PHU LUC

(kém theo Cong vin sb: 16226/QLD-GT ngay 16 thang 9 nam 2016)

Tén thubc - SPK Hoat chét - Ham lweng - Quy cich

O»

So.

Patent - Chia sé hitu - Pham vi bido hé

1 Tén doanh nghiép dé nghi cdng bd:

Abbvie Inc.

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

u Khéng dap ing quy dinh (Téng s6: 3)

1 . Aluvia
S})K:VN-17801-14

Lopinavir, Ritonavir-200mg/50mg_Hop 1
lo 60 vién nén bao phim_-SX: Abbvie
Deutschland GmbH & Co.KGbuc

2 . Aluvia 100mg/25mg Lopinavir, Ritonavir-100mg/25mg_Hop 1
lo 60 vién nén bao phim_-SX: Abbvie

Deutschland GmbH & Co.KGDP1rc

3 . Norvir
SPK:VN-18488-14

Ritonavir-100mg_Hop 1 lo 30 vién nén
bao phim_-SX: Abbvie Deutschland
GmbH & Co.KGDuc

2 Tén doanh nghiép dé nghi cong bé:

PATENT: VN-9900 (Abbott Laboratories) PHAM
VI: VN: Dugc pham dang liéu ran_Diém 10 yéu cau
bao h¢ cua patent VN-9900 Xac lap pham vi bao ho
cho dang bao ché, cu thé duoc pham dang liéu ran
chira ritonavir va lopinavir. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho t6 hop hay hdn
hop hoat chat bao gom ritonavir va lopinavir.

Két luan: Khong dap tmg quy dinh vé patent cap cho
t6 hop hay hdn hop hoat chit

PATENT: VN-9900 (Abbott Laboratories) PHAM
VI: VN: Dugc pham dang liéu ran_Diém 10 yéu cau
bao ho cua patent VN-9900 Xac lap pham vi bao ho
cho dang bao ché, cu thé duoc pham dang liéu ran
chira ritonavir va lopinavir. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho t6 hop hay hdn
hop hoat chat bao gom ritonavir va lopinavir.

Két luan: Khong dap tmg quy dinh vé patent cap cho
t6 hop hay hdn hop hoat chit

PATENT: VN-9900 (Abbott Laboratories) PHAM
VI: VN: Dugc pham dang liéu ran_Céc diém 1-9 yéu
cau bao ho cua patent VN-9900 Xac lap pham vi bao
ho cho dang bao ché, cu thé dugc pham dang liéu ran
chua ritonavir. Tuy nhién, patent nay khéng xac lap
pham vi bao h¢ cho hoat che‘it ritonavir va lopinavir.
Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chat

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Abbvie Inc._CHU/CHUYEN NHUGQNG
PATENT:1. Abbott Laboratories

2. Cong ty cung cap tai liéu vé viéc chuyén nhwong Patent tir
Abbott Laboratories cho Abbvie Inc.

3. P& nghi Cong ty cung cép tai liéu vé viéc Abbvie
Deutschland GmbH & Co.KG san xuat san pham dua trén
Patent theo tiy quyén cua Abbvie Inc.

CHU SO HUU SP: Abbvie Inc._ CHU/CHUYEN NHUONG
PATENT:1. Abbott Laboratories

2. Cong ty cung cap tai liéu vé viéc chuyén nhwong Patent tir
Abbott Laboratories cho Abbvie Inc.

3. P& nghi Cong ty cung cép tai liéu vé viéc Abbvie
Deutschland GmbH & Co.KG san xuat san pham dua trén
Patent theo tiy quyén cua Abbvie Inc.

CHU SO HUU SP: Abbvie Inc._ CHU/CHUYEN NHUONG
PATENT:1. Abbott Laboratories

2. Cong ty cung cp tai ligu vé viéc chuyén nhuong Patent tir
Abbott Laboratories cho Abbvie Inc.

3. Dé nghi Cong ty cung cap tai liéu vé viéc Abbvie
Deutschland GmbH & Co.KG san xuat san pham dua trén
Patent theo iy quyén cua Abbvie Inc.

