
Erlotinib.

Patent EP 111095381 khang xdc ip pham vi bio
hu cho hogt chdt Erlotinib. Hop chit néu (rong yéu
cagl bao hg cia patent EP 111095381 khong duge
the nhom amine & vi tri 4 ciia vng quinazoline nhy
trong hoat chal Erlotinib. Kt ludn: Khong ddp img
quy dinh vt patent cp cho hoat chit 3/4: Dicm 10
yéu chu bio hd cia patent VN 1681 xdc p pharm vi
béo b cho hoat chit Erloumb (h(rp cht thir 19)Ké
lugn: Dap mg quy dinh v patent cip cho hoat chit.

2 . Tarceva Erlotinib-100tmg PATENT: EP 1110953B1 (Pfizer Product Inc. v CHU SG HUU SP:F. Hoffmann-La Roche Ltd
SDK:VN-11870-11  Hap 3 vix 10 vién nén bao phim 08I Pharmaceuticals Inc.) CHU/CHUYEN NHUGNG PATENT: 1. 08I Pharmaceuticals
-SX: F Hoffann-La Roche Lid Thuy S~ PHAM VI: Din xudt Quinazoline -> Patent khang Inc & chuyén quyén cho F. Hoffmann-La Roche Ltd
¢hi 13 din xual Quinazoline 13 cdng thirc ciia 314; D¢ nghi Cng ty bd sung i liéu chuyén nhugng Patent v
Erlotinib -> De nghi B0 sung, gidi lrinh ¢hu sor hitu Patent cho F. Hoffmann - La Roche Lid.

3id: Cdng ty cung cap Patent VVN 1681 vA gidi tinh
hop chét thir 19, diém yéu cu bao h 10 14 hoat chit
Erlotinib,

Patent EP 1110953B1 khong xde lép pham vibdo
hi) cho hoat chit Erlotinib. Hop chit néu trong yéu
¢du bao hj cia patent EP 111095381 khing dugc
thé nhom amin ¢ vi trf 4 ciia ving quinazoline nhu
trong hoat chat Erlotinib.Két lugn: Khong dép img
quy dinh vé patent cip cho hoat chét 3/4: Dicm 10
yéu chu bio ho cua patent VN 1681 xéc [3p pham vi
bio h¢ cho hoat chal Erlotinib (hop chdt thir 19)Két
lugn: Dap mg quy dinh v patent cap cho hoat chit.
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3 . Tarceva Erlotiib 150mg PATENT: EP 1110953B1 (Pfizer Product Ine.vi ~ CHU SO HUU SP: F. Hoffimann-La Roche Lid
SDK:VN-124d6-11  Hop 3 vi x 10 vién nén bao phim O8I Pharmaceuticals Inc.) CHU/CHUYEN NHUGNG PATENT:0SI Pharmaceuticals Inc
«SX: Kremers Urban Phammaceuticals PHAM VI: Dﬁn xuit Quinazoline -> Patent khing da chuyén quyén cho F. Hoffmann-La Roche Ltd
Inc My chi rb din xudt Quinazoline 13 cdng thire cia 3/4; Be nghi Cong ty bd sung tai ligu chuyén nhirgmg Patent ti
Erlotinib -> Dé nghi bo sung, gidi trinh chi ¢ hiru Patent cho F. Hoffmann - La Roche Ltd. va gidi

304: Cong ty cung cdp Patent VN 1681 vi gidi trinh  trinh vé viéc Kremers Urban Pharmaceuticals Ing. sin xuil theo
hop chit thir 19, diém yéu ciu bio hd 10 1 boat chit 1y quyén va Liéu chun cia F. Hoffmann - La Roche Lid.
Erlotinib.

Patent EP 111095381 khong xdc 13p pham vi béo

g cho hogt chit Erlotinib. Hop chit néu trong yéu

csu béo hi cia patent EP 111095381 khing duge

thé nhém amine 0 vi trf 4 cia vdng quinazoline nbur

trong hoal chat Erlotinib. Két ludn: Khong dép ing

quy dmh vé patent cdp cho hoat chdt 314: Biém 10

yéu cu bio b cia palent VN 1681 xde 14p pham vi vi

bao hé cho hoat chit Erlmmlb (hop chit thir 19).Ké

ludn: Dap img quy dinh vé patent cép cho hoat chét.

4 . Tarceva Erlotinib-150mg PATENT: EP 1110953B1 (Pfizer Produet Inc. v CHU SO HUU SP: F. Hoffmann-La Roche Ltd
SDK:VN-11868-11  Hap 3 vix 10 vién nén bao phim OSI Pharmaceuticals Inc.) CHU/CHUYEN NHUGNG PATENT:OSI Pharmaceuticals Inc
SX: F Hoffiann-La Roche Ltd Thyy Sy PHAM VI: D xuit Quinazoline -> Patent khing 44 chuyén quyén cho F. Hoffmann-La Roche Lid

chi £ din xudt Quinazoline 1 odng thirc cia

Erlotinib > B¢ nghj BO sung, gidi trinh

3/4: Cong ty cung cdp Patent VN 1681 v gidi winh

hop chit thir 19, diém yéu cau bio hy 10 1 hoat chét

Exlotinib.

Patent EP 111095381 khong xéc lap pham vi bdo

h cho hoat chét Erlotinib. Hgp chit néu trong yéu

ciu bio h{ cia patent EP 1110933B1 khang duge

thé nhom amine & vi trf 4 cua vong qumamlmc ihr

trong hoa chat Erlotinib.Kél ludn: ]{Imng dip ing

quy dmh vé patent cdp cho hoal chdt 314: Biém 10

yéu cau bio ho ciia patent VN 1681 xdc lip pham vi

bao b cho hoat chat Erlotinib (hgp chal thir 19) Két

ludn: Dip img quy dinh vé palent cap cho hoat chal,

2.2 Khéng ddp img quy dinh (Tong s0: 17)
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1, Avastin
SDK:VN-15051-12

1. Avastin
SDK:VN-9655-10

Haat ehdt - Ham lrong - Quy cdch  Patent - Chii si hitu - Pham vi bio hi

Bevacizumab-400mg/1 6ml ‘
Hap | lo 16ml Dung dich dém d dé pha
dung dich tiém truyén

-8X: Roche Diagnosties GmbHB(re

Bevacizumab-100mg/4m

Hap | lo 4ml Dung dich dim d dé pha
dung dich tiém truyén

-8X: Genetech Inc. America

PATENT: EP (973804B1 (Genetech Inc.)

PHAM VI: Khing thé anti-Vegf'-> Gidi trinh lim rd
pham vi bao o 4 hoat chit Bevacizumab.

Patent EP 0973804B1 xdc lip pham vi bio ho cho
bién thé cia khing lhe khdng yéu o sinh trudmg ndi
md mach (VEGF) gde ma khong xde lip pham vi bao
h¢ cho khing lhc khing yéu t sinh wung 1l md
mach (Vh(:i-) goc ndy. Nhur duge dé cap trong diém
I'yéu cdu bao hj, khéng tht goc nay co \'ung bién
doi chudi nﬁng bao gom trinh t axit amin SEQ 1D
NO: 7 vi viing bién di chudi nhe bao gom {rinh ty
axit amin SEQ 1D NO: 8. Trinh ly axit amin ciia
ving bitn doi chudi ning cia Khing thé goe niy li
hodn toan gidng v trinh t cia wng bién ddi chudi
néng cda hoat chét Bevacizumab, va trinh by axit
amin cia viing bién i chudi nhe cia khing thé gbe
nay li giong o1 trinh ty axit amin 50 1107 cua hoat
chsl Bevacizumab, nhung it hon mdt axit amin so
véi trinh  iia hoat chit Bevacizumab (axit amin s
108, Arg).

Két luiin: Khong dép img quy dinh vé patent cdp cho
hoat chit.

PATENT: EP 0973804B1 (Genetech Inc.)

PHAM VI Khing thé anti-Vegl > Gidi trinh lim rd
pham vi bao h{ 12 hoat chat Bevacizumab.

Patent EP 0973804B1 xdc lip pham vi bao ho cho
bién thé cia khing lhc Khing yéu t6 sinh truomg ndi
md mach (VEGF) ge ma khong xde lap pham vi bio
h¢ cho khéng lhc khing yéu t6 sinh mmng ni md
mach (VEGF) goc ndy. N duge & cap trong tiém
| yéu cdu bio ho, khéng thé goc nay ) \'ung bién
doi chudi ning bao gom trinh ty axit amin SEQ D
NO: 7 vi viing bién ddi chudi nhe bao gom trinh ty
axit amin SEQ 1D NO: 8. Trinh y axit amin ciia
vimg bitn ddi chudi ning cla Khing thé gde niy li
hodn toan gidng v trinh ty cua wung bién doi chui
nding cua hoat cha'l Bevacizumab, v trinh t axit
amin cua ving bién doi chudi nbe cua khing thé goc
ndy |4 giGng v trinh ty axit amin s6 1107 cia hoat
chit Bevacizumab, nhumg it hon mgt axit amin so
véi trinh ty cita hoat chét Bevacizumab (axit amin sb
108, Arg)

Keét luin: Khang dip img quy dinh vé patent cdp cho
hoat chat,

Quyén si hifu, chuyén piao patent
CHU SO HUU SP: F. Hoflinann-La Roche Lid
CHUICHUYEN NHUGNG PATENT:CO ti liu xie nhin
Genetech Inc chuyén quyen sor hiru cho F. Holfmann-La Roche
Lid

CHU SO HOU SP: F. Hoffinann-La Roche Lid
CHU/CHUYEN NHUGNG PATENT:C ti ligu xic nhin
Genetech Inc chuyén quyén sor hiru cho F. Holfmann-La Roche
Lid
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3. Avastin Bevacizumab- | 0mg/dm PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HU'U SP: F. Hoffimann-La Roche Lid

SDK:VN-15050:12  Hap | Io4ml Dung dich dim d dé pha PHAM VI: Khéng the anti-Vegf -> Gidi thich limrd ~ CHU/C HUYEN NHUQING PATENT:C6 tii liéu xée nhin
dung dich tiém truyén pham vi bao hd |4 hoat chit Bevacizumab. Genetech Inc chuyén quyén sor hitu cho F. Hoffmann-La Roche
-8X: Roche Diagnostics GmbHBre Patent EP 0973804B1 xéc ldp pham vi bao hj cho Lud

bién thé cia khing thé khing yéu t6 sinh truomg i
md mach (VEGF) gbe ma khang xdc [4p pham vi bao
hi cho khang thé khing yéu 16 sinh trréng ndi md
mach (VEGF) gc ndy. Nhur doe 8¢ cdp trong diém
1 yéu cdu bao hd, khang thé gde niy ¢6 ving bién
doi chudi niing bao gom trinh ty axit amin SEQ 1D
NO: 7 va viing bién ddi chudi nhg bao gom trinh ty
it amin SEQ 1D NO: 8. Trinh ty axit amin cua
viing bién doi chudi nfing cia khing thé gde nay 13
hoin todn idng v trinh ty cda vimg bién dbi chui
ning ciia hoat chit Bevacizumab, va trinh ty axil
amin cta ving bién di chudi nhg ciia khing the pdc
ndy 14 gitng véi trinh ty axit amin 6 1-107 cia hogt
chit Bevacizumab, nhumg it hon mdt axit amin so
vé trinh ty cia hoat chit Bevagizumab (axit amin s

108, Arg).
Keét ludn: Khéng dp img quy dinh ve patent cip cho
hoat chit.
4, Avastin Bevacizumab-400mg/|6ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SO HUU SP: F. Hoffiann-La Roche Ltd
SDK:VN-9654-10  Hap!lo l6ml Dungdichdimdidépha  PHAM VI Khang thé anti-Vegf -> Gidi trinh im0 CHU/CHUYEN NHUGING PATENT:CO tii liéu xic nhdn
dung dich tiém truyén pham vi bao h 13 hoat chit Bevacizumab. Genelech In chuyén quyén s hiru cho F. Hoffimann-La Roche
-8X: Genetech Inc. America Palcnl EP 0973804B1 xfc lap pham vi bio hg cho Lud

biéh thé cia khing thé khing yéu 1 sinh trimg ndi
mb mgch (VEGF) gbe mi khéng xdc ldp pham vi bio
ho cho khing lhc Khing yCu 10 sinh trrdng ndi md
mach (VEGF) goe ndy. Nhu duqu & cdp trong diém
1 yéu ciu bio hg, khing thé goc ndy ¢6 viing bién
doi chudi nfing bao gom trinh ty axit amin SEQ ID
NO: 7 vi viing bicn déi chudi nh bao gom trinh ty
axit amm SEQID NO: 8. Trinh ty axit amm cua
viing bién dm chudi ning cia khéng thé gbe ndy li
hodn todn gidng v trinh ty cda ving bicn dbi chudi
ndng cia hoat chit Bevacizumab, v trinh ty axil
amin cia ving bién i chudi nhe cua khing the gbe
ndy L4 gidng vo1 trinh ty axit amin 50 1-107 cua hoat
chat Bevacizumab, nhung it hon mt axit amin so
véi trinh ty cba hoat chdt Bevacizumab (axit amin s6
108, Arg).

Két luin: Khong dip img quy dinh vé patent cip cho
hoat chét.
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5, Avastin Bevacimab-400mg/léml PATENT: EP 0973804B1 (Genctech Inc.) CHU SO HUU SP: F. Hoffmann-La Roche Lid
SDK:VN-10241-10  Hop 1o léml Dung dichdimdidépha  PHAM VI: Khing thé anti-Vegf -> Gidi tinh lim s~ CHU/CHUYEN NHUQNG PATENT:C6 thi liéu xdc nhin
dung dich tiém truyén pham vi bdo hd 14 hoat chat Bevacizumab. Genetech Inc chuyén quyen si hiru cho F. Hoffmann-La Roche

-8X: F Hoffmann-La Roche Lid.Thuy S Patent EP 0973804B1 xde lip phﬂm vi bio hg cho Lud
bién thé ciia khing lh:: khdng yéu 10 sinh tnuong ndi
md mach (VEGF) ghe mi khong xée lap pham vibio
h¢ cho khing thc khéng yéu1é sinh trurdmg i md
mach (VI:GP) pbe ndy. Nhr dl.rqc dé cjp trong dlem
yéu ¢du bio b, khing th goc ndy ¢6 ving bién
i chudi ning bao gom trinh ty axit amin SEQ ID
NO: 7 v viing bién ddi chudi nhe bao gom trinh ti
axit amin SEQ [D NO: 8. Trinh (y axit amin cua
vimg bién d0i chubi ning cia khing thé gbe ndy I
hodn todn giong véi trinh (v cua wng bién i chui
ndng cua hoat chél Bevacizumab, v trinh t axil
amin clia vung bién ddi chudi nhe cua Khang thé gbe
ndy 1 gidng v trinh tyr axit amin s6 1107 cda hogt
chat Bevacizumab, nhumg it hon mit axit amin so
véi trinh t cua hoat chit Bevacizumab {axit amin )

108, Arg).
Keét luin: Khong ddp (mg quy dinh vé patent edp cho
hoat chit.
6 . Avastin Bevacizumab- | 00mg/4ml PATENT: EP 0973804B1 (Genetech Inc.) CHU SG HUU SP: F. Hoffmann-La Roche Lid
SDK:VN-10240-10  Hip 1 lo ol Dung dichdimdidépha  PHAM VI: Khéng thé ant-Vegf -> Gidi trinh Bim e CHUCHUYEN NHUQNG PATENT:CG ti liu xde nhin
dung dich tém truyén pham vi bao b la hoat chit Bevacizumab. Genetech Inc chuyén quyen s hitu cho F. Hoffmann-La Roche

-3X: F Hoffmann-La Roche Lid.Thuy 85 Patent EP 0973804B1 xc lip pham vi bdo hg cho Lud
bién thé cia khng thé khing véu t6 sinh trzimg ni
md mach (VEGF) gbc m khc‘)ng xée lap phgm vibio
h¢ cho khéng thé khéng yéu t6 sinh mmng nji mo
mach (VI:GP) g0¢ ndy. Nhu duqc dé cip trong diém
'yéu cdu bio b, khéng the guc ndy ¢b ving bién
i chudi nfing bao gom trinh ty axit amin SEQ ID
NO: 7 va viing bicn ddi chudi nhe bao gom trinh
axit amin SEQ [D NO: 8. Trinh t axit amin cla
vig bicn d5i chudi ning cia khing thé gde ndy 1
hodn todn gidng vés trinh Ly cia ving bifn 80 chudi
ning ciia hoat chal Bevacizumab, vi trinh t axil
amin eiia ving bién ddi chudi nhe cua khing thé goe
ny 13 gidng v trinh tyr axit amin s 1+107 cia hogt
chat Bevacizumab, nhung it hon m{t axit amin so
¥Gi trinh ty cia hoat chit Bevacizumab axit amin s
108, Arg).

