S6 T Tén thubc - SPK

BANG TONG HOP

KET QUA XEM XET HO SO CONG BO THUOC BIET DUQC GOC

(Cin ctr y kién budi hop Hdi dong ngay 14/12/2017)

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

1 Tén doanh nghiép dé nghi cong bo:Cong ty Otsuka OPV

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

1.1 Pi cong bd BDG, Thay doi SPK (NSX khéng thudc ICH), chwa ddng v cong bd (Tong sb: 3)

1 . Mucosta

SDK:VN-20589-17

Rebamipide-100mgaHop 10 vi x 10 vién;
Vién nén bao phima-SX: Korea Otsuka
Pharmaceutical Co., Ltd.Han Quéc

PATENT: US Re34722 (Otsuka Pharmaceutical Co.,
Ltd.)APHAM VI: Dan xuit Quinoline Amino

Acid cuia hop chat Carbostyril (diém yéu cau bao ho
39, Hoat chét Rebamipide - Tra cuu
Martindale)aDiém 39 yéu ciu bao ho cua patent

US Re34722 xac lap pham vi bao hd cho hoat chét
rebamipide Két luan: Dap ung quy dinh vé patent

cAp cho hoat chét.

CHU SO HUU SP: S¢ hitu:Otsuka Pharmaceutical Co., Ltd.
(Korea Otsuka Pharmaceutical Co., Ltd. 1a cong ty con cta
Otsuka Pharmaceutical Co., Ltd va duoc phép san xuit san
phim)ACHU/CHUYEN NHUGNG PATENT:Otsuka
Pharmaceutical Co., Ltd.

19/07/2017: * Thubc cap lai S6 dang ky, khong thay doi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-12336-11 - di dugc
cong b6 biét duoc géc Dot 1, dia chi nsx dinh chinh theo CV sb
2462/BYT-QLD ngay 10/05/2017). Co s& san xuat khong thudc
ICH va Uc.

2 . Pletaal
SDK:VN-20591-17

Cilostazol-50mgaHop 10 vix 10
vién; Vién nénm-SX: Korea Otsuka
Pharmaceutical Co., Ltd.Han Quéc

PATENT: US 4277497 (Otsuka Pharmaceutical Co.,
Ltd.)APHAM VI: Dan xuét
Tetrazolylalkoxycarbostyril va ché phim chita dan
xuét nay (diém yéu cau bao ho 1 va 19, Hoat chét
Cilostazol)aDiém 19 yéu cau bao ho patent US
4277479 xac 1ap pham vi bao hd cho hoat chét
Cilostazol.Két luan: Dap ung quy dinh vé patent

cho hoat chét.

CHU SO HUU SP: S¢ hiru: Otsuka Pharmaceutical Co., Ltd.
(Korea Otsuka Pharmaceutical Co., Ltd. la cong ty con cta
Otsuka Pharmaceutical Co., Ltd va duoc phép san xuit san
phim)ACHU/CHUYEN NHUGNG PATENT:Otsuka
Pharmaceutical Co., Ltd.

19/07/2017: * Thubc cap lai S6 dang ky, khong thay doi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-12337-11 - di dugc
cong b6 biét duoc géc Dot 1, dia chi nsx dinh chinh theo CV sb
2462/BYT-QLD ngay 10/05/2017). Co s& san xuat khong thuc
ICH va Uc.

Thay d6i TCCL

SPK cii: theo tiéu chuan JP 15

uniformity of dosage =< 15%

SDK moi: theo tiéu chuan JP 16

uniformity of dosage: theo tiéu chuan JP 16
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao_patent
3 . Pletaal Cilostazol-100mgaHop 10 vi x 10 PATENT: US 4277497 (Otsuka Pharmaceutical Co., CHU SO HUU SP: S6 hiru:Otsuka Pharmaceutical Co., Ltd.
SPK:VN-20590-17  vién;Vién néna-SX: Korea Otsuka Ltd.)APHAM VI: Dan xuat o (Korea Otsuka Pharmaceutical Co., Ltd. 1a cong ty con cua
Pharmaceutical Co., Ltd.Han Quoc Tetrazolylalkoxycarbostyril va ché pham chira dan Otsuka Pharmaceutical Co., Ltd va dugc phép san xuat san

xuét bay (diém yéu cau bao ho 1 va 19, Hoat chat
Cilostazol)aDiém 19 yéu cau bao ho patent US
4277479 xac 1ap pham vi bao hd cho hoat chét
Cilostazol Két luan: Péap ting quy dinh vé patent
cho hoat chit.

2 Tén doanh nghiép dé nghi cong bo:Cong ty Roussel Viét Nam

phim)aCHU/CHUYEN NHUGQNG PATENT:Otsuka
Pharmaceutical Co., Ltd.

19/07/2017: * Thubc cap lai S6 dang ky, khong thay doi cac
thong tin khac (vé hoat chat, n6ng d6-ham luong, dang bao ché,
nha san xut) so voi S6 dang ky cii (VN-12338-11 - di dugc
cong bd biét duge gbe Dot 1, dia chi nsx dinh chinh theo CV sb
2462/BYT-QLD ngay 10/05/2017). Co s& san xuat khong thude
ICH va Uc.

Thay d6i TCCL

SPK cii: theo tiéu chuan JP 15

uniformity of dosage =< 15%

SPK méi: theo tiéu chuan JP 16

uniformity of dosage: theo tiéu chuan JP 16

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 1).
2.1 Thubc Claforan (Téng s0: 1)
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

Natri cefotaxim—lnghuéc tiém bot; hop

1 lo thudc tiém bot + 1 lo dung moi (nude
cAt)a-SX: San xuit thudc bot: Zentiva
Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi. San xuét dung méi: Céng ty CP DP
TW VidiphaSx thudc bot: Thé Nhi Ky. Sx
dung moi: Viét Nam

1 . Claforan
SDK:GC-244-16

PATENT: EP-0001024-B1 (Roussel
Uclaf)aPHAM VI: EP: Dang tinh thé mudi Natri
clia din xuét oxyimino-7-aminothiazolylacetamido-
cephalosporanic acid -> Pham vi bao ho la dang tinh
thé (dang D) cuia hoat chit cefotaxim; 14/8: Cong ty
bd sung Patent AU 511680 (30/3/1977) (Roussel
Uclaf) va giai trinh diém yéu cau bao ho 6 xéc lap
pham vi bao ho cho hoat chit Natri
cefotaximaKhong két luan do thiéu thong tin vé

san phdm, cu thé 14 thiéu thong tin vé phd nhidu xa tia
X ctia hoat chét natri cefotaxim trong san pham
Claforan.

14/8: Diém 6 yéu cu bao ho ctia patent AU 511680
xac 1ap pham vi bao hd cho hoat chét Natri
Cefotaxime.

Ké’t luan: Péap tng quy dinh vé patent cip cho hoat
chat.

CHU SO HUU SP: Aventis PharmanaCHU/CHUYEN
NHUONG PATENT:1. Roussel Uclaf

2. Cong ty cung cap hop dong chuyén nhugng giira Aventis
Pharma va Roussel Viét Nam

3. Dé nghi cung cép tai lidu vé viéc chuyén nhuong Patent giita
Roussel Uclaf va Aventis Pharma

4. Giai trinh vé viéc Patheon UK Limited san xuat theo ty
quyén va tiéu chuén ctia Aventis Pharma

6/10/2016: Cong ty d& nghi cong b6 biét dugc goc s6 dang ky
méi (GC-244-16) co thay dbi nha san xuét lo thudc bot tir
Patheon UK Limited, Anh sang Zentiva Saglik Urunleri Sanayi
Ve Ticaret Anonim Sirketi, Thé Nhi Ky. Cong ty cung cap tai
lidu lién quan dén tiéu chudn chét luong cua thude khi dwoc cép
SPK cii (GC-0204-12), SDK méi (GC-244-16) va tiéu chuén
chit lugng cta nha san xuét Patheon UK theo nhugng quyén
clia Cong ty Aventis Pharma SA, theo dé: Tiéu chudn chét
lwong thuc t& do Cong ty Roussel VN ban hanh khi san xuét
theo SDK méi (GC-244-16) duac thyc hién theo tiéu chuin
chit luorng cua NSX nhuong quyen Aventis Pharma SA.

-> Pé nghi Cong ty giai trinh vé viéc co s& san xuat thudc bot
khong thudc cac nude tham gia ICH theo y kién Hoi dong.
-Ngay 11/08/2017, Cong ty Roussel Viét Nam bd sung:

+ Van ban cua Cong ty Zentiva Saglik Urunleri Sanayi Ve
Ticaret Anonim Sirketi (nha san xuat thude bot) cong ty con
thudc tap doan Sanofi Aventis vé viéc chuyen nha san xut tir
Patheon UK, Anh Qudc sang Zentiva Th Nhi Ky va thanh
phan thube, quy trinh san xut khong thay dol.

+ Vin ban giai trinh ctia Cong ty Roussel Viét Nam vé
viéc Cong ty Zentiva Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi, Thd Nhi Ky 14 noi san xuat Claforan duy nhét ctia tap
doan Sanofi Aventis dé cung cap cho thi truong thé gisi (kém
theo CPP cia cac nudc thuée ICH nhap khau Claforan tir
Zentiva, Tho Nhi Ky nhu Hy Lap, Italia, Canada, ...).

+ Vin ban giai trinh tiéu chuan chat lugng cta Claforan (SPK
moi).

Dé nghi Cong ty bd sung céc tai liéu vé viéc thude dang luu
hanh tai cac nudc ICH c6 hop phap hoa lanh sy.

3 Tén doanh nghiép dé nghi cong b6:Cong ty TNHH MTV VIMEDIMEX Binh Dwong

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

3.1 B0 sung tii liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sin pham (Tong s6: 1)
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

1 . Combigan
SPK:VN-20373-17

Brimonidin tartrate; Timolol (dudl dang
Timolol maleat)-Brimonidin tartrat 2mg/ml;
Timolol S5Smg/mlaHop 1 1o 5 mia-SX:
Allergan Pharmaceuticals IrelandIreland

PATENT: US 6194415 B1 (Allergan Inc); US
6465464 B2 (Allergan Inc); US 7030149 B2
(Allergan Inc)ANPHAM VI: US: Pham vi bao ho

céc Patent 12 phuong phép diéu tri ¢6 sir dung hon
hop 2 hoat chét, khoéng phai bao ho cho 2 hdn hop 2
hoat chét

30/8: Cong ty cung cap Patent US 7642258 B2
(Allergan Inc) va giai trinh Patent xac 1ap pham vi
bao ho cho dang thude dung cho métaPatent My

s6 US 6194415 B1 xac 1ap pham vi béo ho cho
phuong phéap bao vé doc hai cho than kinh thi giac va
vdng mac bang cach dung hop chit (2-imidazolin-2-
ylamino)quinoxoalines, tuy nhién khong xéc lap
pham vi bdo hd cho hén hop hai hoat chét
Brimonidine tartrate/Timolol.

Két luan: Khong dép g quy dinh vé patent cip cho
hdn hop.

30/8: Diém 4 yéu cu bao ho cua patent US 7642258
B2 xac 1ap pham vi bao ho cho ché phém, trong do
bao gém thudc nhd mat, chira 0,2% (trong lugng/thé
tich) brimonidine tartrate va 0,5% (trong luong/thé
tich) timolol maleate. Ty 1¢ nay tuong duong vdi ty 1¢
brimonidine tartrate/timolol maleate trong san pham
Combigan.

Két luan: Pap ung quy dinh vé patent cAp ché pham
thudc nhé mat.

4 Tén doanh nghiép dé nghi cong bo:Daiichi Sankyo Co., Ltd.

CHU SO HUU SP: Allergan IncaCHU/CHUYEN NHUQNG
PATENT:Allergan Inc

03/11/2017: Thudc cap lai SO dang ky, khong thay do6i cac
thong tin khac (vé hoat chat, néng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-9923-10 - di dugc
cong bd biét duoc géc Dot 9)

-> Pé nghi bo sung tai liu so sanh vé tiéu chuan chat luong
gitta s6 ding ky cil va méi.