Cong ty Coé phan dau tw qudc té Hoang Gia




S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

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

2.1 Bé sung tai liéu vé viéc chuyén nhwong Patent (Tong so: 4)

1 . lopamiro
SPK:VN-18200-14

2 . lopamiro
SPK:VN-18199-14

3 . lopamiro
SPK:VN-18198-14

4 . lopamiro
SPK:VN-18197-14

TIod (dudi dang lopamidol 755,3mg/ml)-
370mg/ml_Hop 1 chai 50ml; Dung dich
tiém vao khoang noi tay, dong mach, tinh
mach_-SX: Patheon Italia S.p.A (Co s&
dong goi thir cp: Si!vano Chiapparoll
Logistica S.p.A; Xuat xudng: Bracco
S.p.AY

Tod (duéi dang lopamidol 612,4mg/ml)-
300mg/ml_Hop 1 chai 50ml; Dung dich
tiém vao khoang noi tiy, dong mach, tinh
mach_-SX: Patheon Italia S.p.A (Co s&
dong goi thir cip: Silvano Chiapparoll
Logistica S.p.A; Xuat xusng: Bracco
S.p.AY

Tod (duai dang lopamidol 755,3mg/ml)-
370mg/ml_Hop 1 chai 100ml; Dung dich
tiém vao khoang noi tiy, dong mach, tinh
mach_-SX: Patheon Italia S.p.AY

Tod (dudi dang lopamidol 612,4mg/ml)-
300mg/ml_Hop 1 chai 100ml; Dung dich
tiém vao khoang ngi tiy, dong mach, tinh
mach_-SX: Patheon Italia S.p.AY

3 Tén doanh nghiép dé nghi cong bé:

PATENT: US 4001323 (Bracco Industria Chimica
S.p.A)_PHAM VI: US: Biém yéu cau bao ho 4_
Diém 2 yéu cau bao ho cua patent US 4001323 (sau
khi hiéu chinh 18i k§ thuat vé cach thé hién vong
benzene) xé4c lap pham vi bao ho cho hoat chit

lopamidol. i )
Két luan: Pap ung quy dinh vé patent cap cho hoat
chit.

PATENT: US 4001323 (Bracco Industria Chimica
S.p.A)_PHAM VI: US: Diém yéu cau bao ho 4_
Diém 2 yéu cau bao ho cua patent US 4001323 (sau
khi hiéu chinh 18i k¥ thuat vé cach thé hién vong
benzene) xéc lap pham vi bao ho cho hoat chat

lopamidol. )
Ket luan: Dap ung quy dinh vé patent cap cho hoat
chat.

PATENT: US 4001323 (Bracco Industria Chimica
S.p.A)_PHAM VI: US: Biém yéu cau bao ho 4 _
Diém 2 yéu cau bao ho cua patent US 4001323 (sau
khi hiéu chinh 18i k¥ thuat vé cach thé hién vong
benzene) xé4c lap pham vi bao ho cho hoat chit
lopamidol.

Két luan: Dap img quy dinh vé patent cap cho hoat
chat.

PATENT: US 4001323 (Bracco Industria Chimica
S.p.A)_PHAM VI: US: Diém yéu cau bao ho 4_
Diém 2 yéu cau bao ho cua patent US 4001323 (sau
khi higu chinh 18i k§ thuat vé cach thé hién vong
benzene) xé4c lap pham vi bao ho cho hoat chit
lopamidol.

Két luan: Dap img quy dinh vé patent cap cho hoat
chat.

Cong ty CP TD DP&TM Sohaco

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

3.1 Bo sung théng tin lién quan dén san pham (Tdng s6: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Bracco Industria Chimica S.p.A_
CHU/CHUYEN NHUQNG PATENT:1.Bracco Industria
Chimica S.p.A

2. P& nghi Cong ty cung cip tai liéu vé viéc Patheon Italia
S.p.A san xuét theo y quyén cua Bracco Industria Chimica

Sp.A

CHU SO HUU SP: Bracco Industria Chimica S.p.A_
CHU/CHUYEN NHUONG PATENT:1.Bracco Industria
Chimica S.p.A

2. Bé nghi Cong ty cung cap tai liéu vé viéc Patheon ltalia
S.p.A san xuét theo uy quyén caa Bracco Industria Chimica

Sp.A

CHU SO HUU SP: Bracco Industria Chimica S.p.A_
CHU/CHUYEN NHUONG PATENT:1.Bracco Industria
Chimica S.p.A

2. Bé nghi Cong ty cung cap tai liéu vé viéc Patheon ltalia
S.p.A san xuét theo iy quyén cua Bracco Industria Chimica
Sp.A