Két lugn: Khong dip img quy dinh vé patent cdp cho
hoat chit.
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7 . Mabthera
SDK:VNI-567-11

§ . Mabthera
SDK:VN-5535-08

Hoat chdt - Him lwyng - Quy edeh  Patent - Chi s hitu - Pham vi bio b

Rituximab-0mg/ml

Hip 1 lo S0ml c6 diic e pha dung dich
truyén

-8X: Roche Diagnostics GmbHBire

Rituximab- | Omg/ml

Hop 1 lo 50ml cb dic dé pha dung dich
truyén

-5X; F.Hoffmann-La Roche Ltd.Thyy ¢

PATENT: EP 200014981 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bio hd 14 quy trinh diéu ché khang phdi 13 hoat chil.
22/4: Cong ty gidi tnnh cdng thite héa ho vi cdu 120
phin tir cda hogt chit Rituximab nim trong Myc 50
3, trang 103, dong thir &; dugc mo 14 chi tict 1ai trang
30, ddng thir 15 v trang 32, dong thir 9 cla Patent
VNUB9

GT: Cong ty cung cip Patent VN 989 -> Patent VN
989 xic lip pham vi bio h{ cho khdng thé khing
D20 dang kham c6 hoat tinh mién dich dwoc tao ra
m transfectoma chifa khing CD20 trong TCAES (véﬂ
b higu hu giir ATCC 6919). Do thiéu théng tin vé
phuong phip sin xudt Rituximab nén chua the dua ra
ket ludn [ patent VN 989 ¢6 xdc 13p pham vi béo ho
¢ho hogt chat Rltuximab hay khong Két Iufn: Khing
dap img quy dinh v¢ patent cdp cho hoat chil.

PATENT: EP 200014981 (Biogen Idec, Inc.)

PHAM V. Chimeric anti-C D20 antibody -> Pham vi
bio h{ 1 quy trinh diéu ché khong phai 14 hoat chit.
2244 Cong ty giai trinh cong thizc hda hoe vi chu o
phén tir cia hoat chat Rituximab ndm trong Muc so
3, trang 105, dong thir 8; dugc md 14 chi tict 1ai trang
30, ddng thir 15 va trang 32, dong thir 9 cua Patent
VNOB9

GT: Céngty cung cap Patent YN 989 -> Patent VN
989 xdc I3p pham vi bio hd cho khéng thé khing
D20 dang kham c6 hoat tinh mien dich duoc g0 ra
m transfectoma chira khing CD20 trong TCAES (véi
b hiéu hru i ATCC 6919). Do thiéu thing tin v
phuong phép sin xuit Rituximab nén chura thé dua ra
két ludn 13 patent VN 989 ¢6 xdc 1p pham vi bio hd
cho hogt chat Rltuximab hay khong Két lun: Khong
dap img quy dinh vé patent cdp cho hoat chil.

Quyén si hihu, chuyén giao patent
CHU SO HOU SP: F Hoffmann-La Roche Lid.
CHU/CHUYEN NHUONG PATENT:1. C6 th liéu xdc nhdn
sur sap nhip Biogen [dec Inc. vio Genetich Inc. va ur Genetich
Inc. vio F Hoffmann-La Roche Lid.
2. Dé nghi Cng ty g trinh va cung cp ti ligu lim rd méi
lién bé giira Roche Diagnostics GmbH vi F HofTmann-La Roche
Ld.
22/4: Cong ty cung c;ip (i ligu xdc nhin Roche Diagnostics
GmbH 13 nh san xuit san phém cho cdng ty me F. Hoffmann -
La Roche Ltd,

CHU $G HUU SP: F Hoffmana-La Roche Ltd.
CHU/CHUYEN NHUGNG PATENT:CG ti ligu xdc nhn sy
sdp nhdp Biogen Idee Inc. vdo Genetich Inc. va tir Genelich Inc.
vio F HofTtnann-La Roche Lid.
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9 ., Mabthera
SDK:VNI-566-11

10 . Mabthera
SDK:VN-5536-08

Hoat chit - Him lrgng - Quy cdeh  Patent - Chii sir hiru - Pham vi bio hi

Rituximab-10mg/ml

Hap 2 lp 10ml ¢d dic dé pha dung dich
tuyén

-8X: Roche Diagnostics GmbHB(e

Rituximab-10mg/ml

Hip 2 lo 10ml ¢6 dic ¢ pha dung dich
truyen

-8X: F.Hoffmann-La Roche Lid.Thyy $§

PATENT: EP 2000149B1 (Biogen ldec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao hd 1 quy trinh diéu ché khang phia 1 hoat chit.
23/4: Cong ty gidi !nnh cdng thire hda hoe v chutgo
phin ti ciia hogt chit Rituximab ndm trong Mye s

3, trang 105, dong thir 8; duge md 14 chi tict tai trang
30, ddng thir 15 vé trang 32, dbng thir 9 cia Patent
VN9R9

GT: Céng ty cung cdp Patent VN 989 -> Patent YN
989 xic lip pham vi bdo hd cho khang 1hé khdng
CD20 dang khim ¢6 hoat tinh mién dich dwoe tao ra
lu transfectoma chira khing CD20 trong TCAES (vdi
s higu liu git ATCC 6919). Do thicu théng tin vé
phucmg phip sin xut Rituximab nén chua thé dua ra
két lugin 4 palcnl VN 989 ¢6 xde lip ph.gm vi bio hd
cho hoat chit Rlluxnmab hay khong, Kt ludn; Khang
d3p img quy dinh vé patent cdp cho hoat chit,

PATENT: EP 200014981 (Biogen Idec, Inc.)
PHAM VI: Chimeric anti-CD20 antibody -> Pham vi
bao hi ki quy trinh diéu ché khang phéi 1 hoat chit,
21/4: Cong ty gidi trinh cng thirc ha hoc va chu tao
phiin tir ¢ia hoat chat Rituximab ndm trong Muc so
3, trang 105, dong thir 8; duoe md (4 chi tiét tai trang
30, ddng thir 15 va trang 32, dbog thir9 cia Patent
VN9B9

GT: Céng ty cung cip Patent VN 989 -> Patent VN
989 xac lip pham v bio hd cho khing thé khing
(D20 dang khim ¢4 hoat tinh mién dich duge tao ra
tir transfectoma chira khing CD20 trong TCAES (v
b higu huu giit ATCC 6919), Do thicu thong tin vé
phurong phip sin xuit Rituximab nén chia thé dura ra
két lugn 14 patent VN 989 ¢ xdc lip pham vi bio hy
cho hoat chat Rltuximab hay khong Két lujn: Khong
dip img quy dinh vé patent cp cho hoat chit.

Quyén s hifu, chuyén giao patent

CHU $O HUU SP: F Hoffmann-La Roche Lud.
CHU/CHUYEN NHUGNG PATENT:CH tii ligu xde nhén sy
sép nhdp Biogen Idec Inc. vdo Genetich Ine. va W Genetich Inc.
vio F Hoffmann-La Roche Lid.

224: Cing ty cung cap i liu xdc nhin Roche Diagnostics
GmbH 1A nha san xult sin phim cho cong ty me F. Hoffinann -
La Roche Lud,

CHU SO HUU SP: F Hoffmann-La Roche Lid
CHU/CHUYEN NHUQNG PATENT:C6 1di liéu xde nhdn sy

sép nhip Biogen Idec Inc. vio Genetich Inc. va I Genetich Inc.
vio F.Hoffmann-La Roche Lid.
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11, Madopar
SDK:VN-8169-09

12 . Madopar
SBK:VN-7671-09

13 . Madopar
SDK:VN-14669-12

Hoat chit - Him lwgng - Quy cdeh  Patent - Chi i hifu - Pham vi bo hi

Levodopa, Benserazide-200mg; S0mg
Chai 100 vién nén; Chai 30 vién nén
-8X: F. Hoffimann-La Roche LtdThyy 5§

Levodopa, Benserazide- 100mg; 25mg
Chai 100 vién nang
-8X: F. Hoffmann-La Roche LtdThyy §§

Levodopa, Benserazide- 100mg; 25mg
Chai 100 vién nang
-8X: Roche $. p. Altaly

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.).

PHAM VI: Cong thirc kiém sodt giéi phong
Levodopa v chat irc ché dccarbnxylale - (jidi trinh
Lim £ pham vi bao ho 13 (6 hop 2 hoat chit

Dicm 2 cia patent US4424235 xdc Lip pham vi bio
hi cho durgre phim gidi phang cd kiém sodt chira
levodopa v mudi hydroclorua ciia Benserazit ciing 14
durge dé gidi phong ¢6 kiém sodt, Tuy nhién, patent
ndy khdng xdc Idp pham vi bao hg cho hdn hap (10
hgp) chira Levodopa va Bcnserundc

Két ujn: Khng dip {mg quy dinh vé patent cdp cho
hdn hop hoat chit.

PATENT: US 4,424,235 (HofTmann - La Roche
Inc.).
PHAM VI: Cong thixc klcm sodt gidi phong
Levodopa v chit irc ché docarbuxylala > Xcm x6Led
phii nghién ciru dang bio ché cdng thire kéthop 2
hogt chat theo cde i 1§ khéc nhau, dé ngl'u lam rd ndi
dung bio hj cho 16 hop hoat chit thudc.
Diém 2 cia patent US4424235 xdic 1ip pham vi bio
hi cho dugc phim gidi phong cd kiém sodt chira
levodopa vi mudi hydroclorua ciia Benserazit citng 14
duge dé gidi phong co kiém sodt, Tuy nhién, patent
nay khong xdc 13p pham vi bio hd cho hin hop (16
hop) chira Levodopa va Benserazide

Ket ludn: Khong dip émg quy dinh vé patent cép cho
hon hop hoat chit,

PATENT: US 4,424,235 (HofTmann - La Roche
Inc.).

PHAM VI: Cong thixc kiém sodt gidi phong
Levodopa va chat irc ché duarboxylalc o> Xcm xél ¢
phai [ nghwn citu dang bio ché cOng thirc kéthop 2
hogt chit theo cic ti 1¢ khic nhau: B¢ nghi lim rd
ni dung béo hd cho 16 hop 2 hoat chil

Diém 2 ciia patent US4424235 xdc 1ip pham vi bio
hd cho due phim gidi phéng ¢6 kiém sodt chita
levodopa vi mudi hydroclorua cia Benserazit ciing 14
duge dé gidi phong c6 kiém sodt. Tuy nhién, patent
ndy khng xdc 1ip pham vi bao hd cho hdn hop (16

hap) chira Levodopa va Benscrazide

Ket luin: Khong dép tmg quy dinh ve patent cip cho
héin hop hoat chit,

Quyén sir hitu, chuyén giao patent
CHU SO HUU SP: F. Hoffmann - La Roche Lid.
CHU/CHUYEN NHUGNG PATENT:E. HofTmann - La Roche
Lid.

CHU 8 HI:II_J SP: F. Hoffmann - La Roche Lid.
CHU/CHUYEN NHUGONG PATENT:F. Hoffmann - La Roche
Lid,

CHU SO HUU SP: F. Hoffmann - La Rache Lid.
CHU/CHUYEN NHUGNG PATENT:F. Hoffmann - La Roche
Lud.

17/4: Cong ty cung cip i litu xc nhin Roche $.p.A 4 nha
sin xuat sdn phim cho cdng ty m F. Hoffmann - La Roche Lid.
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14 . Neorecormon
SDK:VN-2326-06

15 . Neorecormon
SDK:VN-171-09

16 . Neorecormon
SDK:VN-8171-09

17 . Neulastim
SDK:VN-6645-08

Hoat chdt - Him lwgng - Quy edeh  Patent - Chui i hif - Pham vi bio hi

Epoetin beta<40001U/0,3ml

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

-8X: Rache Diagmostics GmbHBre

Epoetin beta-20001U7 0,3ml

Dung dich tiém. Hp 6 bom tiem 0,3ml + 6
kim tigm

-8X: Roche Diagmostics GmbHBire

Epoetin beta-100001U/0,3ml

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

-8X: Roche Diagmostics GmbHbire

Pegfilgrastim-6mg/0.6ml

Hop | bom tiém déng sén 0.6ml dung dich
tiém 6mg/0.6m]

-8X: F Hoffmann-La Roche Ltd. Thyy S§

PATENT: EP 0205364 B2 (Genetics Institue Inc.)
PHAM VI: Phwrong phép sin xuat Erythropoictin ->
Pham vi bio hd chi I3 quy trinh khéng phi (& hogt
chat.

Patent EP 0205564 B2 xiic |dp pharm vi bdo hd cho
quy trinh dicu ché Erythropoictin ngudi. Patent ndy
khong xdc lip pham vi bo hd cho hoat chat Epoetin
beta.

Két luin: Khdng ddp img quy dinh vé patent cip cho
hoat chat,

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM VI: Phueng phép san xuat Erythropoictin ->
Pham vi bdo hd chi [2 quy trinh khong phii [ hoat
chit.

Patent EP 0205564 B2 xdc Ldp pham vi bio b cho
quy trinh diéu ché Erythropoictin ngubi. Patent ndy
khng xdc 13p pham vi bao h cho hoat chit Epoetin
beta,

Két luin: Khong dip img quy dinh vé patent cdp cho
hoat chat,

PATENT: EP 0205564 B2 (Genetics Institue Inc.)
PHAM VI: Phuong phép sin xudt Erythropoictin -
Pham vi bao hd chi 12 quy trinh khang phai 12 hoat
chi.

Patent EP 0205564 B2 xdc l4p pham vi bio b cho
quy trinh dicu ch¢ Erythropoietin ngudi. Patent ndy
khng xde 14p pham vi bdo h cho hoat chat Epoetin
beta.

Két Iuin: Khong dép img quy dinh vé patent cip cho
hoat chat,

PATENT: EP 073306781 (Amgen INC, hounsand
(Oaks, CA 913201789 (US))

PHAM VI: N-Terminally chemically modified
protein compositions and methods > Dé nghi gidi
thich rd pham vi bao hg chinh 13 hoat chit
Pegfilgrastim

Patent EPOT33067 xdc lip pham vi bio hd cho ché
pham chira hoat chat Pegfilgrastim, Tuy nhién, patent
ndy khong xdc 13p pham vi bdo hd cho chinh hoat
chit Pegfilprastim.

Két luin: Khéng dép img quy dinh vé patent cap cho
hoat chit.

Quyén si hiru, chuyén giao patent

CHU $G HUU SP: E. Hoffmann - La Roche Lid.
CHU/CHUYEN NHUGNG PATENT:Chua 6 tai liéu chimg
minh viée chuyén quyén so hitu cda Genetics Institue Inc.) cho
F. Hoffmann - La Roche Ltd.

CHU SG HOU SP: F, Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUGNG PATENT:Chua ¢ ti ligu chimg
minh viée chuyén quyén s hitu cua Genetics Institu¢ Inc.) cho
F. HofTmann - La Roche Ltd.

CHU SO HUU SP: F. Hoffmann - La Roche Ltd.
CHU/CHUYEN NHUGNG PATENT:Chua ¢6 t4i liéu chimg
minh viée chuyén quyén 50 hitu cua Genetics Institue Inc.) cho
F. Hoffmann - La Roche Lid.