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

4.1 Pi cong bd BDG, Thay doi SPK (NSX khéng thudc ICH), chwa ddng v cong bd (Tong sb: 1)
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao_patent
1 . Cravit LV Levofloxacin (du6i dang Levofloxacin PATENT: US 5, 053, 407 (Daiichi Pharmaceutical CHU SO HUU SP: Daiichi Sankyo Co.,
SPK:VN-19935-16  hemihydrat)-750mg/150ml#Dung dich Co Ltd) va EP 0206283aPHAM VI: EP: Piém yéu LtdaCHU/CHUYEN NHUQNG PATENT:1. Daiichi
tiém truyén, Hop 1 lo 150mla-SX: Olic cau bao ho 2, Hoat chat Levofloxacin Pharmaceutical Co Ltd
(Thailand) LtdThai Lan 23/9/2016: Thuoc cap lai SO dang ky,cac thong tin 2. Cong ty cung cap van ban xac nhan Daiichi Pharmaceutical

khong thay ddi (Vé hoat chét, néng d6-ham luogng,
dang bao ché, nha san xuét) so v6i SO dang ky cii
(VN-9170-09- di dwoc cong bd biét duoc gdc Dot 5)
25/10/2016: Cong ty giai trinh thudc Cravit IV duoc
san xuét tai nha may Olic (Thailand) Ltd ngay tir dau,
d3 dugc cip SPK lan diu nim 2004 tai Viét Nam.
Cong ty cling cam két khong c6 bat cir sy thay doi gi
vé nha san xuét tir trudc téi nay.

10/11/2016: Cong ty cung cap tai liéu lién quan dén
tiéu chuan chét luong va phuong phap kiém nghiém
ctia thude dugc cp SPK cii (VN-9170-09) va SDK
mé&i (VN-19935-16) va giai trinh 1a cac tiéu chuan
khong co sy thay doi giira 2 SbK

> Pé nghi Cong ty cung cép tai lidu lién quan dén co
s& san xuat ciia thuée duge luu hanh lan dau trén thé
gidi va giai trinh véi thudc duoc luu hanh tai Viét
Nam.abiém 2 yéu cau bio h cua patent

EP0206283 x4c 1ap pham vi yéu clu bao ho cho hoat
chat LevoFloxacin.Két luan: dap ung quy dinh vé
patent cap cho hoat chit.

Co Ltd va Sankyo Co., Ltd sap nhdp thanh Daiichi Sankyo Co.,
Ltd

12/4: Cong ty cung cap hop dong giita Daiichi Sankyo va
Sanofi Aventis va giai trinh Daiichi Sankyo da cap gidy phép
khong doc quyén cho Sanofi-Aventis dé san xuit va ban cac san
pham c6 chura Levofloxacin tai Viét Nam dudi tén thuong mai
Tavanic va bi quyét ctia Daiichi Sankyo

Cong ty cung cap hop dong chuyén nhugng giita Daiichi
Pharmaceutical Co Ltd va Daiichi Pharmaceutical (ThailLand)
Ltd trong d6 néu rd OLIC Thailand Limited 1 nha san xuat san
pham

05/07/2017: Thu giai trinh tr Cong ty Daiichi sankyo co.,
LTD.: Bac S§ Nhat Ban khong yéu cau lidu luong 750mg theo
huéng dan 1am sang cua Nhat Ban vi vay Daiichi Sankyo Nhat
Bén chi phat trién Cravit 1.V (500mg/100mlo va 500mg/200m).
Daiichi Sankyo (Thailand) Ltd 1a Cty con phit trién Cravit 1.V
(750mg/150ml) bang cach sir dung cong ty san xuét theo hop
ddng Olic (Thailand). Cong ty san xuat khong thude ICH va Uc.

5 Tén doanh nghiép dé nghi cong bo:Egis Pharmaceuticals Private Limited Company

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

5.1 Khéng dip irng quy dinh (Tong sb: 2)
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

1 . Nitromint
SPK:VN-14162-11

Nitroglycerin-2,6mgaHop 3 vi x 10 vién
nén giai phong chama-SX: Egis
Pharmaceuticals Private Limited
companyHungary

PATENT: us 4647599 (Tén chu s¢ hitu trén patent:
Egyt Gyogyszervegyeszeti Cyar)aPHAM VI: Theo
nha san xuét: Cac diém yéu cau bao hé cua Bing doc
quyén sang ché Hoa Ky s6 4647599 di bao ham
pham vi bao ho cho ca thanh phén cta vién nén
phéng thich chdm Nitromint 2,6mg va dé xuat quy
trinh san xuit duoc biét dén dau tién cua vién nén
phéng thich cham Nitromint 2,6mg. Ca thanh phan
dinh tinh va dinh luong 1a c¢6 tinh nguyén gbc va khac
biét rd rét voi cac cong thirc san xuat vién nén da biét
trong cung linh vuc k¥ thuat.aPatent US 4647599
xac 1ap pham vi bao hd cho vién nén giai phong kéo
dai, ché phim dang hat va quy trinh bao ché vién nén
giai phong kéo dai. Tuy nhién, patent nay khong xac
1ap pham vi bao hd cho hoat chét nitroglycerin.

Két luan: Khong dép g quy dinh vé patent cip cho
hoat chét.

CHU SO HUU SP: Egis Pharmaceuticals Private Limited
CompanyaCHU/CHUYEN NHUQNG PATENT:1.Tén chi
so hitu trén patent: Egyt Gyogyszervegyeszeti Cyar

2. Poi tén: Egyt Gyogyszervegyeszeti Gyar (Egyt
Pharmacochemistry Factory) doi sang Egis Pharmaceutical
Works, sau do dd1 thanh Egis Pharmaceuticals Ltd., sau d6 dél
thanh EGIS Pharmaceuticals Public Limited Company, sau do
d6I thanh Egis Pharmaceuticals Private Limited Company

3. Tén chu s¢ hitu patent: Egyt Gyogyszervegyeszeti Cyar, tén
dau tién ciia Cong ty: Egyt Gyogyszervegyeszeti Gyar (2 tén
khac nhau).

2 . Nitromint
SPK:VN-20270-17

Glyceryl trinitrate-10g khi dung chira
Glyceryl trinitrate 0,08gaHop 1 lo
10ga-SX: Egis Pharmaceuticals Private
Limited companyHungary

PATENT: us 4647599 (Tén chu s¢ hitu trén patent:
Egyt Gyogyszervegyeszeti Cyar)aAPHAM VI:
5,047,230 (Egyt Gyogyszervegyeszeti Cyar)

Theo cty dk: sang ché c6 pham vi bao ho cho hén
hop khi dung chira hoat chat chinh 14 nitroglycerin.
Hdn hop theo sang ché nay chira: 0,1% dén 4% khdi
lugng nitroglycerin, 51% dén 90% khdi lugng 1a
rugu aliphatic C2-4 (thanh phan A), 10% dén 49%
khdi lugng polyalkylenglycol chira 2-3 nguyén tir
cacbon trong nhom chirc alkylen (thanh phan B1) va/
hoac rugu C2-8 chura hai hodc ba nhém hydroxyl
(thanh phan B2) chira thém tity y mot hodc nhiéu chat
mang dugc dung thich hgp va/hodc chat pha
loang.aPatent US 4647599 xac 1ap pham vi bao hd
cho vién nén giai phong kéo dai, ché phdm dang hat
va quy trinh bao ché vién nén giai phong kéo dai. Tuy
nhién, patent nay khong xac 1ap pham vi bao ho cho
hoat chat nitroglycerin hodc duoc phiam, ché pham
hoic dang bao ché khi dung chua nitroglycerin.

Két lun: Khéng dap tmg quy dinh vé patent cap cho
hoat chét hodc dugc pham, ché phdm hodc dang bao
ché.

6 Tén doanh nghiép dé nghi cong bo:GE Healthcare AS

CHU SO HU'U SP: Chua cung cap tai lidu vé moi quan hé giira
Egis Pharmaceutical Ltd.va Egis Pharmaceuticals Private
Limited CompanyaCHU/CHUYEN NHUONG
PATENT:1.Tén chu s& hiru trén patent: Egyt
Gyogyszervegyeszeti Cyar

2. Poi tén: Egyt Gyogyszervegyeszeti Gyar (Egyt
Pharmacochemistry Factory) doi sang Egis Pharmaceutical
Works, sau do dd1 thanh Egis Pharmaceuticals Ltd., sau d6 dél
thanh EGIS Pharmaceuticals Public Limited Company, sau do
d6I thanh Egis Pharmaceuticals Private Limited Company

3. Tén chu s¢ hitu patent: Egyt Gyogyszervegyeszeti Cyar, tén
dau tién ciia Cong ty: Egyt Gyogyszervegyeszeti Gyar (2 tén
khac nhau).
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B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 2).

6.1 Thudc Omnipaque (Tong sd: 2)

1 . Omnipaque
SPK:VN-20358-17

Iohexol-350mgl/mlaHop 10 chai x
100ml; Dung dich tiéma-SX: GE
Healthcare IrelandIreland

PATENT: US 4,250,113 (Nyegaard & Co.
A/S)APHAM VI: US: Hop chat hoa hoc (Piém yéu
céu bao ho 3; hoat chit Iohexol)abDiém 3 yéu cau
bao hd cua patent US 4250113 xac 1ap pham vi bao
ho cho hoat chét Iohexol (5-(N-2,3-
dihydroxypropylacetamido)-2,4,6-triiodo-N,N'-bis-
(2,3-dihydroxypropyl)isophtalamide). Trong diém 3
yéu cau bao ho cua patent US 4250113, tén hoa hoc
ctia Tohexol bi thiéu tir acetamido (xem cong thirc
chung néu trong diém 1 yéu cdu bao ho va hop chit
néu trong Vi du 2). Két luan: Péap tng quy dinh vé
patent cap cho hoat chit.

CHU SO HUU SP: GE HealthcareaACHU/CHUYEN
NHUONG PATENT:1. Nyegaard & Co. A/S

2.Cong ty cung cép tai liéu xac nhan Nyegaard & Co. A/S 14 tén
trudc day cua Nycomed AS va Nycomed AS la tén trude day
cua GE Healthcare AS

3. Dé nghi Cong ty giai trinh va cung cép tai lidu lam rd mdi
lién h¢ gitta GE Healthcare AS va GE healthcare Ireland

8/4: Cong ty GE Healthcare cung cap tai lidu xac nhan GE
Healthcare Ireland va GE Healthcare A 1 cong ty thudc so hitu
cua GE

23/06/2017: * Thubc cap lai S6 dang ky, khong thay ddi cac
thong tin khac (vé hoat chat, néng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-10688-10 - da dugc
cong bd biét duoc géc Dot 5)

SPK cii thay d6I TCCL sau céng bd BDG

Tir 01/12/2014 theo CV s 20852/QLD-DK ngay 01/12/2014
ctia CQLD: B4 sung tiéu chuén assays cho Iohexol

release: 724 to 771 mg/ml

shelf-life: 724 to 795 mg/ml

Stra tiéu chuan bacterial endotoxins

Trudce 01/12/2014: release and shelf-life: NMT 0.05 EU/100mg
I

Sau 01/12/2014: release and shelf-life: NMT 0.20 EU/100mg I
SPK méi khong thay d6i TCCL so vél TCCL tir ngay
01/12/2014 cua SBK cii

Cty nop kém giai trinh cho CQLD khi d& nghi dwoc thay d6i
TCCL cho SPK cii. Theo giéi trinh ciia nha san xuat, viéc thay
ddi tiéu chuén bacterial endotoxins dua theo tham khao Dugc
dién US Pharmacopiea USP 35 va dugc dién Chau Au 8.0.
Néng d6 gidi han ctua ndl doc t6 vi khuin duoc nha san xuét
tinh lai dua trén liéu toI da dugc tiém vao co thé theo can nang
duong dung tiém tinh mach va tiém ndl mac tdy.

Dé nghi Cong ty cung cép tiéu chuan chat luong va
phuong phap kiém nghiém cua thudc biét dugc géc Omnipaque
(Iohexol 300mg/ml, Iohexol 350mg/ml) dang luu hanh tai nude
@ tai va cac nudc ICH
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Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

Iohexol-300mgl/mlaHop 10 chai x
100ml; Dung dich tiéma-SX: GE
Healthcare IrelandIreland

2 . Omnipaque
SPK:VN-20357-17

PATENT: US 4,250,113 (Nyegaard & Co.
A/S)APHAM VI: US: Hop chat hoa hoc (Piém yéu
céu bao ho 3; hoat chit Iohexol)abDiém 3 yéu cau
bao hd cua patent US 4250113 xac 1ap pham vi bao
ho cho hoat chét Iohexol (5-(N-2,3-
dihydroxypropylacetamido)-2,4,6-triiodo-N,N'-bis-
(2,3-dihydroxypropyl)isophtalamide). Trong diém 3
yéu cau bao ho cua patent US 4250113, tén hoa hoc
ctia Tohexol bi thiéu tir acetamido (xem cong thirc
chung néu trong diém 1 yéu cdu bao ho va hop chit
néu trong Vi du 2). Két luan: Péap tng quy dinh vé
patent cap cho hoat chit.