CHU SO HUU SP: Bracco Industria Chimica S.p.A_
CHU/CHUYEN NHUONG PATENT:1.Bracco Industria
Chimica S.p.A

2. Bé nghi Cong ty cung cap tai liéu vé viéc Patheon Italia
S.p.A san xuét theo iy quyén cua Bracco Industria Chimica
Sp.A



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Prospan Cao kho 14 thuong xuan chiét bang
SPK:VN-17873-14 ethanol 30% theo ty ¢ (5-7,5)/1-
700mg/100ml_Hop 1 chai 100ml, Hop 1
chai 70ml, Siro_-SX: Engelhard
Arzneimittel GmbH& Co..KGDuc

4  Tén doanh nghiép dé nghi cong bé:

PATENT: EP1663269 (Engelhard Arzneimittel
GmbH& Co. KG); EP 1663270 (Engelhard
Arzneimittel GmbH& Co. KG) PHAM VI: EP:
Phuong phap chiét dich 1a thuong xuan_Diém 15 yéu
cau bao ho cua patent EP 1663269 B1 va cac diém
5-6 yéu cau bao ho cua patent EP 2663270 B1 xéac
lap pham vi bao ho cho phan chiét 14 cay thuong
xuan. Tuy nhién, thiéu thong tin vé san pham
Prospan d¢ c6 thé khang dinh rang cao khé 14 thuong
Xuan c6 mit trong san pham nay chinh 1a phan chiét
néu trong diém 15 yéu cau bao h¢ cua patent EP
1663269 B1 va cac diém 5-6 yéu cau bao ho cua
patent EP 2663270 B1. Do d6, cong ty can cung cap
thém thong tin vé cao kho 14 thudng xuan cé mat
trong san pham Prospan phu hop véi céc thong tin vé
phan chiét 14 cay thuong xuan néu trong phan m ta
séng ché cua patent EP 1663269 B1, hoac thong tin

vé céc thanh phan hederacoside C va alpha-hederin c6

mat trong cao kho phu hop véi thong tin néu trong
cac diém 5-6 yéu cau bao ho cua patent EP 2663270
B1.

Két luan: Chua dép tmg quy dinh vé patent cap cho
hoat chat.

Cong ty Roussel Viét Nam

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

4.1 Xiny kién Héi ddng (Thudc ciia Coéng ty Roussel VN) (Tong sé: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Engelhard Arzneimittel GmbH& Co..KG_
CHU/CHUYEN NHUGNG PATENT:1. Engelhard
Arzneimittel GmbH& Co. KG




S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Claforan
SPK:GC-0204-12

Natri cefotaxim-1g_Thudc tiém bot; hop 1
lo thubc tiém bot + 1 lo dung méi (nuéc
c4t)_-SX: San xuit thudc bot: Zentiva
Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi. San xuét dung méi: Cong ty C6
phan dugc pham Trung wong VidipharSx
thudc bot: Thd Nhi Ky. Sx dung méi: Viét
Nam

PATENT: EP-0001024-B1 (Roussel Uclaf) PHAM
VI: EP: Dang tinh thé mudi Natri cua dan xuét
oxyimino-7-aminothiazolylacetamido-cephalosporanic
acid -> Pham vi bao ho 1a dang tinh thé (dang D)

cuia hoat chat cefotaxim; 14/8: Cong ty bd sung

Patent AU 511680 (30/3/1977) (Roussel Uclaf) va
giai trinh diém yéu cau bao ho 6 xéac 1ap pham vi bao
ho cho hoat chat Natri cefotaxim

23/10/2015: Thubc cap lai S6 dang ky, thay ddi co
s& san xuat thude bot (Tén co s¢ san xuét cii:
Patheon UK Limited - Anh; Tén co s& san Xuat mai:
Zentiva Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi - Tho Nhi Ky), céc thong tin khéc khéng thay
ddi (vé hoat chat, ndng do-ham lugng, dang bao ché)
S0 véi S6 dang ky cii (GC-0204-12) da dugc cong bod
biét duoc gbc (Dot 9)

13/4/2016: Cong ty cung cap cac tai liéu kém theo va
giai trinh trude day bot thudc tiém Natri Cefotaxim
duoc san xuét tai nha may Patheon UK Ltd. theo tiéu
chuan cua Cong ty Aventis Pharma, tuy nhién nay
duoc chuyén sang san xuét tai Cong ty Zentiva
Saglik Urunleri Sanayi Ve Ticaret Anonim Sirketi -
Tho Nhi Ky va dugc xuit xuong tai S.C. Zentiva
S.A Romania va nuéc xuat khau 1a Buc (chit lugng
lo bot khong thay d6i nhur san xut tai nha may cii).
Dé nghi Cong ty cung cap tai liéu lién quan dén tiéu
chudn ky thuat cua thube c6 SPK cii va thube cé
SPK méi dé Hoi ddng xem xét.