CHU SO HOU SP: F Hoffmann-La Roche Lid. - Switzerland
CHU/CHUYEN NHUUNG PATENT:F Hoffimann-La Roche
Ltd. - Switzerland I nhd sin xudt vi chi s& hiru sin phim ding
ky tai Vigt Nam, Amgen 1a chu st hin patent va trademark
Neuglastim, ¢ kém theo viin ban xdc nhan cta Roche.
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Hoat chélt - Him lugng - Quy cich  Patent - Chi sé hiru - Pham vi bio h{

22.3 Pham vi bio h chira ré, dé nghi 1am ré ndi dung béo ho (Tdng so: 2)

1 . Roferon-a
SDK:VN-5538-08
tiém duti da 3 MU/, 5m

-8X: F. Hoffmann-La Roche LtdThuy Sy

2 . Roferon-a
SDK:VN-5538-08

Interferon alfa-2a.3 MIUA,5 ml
Hap | bom tiém dang sin 0,5m! dung dich

Interferon alfa-2a4,5 MIU/,5 ml

Hap | bom tiém dong sin 0,5 ml dung dich
tiém dudi da 4.5 MIUA.S ml

-SX: F. Hoffmann-La Roche LidThyy S§

PATENT: EP: 0211148 B1 (F. Hoffmann-La Roche
Lid)

PHAM VI: Hoat chit: Mature human leukoeyte
interferons, edc din xudt vi hn hop chira chiing ->
DE nghi b sung, giai trinh pham vi bao hd [ hoat
chil Interferon alfa-2a

6/3; Cong ty b sung Patent EP 43980 -> B¢ nghi
b6 sung ndi dung Patent

PATENT: EP: 0211148 B1 (F. Hoffmann-La Roche
Lud)

PHAM VI: Hoat chat: Mature human leukocyte
interferons, cdc din xudt vi hin hop chira ching ->
DE nghi b sung, giai trinh pham vi bio hd [4 hogt
chit Interferon alfa-Za

63: Cong ty b sung Patent EP 43980 -> Dé nghi
b6 sung ndi dung Patent

23 Tén doanh nghiép dé nghi cong bb:  VPDD Ipsen Pharma
B.CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude: 1).

23.1 Khéng dép img quy dinh (Téng so: 1)

Dich chiét ginkgo biloba, Heptaminol,

1 . Ginkor Fort
SDK:VN-3850-07

Troxerutine-

Vién nang, Hop 3 vix 10 vién
-8X: Beaufor [psen IndustriePhap

PATENT: EP 1035838B1 (Beaufor [pscn)

EP 0431 535B1 (Dr. Willimar Schabe GmbH&Ca)
PHAM VI: EP (431 533B1: Chiét xudt tir lf ey
ginkgo biloba, phueng phip diéu ché vi ché phim
dhuge phim chira chiét xuit -> Pham vi bio b 1 hoat
chal, khong phai 14 hon hgp 3 hoat chat

Y éu ciu bio b cia patent EP 1035858 B1 xdc lip
pham i bao hd cho vide sir dung dich chiét ginkgo
biloba dé bio ché thude mi khing xc Lip pham vi
bio hd tnye tiép cho hdn hop hoat chét ca dich chiét
ginkgo biloba, Heptaminol va Troxeruting,

Yéu cdu bio hi cia patent EP 04310535 BI xde lip
pham vi bao h{ cho dich chiét tir 4 cdy Ginkgo
biloba chira mgt s0 thanh phén ma khong xéc lip
pham vi bao h{ true tiép cho hén hop hoat chit cia
dich chict ginkgo biloba, Heptaminol va Troxerutine.
Kt lugn: Khong dip tmg quy dinh vé patent cép cho
hon hop hoat chét.

S!uv@n 56 hiy, chuyén giao patent

CHU SG HOU SP: F. Hoffimann-La Roche Ltd
CHUICHUYEN NHUGNG PATENTF. Hoffimann-La Roche
Lud

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

CHU $G HOU SP: Ipsen Pharma
CHU/CHUYEN NHUQNG PATENT:Dr. Willimar Schabe
GmbH&Co
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86 Ténthude-SDK  Hoat chit - Him lugng - Quy ehch

24 Tén doanh nghiép dé nghi cong bd: VPDD Janssen - Cilag Ltd
B.CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAL TRINH (Téng sb thube: 1),

24.1 Khéng ddp img quy dinh (Tong s6: 1)

1 . Yondelis Trabectedin- L mg

SDK:¥N-15476-12  Hap ! lo bt ddng kho pha dung dich tiém
truyen
-3X: Baxter Oncology GmbH. Bong géi:
Janssen Phamaceutica N.VBirc

PATENT: VN 10358 (Pharma Mar SA, Seciedad
Unipersonal)

PHAM VI; VN: Pham vi bio hd 1i hin hop 2 hoat
chit, khong phii bao h cho hoat chit Trabectedin
Patent VN 10358 xdc lip pham vi bao hj cho chi
pham chira Ecteinascidin (Trabectedin) va
disaccharide. Tuy nhién, patent ndy khong xdc lip
pham vi bio hd cho hoat chit Trabectedin Két lugn:

Khong ddp mg quy dinh v¢ patent cdp cho hoat chét,

25 Tén doanh nghiép dé nghi cong bo: VPDD Janssen-Cilag Ltd.
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thube: 1).

25.1 Khong ddp img quy dinh (Téng sb: 1)

1, Doribax Doripenem manohydrate-500mg
SDK:VN-13741-11  Doripenem
Hap 10 lok bot pha dung dich tiém truyén

PATENT: US 5,317,016 (Shionogi Seivaku
Kabuchki Kaisha)

PHAM VI: US: Dn xuat Pyrrolidylthiocarbapencm -

> (3idd trinh [im rd pharm vi bao ho 4 hoat chat
Doripenem

Cic diém 1-11 Yeéu cu bio hd cua patent US
5,317,016 chi xdc 1ip pham vi bao ho cho hgp chat
¢b cdng thirc chung, cdc dicm néy khong xdc lip
pham vi bio h trre liép hoat chat Doripenen.

Két ludn: Khang dip img quy dinh vt patent cip cho
hoat chat.

Quyen si hifu, chuyén glao patent

CHU SO HUU SP: Janssen - Cilag Ltd

CHU/CHUYEN NHUONG PATENT:1. Pharma Mar SA,
Sociedad Unipersona

2. Cong ty cung cdp gidy iy quyén ctia Pharma Mar SA cho
Janssen - Cilag Lid

3 Dé nghi Cong ty gidi rinh vé vide Baxter Oncology GrubH
sin xudt san pham theo y quyén va tiéu chudn cla Janssen -
Cilag Lid

CHU SO HUU SP: Janssen- Cillag Lid
CHU/CHUYEN NHUGNG PATENT:Shionogi Seiyaku
Kabuchiki Kaisha

26 Tén doanh nghip dé nghi cong bd: VPDD Menarini Singapore Pte Ltd

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

26.1 Khong c6 ndi dung Patent, d& nghi b sung (Téng s6: 1)
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1 . Fastum Gel Ketoprofen-2.5mg/100g gel
SDK:VWN-12132-11  Tuyp 20g, 30g, 50g, 100 Gel béi ngodi
da

-8X: A. Menarini Manufacturing Logistics

Hoat chit - Him lrgng - Quy cich  Patent - Chii sit hiru - Pham vi bio hj

PATENT: ES 49741 § (A. Menarini SAS): be nghi
Cing ty cung cip ban dich bing Tiéng Viét hoje
Tiéng Anh .
lalia 1124398, Bi 886486 -> Co quan SHTTY, Bi
khong niim trong danh séch 14 Co quan SHTT duge
cdng nhin

PHAM VI

27 Tén doanh nghiép dé nghi cong bé: VPDD Merck KGaA
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thude: 10).

27.1 Khéng ddp irmg quy dinh (Téng sb: 9)
1 . Cetrotide
SPK:VN-6134-08

Cetrorelix acetate-0.25 mg

Hap 7 khay, mbi khay gm | Lo bt + |
Bom tiém chiza dung mdi pha tiém
-8X: Baxter Oncology GmbHBe

PATENT: EP0611572 BI{ASTA Medica AG)

US 4800191 (Andrew V. Schally)

PHAM VI: US: Chét d6i lip LHRH -> Gii trinh
lim 9 pham vi bio o 13 hoat chal Cetrorelix

EP: Gidi trinh lam 13 pham vi bdo hg 12 hoat chat
Cetrorelix

Diém 15 yéu ciu bdo hi cua patent US 4800191 xdc
Lap pham vi bao h cho peptide, rong 46 X 14 Ac,
R6 1a D-Cit, R10 13 D-Ala, cdc vi tri amino acid tir

vi trf amino acid thir 7 (Ser) dén vi trf amino acid
cubi cing lién két v diu NH2 (D-Ala) I hodn todn
giong v cdc i tri amino acid twong ing cia hoat
chat cetrorelix acetate, tuy nhién cd vi tri amino acid
thir 1,2,3 clia peptide ndy khong giong véi cdc amion
acid cua cetrorclix acetate & che vi tri twong img 4o
(véri pepide néu trén, vi tef thir 1, RI 13 D-Phe; vi tri
thiz 2, R2 13 D-Phe(d-F) hode D-Phe (d=cl); vi tri thir
3, R3 1 D-Trp; trong khi cde vi tri tuong ing 1,23
ca cetrorelix acetate 14 D-Nal, D-Cpa, D-Pal). Do dé,
patent US 4800191 xdc 1ap pham vi bio hj cho
peplide e6 trinh tw amino acid khdc so v trinh 1e
cia cetrorelix acetate,

Két ludn: Khang ddp img quy dinh vé patent cip cho
hoat chal.

Quyén s hiru, chuyén giao patent

CHU S HU'U SP; Menarini
CHU/CHUYEN NHUQNG PATENT:A. Menarini SAS

CHU $G HUU $P: Merck KGaA

CHU/CHUYEN NHUONG PATENT:STA Medica AG (4 tén
trude ddy cua Baxter Oncology GmbH - ¢6 cong viin xdc nhin
cia Cye Quan Iy duge)
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§6  Ténthube-SDK  Hoat chit- Him hrgng - Quy eich  Patent - Chi si hibu - Pham vi bio h Quyén si hifu, chuyén giao patent

2. Glucophage Metformin hydrochlorid-1000mg PATENT: 1. Bi 568513 (LM.D. Aron-Samuel) >~ CHU SO HUU SP: Merck Sante s.as
SDK:VN-4037-07  Viénnénbaophim - Hop02vix 15viéen  Bi khang ndm trong danh sich 14 coquansthiid CHUCHUYEN NHUONG PATENT:Merck KGad xdc nhdn
-5X: Merck Sante s.a.5Phép tué durge xem xét dé eong b thude bidt durgre gde. Lipha SA 83 mua lai quyén sérhitu tir Aron-Samuel va Lipha
2. Bing séng ché d hét quyén bio hy. SA 46i tén thanh Merck Sante s.2.5 (A cong ty thinh vién cla

PHAM VI: Sn phim dugc pham méi (diém yéuciu ~ Cong ty da qudc gia Merck KGaA)
bio hd 1, Hoat chit Metformine - Tea ciru Martindale)
29/3; Céing ty b sung Patent Canada 709811 ->
Pham vi bio hd 1 phirong php bido ché, khong phai
¢ho hoat chit Metformin hydrochlorid

Palent Bi khong durgre xem xé1 do Co quan s hiru
¢6ng nghiép Bi khong nim trong 56 cde co quan s
hitu trf tué duge chdp nhin néu trong Muc V cia
"Quy dinh tam thir v¢ cde 1 liéu cdn cung cdp dé
cdng bo céc danh mue thude biét duge gbe, thude
twomg duong diéu tri vai thude biét dwoc goc, thude
€6 181 liéu chimg minh twong dwong sinh hoe” duge
ban hinh kém theo Quyét dinh s6 2962/QD-BYT cia
B Y té.Két luin: Khong dép itng quy dinh vé paten
cdp cho hoat chit. 20/3: Patent CA 709811 xéc lip
pham vi bio hj cho durge pham chong i thio duimg
chita Metformin Hydrochloride. Tuy nhién, patent
ndy khng xdc lip pham vi bao hj cho hoat chat
Metformin Hydrochloride.Két luin: Khong dép img
quy dinh vé paten cip cho hoat chit.
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§6  Ténthube-SDK  Hoat chit- Him lwong - Quy eich  Patent - Chi si hibu - Pham vi bio ho Quyén si hitu, chuyén piso patent

3. Glucophage Metformin hydrochlorid-$00mg PATENT: 1. Bi 568513 (JLM.D. Aron-Samuel) > CHU SO HUU SP: Merck Sante s.as
SDK:VN-1322-11  Viénnénbao phim - Hop 05vix 20vién  Bi khing nim trong danh sich 14 co quan s& hﬂ'u i CHU/CHUYEN NHU(JNG PATENT:Merck KGaA xdc nhin
-SX: Merck Sante s.2.sPhdp tu dhrge xem xét dé chng bo thude bit duge ge. Lipha SA di mua lai quyén s hir tir Aron-Samuel va Lipha
2, Biing sing ché 43 hét quyén bio b ) SA di tén thanh Merck Sante s.a.5 (14 cong ty thinh vién cua

PHAM VI: Sin pham duge pham moi (diém yéucau  Cdng ty da quic gia Merck KGaA)
bao hd 1, Hoat chét Metformine - Tra ciru Martindale)
20/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bio hd 14 phuong phap béo ché, khing phai
cho hoat chat Metformin hydrochlorid

Palcnt Bi khong duoc xem xél do Co quan s¢ hinu
cong nghu;p Bi khong nim trong 3 cdc co quan so
hiu tri tué duge chép nhin néu trong Muc V cla
"Quy dinh tam thsi vé céc i ligu cin cung cép dt
cing b cde danh muc thube biét duge goc thude
twong duomg dicu tr véi thude biét dug g, thude
¢d thi ligu chimg minh tyong ducmg sinh hoc" dvoe
ban hinh kém theo Quyé1 dinh s6 2962/QD- BYT clia
ByY EKé ludn: Khdng dip img, quy dinh ve paten
cip cho hot cht,29/3: Patent CA 709811 xéc lip
pham vi bio hi) cho durge phim chong dii thio duimg
chira Metformin Hydrochloride. Tuy nhién, patent
niy khang xc lip pham vi bdo h{ cho hoat chit
Metformin Hydrochloride Két lugn: Khong dip img
quy dinh vé paten cip cho hoat chi.
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§6  Ténthube-SDK  Hoat chit- Him hrong - Quy eich  Patent - Chii si hibu - Pham vi bio h Quyén si hifu, chuyén giao patent

4. Glucophage Metformin hydrochlorid-850mg PATENT: 1. Bi 568513 (LM.D. Aron-Samuel) >~ CHU SO HUU SP: Merck Sante sa.s

SDK:VN-14744-12  Viénnénbao phim - Hop 05 vix 20 vién,  Bikhang ndm wrong danh séch 14 coquan sthirutei - CHU/CHUYEN NHUQNG PATENT:Merck KGaA xdc nhin
Hap 08 vix 15 vién tué duge xem xét dé cong bo thude bit duge gde.  Lipha SA i mua lai quyén sor i tr Aron-Samuel vi Lipha
-§X: Merck Sante s.a.sPhip 2. Bing séng ché d hét quyén bao hy. $A ddi tén thanh Merck Sante s.a.5 (14 cdng ty thanh vién cla

PHAM VI Sin phim duge pham mdi {@iémyéuciu  Cong ty da qude gia Merck KGaA)
bio h 1, Hoat chat Metformine - Tra ciru Martindale)
29/3; Céing ty b sung, Patent Canada 709811 ->
Pham vi bio hd 1 phirong php bio ché, khong phai
cho hoat chét Metformin hydrochlorid

Patent Bi khong durge xem xét do Co quan s¢ hiru
¢dng nghiép Bi khong nim trong sb che co quan s
hiru tr tué duoe chip nhin néu trong Muc V eia
"Quy dinh tam thir vé cde 1 liéu cdn cung cdp dé
cdng bo céc danh mue thude biét duge gde, thude
twong duong diéu tr vai thude biét dwge goc, thude
€0 181 liéu chimg minh twong dwong sinh hoe” duge
ban hinh kém theo Quyét dinh s6 2962/QD-BYT cia
B Y 1é.Két luin: Khong dép itng quy dinh vé paten
cip cho hoat chdt 29/3: Patent CA 709811 xée lip
pham vi bo hj cho duge pham chong déi thio duimg
chita Metformin Hydrochloride. Tuy nhién, patent
ndy khong xdc lip pham vi bo hj cho hoat chat
Metformin Hydrochloride.Két luin: Khong dép img
quy dinh vé paten cip cho hoat chit.
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§6  Tinthube-SDK  Hoat chit- Him lwong - Quy edch  Patent - Chi si hibu - Pham vi bio hp Quyén si hifu, chuyén giao patent