7 Tén doanh nghiép dé nghi cong bo:Troikaa Pharmaceuticals Ltd

CHU SO HUU SP: GE Healthcare ASACHU/CHUYEN
NHUONG PATENT:1. Nyegaard & Co. A/S

2.Cong ty cung cép tai liéu xac nhan Nyegaard & Co. A/S 14 tén
trudc day cua Nycomed AS va Nycomed AS la tén trude day
cua GE Healthcare AS

3. Dé nghi Cong ty giai trinh va cung cép tai lidu lam rd mdi
lién h¢ gitta GE Healthcare AS va GE healthcare Ireland

8/4: Cong ty GE Healthcare cung cap tai lidéu xac nhan GE
Healthcare Ireland va GE Healthcare A 1a cong ty thudc so hitu
cua GE

23/06/2017: * Thubc cap lai S6 dang ky, khong thay ddi cac
thong tin khac (vé hoat chat, n6ng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-10687-10 - da dugc
cong bd biét duoc géc Dot 5)

SPK cii thay d6I TCCL sau céng bd BDG

Tir 01/12/2014 theo CV s 20800/QLD-DK ngay 01/12/2014
ctia CQLD: Stra tiéu chuén bacterial endotoxins

Trudce 01/12/2014: release and shelf-life: NMT 0.05 EU/100mg
I

Sau 01/12/2014: release and shelf-life: NMT 0.23 EU/100mg I
B6 sung tiéu chudn assays cho Iohexol

release: 620 to 661 mg/ml

shelf-life: 620 to 680 mg/ml

SPK méi khong thay d6i TCCL so vol TCCL tir ngay
01/12/2014 cua SBK cii

Cty nop kém giai trinh cho CQLD khi d& nghi dwoc thay d6i
TCCL cho SPK cii. Theo giéi trinh ciia nha san xuat, viéc thay
ddi tiéu chuén bacterial endotoxins dua theo tham khao Dugc
dién US Pharmacopiea USP 35 va dugc dién Chau Au 8.0.
Néng d6 gidi han ctua ndl doc t6 vi khuin duoc nha san xuét
tinh lai dua trén liéu toI da dugc tiém vao co thé theo can nang
duong dung tiém tinh mach va tiém ndl mac tay.

Dé nghi Cong ty cung cép tiéu chuan chat luong va
phuong phap kiém nghiém cua thudc biét dugc géc Omnipaque
(Iohexol 300mg/ml, Iohexol 350mg/ml) dang luu hanh tai nude
@ tai va cac nudc ICH

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

7.1 Khéng dip irng quy dinh (Tong s6: 1)
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

Diclofenac natri-75mgaHop 5 éng x 1ml,
dung dich tiéma-SX: Troikaa
Pharmaceuticals LtdIndia

1 . Dynapar AQ
SPK:VN-8476-14

PATENT: 1-0011590 (t€n chu s¢ hitu trén patent:
Troikaa Pharmaceuticals Ltd)yaAPHAM VI: ché

pham dung dé tiém chira diclofenac va mubi dugc
dung ctia nd va quy trinh bao ché ché phim
nayaKhong danh gia do s patent 1-0011590 do
cong ty cung cép 1a khong chinh xéc.

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

CHU SQHINJU SPE Troikaa Pharmaceuticals
LtdaCHU/CHUYEN NHUONG PATENT:Troikaa

Pharmaceuticals Ltd

8 Tén doanh nghiép dé nghi cong bo: VPDD Abbott Laboratories (Singapore) Private Limited tai T.P Ha Noi

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

8.1 Bo sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sin pham (Tong s6: 1)

1 . Klacid 500mg
SPK:VN-16431-13

Clarithromycin-500mgaHop 1 lo 500mg;
Bo6t pha dung dich tiém truyena-SX:
Famar L'AiglePhap

PATENT: US 4331803 (Taisho Pharmaceutical Co.
Ltd.)

US 5705190 (Abbot Laboratories)aAPHAM VI: US
4331803: Hop chat Erythromycin (diém yéu cau bao
ho 2, Hoat chét Clarithromycine - Tra ctru Merck
Index)

US 5705190: Dang kiém soét giai phong ddi véi hoat
chat it tan

15/08/2017: Thudc chira clarithromycin (st dung 2
patent noi trén) da dugc cong bd BDG: Klacid (dang
bao ché: cdm pha hdn dich udng), Klacid 250, Klacid
Forte (dang bao ché: vién nén bao film), Klacid MR
(dang bao ché: Vién nén giai phong hoat chat bién
d6i)aDiém 2 yéu cau bao ho cuia patent US 4 331
803 xac 1ap pham vi bao ho cho hoat chat
Clarithromycin. Két luan: Dap ung quy dinh vé
patent cAp cho hoat chét.

8.2 Bo sung thong tin lién quan dén sian phim, chwa ddng v cong bd (Tong sb: 4)

CHU SO HUU SP: Abbott Laboratories (Singapore) Private
LimitedaCHU/CHUYEN NHUGQNG PATENT:1. Tai li¢u
xac nhan Taisho Pharmaceutical Co. Ltd da cap gidy phép cho
Abbott phat trién san pham trén toan thé gidi (Theo Trends in
Drug Patenting)

2. CV s6 17265/QLD-PK ngay 06/09/2016 CQLD ddng y dbi
tén nha DK thudc Klacid 500mg VN-16431-13 tir Abbott
Laboratories sang Abbott Laborat

ories (Singapore) Private Limited.

3. Giai trinh mdi lién hé giita Famar L'Aigle va Abbott
Laboratories Ltd.

4. Tai trang dau ho so dé nghi cong b thude Klacid 500mg 1a
biét duoc géc, Cong ty cam két 1a cha s& hiru mdt hang Neupro,
chura cam két 1a chu s hitu mét hang Klacid 500mg. D& nghi
lam rd.
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

1 . Neupro
SPK:VN2-361-15

Rotigotine 9,0mg/20cm?2; (giai phong 4mg
Rotigotine trong 24h)-9,0mg/20cm2; (giai
phong 4mg Rotigotine trong 24h)aHop

28 miéng dan 20cm2; Miéng dan hip thu
qua dam-SX: LTS Lohmann Therapie-
Systeme AGDuc

PATENT: US 6,884,434 B1 (LTS Lohmann
Therapie-Systeme AG; Aderis Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme
AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)APHAM

VI: US 6,884,434 B1 Dang bao ché miéng dan qua
da bao gdm mét co chu van D2 dé chira bénh
parkinson va phuong phap ly thuyét san xudt

EP 1033 978 B1

US 8 246 979 B2 Hé¢ thong giai phngs thubc qua da
c6 chira rotigotine

US 8 617591 B2 Hé thdng giai phngs thudc qua da
¢6 chura rotigotineaKhong danh gia do cong ty

cung cap qua nhiéu patent trong khi khong dan chiéu
diém yéu cau bao ho xéac 1ap pham vi bao ho cho hoat
chat, duge phim, ché phim hoic dang bao ché theo
quy dinh. Ngoai ra, cong ty cting khong cung cép
thong tin vé dugc pham, ché pham hoic dang bao ché
ctia san pham Neupro dé d6i chiéu véi thong tin
twong ung néu trong yéu céu bao ho cua cac patent.
Két lun: Khéng dap tmg quy dinh vé patent cap cho
hoat chat, dugc phim, ché pham hoic dang bao ché.

CHU SO HUU SP: abbott laboratories
GmbHACHU/CHUYEN NHUQNG PATENT:US 6,884,434
B1 (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

-> Pé nghi bd sung thong tin san pham dé danh gia patent
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

2 . Neupro
SPK:VN2-359-15

Rotigotine 18mg/40cm2; (giai phong 8mg
Rotigotine trong 24h)-Rotigotine
18mg/40cm?2; (giai phong 8mg Rotigotine
trong 24h)aHop 28 miéng dén 40cm2;
Miéng dan hap thu qua dams-SX: LTS
Lohmann Therapie-Systeme AGDbuc

PATENT: US 6,884,434 B1 (LTS Lohmann
Therapie-Systeme AG; Aderis Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme
AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)APHAM

VI: US 6,884,434 B1 Dang bao ché miéng dan qua
da bao gdm mét co chu van D2 dé chira bénh
parkinson va phuong phap ly thuyét san xudt

EP 1033 978 B1

US 8 246 979 B2 Hé¢ thdng giai phong thude qua da
c6 chira rotigotine

US 8 617591 B2 Hé théng giai phong thube qua da
¢6 chura rotigotineaKhong danh gia do cong ty

cung cap qua nhiéu patent trong khi khong dan chiéu
diém yéu cau bao ho xéac 1ap pham vi bao ho cho hoat
chat, duge phim, ché phim hoic dang bao ché theo
quy dinh. Ngoai ra, cong ty cting khong cung cép
thong tin vé dugc pham, ché pham hoic dang bao ché
ctia san pham Neupro dé d6i chiéu véi thong tin
twong ung néu trong yéu céu bao ho cua cac patent.
Két lun: Khéng dap tmg quy dinh vé patent cap cho
hoat chat, dugc phim, ché pham hoic dang bao ché.

CHU SO HUU SP: abbott laboratories
GmbHACHU/CHUYEN NHUQNG PATENT:US 6,884,434
B1 (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

-> Pé nghi bd sung thong tin san pham dé danh gia patent
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

3 . Neupro
SPK:VN2-360-15

Rotigotine 4,5mg/10cm?2; (giai phong 2mg
Rotigotine trong 24h)- 4,5mg/10cm?2; (giai
phong 2mg Rotigotine trong 24h)aHop

28 miéng dan 10cm2; Miéng dan hip thu
qua dam-SX: LTS Lohmann Therapie-
Systeme AGDuc

PATENT: US 6,884,434 B1 (LTS Lohmann
Therapie-Systeme AG; Aderis Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme
AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)APHAM

VI: US 6,884,434 B1 Dang bao ché miéng dan qua
da bao gdm mét co chu van D2 dé chira bénh
parkinson va phuong phap ly thuyét san xudt

EP 1033 978 B1

US 8 246 979 B2 Hé¢ thdng giai phong thude qua da
c6 chira rotigotine

US 8 617591 B2 Hé théng giai phong thube qua da
¢6 chura rotigotineaKhong danh gia do cong ty

cung cap qua nhiéu patent trong khi khong dan chiéu
diém yéu cau bao ho xéac 1ap pham vi bao ho cho hoat
chat, duge phim, ché phim hoic dang bao ché theo
quy dinh. Ngoai ra, cong ty cting khong cung cép
thong tin vé dugc pham, ché pham hoic dang bao ché
ctia san pham Neupro dé d6i chiéu véi thong tin
twong ung néu trong yéu céu bao ho cua cac patent.
Két lun: Khéng dap tmg quy dinh vé patent cap cho
hoat chat, dugc phim, ché pham hoic dang bao ché.

CHU SO HUU SP: abbott laboratories
GmbHACHU/CHUYEN NHUQNG PATENT:US 6,884,434
B1 (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

-> Pé nghi bd sung thong tin san pham dé danh gia patent
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao_patent
4 . Neupro Rotigotine 13,5 mg/30cm2; (giai phong PATENT: US 6,884,434 B1 (LTS Lohmann CHU SO HUU SP: abbott laboratories

SPK:VN2-358-15 6mg Rotigotine trong 24h)-13,5 gm/20cm2;

(giai phong 6mg Rotigotine trong
24h)aHop 28 miéng dan 30cm2; Miéng
dan hap thu qua dama-SX: LTS Lohmann
Therapie-Systeme AGBtc

Therapie-Systeme AG; Aderis Pharmaceuticals)

EP 1 033 978 B1 (LTS Lohmann Therapie-Systeme
AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)APHAM
VI: US 6,884,434 B1 Dang bao ché miéng dan qua
da bao gdm mét co chu van D2 dé chira bénh
parkinson va phuong phap ly thuyét san xuat

EP 1033 978 B1

US 8 246 979 B2 Hé¢ thdng giai phong thude qua da
c6 chira rotigotine

US 8 617591 B2 Hé théng giai phong thube qua da
¢6 chura rotigotineaKhong danh gia do cong ty

cung cap qua nhiéu patent trong khi khong dan chiéu
dieém yéu cau bao ho xac 1ap pham vi bao hd cho hoat

chat, duge phim, ché phim hoic dang bao ché theo
quy dinh. Ngoai ra, cong ty cting khong cung cép

thong tin vé dugc pham, ché pham hoic dang bao ché

ctia san pham Neupro dé d6i chiéu véi thong tin
twong (g néu trong yéu cau bao hd cua cac patent.

Két lun: Khoéng dap tng quy dinh vé patent cap cho

hoat chat, dugc phim, ché pham hoic dang bao ché.