14/8: Diém 6 yéu cau bao ho cua patent AU 511680
xéc 1ap pham vi bao ho cho hoat chat Natri
Cefotaxime.

Két luan: Dap img quy dinh vé patent cap cho hoat
chat.

* Hoi dong xem xét khong ddng y cong bé mat hang
thudc trén vao danh muc thubc biét dugc gbe do co

Quyén sé hiru, chuyén giao patent

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

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

3. P& nghi cung cap tai liéu vé viéc chuyén nhuong Patent gitra

Roussel Uclaf va Aventis Pharma

4. Giai trinh vé viéc Patheon UK Limited san xuat theo ay
quyén va tiéu chuan caa Aventis Pharma

26/6: Cong ty b sung tai liéu viéc Cong ty Roussel Uclaf
thugc quyén so hitu cua Cong ty Hoechst (c6 x&c nhan cua co
quan c6 tham quyén) va tai liéu xac nhan viéc Hoechst AG sap
nhap véi Rhone Poulenc S.A thanh Cong ty Aventis Pharma
S.A; tai liéu xac nhan Patheon UK Limited 1a nha san xuit san
pham cua tap doan Aventis

- Cong ty cung cap hop dong chuyén nhuong quyén s hitu san
pham giita Cong ty Aventis Pharma va Cong ty Roussel Viét
Nam, trong d6 Roussel Viét Nam |a nha san xuét san pham dua
trén Patent

s& san xuét thude bot khdng thude cac nude tham gia ICH



S6.
hitu, chuyén giao patent

2 . Rulid 150mg (Sx
theo nhwong quyén
caa Aventis Pharma
S.A - Phap)
SPK:VD-22315-15

Roxithromycin-150mg_Vién nén bao phim,
Hop 1 vi x 10 vién_-SX: Cbng ty Roussel
Viét NamViét Nam

5 Tén doanh nghiép dé nghi cong bé:

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chii sé hitu - Pham vi bdohé  Quyén sé

PATENT: EP 0033255 B1 (Roussel Uclaf) PHAM
VI: EP: Biém yéu cau bao ho 7; Hoat chét
Roxithromycin

21/3/2016:Thubc cap lai S6 dang ky, khong thay doi
thong tin so véi thude co SPK cii (VD-6557-08) da
dugc cdng b biét dugc gbe Dot 8.

_Piém 7 yéu cau bao h¢ cua patent EP 0033255 B1
xac lap pham vi bao ho cho hoat chét Roxithromycin.
Két luan: DPap timg quy dinh vé patent cap cho hoat chat
* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thubc biét dugc gbc do tiéu
chuan chét luong cua thudc co Sé dang ky mai (VD-
22315-15) c6 thay doi so vai thube da dugc cong bd
biét dwoc goc c6 Sb dang ky cii (VD-6557-08)

Cong ty TNHH DKSH Viét Nam

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

5.1 HS nép méi, Pap g quy dinh, Co sé déng g6i khong thuéc ICH (Tong s6: 1)

1 . Gasmotin Tablets 5 Mosapride citrate-5mg_Vién nén, hop 3 vi
mg x 10 vién_-SX: Dainippon Sumitomo
SPK:VN-11564-10 Pharma Co., LtdJapan

6 Tén doanh nghiép dé nghi cong bd:

PATENT: US 4.870.074 (Dainippon Pharmaceutical
CO., Ltd) PHAM VI: US: Biém yéu cau bao ho 4;
Hoat chit Mosapride

02/2016: Cong ty dé nghi dinh chinh, b6 sung co s&
dong goi theo Cong vin s 22997/QLD-DK ngay
15/12/2015 ciia Cuc Quan 1y Dugc: Co s¢ San Xuat:
Sumitomo Dainippon Pharma Co., Ltd Suzuka

Plant; Pia chi co s& san xut: 1450 Yasuzuka-Cho,
Suzuka, Mie 513-0818, Nhat Ban; Co s& dong goi:
Interthai Pharmaceutical Manufacturing Ltd.,; Dia chi
co SO dong goi: 1899 Phaholyothin Road, Ladyao,
Chatuchack, Bangkok 10900, Thai Lan

_Piém 14 yéu cau bao ho cua patent US 4870074 xéac
lap pham vi bao ho cho hoat chit Mosapride.Két luan:
Dap ung quy dinh vé patent cip cho hoat chit.