5 . Glucophage XR  Metformin hydrochlorid- 1000mg PATENT: 1. Bi 568513 (JM.D. Aron-Samuel) > CHU §0 HU}J §P: Merck KGaA
SDK:VN-15545-12  Vién phong thich - Hap 03 vi x 10 vién Bi khong ndm trong danh séch 14 co quansorhiutei  CHU/CHUYEN NHUQNG PATENT:Merck KGaA xdc nhin
-5X: Merck Sante s.2.sPhép tué due xem xét dé cong bo thude biét dwge Lipha SA di mua lai quyén sir hitu tir Aron-Samuel vi Lipha
2.US 6475521 (Bristol-Myers Squibb) SA d0i tén thinh Merck Sante s.a.3 (14 cong ty thinh vién cia

PHAM VI Bi: San phim duge phim méi (diém yéu  Cong ty da quoc gia Merck KGaA)
clu bdo hd 1, Hoat chit Metformine - Tra ciru
Martindale)

US: Pham vi bio b chi 1 phirong phip bio ché
293: Cding ty bo sung Patent Canada 709811 ->
Pham vi bio o 14 piromg phép bio ché, khong phai
¢ho hogt chat Metformin hydrachlorid

Patent Bi khong dwge xem xét do Car quan s& hira
¢ong nghiép Bi khong nim trong s6 cée co quan s
hitu trf tu duge chap nhn néu trong Muc V cia
"Quy dinh tam thi vé cde (3 ligu can cung cdp dé
cong bd cde danh mue thude bigt duge goc, thuoe
tuong dueng diéu tri v thude biét duge gbe, thude
€0 141 li¢u chimg minh tueng duong sinh hoe" duge
ban hinh kém theo Quyét dinh 6 2962/QD-BYT cia
B4 Y (& Két lugn: Khong dap img quy dinh vé paten
cdp cho hogt chdt.29/3: Patent CA 709811 xic lip
pham vi bao h cho duoc phim chong ddi thdo duing
chita Metformin Hydrochloride. Tuy nhién, patent
ndy khong x4c lip pham vi bo b cho hoat chit
Metformin Hydrochloride. Két luin: Khng ddp img
quy dinh vé paten cdp cho hoat chi.
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6 . Glucophage XR  Metformin hydrochlorid-500mg PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) -> CHU ] Hﬂy SP: Merck KGaA
SDK:VN-14264-11  Vién phong thich kéo dii - Hop 15 vix 08 Bi khang ndim trong danh sich 14 co quan s hiru i CHU/CHUYEN NHUGNG PATENT:Merck KGa xéc nhén
vién tué dge xem xét dé cong bo thude biét duge gd. Lipha SA da mua lai quydn s hir ir Aron-Samuel vi Lipha
-5X: Merck Sante 5.a.5 ( dong goi: 2.US 6475521 (Bristol-Myers Squibb) SA doi tén thanh Merck Sante s.a.8 (13 cong ty thinh vién cia
PT.Merck Tbk., Indonesia)Phip PHAM VI: Bi: San pham duge phm méi (dicmyéu  Cong ty da quéc gia Merck KGaA)
cdu bio b 1, Hoat chit Metformine - Tra citu
Martindale)

US: Pham vi bio hi chi li phuang phip bio ché
29/3: Cang ty bo sung Patent Canada 709811 ->
Pham vi ba h{ li phwong phép bio ché, khong phai
cho hoat chat Metformin hydrochlorid

Patent Bi khong durgre xem xét do CU quan so hiru
cong nghicp Bi khong nim trong 30 cde cor quan si
hira tri tué dugc chap nhan néu tmng Muc V cla
"Quy dmh tam thii vé cde 1a1 ligu cin cung cap d
cong bo cde dauh myc thube blcl duge goc thude
twong duomg dicu tri véi thude biét dwoe goc, thude
¢0 thi liéu chimg minh twong dueng sinh hoc™ duoe
ban hinh kém theo Quyét dinh 3 2962/QD-BYT cia
BO Y té.Ket luin: Khong dp itng quy dinh vé paten
cip cho hoat chdt 20/3: Patent CA 709811 xéc lip
pham vi bio h cho duge phim chong i thio duomg
chira Metformin Hydrochloride. Tuy nhién, patent
ndy khong xdc Jip pham vi bao h cho hoat chit
Metformin Hydrochlond:, Keét lugn: Khng dip img
quy dinh vé paten cap cho hoat chit.
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$6  Ténthube-SDK  Hoatchit- Ham luyng - Quy cich  Patent - Chii s hiru - Pham vi bio h Quyén s hitu, chuyén giao patent

7 . Glucophage XR  Metformin hydrochlorid-50mg PATENT: 1. Bi 568513 (JM.D. Aron-Samuel) > CHU SG HUU $P: Merck KGaA

SDK:YN-15546-12  Vién phong thich kéo dii - Hop02vix 15 Bikhdng ndm trong danh sdch 14 coquan sohiuii € HU/CHUYEN NHUGNG PATENT:Merck KGaA xdc nhin
vién tu durge xem xét 8¢ cong bo thude it duge goc.  Lipha SA da mua li quyen st hiu tir Aron-Samuel vi Lipha
-5X: Merck Sante s.a.sPhap 2.US 6475521 (Bristol-Mycrs Squibb) SA ddi tén lhanh Merck Sante s..5 (14 cong ty thinh vién cua

PHAM VL. Bi: Sin pham duge phim méi (diém yéu  Cong ty da qubc gia Merck KGaa)
cdu bao h 1, Hogt ehét Metformine - Tra clru
Martindale)
US: Pham vi bio b chi 2 phuong phép bao ché
29/3: Cong ty b sung Patent Canada 709811 ->
Pham vi béo b 14 phurong phép bao ché, khong phii
cho hoat chit Metformin hydrochlorid
Patent Bi khong duge xem xét do Cu quan s& hiru
cdng nghiép Bi khong nim trong s cdc cor quan s§
hirw tri tué duoe chﬁp nhdn néu trong Muc V cia
"Quy dinh tam thai vé cdc tii liéu can cung cap 8
cong b céc danh mye thude bigt duge goc thude
twomg duong dieu tri voi thude bigt duge goc thude
¢0 131 ligu chimg minh twong duong sinh hoe" dwge
ban hinh kém theo Quyét dinh sb 2962/QD-BYT ciia
Bo Y téKét luin: Khong dip img quy dinh vé paten
cip cho hoat chit 29/3: Patent CA 709811 xdc lip
pham vi bio h cho durge phim ching i thio durimg
chira Metformin Hydrochloride. Tuy nhién, patent
ndy khong xdc ldp pham vi bio b cho hoat chit
Metformin Hydrochlondc Kt ludn: Khong dip img
quy dinh vé paten cap cho hoat chi.

8 . Gonal-f Follitrapin alfa-3001U/0.5ml PATENT: EP 0211894 B1(Appliedd Research CHU SO HOU SP; erck KGaA
SDK:VN-11197-10  Hop 1 bit tiém chira 0.5ml dung dich tiém ~ System ARS Holding) ~ CHuC HUYEN NHUQNG PATENT:1, Appliedd Research
SX: Merck Serono SpAY PHAM VI EP; Pham vi bio h{ ld quy trinh di¢u ché  System ARS Holding
hoat chat sinh hoe Folltropin alfa, khong phi bdo 2. Cong ty xéc nhin Appliedd Rescarch System ARS Holding
q cho cdng thirc hoat chit l4 cong ty con cia Merck Serono SA va Merck Serono SA li

Patent EP 021 1894 xdc lip pham vibdo hd choquy  cong ty con cha Merck KGaA
trinh diéu ché hormone kich thich nang trimg ngudi
¢6 chu tric heterodimer, dom vi dudi cau trc chura
trwémg thanh clia hormone kich thich nang trimg
ngui, DNA ti t6 hop ma hod dom vi duréi cu trie
chura trromg thénh cua hormone kich thich nang trimg
ngus, vector vi vector biéu hién. Tuy nhién, patent
ndy khdng xdc 1gp pham vi bio hd cho hoat chdt
Follitropin alfa.

Két ludn: Khng dip img quy dinh vé patent cép cho
hoat chdt
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6 Tén thuc - SDK

9 . Gonal-f
SDK:VN-9304-09

Follitropin alfa-751U (5.5meg)
Hap | lp bt va | bom tiém chira dung moi
-5X: Merck Serono S.AThuy 8§

Hoat chét - Him lugng - Quy cich  Patent - Chi & hiru - Pham vi bo h§

Qu!@u st hifu, chuyén giao patent
CHU SO HOU SP: Merck KGaA
CHU/CHUYEN NHUGNG PATENT: 1. Applicdd Rescarch
System ARS Holding
2, Cong ty xdc nhin Applicdd Rescarch System ARS Holding
[4 cong ty con clia Merck Serono SA vi Merck Serono SA 13
cong ty con cua Merck KGaA

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

PHAM VI: EP: Pham vi bao h{ 14 quy trinh diéu ché
hoat chit sinh hoc Follitropin alfa, khong phii bio
o cho cong thirc hoat chat

Patent EP 0211894 xdc Ip pham vi bao h{ cho quy
trinh diéu ché hormone kich thich nang trimg ngudi
¢0 cau tric heterodimer, don vi dudi cdu tnic chua
teing thanh cia hormone kich thich nang trimg
ngudi, DNA ti td hop md hod don vi dudi cau triic
chira trwomg thinh cua hormone kich thich nang trimg
ngudi, vector vi vector biéu hién. Tuy nhién, patent
ndy khing xac 1ip pham vi bio h{ cho hoat chit
Follitropin alfa,

Két lugn: Khong ddp (mg quy dinh ve patent cip cho
hoat chit.

27.2 Pham vi bio ho i dang bao ché (Tong s6: 1)

L. Erbitux Cetuximab- Sgm/m| PATENT: EP 1687031 vd US 0177068A1 (Merck
SDK:YNI-S%=11  Thude tiém truyén, lo 20ml Patent GmbH) _ .
-8X: Merck KGaABic PHAM VI: Diéu ché duge phdm chira khang thé

chong lai cde thy the EGF -> Gidi trinh Lim rd pham

vi bdo hd trong Patent 13 hoat chit Cetuximab

20/1: Cong ty pidi trinh do Cetuxinmab [ mdt khing

thé nén hign khong c6 Patent bao h cho hoat chit
ndy.

- Patent ¢ ndp bio hd cho ché phim ¢ dang dung
dich nude chira khing thé

- Thutc Erbitux duge ngp dang ky lin diu theo dang

bo mit di ligu vi day di HO so lim sing vi 8
duge cip S0l hanh lin diu cho thude méi

CHU $G HUU SP: Merck KGaA
CHU/CHUYEN NHUGNG PATENT:CG t4i liéu xdec nhdn
Merck Patent GmbH 14 cong ty thanh vién clia Merck KGaA

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

B.CAC HO S0 DA XEM XET YEU CAU B0 SUNG, GIAI TRINH (Tong s6 thubc: 18).
28.1B4 sung tii ligu vé viée chuyén nhwong Patent (Tong s6: 7)

Page 63 of 84



§6  Tinthube - SDK

1. Esmeron 2,5ml
SDK:VN-7935-09

2 . Esmeron Sml
SDK:VN-6764-08

Hoat chét - Him lrgng - Quy eieh  Patent - Chiu si hifu - Pham vi bio b

Rocuronium bromide-10mg/ml

Hap 2 vix 5 1o 2,5ml dung dich tiém tinh
mgch [Omg/ml

-8X: N.V. OrganonHz Lan

Rocuronium bromide-10mg/ml

Hop 10 1o x 5 ml dung dich tiém tinh mach
10mg/ml

-8X: N.V. OrganonHa Lan

PATENT: US 4,894,369 (Akzo NV)

PHAM VI: US: Pham vi bdo hd 14 cdng thire chung,
héng bio h oy the cho hogt chit Rocuronium
16:/d; Clng y b sung patent AU 608313 va gii
trinh Diém yéu cdu béo ho s0 9 (vi du 23) 14 hogt
chat Rocuronium

Patent US 4,894,369 chi xdc 1ap pham vi bao h cho
hop chit c6 cdng thitc chupg. Patent miy khong xde
lap pham vi bdo h Inre llcp cho hoat chit
Rocuronium Bromide, Két ludn; Khing dép img quy
dinh vé patent cp cho hoat chir, ‘

16/4: Dicrn 9 yéu ciu bio hd (hop chét néu trong Vi
du 23) cua patent AU 608313 xdc dp pham vi bio hd
cho hoat chit Rocuronium Bromide.Két lujn: Dip
mg quy dinh vé patent cip cho hoat chit.

PATENT: US 4,894,369 (Akzo NV)

PHAM VI: US: Pham vi bio ho 14 cong thire chung,
Khong bao hd cu thé cho hoat chit Rocuronium
16/4: Cng ty b0 sung patent AU 608313 va gidi
trinh Bicm yéu cau béo ho s0 9 (vi du 23) I3 hoat
chit Rocuronium

Patent US 4,894,369 chi xde lp pham vi bio hd cho
hop chét cd cdng thirc chung. Patent niy khing xic
Iip pham vi bao h trre tiép cho hogt chét
Rocuronium Bromide.Két luin: Khing dép img quy
dinh vé patent cap cho hoal cht,

16/4: Diém 9 yéu cdu bio ho (hgp chit néu trong Vi
du 23) cua patent AU 608313 xdc lap pham vi bio h{
cho hoat chit Rocuronium Bromide.Két lufn: Bip
{mg quy dinh v patent cép cho hoat chit,

Quyén si hiku, chuyén giao patent
CHU SO HUU SP: Merck Sharp & Dohme
CHU/CHUYEN NHU’()NG PATENT:I. Akzo NV
2. D& nghi cong ty cung cip 1 liéu vé viée chuyén nhugng
Patent iira Akzo NV vi Merck Sharp & Dohme; giéi trinh vt
viée N.V. Organon sdn xua theo iy quyén v tiéu chudn cia
Merck Sharp & Dohme

CHU $G HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUON(‘ PATLNT I. Akzo NV

2.bé nghn cdng ty cung cap ti liéu vé vide chuyén nhuqng
Patent giira Akzo NV vi Merck Sharp & Dohme; gidi trinh vé
vige N.V. Organon sin xudt theo i uy quycn va tiéu chudn cla
Merck Sharp & Dohme
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Tén thudc - SDK

3 .Invanz 1g, H/1 lo
SDK:VN-8831-09

4 . Puregon Inj

3001U/0.36ml, H/1
cartridge
SDK:VN-8885-09

Hoat chét - Him lwong - Quy cach  Patent - Chui $6 hiru - Pham vi bao hd

Ertapenem Sodium 1g-1 g
Bot pha tiém; Hop 1 1o Bot pha tiém

-5X: Laboratoire Merck Sharp & Dohme -

Chibret (Mirabel)Phip

Follitropin beta-300 1U / 0,36 mL
Cartridge; Mai hap mit Cartridge
-8X: N.V. ORGANONHa Lan

PATENT: US 5952323 (Merck&Co Inc)
PHAM VI: US: Khang sinh Carbapenem (Dicm yéu
cAu bio hd 1; Hoat chit Ertapenem)

9/4: Cding ty b sung Patent US 5478820 (Zeneea
Ltd)

16/4: Céng ty giai trinh Diém yéu cau bao hg 50 3
cia Patent US 5478820 xdc Lip pham vi bio ho cho
hoat chit I:rwpmnm

Biém 1 yéu ciu bio hd cua patent US 5952323
khong xdc 13p pham vi béo hg cho hogt chit
Ertapenem, Hyp chit néu trong diém | yéu ciu bio
ho cua paient US 5932323 duge thé nhom carboxy
gln vi tri 1 cua vong pyrroliding, trong khi hoat chat
Ertapencen chira nguyén (& H 6 vi tri ndy.

Két ludin: Khong dép img quy dinh vé patent edp cho
hoat cht,

16/4: Diém 3 yéu ciu bao ho ciia patent My 6 US
5478820 xic Lip pham vi bao hg cho hoat chit
Ertapenem Sodium. _

Kt ludn: Dip img quy dinh vé patent edp cho hogt
chat.