GmbHACHU/CHUYEN NHUQNG PATENT:US 6,884,434
B1 (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1 033 978 B1 (LTS Lohmann Therapie-Systeme AG)

US 8 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

-> Pé nghi bd sung thong tin san pham dé danh gia patent

9 Tén doanh nghiép dé nghi cong bo:VPPD AbbVie BioPHARMACEUTICALS GMBH Thuy S tai Ha Néi

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

9.1 B6 sung tii liéu vé viéc chuyén nhwong Patent; B6 sung thong tin lién quan dén san phim (Tong sb: 3)
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S6 T Tén thubc - SPK

Hoat chit - Him lwong - Quy cach

Patent - Chi s¢ hiru - Pham vi bdo hd

Quyén s hiru, chuyén giao_patent

1 . Lucrin PDS Depot
11.25mg
SPK:VN-20638-17

Leuprorelin acetate-11.25mgaHop 1 xy
lanh hai ngan chitra bot pha tiém va dung
moi; Bot pha hdn dich tiéma-SX: Takeda
Pharmaceutical Company Ltd; Pong goi:
AbbVie Deutschland GmbH & Co. KG;
Xuit xwong: AbbVie Logistics B.V-
Netherlands; Nudc SX:Japan

PATENT: GB 1434694 (Takeda Chemical Industries
Ltd); US 4008209; DE 2446005; SE
4207174PHAM VI: GB: Diém yéu ciu bao ho
5aDiém 5 yéu cau bao ho ctia patent GB 1434694
xac 1ap pham vi bao hd cho hoat chét Leuprolide.
Ké} luan: Pép ung quy dinh vé patent cAp cho hoat
chat.

CHU SO HUU SP: Takeda Pharmaceutical Company Ltd
SPK méi: Abbvie BioPharmaceuticals
GmbHACHU/CHUYEN NHUQNG PATENT:1. Takeda
Chemical Industries Ltd

2.Cong ty cung cap tai liéu chirg minh Takeda Chemical
Industries Ltd 1a tén truéc day cia Takeda Pharmaceutical
Company Ltd

04/10/2017: Thudc cép lai SO dang ky

SPK cii: Co s¢ dong goi: Abbott Laboratories S.A, dia chi:
Avenida de burgos, 91 28050 madrid spain

dang bao ché: hon dich pha tiém

SPK méi: DBong goi: AbbVie Deutschland GmbH & Co. KG,
dia chi: Knollstrasse, 67061 Ludwigshafen, Germany; Xuét
xudng: AbbVie Logistics B.V, dia chi: Zuiderzeelaan 53, 8017
JV Zwolle, Netherlands

dang bao ché: bot pha hdn dich tiém

bé nghi gidi trinh, cung cép tai liéu vé thudc duoc san xuét theo
uy quyén ctia chu s hitu san pham, chu s& hitu patent

2 . Lucrin PDS Depot
3.75mg
SPK:VN-20639-17

Leuprorelin acetate-3,75mgaHop 1 xy
lanh hai ngan chitra bgt pha tiém va dung
moi; Bot pha hdn dich tiéma-SX: Takeda
Pharmaceutical Company Ltd; Pong goi:
AbbVie Deutschland GmbH & Co. KG;
Xuit xuong: AbbVie Logistics B.V-
Netherlands; Nudc SX:Japan

PATENT: GB 1434694 (Takeda Chemical Industries
Ltd); US 4008209; DE 2446005; SE
4207174PHAM VI: GB: Diém yéu cau bao hd
5aDiém 5 yéu cau bao ho ctia patent GB 1434694
xac 1ap pham vi bao ho cho hoat chét Leuprolide.
Ké} luan: Pép ung quy dinh vé patent cp cho hoat
chat.

CHU SO HUU SP: Takeda Pharmaceutical Company Ltd
SPK méi: Abbvie BioPharmaceuticals
GmbHACHU/CHUYEN NHUQNG PATENT:1. Takeda
Chemical Industries Ltd

2.Cong ty cung cap tai liéu chimg minh Takeda Chemical
Industries Ltd 1a tén trudc day cia Takeda Pharmaceutical
Company Ltd

04/10/2017: Thudc cép lai SO dang ky

SPK cii: Co s dong goi: Abbott Laboratories S.A, dia chi:
Avenida de burgos, 91 28050 madrid spain

dang bao ché: hon dich pha tiém

SPK méi: DBong goi: AbbVie Deutschland GmbH & Co. KG,
dia chi: Knollstrasse, 67061 Ludwigshafen, Germany; Xuét
xudng: AbbVie Logistics B.V, dia chi: Zuiderzeelaan 53, 8017
JV Zwolle, Netherlands

dang bao ché: bot pha hdn dich tiém

bé nghi gidi trinh, cung cép tai liéu vé thudc duoc san xuét theo
uy quyén ctia chu s hitu san pham, chu s& hitu patent
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao_patent

3 . Sevorane Sevofluran-100% v/vaHop 1 lo 250ml; PATENT: US 3689571 (Baxter Laboratories CHU SO HUU SP: SPK cii: Abbott Laboratories Ltd
SPK:VN-20637-17  Dung dich hita-SX: Abbvie S.r.lltalia Inc.)APHAM VI: US3689571: Fluorina ether SDK méi: Abbvie BioPharmaceuticals
(diém yéu cau bao ho 1, Hoat chat Sevoflurane - Tra ~ GmbHACHU/CHUYEN NHUGQNG PATENT: 1. Baxter
ctru Merck Index)abiém 1 yéu cau bao ho cua chuyén nhugng quyén so hitu Patent cho Marushi
patent US 3689571 xac lap pham vi bao hd cho hoat 2. Marushi chuyén nhuong quyén so hiru Patent cho Abbot
chat Sevoflurane.Két luan: Déap tng quy dinh vé 3. Phan quyét cta toa 4n My vé viéc Sevorane cua Abbott 1a
patent cap cho hoat chit. biét dugc g con Sevoflurane ciia Baxter 14 thudc generic

4.Giai trinh mdi lién hé giita Aesica Queenborough Ltd va
Abbott Laboratories Ltd.

GT:

- Cong ty cung cép tai liéu ching minh trude day Abbott
Laboratories Ltd. La chi s¢ hiru san pham va 14 nha san xuét
san pham. Sau d6, FDA c6 van ban dong ¥ di tén nah may tir
Abbott Laboratories Ltd. thanh Aesica Queenborough Ltd.

- Cong ty cung cap vin ban thoa thuan giira Abbott Laboratories
Ltd. va Aesica Queenborough Ltd., trong d6 quy dinh Aesica
Queenborough Ltd. Thuc hién san xuit san pham theo ding cac
quy trinh va tiéu chuan chét luong do Abbott Laboratories Ltd.
datra

04/10/2017: Thudc cép lai SO dang ky

SPK cii thay ddi vé nsx so v6i SPK méi:

SPK cii: tén nsx: Aesica Queenborough Limited, dia chi nha
san xuét: North Road, Queenborough, Kent, ME11 5EL, UK,
nudce san xuat: Vuong Qubc Anh

SPK moi: tén nsx: AbbVie S.r.1, dia chi nha san xuét: S.R. 148
Pontina km 52, SNC - Campoverde Di Aprilia 04011 (LT),
nudc san xuat: Italia

Dé nghi gidi trinh, cung cap tai liéu vé thude duge san xuat theo
uy quyén ctia chu s hitu san pham, chu so hitu patent

9.2 Pi cong bé BDG, Thay dbi SPK (NSX khong thudc ICH), chwa dong vy cong bd (Tong sb: 1)
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S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao_patent
1 . Chirocaine Levobupivacaine-M&i 10ml dung dich PATENT: GB 1180712 (Chiroscienece Limited) > CHU SO HUU SP: SPK cii: chu s hitu san pham tai Viét Nam

SPK:VN-20363-17 chtra: Levobupivacaine (dudi dang
Levobupivacaine Hydrochloride)
5mgaHop 10 éng x 10 ml dung dich tiém
A-SX: Co s& san xuét: Curida AS, Co s6
dong goi: Abbvie S.R.L-Italy; Nudc SX:Na
Uy

Khong nam trong danh sach 14 co quan SHTT duoc
cong nhan.aAPHAM VI: GB: Levobupivacain la
ddng phan quang hoc cua bubivacain

US, EP: Quy trinh san xuét Levobubivacain

3/1: Cong ty cung cap W0O9628426aDiém 1 yéu
céu bao ho cua patent GB1180712 xac lap pham vi
bao ho cho hoat chat dong phan quay trai clia
bupivacaine, tuc 1a Levobupivacaine.

Ké} luan: Pép ung quy dinh vé patent cap cho hoat
chat.

(Abbott Laboratories, My) cung dia chi Abbott Internatinal,
Ltd, M§- duoc chuyén giao quyén s& hitu patent

SPK VN-20363-17 (SPK méi): Chu s& hitu san pham: Abbvie
IncaCHU/CHUYEN NHUONG PATENT: 1. Chiroscienece
da chuyén nhuong cho Abbott Internatinal, Ltd, My dugc phép
str dung patent ctia hoat chat Levobupivacaine cting dia chi cha
s& hiru san pham tai Viét Nam (Abbott Laboratories).

2. Dé nghi giai trinh, cung cép tai lidu vé thude duge san xuat
theo iy quyén cua chu s& hitu san phim

3/1: Cong ty cung cép tai liu thoa thuan vé chat lugng glua
Nycomed Pharma A.S va Abbott Laboratories va cam két
Abbott Laboratories san xuét san pham theo quy trinh va tiéu
chuén cta Abbot

27/06/2017: * Thudc cép lai SO dang ky, khong thay ddi cac
thong tin khac (vé hoat chat, néng d6-ham luong, dang bao ché,
nha san xuit) so voi S6 dang ky cii (VN-12139-11 - da dugc
cong bd biét duoc géc bot 7)

SPK VN-20363-17 (SPK méi): Chu s& hitu san pham: Abbvie
Inc

Co s& san xuat khong thudc ICH hoac Uc.

bé nghi gidi trinh, cung cép tai liéu vé thude duoc san xuét,
dong goi theo ly quyén ciia chu so hitu san pham, chii s hiru
patent

10 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 (Téng sb thubc: 2).

10.1 B6 sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sin phim (Tong so6: 1)

Page 16



S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd

Quyén s hiru, chuyén giao_patent

1 . Duodart Dutasteride 0,5mg; Tamsulosin HC1 0,4mg- PATENT: 5,565,467 (Glaxo Wellcome
SPK:VN2-525-16 0,5mg+0,4mgaHop 1 1o 30 vién; Vién Inc)APHAM VI: androstenone
nang cinga-SX: Catalent Germany derivativea"Diém 5 yéu cau bao ho cia patent
Schomdoft; NSX san pham trung gian 5,565,467 xac lap pham vi bao ho cho dugc phim

Dutasteride: Catalent France Beinheim A- . . x . R
Phap: NSX san pham trung gian Tamsulosin chira Dutasteride va Tamsulosin.Két luan: Dap tng

HCI: Rottendorf Pharma GmbH-Dirc; Nudce quy dinh vé patent cap cho t6 hop hoac hon hop hoat
SX:Puc chat.

CHU SO HUU SP: GlaxoSmithKline
Pte.,LtdnNCHU/CHUYEN NHUONG PATENT:1.

31/03/2001: Glaxo Wellcome Inc. sat nhap cung SmithKline
Beecham Corporation

2.27.10.2009: SmithKline Beecham Corporation déi tén thanh
GlaxoSmithKline LLC

3. GlaxoSmithKline LLC la Cong ty thugc tap doan
GlaxoSmithKline Group

4. GlaxoSmithKline Group cho phép Catalent Pharma Solutions
GmbH quyén duoc san Xuét san phém chtra Dutasteride 0,5mg;
Tamsulosin HCI 0,4mg.

5. Cong ty Catalent Pharma Solutions GmbH c6 100% c6 phan
cua cac Cong ty Catalent Germany Schorndorf GmbH (NSX);
Catalent France Beinheim SA (NSX trung gian Dutasteride).
Dé nghi cung cép tai lidu bo sung chi s¢ hitu patent Gy quyén
san xudt cho Cong ty Rottendorf Pharma GmbH (NSX trung
gian Tamsulosin HCI).

10.2 i cong bé BDG, Thay déi SPK (NSX khéng thudc ICH), chwa dong v cong bd (Tong sb: 1)
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Calci 500mg tuong duong Calci carbonat
300mg va Calci lactat gluconat 2940mg-
300mg + 2940mgaHop 1 tuyp x 20 vién;
Vién nén sui bota-SX: Novartis Pharma
(Pakistan) LimitedPakistan

1 . Calcium Sandoz
500mg
SPK:VN-20168-16

PATENT: US 4,867,977 (Sandoz Ltd)aAPHAM VI:
Mubi calcium (Piém yéu cau bao ho 1, 2, 4; Hon hop
2 mudi Calcium carbonat, Calcium lactat
gluconat)abiém 2 yéu cau bao ho cua patent US
4867977 xac 1ap pham vi bdo hd cho dugc phém
chira hdn hop gom calcium carbonate, calcium lactate
gluconate va axit hitu co polycarboxylic khong thom
(bao gbém acid citric), trong d6 ty 1¢ calcium lactate
gluconate:calcium carbonate nam trong khoang tir
35:1 d¢én 5:1, ty 1¢ calcium carbonate:acid citric ndm
trong khoang tir 1:3 dén 1:6. San pham Calcium
Sandoz 500mg chira 2940mg calcium lactate
gluconate, 300mg calcium carbonate, 1650mg acid
citric. Ty 1 nay nam trong khoang ty 1& néu trén. Do
d6, diém 2 yéu ciu bao ho cua patent US 4867977
xac 1ap pham vi bao hd cho hdn hop hoat chét c6 mat
trong san pham Calcium Sandoz 500mg c6 s6 ding
ky VN-10445-10.Két luan: Pap tng quy dinh vé
patent cap cho hdn hop 2 hoat chét calcium carbonate
va calcium lactate gluconate.