* Hoi dong xem xét khong ddng y cong bé mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nude tham gia ICH

CHU SO HUU SP: Roussel_CHU/CHUYEN NHUOQNG
PATENT:1.Roussel Uclaf

2.Cong ty cung cap hop dong chuyén nhuong san pham gita
Aventis Pharma va Roussel Viét Nam

3.Dé nghi cong ty giai trinh 1am rd viéc chuyén nhuong Patent
gitta Roussel Uclaf va Aventis Pharma

26/6: Cong ty b sung tai liéu viéc Cong ty Roussel Uclaf
thugc quyén so hitu cua Cong ty Hoechst (c6 x&c nhan cua co
quan c6 tham quyén) va tai liéu xac nhan viéc Hoechst AG sép
nhap véi Rhone Poulenc S.A thanh Cong ty Aventis Pharma
SA

- Cong ty cung cap hop dong chuyén nhuong quyén s hitu san
pham giira Cong ty Aventis Pharma va Cong ty Roussel Viét Nam

CHU SO HUU SP: Dainippon Pharmaceutical Co., Ltd_
CHU/CHUYEN NHUGQNG PATENT:1. Dainippon
Pharmaceutical Co., Ltd

2. Bé nghi Cong ty giai trinh vé méi lién hé giira chu so hitu
Patent (Dainippon Pharmaceutical Co., Ltd) va nha san xuét
(Dainippon Sumitomo Pharma Co., Ltd)

4/10: Cong ty cung cap tai liéu xac nhan viéc sap nhap giira
Dainippon Pharmaceutical Co., Ltd vd Sumimoto Pharma. Co.
Ltd thanh Dainippon Sumitomo Pharma Co., Ltd va tiéu liéu
vé viéc chuyén giao Patent giira Dainippon Pharmaceutical Co.,
Ltd cho Dainippon Sumitomo Pharma Co., Ltd

Cong ty TNHH MTYV Vimedimex Binh Dwong

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sb thubc: 8).




6.1 Khéng dap tng quy dinh (Téng sé: 8)

S6  Ténthudc - SPK

Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hitu - Pham vi bao hé

1 . Acupan

SPK:VN-18589-15

2 . Bioflora 100mg

SPK:VN-16392-13

3 . Bioflora 200mg

SPK:VN-16393-13

4 . Livact Granules
SPK:VN2-336-15

Nefopam hydroclorid-20mg_Hap 5 6ng
2ml; Dung dich tiém_-SX: Delpharm Tour
(Xut xuong: Biocodex)Phép

Saccharomyces boulardii-100mg_Hop
chira 20 g6i; Bot pha han dich uéng_-SX:
BiocodexPhép

Saccharomyces boulardii-200mg_Lo chaa
10 vién; Vién nang cing_-SX:
BiocodexPhap

Mbi gbi 4,15g chira: L-Isoleucin 952mg,
L-Leucin 1904mg; L-Valin 1144mg-M3i
goi 4,15¢g chura: L-Isoleucin 952mg, L-
Leucin 1904mg; L-Valin 1144mg_Hop 84
g6i x 4,15g; Cém pha dung dich uéng_-
SX: Ajinomoto Co., Inc. Tokai Plant.Nhat

PATENT: EP 1683522 B1 (Biocodex) PHAM VI:
EP: Diém yéu cau bao ho 1, 2_Patent EP 1683522
xé&c l1ap pham vi bao ho cho viéc st dung hoat chét
Nefopam dé bao ché thubc phong ngira hoic diéu tri
tang cam dau do hop chat morphine ¢ ddi twong da
dugc sir dung thudc giam dau morphine (cac diém 1-7
yéu cau bao ho) va san pham chira hoat chit nefopam
va it nhit mot thudc giam dau morphine. Tuy nhién,
patent nay khéng xac 1ap pham vi bao ho cho hoat
chat Nefopam hoic thudc tiém chira Nefopam.

Két luan: Khdng dap tmg quy dinh vé patent cap cho
hoat chat hozc thudc tiem.