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof -> Gidi trinh lam
rd pham vi bao ho I hoat chit Follitropin beta

Biém 4 yéu ciu bio b ca patent US 767251 xc
1p pham vi bao hd cho hogt chit Follitropin beta
trong sin phm Purcgon, Dﬁy & hormong kich thich
thich nang tnmg ngudi (¢ cdu tric heterodimer) duge
san xudt bing phuong phip i b hop.

KLl luiin: Dip (mg quy dinh vé patent uap cho hoat
chit.

Quyén si hiiu, chuyén giao patent
CHU SO HUU SP: Merck Sharp & Dohme
CHU/CHUYEN NHUGNG PATENT:1. Merck&Co Ine
2. Cong ty Merck & Co Inc xdc nhin dd sép nhip véi Schering
plough Corporation vi doi tén thnh Merck Sharp & Dohme
Corporation vao ndm 2009, ‘
3. Dé nghi Cong Ly gidi trinh va cung cap ti iéu mdi lién hé
giita Laboratoire Merck Sharp & Dohme - Chibret (Mirabel) va
Merck Sharp & Dohme Corporation
94 Cong, ty cung cap 1 icu thoa thudn vé vige chuyén giao
bin quyén sing ché Ertapenem ciia Zeneca cho Merck&Co Inc

CHU $G HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGNG PATENT:1.Genzyme Corp.

2. Dé nghi Cong ty cung cdp ti iéu vé viée chuyén nhiong
Patent giira Genzyme Corp. vi Merck Sharp & Dohme
Corpporation .

3. G trinh vé vige N.V. ORGANON.sin xui theo iy quyén
ciia Merck Sharp & Dohme Corp.
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5 . Puregon Inj Follitropin beta-600 1U /0,72 mL
ﬂlﬂlUN} 7iml Wl Cartridge; M3i hip mt Cartridge
cartridge -8X: N.V. ORGANONHa Lan
SDK:VN-8884-09

6 . Puregon Sol 1001U, Follitropin beta-100 1U
Hillp Lo; Mo hip mat lg
SDK:VN-5687-08  -SX:N.V. ORGANONH Lan

1 . Puregon Sol S0IU, Follitropine beta -50 (U
H/1lo Dung dich tiém; Hop mét lo
SDK:VN-5688-08 SX:N.V. ORGANONH: Lan

28.2 Khéng dép img quy dinh (Téng s0: 10)

PATENT: US 5767251 (Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormoncs, and methods, cells, and vectors
and DNA for the production thereof -> Gia trinh lim
10 pham vi bio h{ L4 hoat chit Follitropin beta

Diém 4 yéu ciu bio h{ cia patent US 5767251 xic
lip pham vi bio hd cho hoat chit Follitropin beta
trong san phim Purcgon, Dy L hormone kich thich
thich nang {ning nguds (o6 cdu tnic heterodimer) duge
san xudt bing phuong phip téi 16 hop.

KL‘l lugn: Dap img quy dinh vé patent cép cho hoat
chit.

PATENT: US 5767251 (Genzyme Corp)

PHAM VI; US:Recombinant heterodimeric human
fertility hormones, and methods, cells, and vectors
and DNA for the production thereof - Gidi teinh lam
1 pham vi bao h{ L hoat chit Follitropin beta

Diém 4 yéu ciu bio hj cia patent US 5767251 xde
Iiip pham vi bdo hé cho hoat chit Follitropin beta
trong san phim Purcgon. D3y I hormone kich thich
thich nang trimg ngudri (¢6 cdu tnic heterodimer) duge
san xuilt bing phuong phip 1é1 16 hop.

Kq lugn: Dap img quy dinh vé patent cip cho hoat
chit.

PATENT: US 5767251 {Genzyme Corp)

PHAM VI: US:Recombinant heterodimeric human
fertility hormoncs, and methods, cells, and vectors
and DNA for the production thereof -> i trinh lim
M pham vi bao ho 14 hoat chi Follitropin beta

Diém 4 ycu ciu bio ho ciia paent US 5767251 xde
Iéip pham vi bio h cho hogt chit Follitropin beta
trong sin phim Purcgon. Day 14 hormone kich thich
thich nang trimg ngudi (¢6 ¢au tric heterodimer) dwoe
:an xuil bang phuong phip tdi (h hqp

Kt ludn: Dép img quy dinh vé patent cép cho hoat
chi.

Quyén s6 hiru, chuyén giao patent
CHU SO HUU SP: Merck Sharp & Dohme
CHU/CHUYEN NHUGNG PATENT:1 Genzyme Corp,
2. Dé nghi Cong ty cung cdp i idu vé vie chuyén nhugng
Patent gilta Genzyme Corp. va Merck Sharp & Dohme
Corpporation
3. Giai trinh vé viée N.V. ORGANON sin xuil theo ty quyén
cia Merck Sharp & Dohme Corp,

CHU SO HU'U SP: Merck Sharp & Dohme
CHU/CHUYEN NHUGNG PATENT: 1 Genzyme Corp.

2. D nghi Cong ty cung cép thi liéu vé vide chuyén nhugng
Patent gilta Genzyme Corp. va Merck Sharp & Dohme

Corpporation ; .
3. G trinh vé viée N.V. ORGANON sin xudt theo ty quyén
cia Merck Sharp & Dohme Corp.

CHU SO HU'U SP: Merck Sharp & Dohme

CHUICHUYEN NHUONG PATENT:1 Genzyme Corp.

2. Dé nghi Cong ty cung cap tii liéu vé viée chuyén nhirgng
Patent giita Genzyme Corp. vi Merck Sharp & Dohme
Corpporation

3. Gii trinh v vide N.V. ORGANON.sdn xuft theo Gy quyén
cia Merck Sharp & Dohme Corp.
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1 . Clarinase Repetabs, Pseudoephedrine, Loratadine:
H/14 vién Vién; Mai hip chiza 14 vién
SDK:VN-3821-07  .SX: Schering-Plough Labo N.V Bi

Betamethasone dipropionate 6,43 mg/ml +
betamethasone Na phosphate 2,63mg/ml-

6,43 mg/ml + 2,63mg/ml

Hén dich tiém; MBi hop chira | ong | mL

-8X: Schering-Plough Labo N.V.Bi

1 . Diprospan Iml
SDK:VN-15851-12

PATENT: EP (042544 BI (Schering Corporation)
PHAM VI: EP: Novel antihistamines, process for
their prepaation and phannaccutical compositions
containing them -> Pham vi bdo hi cho hoat chat,
khong phai cho hdn hgp 2 hoat chat Pseudoephedrine
vi Loratadine

Patent EP 0042544 BI xdc ip pham vi bao hd cho
hoat chit Loratadine (xem diém 10 yéu cdu bio hg)
mid khong xdc 13p pham vi bao b cho hon hop hai
hoat chit Pseudoephedrine vi Loratadine.

Két ludn: Khng dap img quy dinh vé patent cip cho
hogt chat.

PATENT: US 3053865 (Merck&Co Inc)

US 4775529 (Schering Corp.)

PHAM VI: US 3053865:Compound patent -> Pham
vi bio h khong phi 13 hoat chit Betamethasone.

US 4775529 : Pham vi bio ho 14 dang bio ché,
khang phdi l4 hoat chat

Patent US 3053865 c6 dé cip dén hoat chit
Betamethasone trong phﬁn mé 14, cu thé & cot 10,
ddng 23-24, tuy nhién phin yéu cdu bao hd xéc lip
pham vi bio hd khong phai 14 hoat chét
Betamethasone,

Diém § va diém 6 cia patent US 4775529 xic lip
pham vi bio hg meire thom (lotion) diing khu trd
chira hoat chit Betamethasone dipropionate. Tuy
nhién patent ndy khing xdc |3p pham vi bio h tnge
tiép hoat chit Betamethasone ciing nhu khing bio hi
true tiép cho hén hop Betamethasone dipropionate v
Betamethasone Na phosphate.

Két lugn: Khéng dip img quy dinh v patent cdp cho
hén hgp hoat chat.

Quyén sir hifu, chuyén glao patent

¢ HU SO HOU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUONG PATEN’ I' I. Schering Corporation
2. Dé nghi Cong ty cung cdp ti lidu vé viée chuyén nhugng
Patent gilta Schering Corporation vi Merck Sharp & Dohme
Corporannn gidi trinh ve viée SP Labo N.V. san xudt theo uy
quyén vi fiéu chudn eda Merck Sharp & Dohme Corporation

CHU SO HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGNG PATENT:]. Merck & Co Ine

2. Cong ty Merck & Co Inc xdc nhin 83 sép nhip véi Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vio ndm 2009.
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3 . Fosamax Plus
Tablet

4. GARDASIL Inj
(.5mL/dose
SDK:QLVX-0413-11

Alendronate Natri, Colecalciferol (Vitamin
D3) 70 mg/ 2800 Ul

Vién nén; Hop | vi X 2 vién; Hop 1 viX 4
vién nén

-8X: Frosst Iberica §.A.Tdy Ban Nha

Vacein ti 16 hop tir gid phong vi-rit HPV
angudi e 6, 11, 16, 18-0.5mL liéu
Dich treo v6 khuan; Hopllo X1 litu X
0.5 emL; Hap 1010 X 1 iu X 0,5 mL
-SX: Merck Sharp & Dohme Corp.Hoa Ky

5, Orgalutran 0.25/0.5 Ganirelix 0,25mg-0 2500.5

Sl 0.5mg H/1 bom
tiém
SDK:VN-7760-09

Bom tiém; Mdi bip chita mt bom tiém
-8X: VETTER PHARMADi

PATENT: VN 5715; VN 5734 (Merck & Co Inc)->
Ba sung ni dung Patent

PHAM VI: VN 5715: Thinh phim duuc chira hop
chit Biphosphonat e tac dung ife ché tiéu xuong

VN 5734: Sir dung ac-d ﬂlundmmc hoac mudi duge
dung ciia nd d& sin xual thude ire ché tiéu xuong,

94: Cong ly gidi trinh patcnt VN 5715 ¢6 pham vi
bao ho Li hon hop hoat chat

GT: Céng ty cung cdp Patent US 4922007
{Merck&Co Inc) -> Patent US 4922007 xdc lip pham
vi bao hg cho quy trinh dicu ché din xudt acid
biphosphonic. Tuy nhién, patent ndy khong xc lip
pham bio h{ cho hon hyp hoal chat gom Alendronate
Natri va Colecalciferol. Két lugn: Khong dip img quy
dinh vé patent cdp cho hdn hop hoat chit Hutng
khac phuc: Xdc dinh chinh xéc patent xéc Iip pham
vi bio ho cho hdn hop hoat ehat gom Alendronate
Natri va Colecalciferol (néu ¢6).

PATENT: US 5820870 (Merck&Co Inc)

PHAM VI: US: Recombinam human papillomavirus
type 18 vaccine -> Pham vi bio hj chi cho vaccin
tujp 18, khong phii cho hn hop cdc tugp vacein
US 5820870 xdc lip pham vi bao hd cho vaceine
phong virut HPV type 18 (cac diém § vi 6 yéu cu
bao h¢). Tuy nhién, patent ndy khdng xdc lip pham
vi béo ho cho 10 hop vaccine phong virut HPV type
6, 11,16 vi 18,

Két luin: Khng dip img quy dinh vé patent cdp cho
hén hop vaceine.

PATENT: US 5767082 (Syntex USA)

PHAM VI: US:Nonapeptide and decapeptide analogs
of LHRH useful as LHRH antagonists -> Gidi trinh
am rd pham vi bdo hd 13 hoat chét Ganirelix

Patent US5767082 xdc lap pham vi bio hé cho cde
phomg phip phing ngira v dicu trj bénh bao gom
bt sir dung chat twong ty chat d6i khing LHRH
nona hofic decapeptit. Tuy nhién, patent niy khong
x4c |ap pham vi bo h cho hoat chal Ganirelix,

Két lugn: Khng dip img quy dinh vé patent cdp cho
hoal chi,

Quyén i hiku, chuyén piao patent

CHU SO HU'U $P: Merck Sharp & Dohme (Asia) Lid
CHU/CHUYEN NHUONC PATENT:Chura ¢ t4i li¢u chimg
nhin chuyén quyén s6 hiny patent tir Merck&Co cho Merck
Sharp & Dohme (Asm) Lid -> Bo sung tii liéu

9/4: Cong ty cung cdp hop dong thoa thudn chuyén giao quyén
san xual Lir Merck Sharp & Dohme [ntemational Ser BY cho
Frosst Iberica S.A.

CHU SO HUU SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGNG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc xdc nhén da sip nhap véi Schering
plough Corporation va i tén thanh Merck Sharp & Dohme
Corporation vio nim 2009,

CHU 8 HUU SP: Merck Sharp & Dohme
CHU/CHUYEN NHUGING PATENT:1, Syntex USA

2. Dé nghi Cong ly cung dp 14 iéu vé viée chuyén nhugng
Patent gilra Syntex USA vi Merck Sharp & Dohme
Corpporation

3. Giai trinh vé viée VETTER PHARMA sin xuat theo iy
quyén cia Merck Sharp & Dohme Corp.
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6 . Peg-Intron 50mcg, Peginterferon alfa-2b-50 meg
H/l lp+dung mdi Bot pha tiém: Hap | o bt va mit lo dung
SDK:VN-6307-08  mdi phatiém

-5X: Schering - Plough (Brinny) Co.Ireland

7 . Peg-Intron 80meg, Peginterferon alfa-2b-80 meg
Hil lg+dung mdi Bat pha tiém; Hop | lo bt va mgt lo dung
SDK:VN-6308.08  mdi phatiéem

-SX: Schering - Plough (Brinny) Co.Ireland

PATENT: EP 1066059BI (Schering Corporation)
PHAM VI EP: Formulations for protection of peg:
interferon alpha conjugales -> Pham vi bio h 12 dang
bio ché, khang phii bio hd cho hoat chit.

Patent EP 106605981 xde I3p pham vi bao ho cho
ché phém cho phép lim dn dinh thé ién hgp PEG-
Interferon alpha chira the lién hop PEG-Interferon
alpha, chat dém, chat dn dinh, chét bao vé dong lanh
li saccharose, dung mi, quy trinh bio ché bt dong
kho chira ché pham nay, bt dong kho thu dwge theo
quy trinh ndy, vi quy trinh dicu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
ndy khong xdc 1ap pham vi bio hd cho hoat chat
Pczgimcrfcmn alfa-2b. ,

Ket ludn: Khong ddp img quy dinh v patent cap cho
hoat ché.

PATENT: EP 106605981 (Schering Corporation)
PHAM VI: EP: Formulations for prolection of peg-
interferon alpha conjugates -> Pham vi bdo ho 14 dang
bio ché, khong phi bio hd cho hoat chil,

Patent EP 106603981 xdc lap pham vi bao h cho
ché phim cho phép lam dn dinh thé lién hop PEG-
Interferon alpha chira thé lién hp PEG-Interferon
alpha, chat dém, chat dn dinh, chét bao vé dong lanh
li saccharosc, dung mi, quy trinh bio ché bt ding
kho chira ch phém ndy, bt dong kho thu duge theo
quy trinh ndy, va quy trinh diéu ché dung dich chira
the lién hop PEG-Interferon alpha. Tuy nhién, patent
ndy khdng xde 1dp pham vi bo h cho hoat chit
Peginterferon alfa-2b.

Ket luin: Khong dép img quy dinh vé patent cdp cho
hoat chit.

Ouv@n 5t hiku, chuyén giao patent

CHU SO HUU $P: Merck Sharp & Dohme

CHU/CHUYEN NHUGNG PATENT: 1 Schering Corporation
2.Cong ty Merck & Co Inc xdc nhin d3 sdp nhdp vdi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vio nim 2009.