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

CHU SO HUU SP: Novartis AGACHU/CHUYEN

NHUGONG PATENT:1. Sandoz Ltd (Chua c6 tai liéu vé viéc
chuyén nhurgng Patent giita Sandoz Ltd va Novartis AG -> Dé
nghi Cong ty bo sung)

2. Giai trinh mdi lién hé giita nha san xuét Novartis Pharma
(Pakistan) Limited va chu s¢ hitu (Novartis AG)

GT:

- Cong ty cung cip Chung thu x4c nhéan viéc Sandoz AG (Cong
ty Sandoz AG dang ky hoat dong & Basel vdi 3 tén: Sandoz AG,
Sandoz SA, Sandoz Ltd - theo giéy phép kinh doanh cua
Sandoz AG) va Ciba-grey AG (tén truéc day la Geigy Chemical
Corporation - theo chung nhan cuia Phong Thuong mai My)
cung sap nhap vao Novartis AG cua Phong Cong chiing Basel,
Thuy S, trong d6 c¢6 ghi rd tat ca cac tai san va trach nhiém
phap 1y cua 2 Cong ty Sandoz AG va Ciba-grey AG déu tro
thanh cia Novartis AG (12/1996)

- Cong ty cung cép Béo c4o hoat dong ctia Novartis AG nim
2011 trong d6 Novartis AG la cong ty me s hitu 100% von
cong ty Novartis Pharma Services AG va Novartis Pharma
(Pakistan) Limited 1a cong ty san xuét thudc Novartis AG
14/06/2017: * Thudc cép lai S6 dang ky, khong thay ddi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, nha san xuét)
s0 v6i S6 dang ky cii (VN-10445 -10 da dugc cong bd biét
dugc gbe Dot 3). SPK cil c6 dang bao ché: vién sai bot, SDK
méi co dang bao ché: vién nén sai bot. Nha san xuét khong
thudc ICH hoic Uc.

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

11.1 B6 sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sian phim (Tong sb: 1)
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1 . Cellcept

SPK:VN-20763-17

Mycophenolate mofetil-500mgaHop 5 vi
x 10 vién; Vién nén bao phimm-SX:

Roche Farma S.A.; Co s dong goi va xudt
xuong: F.Hofmann-La Roche Ltd-Thuy S,
Nude SX:Tay Ban Nha

11.2 Khéng dép ing quy dinh (Tong sb: 2)

PATENT: EP 0281713B1 (Syntex (U.S.A)
Inc.)APHAM VI: 5/3: Cong ty giai trinh Patent EP
0281713B1 "Morpholinoethyl ester cua acid
mycophenolic va dan xut, qua trinh diéu ché va sir
dung trong ché phﬁm" (Diém yéu clu bao ho 2; Hoat
chat Mycophenolate mofetil)aDiém 2 yéu cau bao

ho cua patent EP 0281713B1 xac 1ap pham vi bao ho
cho hoat chét Mycophenolate mofetil. Két luan:

bap tng quy dinh vé patent cp cho hoat chét.

CHU SO HUU SP: S¢ hitu: F. Hoffomann La Roche Ltd.
Switzerland. A\CHU/CHUYEN NHUQNG PATENT:1.

Syntex Corp.da sap nhap vao F. Hoffmann-La Roche Ltd tur
nam 1994

2. bé nghi Cong ty giai trinh vé viéc Roche S.p.A san xuét theo
uy quyén va tiéu chuan cua F. Hoffmann-La Roche Ltd

17/4 Cong ty cung cAp tai liéu xac nhan Roche S.p.A 14 nha san
xuét san pham cho cong ty me F. Hoffmann - La Roche Ltd.
24/10/2017: Thubc cép lai S6 dang ky, khong thay ddi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, dang bao ché,
nha san xuat) so voi S6 dang ky cii (VN-11029-10 - da dugc
cong bd biét duoc géc Dot 5)

Thay d6i nha san xut (nha san xut méi thuoc ICH)

Nha san xuat moi: Roche Farma S.A.

-> Dé nghi giai trinh, cung cap tai liéu vé thudc duoc san xuat
theo iy quyén cua chu so hitu san pham.

1

. Madopar
SPK:VN-16259-13

Levodopa, Benserazide-
200mg;50mgaChai 100 vién; Chai 30
vién; Vién nénma-SX: Roche S.p.A; Co so
dong goi: F. Hoffmann-La Roche-
Switzerland; Nudc SX:Italy

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.).APHAM VI: Cong thirc kiém soat giai phong
Levodopa va chat trc ché decarboxylate -> Giai trinh
1am rd pham vi bao ho 14 t6 hop 2 hoat chit

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

Két luan: Khong dép tng quy dinh vé patent cip cho
hén hop hoat cht.

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

Két lun: Khoéng dap g quy dinhvé patent cip cho
t6 hop (hdn hop) cac hoat chit.

CHU SO HUU SP: F. Hoffmann - La Roche
Ltd ACHU/CHUYEN NHUQNG PATENT:F. Hoffmann -
La Roche Ltd.
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2 . Perjeta
420MG/14ML
SPK:QLSP-H02-
1040-17

Pertuzumab-420mg/14mlaDung dich
dam dac dé pha tiém truyén, Hop 1 loa-
SX: Nha san xuét: Roche Diagnostics
GmbH, Co s¢ dong goi: F.Hoffman-La
Roche Ltd., Switzerland; Nudc SX:Dirc

PATENT: EP 1 189 641 B1 (Genentech,
Inc.)APHAM VI: Humanized ANTI-ErbB2
Antibodies and treatment with ANTI-ErbB2
AntibodiesaKhong danh gia do cong ty khong

cung cfip trinh tu ciia amino acid cua hoat chat
Pertuzumab dé d6i chiéu voi trinh tu amino acid néu
trong patent EP 1 189 641 B1.

Két luan: Khong dép tmg quy dinh vé patent cip cho
hogt chét hoac duoc phém, ché phém hoac dang bao
che.

12 Tén doanh nghiép dé nghi cong bo:VPPD Janssen-Cilag Ltd.

CHU SO HUU SP: F.Hoffman-La Roche

Ltd ACHU/CHUYEN NHUONG PATENT:EP 1 189 641 Bl
(Genentech, Inc.)

Thu xac nhén Genentech. Inc, 1a cong ty con cua tap doan
Roche Group, 100% cb phan cua Genentech. Inc thudc quyén
sO hitu cua Roche Group.

pé ngh1 cung cap tal liéu nha san xuat dugc chu so hitu patent
Uiy quyén dé san xuat va cung cp tai liéu lién quan dén thong
tin san pham dé danh gia patent.

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

12.1 B6 sung thong tin lién quan dén san phim, chua dong y cong bd (Tong sb: 2)

1 . Ribomustin
SPK:VN2-569-17

Bendamustin 25mg (twong duong 22,7mg

Bendamustin)-25mgaHop 1 lo; Bot pha

dung dich dam dac dé pha dung dich truyén

tinh macha-SX: Oncotec Pharma

Produktion GmbH (Co s& dan nhan, dong

g0i thtr cip va xuat xudng: Janssen

Pharmaceutica NV-Belgium); Nude SX:Dtic

PATENT: US 8,461, 350 B2 (subject to a terminal
disclaimer)aAPHAM VI: bendamustine
pharmaceutical compositionsa"Céc diém 1 va 7
yéu cAu bao hé cua Patent US 8,461,350 B2 xac 1ap
pham vi bao ho cho duoc phém chira bendamustin
hodc bendamustin hydrochlorid, mannitol, nudc, va
dung méi la ethanol, n-propanol, n-butanol,
isopropanol, methanol, ethyl acetate, dimethyl
carbonate, acetonitrile, dichloromethane, methyl
ethyl ketone, methyl isobutyl ketone, acetone, 1-
pentanol, methyl acetate, carbon tetrachloride,
dimethyl sulfoxide, hexafluoroacetone,
chlorobutanol, dimethyl sulfone, acid acetic,
cyclohexane, hodc t6 hop cua chung va dugc phim
dong kho dugc tao ra tir duge phim ndy. Do cong ty
khong cung cép thong tin vé thanh phan cia san
pham Ribomustin nén khong c6 can cir dé danh gia
patent US 8,461,350 B2 c6 xac 1ap pham vi bao hd
cho san pham Ribomustin hay khong. Két luan:
Khoéng dap tmg quy dinh v& patent cap cho dang bao
ché thudc tiém truyén."

CHU SO HUU SP: Janssen Cilag LtdaCHU/CHUYEN
NHUONG PATENT:1. Cephalon. Inc., Frazer, PA (US)
2.Thu tir Cephalon. Inc chimg nhan Cephalon chuyén giao
quyén sir dung patent USSN 60/644,354 cho Astellas Pharma
GmbH -> dé nghi giai trinh mdi quan hé giita Asllas Pharma
GmbH va Cephalon. Inc., Frazer, PA (US) lién quan dén patent
US 8,461,350 B2

3. Thu tir Astellas Pharma GmbH chting nhan Astellas Pharma
GmbH cho phép Oncotec Pharma Produktion GmbH str dung
patent US 8,461,350 B2 dé san xuit thuéc Ribomustin, Janssen
Pharmaceutica NV sur dung patent US 8,461,350 B2 dé dong
201, Janssen-Cilag Ltd. tai Thai Lan dugc dang ky, chiu trach
nhiém thudc Ribomustin tai Viét Nam.

-> Pé nghi bd sung thong tin san pham dé danh gia patent
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2 . Ribomustin

SPK:VN2-570-17 Bendamustin)-50mgaHop 1 lo; Bot pha

dung dich d4m dic dé pha dung dich truyén

tinh macha-SX: Oncotec Pharma

Produktion GmbH (Co s& dan nhan, dong

g6i thir cAp va xuét xudng: Janssen

Pharmaceutica NV-Belgium); Nudc SX:Duc

12.2 Thudc Motillium-M (Téng sb: 1)

Bendamustin 50mg (twong duong 90,8mg

PATENT: US 8,461, 350 B2 (subject to a terminal
disclaimer)APHAM VI: bendamustine
pharmaceutical compositionsa"Cac diém 1 va 7
yéu cau bao ho cua Patent US 8,461,350 B2 xac lap
pham vi bdo hd cho dugc phém chira bendamustin
hoac bendamustin hydrochlorid, mannitol, nuéc, va
dung méi la ethanol, n-propanol, n-butanol,
isopropanol, methanol, ethyl acetate, dimethyl
carbonate, acetonitrile, dichloromethane, methyl
ethyl ketone, methyl isobutyl ketone, acetone, 1-
pentanol, methyl acetate, carbon tetrachloride,
dimethyl sulfoxide, hexafluoroacetone,
chlorobutanol, dimethyl sulfone, acid acetic,
cyclohexane, hodc t6 hop cua chang va duoc phim
dong kho dugc tao ra tir duge phim ndy. Do cong ty
khong cung cép thong tin vé thanh phan ciia san
phdm Ribomustin nén khong c6 can cir dé danh gia
patent US 8,461,350 B2 c6 xac 1ap pham vi bao hd
cho san pham Ribomustin hay khong Két lun:
Khéng dap tmg quy dinh vé patent cap cho dang bao
ché thudc tiém truyén."

CHU SO HUU SP: Janssen Cilag LtdaCHU/CHUYEN
NHUGONG PATENT:1. Cephalon. Inc., Frazer, PA (US)
2.Thu tir Cephalon. Inc chimg nhan Cephalon chuyén giao
quyén str dung patent USSN 60/644,354 cho Astellas Pharma
GmbH -> dé nghi giai trinh mdi quan hé giita Asllas Pharma
GmbH va Cephalon. Inc., Frazer, PA (US) lién quan dén patent
US 8,461,350 B2

3. Thu tir Astellas Pharma GmbH chung nhan Astellas Pharma
GmbH cho phép Oncotec Pharma Produktion GmbH su dung
patent US 8,461,350 B2 dé san xudt thudc Ribomustin, Janssen
Pharmaceutica NV str dung patent US 8,461,350 B2 dé dong
201, Janssen-Cilag Ltd. tai Thai Lan dugc dang ky, chiu trach
nhi¢m thudc Ribomustin tai Viét Nam.