PATENT: US 7799328 B2 (Biocodex) PHAM VI:
US: Diém yéu cau bao ho: 1, 3, 4_Patent US
7799328 B2 xac lap pham vi bao hd cho phuong
phap diéu tri tinh trang giam can nang va lam giam
tiét interferon-gamma & rudt & bénh nhan bi bénh
viém rudt bao gém viéc cho bénh nhan sir dung ndm
men Saccharomyces boulardii. Tuy nhién. Patent nay
khong xac 1ap pham vi bao ho cho nim men
Saccharomyces boulardii.

Két luan: Khong dép tmg quy dinh vé patent cap cho
hoat chét.

PATENT: US 7799328 B2 (Biocodex) PHAM VI:
US: Biém yéu cu bao ho 1, 3, 4_Patent US
7799328 B2 xac lap pham vi bao ho cho phuong
phap diéu tri tinh trang giam can nang va lam giam
tiét interferon-gamma & rudt & bénh nhan bi bénh
viém rudt bao gém viéc cho bénh nhan sir dung nim
men Saccharomyces boulardii. Tuy nhién. Patent nay
khong xac lap pham vi bao ho cho nam men
Saccharomyces boulardii.

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

PATENT: EP 1334722 Al (Ajinomoto Co., Inc.)_
PHAM VI: EP: Phuong phap bao ché cém thuéc c6
chira cac amino acid nhanh_Tai liéu EP 1334722 Al
chi la cong bé don, ma khong phai la patent.

Két luan: Khong dap g quy dinh vé patent cap cho

hdn hop hay té hop hoat chét.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Tedis SA (theo ty quyén ciia Biocodex)_
CHU/CHUYEN NHUONG PATENT:Biocodex

CHU SO HUU SP: Biocodex_ CHU/CHUYEN NHUGQNG
PATENT:Biocodex

CHU SO HUU SP: Biocodex_ CHU/CHUYEN NHUGQNG
PATENT:Biocodex

CHU SO HUU SP: Ajinomoto Co., Inc._CHU/CHUYEN
NHUONG PATENT:1. Ajinomoto Co., Inc.



S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

5 . Stimol
SPK:VN-18469-14

6 . Stimol
SPK:VN-18106-14

7 . Stimol
SPK:VN-12049-11

8 . Stresam
SPK:VN-13888-11

Citrulline Malate-1g/10ml_Hop 18 goi
10ml; Dung dich uéng_-SX: BiocodexPhép

Citrulline Malate-1g/10ml_Hop 18 éng
10ml; Dung dich uéng_-SX: BiocodexPhép

Citrulline Malate-1g/10ml_Hop 18 goi
10ml; Bot sui bot dé udng_-SX:
BiocodexPhéap

Etifoxine Hydrochloride-50mg_Hdp 3 vi x
20 vién nang_-SX: BiocodexPhéap

7 Tén doanh nghiép dé nghi cong bd:

PATENT: EP 2081564 B1 (Biocodex) PHAM VI:
EP: Diém yéu cau bao ho 1, 2_Patent EP 2081564
B1 xac lap pham vi bao ho cho viéc sir dung hoat
chat L-citruline hoac mubdi duoc dung cua nd dé bao
ché thudc diéu tri cho bénh nhan ¢ tinh trang suy
dinh dudng lién quan dén giam tong hop protein.
Tuy nhién, patent nay khéng xac Iap pham vi bao h
cho hoat chét Citruline.

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

PATENT: EP 2081564 B1 (Biocodex) PHAM VI:
EP: Diém yéu cau bao ho 1, 2_Patent EP 2081564
B1 xac lap pham vi bao ho cho viéc sir dung hoat
chat L-citruline hoic mubdi duoc dung cua n6 dé bao
ché thubc diéu tri cho bénh nhan & tinh trang suy
dinh dudng lién quan dén giam tong hop protein.
Tuy nhién, patent ndy khéng xac Iap pham vi bao h¢
cho hoat chét Citruline.

Két luan: Khong dép tmg quy dinh vé patent cap cho
hoat chét.

PATENT: EP 2081564 B1 (Biocodex) PHAM VI:
EP: Diém yéu cau bao ho 1, 2_Patent EP 2081564
B1 xac lap pham vi bao ho cho viéc sir dung hoat
chat L-citruline hodc mudi duoc dung cua né dé bao
ché thubc diéu tri cho bénh nhén & tinh trang suy
dinh dudng lién quan dén giam tong hop protein.
Tuy nhién, patent ndy khdng xac Iap pham vi bao ho
cho hoat chat Citruline.