CHU SG HUU $P: Merck Sharp & Dohme

CHU/CHUYEN NHUGNG PATENT: 1 Schering Corporation
2. Cong ty Merck & Co Inc xde nhn d sap nhdp véi Schering
plough Corporation v di tén thanh Merck Sharp & Dohme
Corporation vo nim 2009,

Page 69 of 84



$6  Tén thue - SDK

8 . Peg-Intron Redipen Peginterferon alfa-2b-100 meg

100meg, H/l bit Bt tiéem; Hop mét bilt tiém dong sin Bt
SDK:VN-8276-09  vi dung mi pha tiém
-3X. Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

Y . Peg-Intron Redipen Peginterferon alfa-2b-50 meg

50meg, H/1 buit Riit tiém; Hap mét bt tiém dong sin Bt
SDK:VN-8277-09  vi dung méi pha tiém
-8X: Schering - Plough Ltd. Singapore
branch (Biotech)Singapore

Hoat chit - Him lrgng - Quy cdch  Patent - Chi si hifu - Pham vi bio hj

PATENT: EP 106603981 (Schering Corporation)
{Chua co ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> Bo sung ngi dung
Patent dé chirng minh pham vi b h 1 hoat chit
Peginterferon alfa-2b,

Patent EP 106603981 xdc ldp pham vi bio h cho
ché phm cho phép lim on dinh thé lién hop PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chét dém, cht n dinh, chit bao vé ddng lanh
l4 saccharose, dung méi, quy trinh bio ché bt dong
kho chira ché phim ndy, bit dong khé thu duge theo
quy trinh ndy, v quy trinh diéu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
ndy khong x4c 1p pham vi bio h cho hoat chdt
Pclgimcrl‘cmn alfa-2b. .

Két ludn: Khong ddp {mg quy dinh vé patent cdp cho
hoat chil.

PATENT: EP 106605981 (Schering Corporation)
{Chua c6 ndi dung Patent)

PHAM VI: Formulations for protection of peg-
interferon alpha conjugates -> BO sung ndi dung
Patent d¢ ching minh pham vi bio h 14 hoat chit
Peginterferon alfa-2b.

Patent EP 10660391 xdc 13p pham vi bio h) cho
ché pham cho phép lim On dinh thé lién hop PEG-
Interferon alpha chira the lién hop PEG-Interferon
alpha, chit dém, chit n dinh, chit bio vé ddng lanh
la saccharose, dung mdi, quy trinh bio ché bt dong
kho chira ché pham ndy, bt dng khd thu duge theo
quy trinh ndy, va quy trinh dicu ché dung dich chira
thé lién hop PEG-Interferon alpha. Tuy nhién, patent
ndy khong x4c Idp pham vi bao h{ cho hoat chat
Peginterferon alfa-2b.

Keét luin: Khong dp tmg quy dinh vé patent cdp cho
hoat chit.

CHU SO HUU SP: Schering - Plough Ltd.

CHU/CHUYEN NHUQNG PATENT:Chura b ti liéu xc nban
viie chuyén quyén s hitu Patent tir Schering Corporation cho
Merck Sharp & Dohme (Asia) Ltd -> Bé nghi bd sung tai ligu
GT: Cong ty Merck & Co Inc xdc nhin dd sdp nhip véi
Schering plough Corporation va ddi tén thinh Merck Sharp &
Dohme Corporation vio nim 2009,

CHU $0 HUU $P: Schering - Plough Lid.

CHU/CHUYEN NHUONG PATENT:Chura cd tai liéu xdc nhn
viéc chuyén quyen s i Patent tir Schering Corporation cho
Merck Sharp & Dohme (Asia) Ltd -> Dé nghi bd sung ti liéu
GT: Cong ty Merck & Co Inc xdc nhan da sdp nhdp véi
Schering plough Corporation va i tén thinh Merck Sharp &
Dohme Corporation vio ndm 2009,

Page 70 of 84



$6  Tén thufic - SDK

10 . Peg-Intron Redipen Peginterferon alfa-2b-80 meg
80meg, /1 bt Bt tiém; Hap mot bit tiém dong sin Bot
SDK:VN-8278-09 v dung méi pha tiém
-8X: Schering - Plough Ltd, Singapore
branch (Biotech)Singapore

Hoat chit - Him lrgng - Quy cch  Patent - Chui sir hiu - Pham vi bio h§

Quyén si hifu, chuyén giao patent

CHU $G HU'U SP: Merck Sharp & Dohme

CHU/CHUYEN NHUGONG PATENT: 1. Schering Corporation
2.Cdng ty Merck & Co Inc xéc nhin &3 sip nhip véi Schering
plough Corporation va di tén thanh Merck Sharp & Dohme
Corporation vio ndm 2009,

PATENT: EP 106603981 (Schering Corporation)
PHAM VI: EP; Formulations for protection of peg-
interferon alpha conjugates > Pham vi bao h 12 dang
bio ché, khang phéi bio h cho hoat chat,

Patent EP 106603981 xdc Lip pham vi bio hd cho
ché phdm cho phép lim 6n dinh thé lién hgp PEG-
Interferon alpha chira thé lién hop PEG-Interferon
alpha, chit d¢m, chit én dinh, chit bio v¢ dong lanh
14 saccharose, dung moi, quy trinh bio che bjt dong
kho chira ché phim ny, bt ddng khd thu duge theo
quy trinh ndy, vi quy trinh diéu ché dung dich chira
thé lién hgp PEG-Interferon alpha. Tuy nhién, patent
ndy khong xac lip pham vi bio hd cho hoat chat
Peginterferon alfa-2b.

Ket ludn: Khng dip img quy dinh vé patent cip cho
hoat chit,

28.3 Pham vi bao ho chura rd, dé nghi 1am ré ndi dung béo hd (Tong sb: 1)

1 . Fosamax
SDK:VN-8834-09

Alendronate 70mg-70 mg
Vién; Mai hap chira 2 vién
-8X: Merck Sharp & Dohme (ltalia) S.p.AY

PATENT: VN 5715, VN 5734 (Merck & Co Ing) ->
Bo sung ndi dung Patent

PHAM VI: VN 5715: Thanh phim duge chira hop
chat Biphosphonat co tac dung irc ché tiéu xuong.
VN 5734: Sir dung acid alendronic hofic i duige
dung cita nd ¢ sin xudt thude v ¢hé tiéu xuromg,
0/4;: Cong ty giai trinh Diém yéu cau bao hd § va 6
trong Patent VNST15 14 hoat chit Alendronate

GT: Cong ty cung cdp Patent US 4922007
(Merck&Co Inc) -> Patent US 4922007 xde lip pham
vi bio h cho quy trinh diéu ché din xudt acid
biphosphonic. Tuy nhicn, patent ndy khong xdc lgp
pham bao h cho hoat chit Alendronate.

Két ludn; Khong dip img quy dinh vé patent ¢dp cho
hoat chat Alendronate (néu ¢d).

CHU SO HOU SP: Merck Sharp & Dohme (Asia) Lid
CHU/CHUYEN NHUGNG PATENT:Chua o téi iéu chimg
nhin chuyén quyén sor hiru patent ti: Merck&Co Inc cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tii ligu

29 Tén doanh nghiép dé nghi cong ho:  VPDD Novartis Pharma Services AG tai TPHCM

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

29.1 Khéng dp img quy dinh (Tong s6: 7)
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1 . Ca-C 1000 SANDOZ Calcium carbonate, Calcium lactat
ghuconate, vitamin C-Ca-C 1000mg
Hép 1 vi 10 vién si bot
-8X: Famar FrancePhdp

1 . CALCIUM-SANDOZCalciun carbonat, Calcium lactat gluconat,
D3 6007400 Cholecalciterol-600mg Calcium, 400 1U
SDK:VN-11216-10  Cholecalciterol
Hap | tujp 10, 20 v s bot
-5X: Famar FrancePhdp

3 . GALVUS MET
S0MG/1000mg
SDK:VN1-652-12

Vildagliptin, metformin HCl-50mg
Vildagliptin, 1000mg metformin HCI
Hop 6 vi x [0 vién nén bao phim

-8X: Novartis Pharma Stein AGThyy S§

CHU $G HOU $P: Novartis AG

PATENT: US 4,867,977 (Sandoz Ltd) ' L
CHU/CHUYEN NHUGNG PATENT:Sandoz Led

PHAM VI1: Muoi caleium -> Pham vi bdo hg cho 2
oat cht Calcium carbonate, Calcium lactat
gluconate (khong ph cho hdn hop 3 hoat chit
Calcium carbonate, Calcium lactat gluconate, vitamin
0)

Diétm 2 yéu cdu bio hd cua patent US 4867977 xée
Iip pham vi bio hd cho dwge pham chira hon hgp
gom caleium carbonate, calcium lactate gluconate v
axit hiru ¢o polycarboxylic khong thom (khong bao
gom ascorbic acid- Vitamin C).

Két ludn: Khéng dap tmg quy dinh vé patent cdp cho
hon hop 3 hogt chit calcium carbonate vi calcium
lactate gluconate v vitamin C.

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUGNG PATENT:Sandoz Lid

PATENT: US 4,867,977 (Sandoz Lud)
PHAM VI: Mudi calcium -> Pham vi bio h cho 2
hoat chit Calcium carbonate, Calcium lactat
gluconate (khong phi cho hdn hop 3 hoat chit
Calcium carbonate, Calcium lactat gluconate,
Cholecalciterol)
Dicm 2 yéu ciu bao h{ ciia patent US 4867977 xic
Lip pham vi béo h eho duge phim chica hdn hp

m calcium carbonate, calcium lactate gluconate va
axi hiru cor polycarboxylic khang thom (khéng bao
gom cholecalciterol- mit dang cia vitamin D, cing
durge goi L4 vitamin D3), _
Két lun: Khong dip img quy dinh vé patent cdp cho
hén hp 3 hoat chdt calcium carbonate v calcium
lactate gluconate v cholecalciterol.

CHU SO HUU SP: Novartis AG
CHU/CHUYEN NHUGNG PATENT:

PATENT: VN 5529 (Novartis AG)

PHAM VI: Hop chat 2-xyanopyrolidin dwoc thé o vi
tri cua Nito -> Pham vi bao h{ 14 hoat chat, khéng
phai 14 hn hop 02 hogt cha Vildagliptin va
Metformin HC!

Patent VN 5529 xdc lip pham vi bio ho cho hoat
cht Vildagliptin (diém 4 yéu cau béo h). Tuy
nhién, patent ndy khong xdc dp pham vi bao h cho
hon hop hogt chat Vildagliptin vi Metformin HCI
Két ludn: Khéng dép tmg quy dinh vé patent cip cho
hén hop hoat chit,
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4 .GALVUSMET
SOMG850MG
SDK:VN1-653-12

§ . GENTEAL
SDK:VN-7765-09

Hoat chét - Him lwgng - Quy cich  Patent - Chii & hiu - Pham vi bio hg

Vildagliptin, metformin HCl-30mg PATENT: VN 3529 (Novartis AG)

Vildagliptin, 850mg metformin HC] PHAM VI: Hop chit 2-xyanopyrolidin dge thé &1 vi

Hép 6 vi * 10 vién nén bao phim trf cita Nita -> Pham vi bio h 14 hoat chit, khing

SX: Novartis Pharma Stein AGThyy S ph 14 hin hop 02 hoat chét Vildagliptin va
Meiformin HCI
Patent VN 5529 xdc |dp pham vi bao hd cho hoat
chit Vildagliptin (diém 4 yéu cau bao hg). Tuy
nhién, patent ndy khong xdc |dp pham vi bao o cho
hdn hrp hoat chit Vildagliptin vi Metformin HC1.
Két luin: Khéng dép img quy dinh v¢ patent edp cho
hén hyp hoal cht,

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

US 5858996 (Ciba Vision Corporation)

US 5725887 (Ciba Vision Corporation)

PHAM VI: Gidi trinh lim rd pham vi bao hd cua cde
Patent trén 13 hoat chit Hydroxypropyl
methyleellulose.

US 5607698 xdc lap pham vi bao ho cho phurang
phip bio quin dung dich thude boi tron mil, thude
Iam dm mal va thuoe ding dé chiza bénh viém mit vi
phuong phip dicu tri bénh cho mit, US 5683993 xde
Iip pham vi bao h cho ché pham nude ding dé chita
bénh viém mit chira polymer vi phuong phip lim
on dinh ché pham nude dimg dé chixa bénh viém mit
chira polyme. US 5858996 xdc lap pham vi bio hd
cho ¢hé pham duwoc lam on dinh chita polymer va
phuong phip lim on dinh ché phim chira polymer.
US 5725887 xdc lip pham vi béo hd cho duoe phim
dimg dé chira bénh viém mit duge bao quin bing
hydrogen peroxide duge lim on dinh. Tuy nhién, cdc
patent ndy khong xdc 1dp pham vi bao h cho chinh
hoat chat hydroxypropyl methyl cellulose.

Két lugn: Khéng dip img quy dinh W patent cﬁp cho
hoat chit.

Hydroxypropyl methyl-cellulose-3mg/ml

Hap 1 o 10l thube nho mt

Quyén si hiru, chuyén giao patent

CHU SO HOU SP: Novartis AG
CHU/CHUYEN NHUGNG PATENT:

CHU $G HUU SP; Novartis AG

CHU/CHUYEN NHUONG PATENT:L. Ciba Vision
Corporation (Chura ¢6 141 liéu vé viée chuyén quyén s hiru
Patent giira Ciba men Carporation vé Novartis AG)

2, Gidi rinh lam & méi lién h¢ gilta nhd sdn xudl v chil s¢r
hiru sdn pham.
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6 . GENTEAL GEL  Hydromellose, carbomer-30mg PATENT: US 5,607,698 (Ciba-Geigy Corporation)  CHU SO HUU SP: Novartis AG
SDK:VN-7936-09  Hydromellose, 22mg carbomer US 5683993 (Ciba Vision Corporation) CHU/CHUYEN NHUGNG PATENT:1. Ciba Vision
Hap | tugp 10g gel nho mit US 5858996 (Ciba Vision Corporation) Corporation (Chia ¢6 ti ligu vé viée chuyén quycn & hiru
-8X: Excelvision AGThay Sy US 5725887 (Ciba Vision Corporation) Patent gilra Ciba Vtswn (orporalmn va Novartis AG)
PHAM VI: G trinh lam rd pham vi bao hd caacde 2. Gidi trinh lam £ moi lién ¢ gilta nha sdn xudt va chi so
Patent trén 14 hogt chit Hydroxypropy! hitu sén phim.
methylcellulose.

US 5607698 xdc ip pham vi bio hd cho phuong
phdp bio qun dung dich thude b trom mt, lhuoc
1dm dm mél vi lhuoc ding dé chira bénh viém it v
phueng phép dicu tr bénh cho mit, US 5683993 xdc
Lip pham vi bao ho cho ché pham nude ding dé chira
bénh viém mét chira polymer vi phueng phip lam
6n dinh ché phim nu6e ding dé chira bénh viém mit
chira polyme. US 5858996 xic 1ap pham vi bdo ho
cho ché phim durge 1am 6n dinh chia polymer v
phuong phdp lim dn dinh ché phim chiza polymer.
US 5725887 xdc 14p pham vi bao ho cho duge phim
ding dé chita bénh viém mit duge bao quin bing
hydrogen peroxide duge Jdm on dinh. Tuy nhién, cde
patent ndy khong xéc ip pham vi bio hi cha chinh
hoat chat hydroxypropyl methyl cellulose.

Kt lugn: Khong dip img quy dinh v¢ patent cdp cho

hoat chat.
7. Lucentls Ranibizumab-|0mg/ml PATENT: EP 0973 804 BI (Genetech Inc) CHU SO HUU SP: Novartis AG
SDK:VN1-443-11 Hap | 1o 0,3ml dung dich tiém PHAM VI: EP: Khang the Anu-VEFG -> Giditrinh ~ CHUIC HUYEN NHUGNG PATENT: 1. Gienetech Inc
-§X: Novartis Pharma Stein AGThuy S§  14m rd pham vi bao ho trong Patent | hoat chat 2, D nghi Cong ty cung cap tai liéu vé viée chuyén nbirgng
Ranibizumab. Patent gilra Genetech Inc va Novartis AG

Patent EP0973804B1 xdc lip pham vi bio ho cho
khang the anti-VEFG. Tuy nhién. Patent ndy khong
xic lip pham vi bio hd cho hoat chét Ranibizumab.
Két lugn: Khong dip img quy dinh vé patent cdp cho
hoat chit.

30 Tén doanh nghiép dé nghi cong b:  VPDD Pfizer (Thailand) Ltd
B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thufic: 14).