-> P& nghi bd sung thong tin san phdm dé danh gia patent

Domperidone (dudi dang Domperidone
maleat)-10mgaHOp 3 vi x 10 vién; Vién
nén bao phima-SX: (Co sé nhan gia
cong): Cong ty C6 phan Dugc pham
OPVViét Nam

1 . Motilium-M
SPK:GC-275-17

PATENT: US 4,066,772 (Janssen Pharmaceutica
N.V)APHAM VI: Hoat chat 1,3-dihydro-1-[3-(1-
piperidinyl)-propyl} ]-2H-benzimidazol-2-one (dlem
yéu cau bao ho 2, Hoat chat Domperidone)abiém

2 yéu cau bao ho ctia patent US 4066772 xac 1ap
pham vi bao ho cho hoat chit domperidone.

Ké} luan: Pép ung quy dinh vé patent cap cho hoat
chat.

CHU SO HUU SP: Céng ty C6 phan Dugc pham OPV san xuat
theo hop ddng cho Janssen Cilag Ltd. theo nhugng quyén cta
Janssen Pharmaceutica N.V. )aACHU/CHUYEN NHUONG
PATENT:Chu s& hitu Patent chuyén quyén so hitu cho Janssen
Cilag Ltd.

08/08/2017: * Thude cap lai S6 dang ky, khong thay ddi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, dang bao ché)
s0 voi S6 dang ky cii (VN-14215-11 - da dugc cong bd biét
duoc géc bot 1)

* Thude SPK cii VN-14215-11 - d3 dugc cong bd biét duge
gbe Dot 1 duge san xudt boi OLIC (Thailand)Ltd.

* Thude SPK méi GC-275-17 duoc gia cong tai Viét Nam duéi
hin}l thirc thudc san xuét gia cong toan bo quy trinh v6i nha san
xuat.

Dé nghi Cong ty chimg minh, giai trinh v& hop dong chuyen
giao cong ngh¢ tir chi s& hitu san pham/nha may san xuét
(thudc ICH) chimg minh tiéu chuan chat lugng ctia thude san
xuét tai Viét Nam khong thay d6i so véi thude san xuét tai nude
thudc ICH.

Page 21



S6 T Ténthubc-SPK  Hoat chit - Ham lwong - Quy cich  Patent - Chii sé hiru - Pham vi bio hd

Quyén s hiru, chuyén giao_patent

13 Tén doanh nghiép dé nghi cong bo: VPPD Menarini (Singapore) Pte. LTD. tai Ha Noi

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

13.1 B6 sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sian phim (Tong sb: 3)

1 . Ranexicor Ranolazin-500mgaHop 2 vi x 15 vién, PATENT: EP 0 126 449 B1 (Syntex (USA)
SDK:VN2-407-15 Hop 3 vi x 20 vién, Hop 5 vi x 20 vién; INC.)APHAM VI: Cardioselective aryloxy- and
Vién nén giai phong kéo daia-SX: arylthio-hydroxypropyl piperazinyl acetanilides

Menarini-Von Heyden GmbHBre which affects calcium entrya"Diém 7 yéu ciu bao

ho cua patent EP 0 126 449 B1 xac lap pham vi bao
hd cho hoat chat Ranolazin.Két luan: Bap ung quy
dinh vé patent cap cho hoat chat."

CHU SO HUU SP: A. Menarini Singapore Pte.
LtdnCHU/CHUYEN NHUQNG PATENT:1. Béo céo kiém
toan dugc ky ngay 25/02/2009 cia Cong ty CV Therapeutics.
Inc (c6 con d4u chir ky cong ching & Singapore va hop phép
hoa lanh sy ctia VN) dé cap CV Therapeutics. Inc da mua
quyén str dung bang sang ché dé san xuit thudc chira hoat chit
ranolazine (thuéc Ranexa) ctia Roche Palo Alto LLC (tén cii la
Syntex (USA) INC).

2. Thu xac nhan (c6 cong chung tai Luxembourg va hop phap
hoéa lanh su VN) cua Cong ty Gilead Palo Alta Inc (tén cii la CV
Therapeutics.) dd giao quyén sir dung bang sang ché dé san xuat
thude chira hoat chit ranolazine cho Cong ty Menarini
International Operations Luxembourg S.A.

3. Cong ty Menarini International Operations Luxembourg S.A
Uiy quyén cho Cong ty A. Menarini Singapore Pte. Ltd. (1a Cty
con cua Menarini Luxembourg) dugc quyén ding ky, phan
phdi, quang cao thude Ranex1c0r 375mg, 500mg, 750mg.

-> Dé nghi giai trinh, cung cép tai liu vé thude duge san xuat
theo iy quyén ctia chu s¢ hiru san pham.
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2 . Ranexicor Ranolazin-750mgaHop 2 vi x 15 vién,

SDK:VN2-408-15
Vién nén giai phong kéo daimn-SX:
Menarini-Von Heyden GmbHDuc

Hop 3 vi x 20 vién, Hop 5 vi x 20 vién;

PATENT: EP 0 126 449 B1 (Syntex (USA)
INC.)APHAM VI: Cardioselective aryloxy- and
arylthio-hydroxypropyl piperazinyl acetanilides
which affects calcium entrya"Diém 7 yéu cau bao
hd cua patent EP 0 126 449 B1 xac 1ap pham vi bao
ho cho hoat chat Ranolazin.Két luan: Pap tng quy
dinh vé patent cap cho hoat cht."

CHU SO HUU SP: A. Menarini Singapore Pte.
LtdaCHU/CHUYEN NHUOQNG PATENT:1. Béo cdo kiém
toan dugc ky ngay 25/02/2009 ciua Cong ty CV Therapeutics.
Inc (c6 con dau chit ky cong ching & Singapore va hop phap
hoa lanh su cua VN) @& cap CV Therapeutics. Inc i mua
quyén sir dung bang sang ché dé san xuat thudc chira hoat chét
ranolazine (thuéc Ranexa) clia Roche Palo Alto LLC (tén cii la
Syntex (USA) INC).

3. Thu xéc nhan (c6 cong chung tai Luxembourg va hgp phap
hoa lanh sy VN) cua Cong ty Gilead Palo Alta Inc (tén cu la CV
Therapeutics.) da giao quyén sir dung bang sang ché dé san xuat
thudc chira hoat chat ranolazine cho Cong ty Menarini
International Operations Luxembourg S.A.

4. Cong ty Menarini International Operations Luxembourg S.A
Uiy quyén cho Cong ty A. Menarini Singapore Pte. Ltd. (1a Cty
con ctia Menarini Luxembourg) dugc quyén dang ky, phan
phdi, quang céo thude Ranexicor 375mg, 500mg, 750mg.
VPDD Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. tai T.P
HCM

-> Dé nghi giai trinh, cung cap tai liéu vé thudc duoc san xuat
theo tly quyén ciia chu s¢ hitu san pham.

3 . Ranexicor Ranolazin-375mgmHop 2 vi x 15 vién,

SDK:VN2-406-15
Vién nén giai phong kéo daimn-SX:
Menarini-Von Heyden GmbHD1ic

Hop 3 vix 20 vién, Hop 5 vi x 20 vién;

PATENT: EP 0 126 449 B1 (Syntex (USA)
INC.)APHAM VI: Cardioselective aryloxy- and
arylthio-hydroxypropyl piperazinyl acetanilides
which affects calcium entrya"Diém 7 yéu ciu bao
ho cua patent EP 0 126 449 B1 xac lap pham vi bao
ho cho hoat chit Ranolazin.Két luén: DBap tng quy
dinh v& patent cip cho hoat chit."

CHU SO HUU SP: A. Menarini Singapore Pte.
LtdnCHU/CHUYEN NHUQNG PATENT:1. Béo céo kiém
toan dugc ky ngay 25/02/2009 cia Cong ty CV Therapeutics.
Inc (c6 con d4u chit ky cong chimg & Singapore va hop phép
hoa lanh sy ctia VN) dé cap CV Therapeutics. Inc da mua
quyén sir dung bang sang ché dé san xuit thudc chira hoat chit
ranolazine (thuéc Ranexa) ctia Roche Palo Alto LLC (tén cii la
Syntex (USA) INC).

2. Thu xac nhan (c6 cong chung tai Luxembourg va hop phap
hoa lanh sy VN) cua Cong ty Gilead Palo Alta Inc (tén cu la CV
Therapeutics.) da giao quyén st dung bang sang ché dé san xuit
thude chira hoat chit ranolazine cho Cong ty Menarini
International Operations Luxembourg S.A.

3. Cong ty Menarini International Operations Luxembourg S.A
Uiy quyén cho Cong ty A. Menarini Singapore Pte. Ltd. (1a Cty
con ciia Menarini Luxembourg) dugc quyén dang ky, phan
phdi, quang cao thuc Ranexicor 375mg, 500mg, 750mg.

-> Pé nghi giai trinh, cung cap tai liéu vé thudc duoc san xuat
theo iy quyén ciia chu s¢ hitu san pham.

13.2 Pi cong bé BDG, Thay d6i SPK (NSX khong thuc ICH), chua dong v cong bod (Tong s6: 1)
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1 . Mestinon S.C. Pyridostigmin Bromid 60mg-60mgaHop PATENT: US 2,572,579 (Hoffmann-La Roche CHU SO HUU SP: Valeant Pharmaceuticals
SPK:VN-20356-17 1o 150 vién; Vién bao dudnga-SX: Inc)aPHAM VI: US: Diem yéu cau bao hg 2; hoat Benelux&Scandinavia BVACHU/CHUYEN NHUONG
Aupa Biopharm Co., Ltd.Taiwan chat Pyridostigmine Bromideabiém 2 yéu cau bao PATENT:1. Hoffmann-La Roche Inc

ho cua patent US 2572579 xac lap pham vi bao ho
cho hoat chat Pyridostigmin Bromide.Két luan:
bap ung quy dinh vé patent cap cho hoat chat.

2.Cong ty giai trinh va cung cap tai liéu Hoffmann-La Roche
Inc 14 tén trude day cua ICN Pharmaceuticals Inc va sau do doi
tén thanh Valeant Pharmaceuticals Benelux&Scandinavia BV
3. Dé nghi Cong ty gidi trinh vé viéc United Biomedical, Inc.,
Asia san xuét theo iy quyén va tiéu chin ciia Valeant
Pharmaceuticals Benelux&Scandinavia BV

2/5: Cong ty cung cap Hop ddng san xuét giira Inovail Holdings
Pte. Ltd (sau d6 doi tén thanh Invida Holdings Private Limited,
sau nay thanh Invida Holdings Private Limited) va United
Biomedical, Inc., Asia

Cong ty cung cap tai lidu v& viéc Valeant Pharmaceuticals
Benelux&Scandinavia BV sap nhap vao Asia Pacific
Pharmaceutical Holding Pte Ltd. Sau d6 Asia Pacific
Pharmaceutical Holding Pte Ltd ddi tén thanh Invida
Pharmaceutical Holding Pte Ltd va sau d6 thanh Invida Group
Private Ltd

23/06/2017: * Thubc cap lai S6 dang ky, khong thay ddi cac
thong tin khéc (Vé hoat chﬁt, néng d6-ham luong, nha san xuét)
s0 voi S dang ky cii (VN-5718-10)- di dugc cong bd biét duge
gbe Dot 5)

Thay d6i dang bao ché: SPK cii: vién nén, SPK méi: vién bao
duong. Nha san xuit khong thuoe ICH

14 Tén doanh nghiép dé nghi cong bd: VPPD Merck Export GMBH tai TP. HCM

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

14.1 B6 sung thong tin lién quan dén sin phim, chua ddng v cong bd (Tong sb: 1)
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1 . Erbitux Cetuximab-5gm/mlaThudc tiém truyén, PATENT: EP 1687031 va US 0177068A1 (Merck CHU SO HUU SP: Merck KGaAZACHU/CHUYEN
SPK:VN1-574-11 lo 20mla-SX: Merck KGaABirc Patent GmbH)APHAM VI: Diéu ché dugc phim NHUGQNG PATENT:C6 tai liéu xac nhan Merck Patent GmbH

chira khang thé chdng lai cac thy thé EGF -> Giai la cong ty thanh vién ctia Merck KGaA
trinh 1am rd pham vi bao ho trong Patent 1a hoat chét 17/5: Cong ty giai trinh Patent EP 1687031 va US 0177068 A1
Cetuximab c6 pham vi bao hd 1a dang bao ché dang tiém truyén cho hoat
29/1: Cong ty giai trinh do Cetuximab la mét khang chit Cetuximab
thé nén hién khong c6 Patent bao hd cho hoat chat
nay. -> Pé nghi bd sung thong tin san pham dé danh gia patent.