30.1 Co quan cﬁp patent khong nim trong DS 14 e dwoc cing nhdn. (Téng 56 2)
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1. Proctolog
SDK:VN-6763-08

Trimebuting; Ruscogenins-Trimebutin
120mg, Ruscogenines 10mg

Vién danHap 2 vix § vién

-SX: FarmeaPhip

2 . Proctolog
SDK:VN-8247-09

Trimebutine; Ruscogenins-irimebutine
1,16g, ruscogenins 0,10g

Kem bdi trye tringHdp | tube 20z
-5X: FarmeaPhap

30.2 Khéng ddp img quy dinh (Téng so: 11)

Hogtchit-H&m lrgug - Quy cich  Patent - Chil & hiku - Pham vi bao h§

PATI:NT Cing ly cung ¢ip bin photo ¢ duing
dén ciia WIPO d cip Co quan SHTT Vit Nam cip
(VN3261) v EP 0806949 do Co Car quan SHTT
Chéu Au cap(chua 1 bin diy du) Chi SH: Pfizer
Holding France. Dé nghi cung cip patent lién quan
hon hop hoat chat (Trimebutine; Ruscogcmns]
PHAM VI: - Dang béo ché vién nén dm‘rng uong
dugc bao chira Trimebutine Maleat va quy trinh béo
che

28/1: Cong ly b sung Patent Fr 2369M > Co quan
SHTT Phdp khong ndm trong danh séch 14 Co quan
SHTT duge cong nhin

PATENT: Céng ly cung cip ban pholo ¢6 drimg
dan ciia WIPO 8 cip Co quan SHTT Vit Nam cap
(VN3261) vi EP 0806949 do Cor Car quan SHTT
Chéu Au cdp(chura 13 bin diy du). Chu SH: Pfizer
Holdmg France. D& nghi cung cdp patent lién quan
hin hop hoat chit (1 Trimebutine; Ru.scogenms)
PHAM VI; - Dang bio ché vin nén dwdmg udng
ducl;rc bao chira Trimebuting Malcat va quy trinh bio
che

28/1: Céng ty b sung Patent Fr 2369M -> Co quan
SHTT Phdp khong ndm trong danh séch 14 Co quan
SHTT duwoe cong nhin

Quyén si hitu, chuyén giao patent
CHU SO HOU SP: Pfizer Thailand Lid ‘
CHU/CHUYEN NHUGNG PATENT:28/1: Cong ty b sung
(4i liéu chuyén nhugng Patent gia Pfizer vi Warmer-Lambert
va 1di liéu chimg nhdn Laboratoires 13 cong ty con cda Warrner-
Lamberl

CHU SO HOU SP: Pfizer Thailand Lid .
CHU/CHUYEN NHUGNG PATENT:28/1: Cong ty b6 sung
(4i liéu chuyén nhuong Patent gilta Pfizer vi Warmer-Lambert
v tai lidu chimg nhin Laboratoires |4 cong ty con clia Warmer-
Lambert
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Hoat chdt - Him lrgne - Quy céch

Patent - Chu st hiru - Pham vi bdo h{

| . Campto
SDK:VN-10462-10

2 Campto
SDK:VN-10463-10

Irinotecan hydrochlaride - 40 mg/2mL

Dung dich tiém truyénHgp | lo 2 mL (I

cytosafe) ;
-8X: Pfizer (Perth) Pty. Ltd.Ue

Irinotecan hydrochloride -100 mg/5mL
Dung dich tiém truyﬁ"nHép I o5 mL (lo
cytosafe)

SX: Pfizer (Perth) Pry. Lid.Uc

PATENT: W019960315 13 (bn phouo ¢0 duimg
din) do Co quan SHTT thé giéi cdp. Chu SH:
Pharmaciad Up John Company. Bo sung ban sao ¢o
dau gidp lai doanh nghlcp

PHAM VI: Quy trinh 1ng hop dan xuit
camptothecin trong d6 c6 hoa chit Irinotecan,

28/1: Cong ty cung cip patent US 4604463 -> Gidi.
(rinh lam 1 pham vi bao hd trong Patent I hoat chat
Irinotecan hydrochloride

WO1996031513 chi li cong bé don quoc 1€, khong
phi patent, Két ludn: Khong ddp img quy dinh vé
patent cip cho hoat chit 28/1: Patent US 4604463
khong xic lip pham vi bo hd cho hoat chit
Irinotecan Hydrochloride. Trong s6 cdc hop chét néu
trong yéu chu bio ho cia patent ndy, khdng ¢ hop
chil ndo ¢ nhom bipiperidine gﬁn Vo ving
Camptothecin nhur trong hoat chit Irinotecan
Hydrochloride. Ngodi ra, patent ndy chi xdc lip pham
bilo h) cho ede hop chit e cong thite chung, khing
xdc 13p pham vi bao hg cho edc hc;rp chit o thé Két
ludn: Khong dép img quy dinh v patent clp cho hoat
chat,

PATENT: WO19960315 13 (bin photlo ¢0 duimg
dn) do Co quan SHTT thé gidd ¢dp. Cha SH:
Pharmacia& Up John Company. Bd sung ban sao ¢
dau gidp lai doanh nghiép.

PHAM VI: Quy trinh tong hop din xuit
camptothecin trong 40 c6 hoat chit Irinolccan,

28/1: Cong ty cung cap patent US 4604463 -> Giidi.
trinh lam rd pham vi bao h trong Patent 13 hoat chat
Irinotecan hydrochloride

WO1996031513 chi li cong bd don qude 1€, khong
phai patent. Két luin: Khang dép img quy dinh vé
patent cip cho hoat chit 28/1: Patent US 4604463
khéng xdc 1ip pham vi bdo h{ cho hoat chit
Irinotecan Hydrochloride, Trong s6 ¢ hop chit néu
trong yéu cu bio hd cia patent ndy, khdng ¢ hop
chit ndo cd nhém bipiperidine gﬁn vio vong
Camptothecin nhur trong hoat chit Irinotecan
Hydrochloride. Ngodi ra, patent ndy chi xdc ip pham
bio h{ cho edc hyp chit cd edng thire chung, khing
x4 |ap pham vi bio hj cho clc hgp chat cy the Kt
luin: Khing dép (mg quy dinh vé patent cdp cho hoat
chat,

qu@n sir hibu, chuyén glao patent

CHU SO HOU SP: Piizer Thailand Lid ‘
CHU/CHUYEN NHUGNG PATENT:Cong ty ¢ cap Plizer
mua Pharmaciaé Up John Company. D& nghi cung cap tii ligy
phdp I§ lién quan v'u;c muga bdn, sél nhip ndy.

28/1: Cing ty cung cip lél li¢u x4c nhin Cang ty Yakult
Honsha Co.Ltd dbng § cp cho The Upjohn Company (14 tién
thdn ciia Cong ty Pharmacia Corporation vi Pharmacia 3 mua
bén/sdp nhap vt Pfizer Inc) quyén si dung Patent v i ligu
chimg nhan Pharmacia Corpomlion chuyén quyén sir dung cho
Pfi zCT{Thallﬂﬂd) trong 0 ¢ néu Plizer (Perth) Pry. Lid. |4 nhd
sdn yuit

CHU SO HUU SP: Pfizer Thailand Lid

CHU/CHUYEN NHUGNG PATENT: Cong ty dé cip Phizer
mua Pharmaciad Up John Company. BE nghi cung cdp thi litu
phdp Iy lién quan vie mua bdn, sét nhdp ndy.

28/1: Cong ty cung cdp 14i liéu xdc nhin Cang ty Yakult
Honsha Co.Lid dong § cp cho The Upjohn Company (1a tién
(hdn ciia Cong ty Pharmacia Corporation vi Pharmacia 3 mua
ban/sdp nhdp vor Pfizer Inc) quyen sir dung Patent va 1di li¢u
chitmg nhin Pharmacia Corporation chuyén quyén sir dung cho
Pfizer (Thailand) trong d6 ¢d néu Pfizer (Perth) Pry. Lid. |4 nhd
san xuit
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3 . Feldene Piroxicam-2mg/ml

SPK:VN-11236-10  Dung dich tiémHgp 2 ong ImL
-5X: Pfizer PGMPhap

4 . Feldene Piroxicam-20mg

SDK:VN-10466-10  Vién nén phin ri Hop 1 lo 15 vién

-SX: Pfizer PGMPhap

Hoat chét - Him hrgng - Quy edch  Patent - Chii sit hiu - Pham vi bdo h§

PATENT: Cng ly cung cip duimg dén cia WIPO
xdc nhin Co quan SHTT Chu Au cip
(EP0049099)(bin photo) Chi s hiru: Pfizer INC. B¢
nghi cung cdp ban gidp lai cong ty

PHAM VI Quy trinh tong hgp hoat chit Piroxicam
28/1: Cong ty b6 sung patent US 3591584 (Pfizer
Inc)

Patent EPO049099 xde ip pham vi bio ho cho hop
chilt trung gian 8¢ dicu ché hogt chat Piroxicam, Tuy
nhién, palent ndy khong xéc [dp pham vi bo hd cho
Piroxicam, Két ludn: Khong ddp img quy dinh vé
patent cip cho hoat chit 28/1: Patent US 3501584
khong xdc lp pham vi bio ho cho hoat chat
piroxicam. Trong sb cic hop cht néu trong yéu ci
béo hi cisa oatent ndy, khong c6 hop chi ndo chira
nhom pyridyl v chira hydroxy o vi tri 4 trén vong
benzothiazin, Két ludn; Khdng dip img quy dinh W@
patent cip cho hoat chit,

PATENT: Cdng ly cung cip duimg ddn cia WIPO
x4c nhin Co quan SHTT Chéu Au cap
(EP0049099)(bin photo), Chii s hiu: Pfizer INC. B¢
nghi cung cp bin pidp lai cong ty

PHAM VI: Quy trinh tong hop hoat chit Piiroxicam
28/1: Cing ty bo sung patent US 3591584 (Pfizer
Inc)

Patent EP0O049099 xéc 13p pham vi bao ho cho hop
chit trung gian d¢ dicu ché hoat chat Piroxicam. Tuy
nhién, patent ndy khang xdc 1ap pham vi bo hd cho
Piroxicam,Két lujn: Khong dap mg quy dinh vt
patent cip cho hoal chdt 28/1: Patent US 3591584
khéng xic lip pham vi bio hg cho hoat chét
piroxicam. Trong § s che hop chit néu trong yéu ciu
béo hi) cla oatent ndy, khong ¢ hcrp chit ndo chira
nhom pyridyl v chira hydroxy o vi tri 4 trén ving
benzothiazine. Két ludn: Khang dép img quy dinh v
patent cdp cho hoal chat

Quyén si hitu, chuyén giao patent
CHU SO HOU SP: Pfizer Thailand Lid
(HU/CHUYI:N NHUQING PATENT:Cung cip gidy chimg
nhin quynn i httu patent Pfizer INC cho Pfizer Thailand Lid
hode gidy 0 phip 1y lién quan mbi quan hé 02 cdng ty ndy.
28/1; Cang ty cung cap 14i ligu xdc nhin vige chuyén quyen sir
dung Patent tir Pfizer Inc cho Plizer Thailand Ld trong d6 néu
1 Pfizer PGM I3 nhd sin xuit sin phim

CHU SO HOU SP: Pfizer Thailand Lid

(HUICHUYEN NHUGNG PATENT:Cung chp gidy chitng
nhén quyn,n st hiru patent Pfizer INC cho Pfizer Thailand Ltd
hodc gidy 10 phip Iy lién quan mdi quan h¢ 02 cng ty n.’iy
28/1: Cing ty cumg cdp i lidu xdc nhin viée chuyén quyen sit
dung Patent i Pfizer In cho Pfizer Thailand Ltd trong d6 néu
16 Plizer PGM 1 nhé san xudt sin phim
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5 . Lipitor
SDK:VN-14308-11

6 . Lipitor
SDK:VN-14309-11

Hoat chit - Him lwrong - Quy cich  Patent - Chii st hiru - Pham vi bao hd

Atorvastatin calcium- 40mg

Vién nén bao phimHap 3 vi x 10 vién
<SX: San wudt: Pfizer Ireland
Pharmaceuticals, Bong goi: Pfizer
Manufacturing Deutschland GmbHBire

Atorvastatin caleiun- 10mg

Vién nén bao phimHap 3 vi x 10 vién
SX: San wuit: Pfzer Ireland
Pharmaceuticals, Bong goi: Pfizer
Manufacturing Deutschland GmbHBic

PATENT: - US 4681893 (Wamer-Lambert
Company.)
PHAM VI: Hoat chit (US 4681893) > Gidi trinh,
lim 0 Jam rd pham vi bdo h{ chinh 13 hoat cht
hoat chal Artovastatin calcium
28/1; Céng ty bo sung Patent US 4681893 (Wamer-
Lambert Company) -> Pham vi bio ho khong phéi 13
hoat chit Artovastatin
Patent US 468189] khing xdc 1gp pham vi bao ]
cho hoat chal Artovastatin Calcium. Hop chit néu
trong yéu cau bio h{ cia patent ndy chira nhom pyran
I3 nhom khdng c6 mat trong hoat chat Atorvastatin,
Keét luin: Khing dip img quy dinh v¢ patent cap cho
hoat chat.

PATENT: - US 4681893 (Wamner-Lamber!
Company.)
PHAM VI: Hoat chit (US 4681893) -> Gidi trinh,
lim rd lam rd pham vi bo hg chinh 14 hoat chat
hoat chat Artovastatin caleium
28/1; Caing ty bo sung Patent US 4681893 (Warner-
Lambert Company) - Pham vi bao hi khong phéi 13
hogt chit Artovastatin
Patent US 4681893 khang xde 13p pham vi bdo hg
cho hoat chal Antovastatin Calcium. Hop chit néu
trong yéu cau bdo ho ca patent ndy chia nhom pyran
14 nhom khong c6 mt trong hoat chat Atorvastatin,
Két lugn: Khong dép img quy dinh vé patent cip cho
hoat ehdt.

Quyén s hiru, chuyén giao patent

CHU SO HUU SP: Pfizer Thailand Lid
CHU/CHUYEN NHUGNG PATENT:Céng ty dé cip Congty
Piizer mua lai Wamner-Lambert Company nhung khdng cung cip
thi ligu. D& nghi cung cap 14 li¢u chimg minh sy mua ban st
nhp ndy hodc chuyén quyén s hiru patent t Warner-Lambert
Company cho Pfizer Thailand Lid
2811; Cdng ty bo sung 13i ligu:

- Cong ty cung cap thi lidu xéc nhin Warner Lambert Company
LLC mua bénfsép nhip Plizer Inc

- Cong ty cung cip t4i iéu chuyn nhugng Patent tr Warner
Lambert Company LLC cho Pfizer Thailand trong d6 néu 3
Pfizer Ireland Pharmaceuticals 14 nha san xual san pham

CHU SO HUU SP: Pfizer (Thailand) Lid

CHU/CHUYEN NHUGNG PATENT:Cang ty dé cip Congty
Pfizer mua lai Wamner-Lambert Company nhimg khing cung cip
t4i ligu. D¢ nghi cung cp (i liéu chimg minh sy mua ban sit
nhdp ndy hodc chuyén quyén sir hi patent tr Wamer-Lambert
Company cho Pfizer Thailand Lid

2811 Cdng ty bo sung 14 ligu:

- Cong ty cung cap t4i ligu xde nhin Warner Lambert Company
LLC mua bén'sap nhdp Plizer Inc

- Cong ty cung cip t4i liéu chuyn nhugng Patent tir Waner
Lambert Company LLC cho Pfizer Thailand trong d6 néu rd
Pfizer Ireland Pharmaceuticals 14 nha san xual san pham
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1 . Lipitor Anovastatin Calcium-20mg
SDK:VN-14307-11  Viénnén bao phimHp 3 i x 10 vién
-$X: San xudt: Pfizer Ireland
Pharmaceuticals, BXing goi: Pfizer
Manufacturing Deutschland GmbHBire
8 . Sermion Nicergoline-10 mg

SDK:VN-9793-10  Viennén bao dudmgHp 2 vi x 25 vién

.SX: Pfizer ltalia SrLY

Patent - Chi s hitu - Pham vi bio b

PATENT: - US 4681893 (Wamer-Lambert
Company.)

PHAM VI: - Hoal chit (US 4681893) -> Gidi trinh,
lamrd [Am rd pham vi bao hd chinh 14 hogt chit
hoat chat Artovastatin calcium

28/1: Cing ty bo sung Patent US 4681893 (Wamer-
Lambert Company) <> Pham vi bao hg khang phai 13
hoat chit Artovastatin

Patent US 4681893 khéng xdc 1ip pham vi bio ho
cho hoat chat Artovastatin Caleium. Hop chit néu
trong yéu cdu béo hd ciia patent ndy nhom pyran 1
nhém khéng ¢ mi trong hoat chat Atorvastatin Két
luin: Khang dip img quy dinh vé patent cip cho hoat
chal.

PATENT: - Binsao Patent (US6060483) do Co
quan SHTT My cip. B¢ nghi cung cdp bin chinh
hofc chimg thuc hop I¢ theo quy dinh. Chu SH:
Pharmacia& Upjohn 5.p.A

PHAM VI: Diéu trj méi vi cing thirc cia dan xudt
ergoline (U56060483 BE nghi lm 1 ditm bao hd
cha patent v¢ hoat chit Nicergoline.

28/1: Cing ty bo sung Patent US 3879554 > Pham
vi bio h cia Patent |3 phwong phap dicu tri, khing
phii cho hoat chit Nicergoline

Patent US 6060483 chi xdc 1p pham vi bio hd cho
hop chit cb cdng thirc chun% durge phim, phuong
phip dicu tri va quy trinh dicu ché. Tuy n]m.n patent
ndy khong xdc lip pham vi bao hg tre tlcp ¢ho hoat
chal Nlccrgolmc Két luan Khong dip img quy dinh
v patent ¢ap cho hoat chdt.28/1; Patent US 3879554
xdc [3p pham vi blao h{ cho phuong phip ic ché qua
trinh két ty tiéu cdu. Tuy nhién, patent ndy khong
xéc lp pham vi bio h{ cho hoat chﬁl Ntccrgolmc Két
lun: Khong dap img quy dinh ve patent ¢dp cho
hoat chit.

quén 56 hihy, chuyén glao patent

CHU SO HUU SP: Pfizer Thailand Ltd ‘
CHUCHUYEN NHUONG PATENT-Cing  décip Cing1y
Pfizer mua lai Warner- Lambcﬂ Company nhimg khng cung cdp
(4i hcu Bé nghi cung cap 14 li¢u chitng minh sy mua ban sdt
nhip ndy hodc chuyén quyén sir it patent tr Warner-Lambert
Company cho Pfizer Thailand Lid
28/1: Cang ty bd sung (i ligu:

- Cong ty cung cap L4 liéu xdc nhdn Warner Lambent Company
LLC mua i:én/sap nhdp Pfizer Inc

- Cong ly cung cp t4i lidu chuyén nhuong Patent tir Wamner
Lambert Company LLC cho Pfizer Thailand trong d6 néu rd
Plizer Ireland Pharmaceuticals 2 nhi san xuit san phdm

CHU SO HOU $P: Pfizer Thailand Lid

CHU/CHUYEN NHUONG PATENT:C dng ty dé cip Plizer
mua lai Phannacna& Upjohn $.p.A. D¢ nghi cung cdp thi liéu
phdp Iy lién quan dcn' viée mua bdn, st nhip ndy.

28/1: Cong ty cung cdp 14i liéu xdc nhin viée Socicta
Farmaceutici ltalia S.p.a | cong ly con cua Pharmacia Corp vi
Pharmacia Corp dd mua ban/sdp nhip véi Pfizer Inc

Cong ty cung cap téi lidu xéc nhdn vicc Pfizer Italia S.r.. sén
xuil san pham theo by quyen vé tiéu chuan cia Pharmacia
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9, Sermion Nicergoline-30 mg PATENT: - Bin sao Patent (US6060483) do Cor CHU SO HUU SP: Pfizer Thailand Ltd )
SDK:VN-5565-10  Viénnén bao phimHap 2 vi x 15 vién quan SHTT My cap. D¢ nghi cung cdp ban chinh CHU/CHUYEN NHUGNG PATENT:Cang ty dé cip Pfizer
SX: Mfizer ltalia S1.Y hofic chimg thye hgp 1§ theo quy dinh. Chu SH: mua lgi Pharmaciad Upjohn $.p.A. D¢ nghi cung cdp thi iéu

Pharmaciad: Up)nhn SpA phdp Ly lién quan dén‘ vige mua ban, sit nhap ndy.

PHAM VI: Dicu tri méi vl cong thirc ciadinxuit  28/1: Céng ty cung chp 14 ligu xdc nhin viée Socicta
ergoline (US&O(){MHB) D nghi lim td dicm bao kg~ Farmaceutici [talia $.p.a 13 cong ty con cia Pharmacia Corp vi
cia patent vé hoat chit Nicergoline. Pharmiacia Corp &3 mua bin/sdp nhip véi Pfizer Inc

28/1: Cing ty b sung Patent US 3879554 -> Pham Cding ty cung cdp thi ligu xéc nhin vie Plizer ltalia S.r.l. san
vi bio ho cua Patent [a phurong phip dicutri, khong  xudl san pham theo dy quyén va tiéu chudn cua Pharmacia
phai cho hoat chat Nicergoline

Patent US 6060483 chi xdc 4 pham vi bao h cho

hop chét ¢ cong thitc chung, durge phim, phuong

phip diéu trf va quy trinh dicu che. Tuy nhién, patent

niy khong xic ldp pham i bio hd tryge ticp cho hogt

uhai Nlucrgolim. Két lufn: Khing ddp g quy dinh

vé patent cdp cho hoat chit.28/1; Patent US 3379*54

xdc lap pham vi bio h{ cho phuomg phip e ché qué

trink ket tu tiéw cau. Tuy nhién, patent ndy khong

xic lip pham vi bao hd cho hoat chit Nicergoline Két

Iugn: Khong dap img quy dinh vé patent cip cho

hoat chit.
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Hoat chit - Him lrgme - Quy cich

Patent - Chui st hiru - Pham vi bio hd

10 . Sulperazone
SDK:VN-5035-07

Sulbactam sodium; Cefoperazon sodiume
Sulbactam (,5g; Cefoperazon 0,5g

Hop 1o 1g
SX: Pfizer ltalia S.r.LY

PATENT: US 4427678 (Plizer Inc)

US 4316024 (Bristol-Myers Company)

PHAM VI: Pham vi bio hd trong 2 Patent l4 cho
hoat chit, khong phai cho han hop 2 hoat chit
Sulbactam sodium; Cefoperazon sodium

28/1: Cong ty cung cdp bd sung Patent US 4410522
va US 4232579 -> Giidi trinh lam 9 pham vi bdo hy
trong Patent |2 hon hgp 2 hoat chal Sulbactam
sodium; Cefoperazon sodium

Patent US 4427678 khong xde ldp pham vi bio ho
cho hén hgp gom Cefoperazon Sodium vi Sodium.
Sulbactam Sodium do hop chit néu trong diém | yéu
chu bio hg cia patent ndy khang phai 13 Sulbactam,
Patent US 4316024 xc lip pham vi cho hop chit
piperazine. Tuy nhién, patent ndy khong xéc lip
pham vi bio b cho hén hp gom Cefoperazon
Sodium va Sodium-Sulbactam Sodium.Ket lugn:
Khong dip img quy dinh vé patent cip cho hin hop
hoat chit.28/1:Patent US 4410522 xdc 1ap pham vi
bao o cho hop chit Cephalosporin va durge phim
chira hop chit ndy. Patent nay khing xéc lip pham vi
bao b cho hén hop gom Cefoperazon Sodiom vi
Sodium-Sulbactam Sodium.Patent US 4232579 xic
Iip pham vi bdo hd cho "Cong cu phat dién ¢d dong
co dién". Patent ndy khong xdc 13p pham vi bio hd
cho hn hgp gom Cefoperazon Sodium va Sodium-
Sulbactam Sodium K&t lujn: Khang dép img quy
dinh vé patent cdp cho hn hop hoat chit,

quén i hiu, chuyén glao patent
CHU SO HUU SP: Pfizer
CHU/CHUYEN NHUGNG PATENT:Pfizer Inc
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11 . Tazocin
SDK:VN-12602-11

Hoat chét - Him hegng - Quy cich  Patent - Chii si hitu - Pham vi bio hd

PATENT: WO 20061044600 -> WIPO khing ndm
trong danh sdch 14 co quan SHTT dwroc cong nhin

Piperacillin monohydrateTazobactam -
Piperacillin monohydrate, Tazobactam

1 .
Quyén si hitu, chuyén giao_patent

CHU SO HOU SP: Pfizer
CHU/CHUYEN NHUGNG PATENT:1. Wyeth Holdings

Corporation ‘
2. Gid trinh v viée Wyeth Lederle 8PA san xuat theo ty
quyén v tiéu chudn cia Wyeth Holdings Corporation

4g/0.5g
Bot dang kho pha tiémﬂép 14,58
-8X: Wycth Lederle SPAY

EP1799209 (Wyeth Holdings Corporation)

PHAM VI EP: Thanh phin chéa piperacillin v
tazobactam ding d¢ ticm

28/1: Cong ty bo sung patent US 4362073 -> Pham
vi bio ho cia Patent |3 hogt chét, khong phdi cho hon
hirp 2 hoat chét Piperacillin monohydrate va
Tazobactam

WO 2006/044600 chi 13 cong bb dom qudc té va
khong phii 1 patent. EP1799209 chura duge cép
patent Két ludn: Khong ddp tmg quy dinh vé patent
cip cho hin hop hoat chat,

28/1: Diém 15 yéu céu bio hd ciia patent US
4562073 xic L3p pham vi bio hi) dwoe pham chira din
xudt Penicillin va khng sinh beta-lactam, trong d6
bao gom Piperacilln. Tuy nhién, din xudt Penicillin
néu trong diém 15 yéu cu bio hd cua patent ndy chi
durg the hién duréi dang cdng thirc chung. Patent niy
khong xdc Iip pham vi bao hd trye tidp cho hén hop
gom Piperacillin monohydrate vi Tazobactam.

Két luin: Khong dip img quy dinh vé patent cip cho
han hop hoat chil.

30.3 Pham vi bdo hd 14 dang bao ché (Téng s6: 1)

L . Debridat PATENT: VN3261 (Pfizer Holding)
SDK:VN-13803-11 PHAM VI: Dugc phim dang vién nén duoc bao chira
Trimebutin maleat va quy trinh bdo ché -> Pham vi
béo 1 1a dang bo ché, khong phit 14 hoat cht

28/1: Cong ty b sung Patent FR 2369M -> Cor quan
SHTT Phdp khong ndm trong dah muc 14 Cor quan
SHTT dugc cong nhin

CHU $0 HUl_J SP: Pfizer Inc
CHU/CHUYEN NHUGONG PATENT: Pfizer Ine

Trimebutine maleate-100 mg
Vién nén bao phimHap 2 vi x 15 vién
-8X: FarmeaPhap

31 Tén doanh nghigp dé nghi cong bo: VPDD Pierre Fabre S.A

B.CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Téng s6 thude: 7).
31.1 Co quan cép patent khong nim trong DS 14 mréc_dwoe cong nhén. (Tong sb: 3)
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1 . Locacid Cream
SDK:VN-1807-09

2 . Lacatop 0,1%
SDK:VN-16022-12

3, Tanganil
SHK:VN-5714-08

31.2 Khéng ddp img quv dinh (Tong s0: 4)

1. Mycoster 1%
SDK:VN-14791-12

2 . Mycoster 8%
SDK:VN-5056-07

Hoat chit - Ham lugng - Quy cich  Patent - Chii & hiru - Pham vi bio h§

Tretinoin-Tretinoin 0.05g/100g
Hap 1 tuyp 30g
-8X: Pierre Fabre Medicament
ProductionPhip

Desonide-0,1%

kem diing ngodi, hp 1 tuyp 30g
-8X: Pierre Fabre Medicament
ProductionPhdp

Acetyl-Leucing-50mg/5ml
hép 5 bng x Sml

-5X: Pierre Fabre Medicament
ProductionPhdp

ciclopirox olamine- 1g/100g
Kem, Hop | tuyp 30g

«SX: Pigrre Fabre Medicament
ProductionPhdp

ciclopirox-8g/100g

dung dich ngodi da, hdp | chai 3ml
-8X: Pierre Fabre Medicament
ProductionPhap

PATENT: FR 1297730 > Co quan SHTT Phip
khong ndm trong danh sich 14 Co quan SHTT duge
¢ong nhin
PHAM VI:

PATENT: FR 2721212 BI -> Co quan SHTT Phap
khong ndm trong danh sich 14 Co quan SHTT duge
cdng nhin
PHAM VL.

PATENT: FR2883180 -> Co quan SHTT Phip
khong nim trong danh sich 114 co quan SHTT duge
cong nhdn

PHAM VI: 28/2: Cong ty bd sung Patent
DELITLI94 v FR 1260566 Al => Co quan SHTT
Buc, Phip khong ndm trong danh sich 14 co quan
SHTT duo cong nhin

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son mong tay o6 tinh chit
Khing ndm -> Pham vi bio hd I dang bio ché,
khong phi I hoat chit Ciclopirox

Patent EP 0226984B1 xdc 14p pham vi bdo ho cho
son méng chong ném. Patent ndy khing xc lip
pham vi bao h cho hoat chal Ciclopimx.l(él ludn;
Khong dip img quy dinh vé palen cip cho hoat chat,

PATENT: EP0226984B1 (Hoechst AG)

PHAM VI: EP: Dang son méng tay co tinh chit
Khng nam -> Pham vi bio h{ 1d dang bdo ché,
khong phai l4 hoat chat Ciclopirox

Patent EP 0226984B1 xiic lip pham vi bio h) cho
som mong chong nm. Patent nay khang xéc lip
pham vi bio hj cho hogt chit Ciclopirox.

Két luin: Khong dép img quy dinh vé paten cdp cho
hoat chat.

uyén s hiru, chuyén giao patent
CHU $G HU'U SP: Picrre Fabre $.A
CHUICHUYEN NHUGNG PATENT:

CHU SO HUU SP: Pierre Fabre S.A
CHU/CHUYEN NHUONG PATENT:

CHI.:I SO HUU SP: PIERRE FABRE S.A
CHU/CHUYEN NHUGNG PATENT:

CHU SG HUU SP: PIERRE FABRE
CHU/CHUYEN NHUGNG PATENT:Hoechst AG

CHU SO HUU SP: PIERRE FABRE
CHU/CHUYEN NHUONG PATENT:Hoechst AG
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3 . Mycoster Powder ciclopiro olamine-1g/100g PATENT: EP0226984B1 (Hocehst AG) CHU SO HOU SP: PIERRE FABRE
SDK:VN-11268-10  Bot thoa ngodi da, Hop | lo 30g PHAM VI: EF: Dang son mong tay c6 tinh chit CHU/CHUYEN NHUGNG PATENT:Hocchst AG
-$X: Pierre Fabre Medicament Khdng ném -> Pham vi bio h la dang bio ché,
ProductionPhdp khong phai 1 hoat chit Ciclopirox

Patent EP 022698481 xéc lip pham vi b h{ cho
son méng chong nam. Patent ndy khing xdc lip
pham vi bao bg cho hoat chit Ciclopirox Két luin:
Khong ddp tmg quy dinh vE paten cép cho hoat chi,

4 . Mycoster Solution ciclopirox olamine- g/ 00g PATENT: EP0226984B1 (Hocchst AG) CHU SO HUU SP: PIERRE FABRE
SDK:VN-11613-10  Dung dich ngoai da, Hop | chai 30ml PHAM VI: EP: Dang som mong tay 6 tinh chit CHUICHUYEN NHUGNG PATENT:Hocchst AG
.SX: Piemre Fabre Medicament Khéng ndm -> Pham vi bio h{ 13 dang bio ché,
ProductionPhdp khong phai 1 hoat chit Ciclopirox

Patent EP 0226984B1 xdc lip pham vi bio b cho
son mong chong nam, Patent niy khong xic lip
pham vi bao hj cho hoat chat Ciulopirox.l(ét lugn:
Khéng dép img quy dinh vé paten cap cho hoat chat,
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