- Patent da ndp bao ho cho ché phﬁm ¢ dang dung
dich nudc chira khang thé

- Thubc Erbitux dugc ndp dang ky lan dau theo dang
bao mat dir liéu voi day du Ho so 1am sang va da
duoge cAp S6 Iuu hanh 1an dau cho thude méi
07/06/2017: Cong ty bd sung patent EP 1687031 va
US 0177068A1 (Merck Patent GmbH), khang dinh 2
patent dap (mg pham vi bao h¢ la dang bao ché (ché
phdm & dang dung dich nuéc chira khang thé EGFR -
Cetuximab)aY kién SHTT: Sé patent US
0177068A1 1a khong chinh x4c.Cac diém 2 va 3

yéu cau bao ho cua patent EP 1687031 B1 xac lap
pham bao ho cho ché phém dang nudc chira
Cetuximab, chat dém, chét hoat dong bé mit va natri
chlorld lam chét gay dang truong. Do cong ty khong
cung cap thong tin vé thanh phan clia san pham
Erbitux nén khong co can cir dé danh gi4 patent EP
1687031 Bl c6 xac lap pham vi bao ho cho san phim
Erbltux hay khong Két luan: Khong dap ing quy
d1nh vé patent cAp cho dang bao ché thudc tiém
truyen

15 Tén doanh nghiép dé nghi cong b6: VPPD Mundipharma Pharmaceuticals Pte. Ltd. tai TP. HCM

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

15.1 B6 sung thong tin lién quan dén sin phim, chua dong v cong bd (Tong sb: 2)
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1 . Norspan 10 mcg/h
SPDK:VN2-413-15

Buprenorphin 10mg-10mgaHop 2 goi x 1
miéng dan; Miéng dan tri liéu qua dam-
SX: LTS Lohmann Therapie-Systeme
AGDuc

PATENT: US 5,240,711 (LTS Lohmann Therapie-
Systeme GmbH & Co. KG)APHAM VI: h¢ tri li¢u
qua da chira hoat chit buprenorphinea"Patent US
5,240,711 xac 1ap pham vi bao hd cho h¢ tri liéu qua
da dé st dung buprenorphin qua da chua 16p do
khong tham hoat chét, 16p chira chat bam dinh ap hop
va tlly y chira 16p bao vé c6 thé boc ra duoc, 16p
chira chit bam dinh 4p hop chira 20 dén 90% chat
nén polyme, 0,1 dén 30% chat lam mém, 0,1 dén
20% bazo buprenorphin hodc mudi dugc dung cta nd
va 0,1 dén 30% dung méi cho buprenorphin hoac
mu01 ciand. Do cong ty khong cung cap thong tin
vé thanh phan va ciu trac cta san phdm Norspan nén
khong c6 cin cir & danh gia patent US 5,240,711 ¢
xac lap pham vi bao h¢ cho san pham Norspan hay
khéng. Két luan: Khoéng dap tmg quy dinh v patent
cép cho dang bao ché dang thubc dan qua da."

CHU SGWHINJU SPE Mundipharma Pharmaceutica}ls Pte.
LtdnCHU/CHUYEN 7NH[7TONG PATENT:-> B¢ nghi bo
sung thong tin san pham dé danh gia patent

2 . Norspan 5 mcg/h
SDK:VN2-415-15

Buprenorphin 10mg-5mgaHop 2 goéi x 1
miéng dan; Miéng dan tri liéu qua dam-
SX: LTS Lohmann Therapie-Systeme
AGbtc

15.2 Khong dap ving quy dinh (Tong sd: 4)

PATENT: US 5,240,711 (LTS Lohmann Therapie-
Systeme GmbH & Co. KG)APHAM VI: h¢ tri li¢u
qua da chira hoat chit buprenorphinea"Patent US
5,240,711 xac 1ap pham vi bao hd cho hé tri li¢u qua
da dé st dung buprenorphin qua da chira 16p do
khong thdm hoat chat, 16p chira chat bam dinh ap hop
va tuy y chtta 16p bao vé co thé boc ra duogc, 16p
chira chit bam dinh 4p hop chira 20 dén 90% chat
nén polyme, 0,1 dén 30% chat lam mém, 0,1 dén
20% bazo buprenorphin hodc mudi duoc dung ciia n6
va 0 1 dén 30% dung mdi cho buprenorphin hodc
mum cua no. Do cong ty khong cung cap thong tin
vé thanh phan va cau tric ctia san pham Norspan nén
khong c6 can cir dé danh gia patent US 5,240,711 co6
xac lap pham vi bao hd cho san phim Norspan hay
khong. Két luan: Khoéng dap tmg quy dinh v& patent
cép cho dang bao ché dang thudc dan qua da."

CHU S(ﬂ)ﬂHfJ'U SP: Mundipharma Pharmaceuticals Pte.
LtdaCHU/CHUYEN NHUONG PATENT:-> D¢ nghi bo
sung thong tin san pham dé danh gié patent
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1 . Targin PR tablet
10/5mg
SPK:VN2-512-16

Oxycodon HCl, Naloxon HCI-Oxycodon
HCI 10mg, Naloxon HC1 5SmgaHop 2 vi

x 14 vién; Vién nén giai phong kéo daim-
SX: Bard Pharmaceuticals Limited; (Pong
261: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
S.A 2350 Luxembourg (LU))APHAM VI:
pharmaceutical preparation containing oxycodone
and naloxonea"Diém 1 va 2 yéu ciu bao ho cua
patent EP 2 425 825 B9 xéc 1ap pham vi bao ho cho
duogc pham ding qua duong ubng dé giai phong
oxycodon HCI va Naxolon HCI trong thoi giain kéo
dai. Tuy nhién, patent nay khong xac 1ap pham vi bao
hé cho t6 hop hodc hdn hop chira Oxycodon HCI va
Naxolon HCL.Két luan: Khong déap tmg quy dinh vé
patent cap cho t6 hgp hodc hdn hop."

CHU SO HUU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUGNG PATENT:1. EURO-
CELTIQUE S.A 2350 Luxembourg (LU)

2. Thu tr EURO-CELTIQUE S.A 2350 Luxembourg (LU)
chung nhén Mundipharma International Corporation Limited
(MICL) 1a chu patent EP 2 425 825 B9

3. Thu tir MICL chimg nhan trao quyén cho Bard
Pharmaceuticals Limited san xuat thudc Targin

2 . Targin PR tablet
20/10mg
SPK:VN2-513-16

Oxycodon HCl, Naloxon HCI-Oxycodon
HCI 20mg, Naloxon HC1 10mgaHop 2 vi
x 14 vién; Vién nén giai phong kéo daim-
SX: Bard Pharmaceuticals Limited; (Pong
261: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
S.A 2350 Luxembourg (LU))APHAM VI:
pharmaceutical preparation containing oxycodone
and naloxonea"Diém 1 va 2 yéu ciu bao ho cua
patent EP 2 425 825 B9 xéc 1ap pham vi bao ho cho
duogc pham dung qua duong ubng dé giai phong
oxycodon HCI va Naxolon HCI trong thoi giain kéo
dai. Tuy nhién, patent nay khong xac 1ap pham vi bao
hé cho t6 hop hodc hdn hop chira Oxycodon HCl va
Naxolon HCL.Két luan: Khong dap tmg quy dinh vé
patent cap cho t6 hgp hodc hdn hop."

CHU SO HUU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUGNG PATENT:1. EURO-
CELTIQUE S.A 2350 Luxembourg (LU)

2. Thu tr EURO-CELTIQUE S.A 2350 Luxembourg (LU)
chung nhén Mundipharma International Corporation Limited
(MICL) 1a chu patent EP 2 425 825 B9

3. Thu tir MICL chimg nhan trao quyén cho Bard
Pharmaceuticals Limited san xuat thudc Targin

3 . Targin PR tablet
40/20mg
SPK:VN2-511-16

Oxycodon HCI, Naloxon HCI-Oxycodon
HCl140mg, Naloxon HCI 20mgaHop 2 vi
x 14 vién; Vién nén giai phong kéo daim-
SX: Bard Pharmaceuticals Limited; (Bong
g6i: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
S.A 2350 Luxembourg (LU))APHAM VI:
pharmaceutical preparation containing oxycodone
and naloxonea"Diém 1 va 2 yéu cau bao ho ciia
patent EP 2 425 825 B9 xac 1ap pham vi bao ho cho
dugc pham ding qua duong udng dé giai phong
oxycodon HCI va Naxolon HCI trong thoi giain kéo
dai. Tuy nhién, patent nay khong xac 1ap pham vi bao
ho cho t6 hop hodc hdn hop chira Oxycodon HCI va
Naxolon HCL.Két luan: Khong dép tmg quy dinh vé
patent cAp cho tb hop hodc hdn hop."

CHU SO HUU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUQNG PATENT:1. EURO-
CELTIQUE S.A 2350 Luxembourg (LU)

2. Thu tr EURO-CELTIQUE S.A 2350 Luxembourg (LU)
chirng nhédn Mundipharma International Corporation Limited
(MICL) 1a chu patent EP 2 425 825 B9

3. Thu tir MICL chimg nhan trao quyén cho Bard
Pharmaceuticals Limited san xuat thudc Targin
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4 . Targin PR tablet Oxycodon HCI, Naloxon HCI-Oxycodon
5/2,5mg HCI 5mg, Naloxon HCI 2,5mgaHop 2 vi
SPK:VN2-514-16 x 14 vién; Vién nén giai phong kéo daim-

SX: Bard Pharmaceuticals Limited; (Pong
261: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
S.A 2350 Luxembourg (LU))APHAM VI:
pharmaceutical preparation containing oxycodone
and naloxoneaDiém 1 va 2 yéu cdu bao ho cua
patent EP 2 425 825 B9 xéc 1ap pham vi bao ho cho
duogc pham ding qua duong ubng dé giai phong
oxycodon HCI va Naxolon HCI trong thoi giain kéo
dai. Tuy nhién, patent nay khong xac 1ap pham vi bao
hé cho t6 hop hodc hdn hop chira Oxycodon HCI va
Naxolon HCL.Két luan: Khong déap tmg quy dinh vé
patent cap cho t6 hgp hodc hdn hop."

CHU SO HUU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUGNG PATENT:1. EURO-
CELTIQUE S.A 2350 Luxembourg (LU)

2. Thu tr EURO-CELTIQUE S.A 2350 Luxembourg (LU)
chung nhén Mundipharma International Corporation Limited
(MICL) 1a chu patent EP 2 425 825 B9

3. Thu tir MICL chimg nhan trao quyén cho Bard
Pharmaceuticals Limited san xuat thudc Targin

16 Tén doanh nghiép dé nghi cong bo: VPPD Novartis Pharma Services AG tai TPHCM

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

16.1 B6 sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sian phim (Tong sb: 1)

1 . Consentyx; Ddi tén:  Secukinomab-150mgaBat pha dung dich
Fraizeron (theo Cong tiém, Hop 01 loa-SX: Novartis Pharma
viin s6 18605/QLD-  Stein AGThuy S
PK ngay 23/09/2016
cia Cuc Quan ly
Dugc)

SPK:QLSP-H02-983-
16

PATENT: US 7807155 (Novartis AG)APHAM

VI: US: Khang thé d6i khang IL-17

05/07/2017: Cty giai trinh pham vi bao hd cuia patent
US 7807155: cac phan ti gén voi Interleukin-17 (IL-
17) trong d6 co6 secukinumab, cac phén tir nay la cac
khang thé ddi véi IL-17 cta ngudi, ¢6 trinh tur acid
amin nhu trong yéu cau bao ho (claim 1 dén claim9).
B6 sung tai liéu v& trinh tu chudi amino acid
secukinumab.aDiém 1 va 2 yéu cau bao ho cua
patent US 7,807,155 B2 xac 1ap pham vi bao hd cho
hoat cht Secukinumab.

Ké} luan: Péap ung quy dinh vé patent cap cho hoat
chat.

16.2 B6 sung thong tin lién quan dén san phim, chua dong y cong bd (Tong sb: 1)

CHU SO HUU SP: Novartis Pharma Stein
AGACHU/CHUYEN NHUGNG PATENT:1. Novartis AG

2. Cong ty cung cap tai lidu giai trinh mdi lién hé giita Novartis
AG va Novartis Pharma Stein AG va Novartis Pharma Stein AG
1a nha san xut san phim dya trén Patent

CV s6 18605/QLD-DK ngay 23/09/2016 CQLD dong y doi tén
thudc tir Consentyx sang Fraizeron.

-> P& nghi giai trinh vé viéc thay dbi hoan toan tén thude so voi
thudc biét dugc gbe tai nude so tal.
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1 . Travatan Travoprost-0,04mg/ml, 2.5mlaHop 1 lo PATENT: EP 2 254 549 B1 (alcon reseach, CHU SO HUU SP: alcon reseach, LtdaCHU/CHUYEN

SPK:VN-15190-12 2,5ml dung dich thuc nho mata-SX: S.A
Alcon-Couvreur N.VBi

16.3 Khong dap wng quy dinh (Tong sb: 1)

Ltd)APHAM VI: Cong thirc dung dich thudc chira
phtrc hgp Borate-polyolaKhong danh gia do cong

ty cling khong cung cap thong tin vé dugc pham, ché
phim hoic dang bao ché ctia san phdm Travatan dé
d6i chiéu voi thong tin tuong ing néu trong yéu cau
bao ho cua patent EP 2 254 549 B1.

NHUONG PATENT:1. alcon reseach, Ltd

2. Thu chig nhan (c6 dau hgp phap héa linh su) vio
14/12/2010, Alcon, Inc da sat nhép véi Novartis AG. Trong do
Cong ty Alcon reseach, Ltd (chu s¢ hitu patent EP 2 254 549
B1) 1a cty con cua Alcon, Inc tir 14/12/2010 tré thanh cty con
cua Novartis AG.

3. CV s6 19192/QLD-DPK ngiy 30/09/2016 Cuc Quan 1y Duoc
ddng y dbi nha dang ky thudc travatan tir Alcon
Pharmaceuticals Ltd sang Novartis Pharma Services AG.

Dé nghi Cong ty cung cép thong tin vé san pham dé danh gia
patent.

1 . Tykerb lapatinib (dudi dang Lapatinib ditosylate
SPK:VN2-467-16 monohydrate) 250mg-250mgaHop 1 lo
70 hodc 84 viéna-SX: Glaxo Operations
UK Limited (trading as Glaxo Wellcome
Operations)Anh

PATENT: US 6,713,458 B2 (chu s& hiru trén patent
SmithKline Beecham Corporation (US))APHAM

VI: Diém bao h s6 1 hoat chét

heterocyclicaPatent US 6,713,458 xéc 1ap pham vi
bao ho cho phuong phép diéu tri khé mét. Tuy nhién,
patent nay khong xac 1ap pham vi bao h¢ cho hoat
chét Lapatinib hodc Lapatinib ditosylate
monohydrate.

Két luan: Khong dép g quy dinh vé patent cip cho
hoat chét.

CHU SO HUU SP: chui s¢ hiru trén patent SmithKline Beecham
Corporation (US)NCHU/CHUYEN NHUQNG
PATENT:1.chu s¢ hitu trén patent SmithKline Beecham
Corporation

2. 27-0ct-2009. SmithKline Beecham Corporation chuyén
nhuong patent US 6,713,458 cho Glaxosmithkline LLC

3. 01-march-2015 Glaxosmithkline LLC chuyén nhuong cho
Leo Osprey limited

4. 02-march-2015 Leo Osprey limited chuyén nhugng cho
Novartis AG

5. Novartis AG 1ty quyén cho Novartis Pharma Services AG
chiu trach nhiém dk cac thudc ctia Novartis AG tai VN

6. CV s6 15656/QLD-DK ngiy 16/08/2016 ctia CQLD dong ¥
dbi tén cty dk thude Tykerb tir Glaxosmithkline Pte.,Ltd sang
Novartis Pharma Services A

17 Tén doanh nghiép dé nghi cong bo: VPPD Novo Nordisk Pharma Operations A/S tai TP. HCM

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

17.1 B6 sung thong tin lién quan dén san phim, chua dong y cong bd (Tong so: 4)
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1 . Actrapid
SPK:QLSP-1029-17

Insulin human-1000 IU/10mlaDung dich
tiém; Hop chira 1 19 x 10mIa-SX: Novo
Nordisk Production S.A.SPhap

PATENT: US 6,500,645 B1 (Novo Nordisk A/S)
US 6,180,757 B1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 6,004,297 (Novo Nordisk A/SyaAPHAM VI:

US 6,500,645 B1 (Novo Nordisk A/S) N-terminally
extended proteins expressed in yeast

US 6,180,757 B1 (Novo Nordisk A/S) Quy trinh
tach cac proteins su dung mot chét rira chira Ca +++
US 2008/0312131 A1 (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 A1 (Novo Nordisk A/S) Sir dung
Tris(Hydroxymethyl) aminomethane dé 6n dinh cac
peptide, polypeptide va protein

US 6,004,297 (Novo Nordisk A/S) Injection
SyringeaKhong danh gia do cong ty cung cap qua
nhiéu patent trong khi khong dan chiéu diém yéu cau
bao hd xac 1ap pham vi bao hd cho hoat chat duoc
pham, ché pham hoic dang bao ché theo quy dinh.
Ngoai ra, cong ty ciing khong cung cap thong tin vé
duoc phém, ché phém hodc dang bao ché ctia san
phdm Actrapid dé dbi chiéu véi thong tin twong (mg
néu trong yéu cau bao ho cua cac patent.

Két luan: Khong dap tng quy dinh v¢ patent cép cho
hoat chét, dugc phim, ché phim hoic dang bao ché.

CHU SO HUU SP: Novo NordiskaCHU/CHUYEN
NHUONG PATENT:Novo Nordisk A/S

-> Pé nghi bd sung thong tin san pham dé danh gia patent; dan
chiéu cu thé diém yéu cAu bao hd cho hoat chit, diém bao ho
dang bao ché theo quy dinh.
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2 . Actrapid Penfill
SPK:QLSP-1030-17

Insulin human-1000 IU/10mlaDung dich
tiém; Hop 5 ong x 3mIa-SX: Novo
Nordisk Production S.A.SPhap

PATENT: US 6,500,645 B1 (Novo Nordisk A/S)
US 6,180,757 B1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 6,004,297 (Novo Nordisk A/SyaAPHAM VI:

US 6,500,645 B1 (Novo Nordisk A/S) N-terminally
extended proteins expressed in yeast

US 6,180,757 B1 (Novo Nordisk A/S) Quy trinh
tach cac proteins su dung mot chét rira chira Ca +++
US 2008/0312131 A1 (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 A1 (Novo Nordisk A/S) Sir dung
Tris(Hydroxymethyl) aminomethane dé 6n dinh cac
peptide, polypeptide va protein

US 6,004,297 (Novo Nordisk A/S) Injection
SyringeaKhong danh gia do cong ty cung cap qua
nhiéu patent trong khi khong dan chiéu diém yéu cau
bao hd xac 1ap pham vi bao hd cho hoat chat duoc
pham, ché pham hoic dang bao ché theo quy dinh.
Ngoai ra, cong ty ciing khong cung cap thong tin vé
duoc phém, ché phém hodc dang bao ché ctia san
phdm Actrapid Penfill dé ddi chiéu véi thong tin
twong tmg néu trong yéu cau bao ho cla cdc patent.
Két luan: Khong dap umg quy dinh vé patent cip cho
hoat chét, dugc phim, ché phim hoic dang bao ché.

CHU SO HUU SP: Novo Nordisk A/SNCHU/CHUYEN
NHUONG PATENT:Novo Nordisk A/S

-> Pé nghi bd sung thong tin san pham dé danh gia patent; dan
chiéu cu thé diém yéu cAu bao hd cho hoat chit, diém bao ho
dang bao ché theo quy dinh.
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3 . Insulatard Flexpen Insulin human-300 IU/3mlaHén dich PATENT: US 6,500,645 B1 (Novo Nordisk A/S)
SPK:QLSP-1031-17  tiém; Hop chira 5 bit tiém bom sén x US 6,180,757 B1 (Novo Nordisk A/S)
3ml4-SX: Novo Nordisk Production US 2008/0312131 A1 (Novo Nordisk A/S)
S.A.SPhap US 2008/0312131 Al (Novo Nordisk A/S)

US 6,004,297 (Novo Nordisk A/SyaAPHAM VI:

US 6,500,645 B1 (Novo Nordisk A/S) N-terminally
extended proteins expressed in yeast

US 6,180,757 B1 (Novo Nordisk A/S) Quy trinh
tach cac proteins su dung mot chét rira chira Ca +++
US 2008/0312131 A1 (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 A1 (Novo Nordisk A/S) Sir dung
Tris(Hydroxymethyl) aminomethane dé 6n dinh cac
peptide, polypeptide va protein

US 6,004,297 (Novo Nordisk A/S) Injection
SyringeaKhong danh gia do cong ty cung cap qua
nhiéu patent trong khi khong dan chiéu diém yéu cau
bao hd xac 1ap pham vi bao hd cho hoat chat duoc
pham, ché pham hoic dang bao ché theo quy dinh.
Ngoai ra, cong ty ciing khong cung cap thong tin vé
duoc phém, ché phém hodc dang bao ché ctia san
pham Insulatard Flexpen dé déi chiéu voi thong tin
twong tmg néu trong yéu cau bao ho cla cdc patent.
Két luan: Khong dap umg quy dinh vé patent cip cho
hoat chét, dugc phim, ché phim hoic dang bao ché.

CHU SO HUU SP: Novo Nordisk A/SNCHU/CHUYEN
NHUONG PATENT:Novo Nordisk A/S

-> Pé nghi bd sung thong tin san pham dé danh gia patent; dan
chiéu cu thé diém yéu cAu bao hd cho hoat chit, diém bao ho
dang bao ché theo quy dinh.
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Insulin hurnan-SOQ IU/3mlaHbn dich
tiém; Hop chira 5 ong x 3mla-SX: Novo
Nordisk Production S.A.SPhap

4 . Insulatard Penfill
SPK:QLSP-1032-17

PATENT: US 6,500,645 B1 (Novo Nordisk A/S)
US 6,180,757 B1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 2008/0312131 A1 (Novo Nordisk A/S)

US 6,004,297 (Novo Nordisk A/SyaAPHAM VI:

US 6,500,645 B1 (Novo Nordisk A/S) N-terminally
extended proteins expressed in yeast

US 6,180,757 B1 (Novo Nordisk A/S) Quy trinh
tach cac proteins su dung mot chét rira chira Ca +++
US 2008/0312131 A1 (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 A1 (Novo Nordisk A/S) Str dung
Tris(Hydroxymethyl) aminomethane dé 6n dinh cac
peptide, polypeptide va protein

US 6,004,297 (Novo Nordisk A/S) Injection
SyringeaKhong danh gia do cong ty cung cap qua
nhiéu patent trong khi khong dan chiéu diém yéu cau
bao hd xac 1ap pham vi bao hd cho hoat chat duoc
pham, ché pham hoic dang bao ché theo quy dinh.
Ngoai ra, cong ty ciing khong cung cap thong tin vé
duoc phém, ché phém hodc dang bao ché ctia san
phim Insulatard Penfill dé d6i chiéu voi thong tin
twong tmg néu trong yéu cau bao ho cla cdc patent.
Két luan: Khong dap umg quy dinh vé patent cip cho
hoat chét, dugc phim, ché phim hoic dang bao ché.

CHU SO HUU SP: Novo Nordisk A/SNCHU/CHUYEN
NHUONG PATENT:Novo Nordisk A/S

-> Pé nghi bd sung thong tin san pham dé danh gia patent; dan
chiéu cu thé diém yéu cAu bao hd cho hoat chit, diém bao ho
dang bao ché theo quy dinh.

18 Tén doanh nghiép dé nghi cong bo: VPPD Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. tai TP. HCM

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

18.1 B6 sung tai liéu vé viéc chuyén nhwong Patent; Bo sung thong tin lién quan dén sin phim (Tong so6: 1)

1 . Bonviva
SPK:VN-16004-12 150mgaVién nén bao phim; Hop 1 vix 1
vién. Hop 1 vi x 3 viéna-SX:

F.Hoffmann-La Roche Ltd.Thuy Si

Natri ibandronate, 150mg acid ibandronic-

PATENT: 4,927,814 (Boehringer Mannheim
GmbH)APHAM VI: 4,927,814 Dan xuét
diphosphonate, thianh phan dugc chat va phuong
phép sir dungabiém 4 yéu cau bao ho cua patent
US 4,927,814 xac lap pham vi bao hd hoat chét acid
ibandronic va mudi co hoat tinh sinh 1y ctia no.

Ké’t luan: Péap tng quy dinh vé patent cip cho hoat
chat.

CHU SO HUU SP: Takeda Pharmaceuticals (Asia Pacific) Pte.
Ltd.ACHU/CHUYEN NHUQONG PATENT:1. CQLD c¢6 CV

s6 7062/QLD-DK ngay 17/04/2015 ddng y ddi tén cty dk thude
Bonviva tt Nycomed GmbH sang Takeda Pharmaceuticals
(Asia Pacific) Pte. Ltd.

2. Cty cung cép bang gia han patent 4,927,814 duoc ky ngay
29/06/2007, chu s hiru patent trén bang gia han: Hoffman-La
Roche Inc.

bé nghi gidi trinh, cung cép tai liéu vé thudc duoc san xuét theo
uy quyén ctia chu sé hitu patent, cha s¢ hitu san phdm
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