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

PATENT: US 7569565 B2 (Biocodex) PHAM VI:
US: Biém yéu cau bao ho 1, 2_Patent US 7569565
B2 xac 1ap pham vi bao ho cho phuong phap diéu tri
phil ndo bao gdm viéc cho ddi tugng sir dung
Etifoxine Hydrochloride. Tuy nhién, patent nay
khéng xac 1ap pham vi bao ho cho hoat chét
Etifoxine.

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

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Biocodex_ CHU/CHUYEN NHUGQNG
PATENT:Biocodex

CHU SO HUU SP: Biocodex_CHU/CHUYEN NHUGQNG
PATENT:Biocodex

CHU SO HUU SP: Biocodex_CHU/CHUYEN NHUGQNG
PATENT:Biocodex

CHU SO HUU SP: Biocodex_CHU/CHUYEN NHUGQNG
PATENT:1. Biocodex

CTY TNHH MTV VIMEDIMEX Binh Duong
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B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thudc: 4).

7.1 Khéng dap tng quy dinh (Tong sé: 2)

S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi biao hd Quyén sé hiru, chuyén giao patent
1 . Acuvalil Ketorolac tromethamine-0.45%_Hop 1 PATENT: US 7842714 B2 (Allergan Inc) PHAM CHU SO HUU SP: Allergan Inc_ CHU/CHUYEN NHUONG
SPK:VN-15194-12  chai 5ml_-SX: Allergan Sales, LLCUSA VI: US: Thanh phan ketorolac trolamine dé diéu tri PATENT:1. Allergan Inc
dau mit -> Pham vi bao ho 1a dang bao ché, khong 2. Bé nghi Cong ty giai trinh va cung cap tai ligu 1am rd mbi
phai 13 hoat chat Ketorolac tromethamine; 18/9: Cong  lién hé giita Allergan Inc va Allergan Sales, LLC
ty giai trinh patent do Cong ty cung cap xac lap 18/9: Cong ty cung cap tai liéu xac nhan Allergan Inc 1a Cong

pham vi bao ho cho dang bao ché thuéc nho mattheo  ty me cia Cong ty Allergan Sales, LLC
Quyét dinh s 1545; 22/10/2014: Cong ty cung cap
thanh phan cong thirc bao ché caa mat hang Acuvail;
25/8/2015: Cong ty giai trinh trong thanh phan céng
thirc khéng c6 ghi pH cu thé nhung c6 2 chit dém
NaOH va HCI thi dugc hiéu 1a pH 6.8 trong thanh
phan cong thirc bao ché thubc nho mat_Cac diém 1-3
yéu cau bao ho cua patent US7842714 B2 xéc lap
pham vi bao hé cho dung dich nhan khoa chira nuéc
dé dung khu tra chua ketorolac tromethamine (0,45%
trong luong/thé tich), carboxymethyl cellulose (c6 do
nhat trung binh va do nhét cao), NaCl, sodium
citrate dihydrate, chit dém, véi ty 1é phan trim xac
dinh. Do thiéu théng tin vé cac thanh phan cu thé c6
mat trong san phim Acuvail nén chua thé danh gia 1a
patent US7842714 B2 cé xac lap pham vi bao ho cho
thudc dung cho mét Acuvail hay khong.

Két luan: Khong dép tmg quy dinh vé patent cap cho
hoat chat hozc thudc ding cho mit.

10/11/2014: Cac diém 1 va 3 yéu cau bao ho cua
patent US7842714 B2 x&c lap pham vi bao ho cho
dung dich nhan khoa chira nwdce dé dung khu trd chira
ketorolac tromethamine, carboxymethyl cellulose (cé
d6 nhét trung binh va d§ nhét cao), sodium

chloride, sodium citrate dihydrate va it nhat mot chat
dém duogc chon tir nhém bao gom sodium hydroxide
(IN) va acid hydrochloric (1N) dé diéu chinh pH dén
6,8. Khi xem xét cac thong tin do cong ty cung cip
ngay 22/10/2014, ¢ thé thay san pham Acuvail chira
ketorolac tromethamine, carboxymethy! cellulose (c6
d6 nhat trung binh va @6 nhét cao), sodium chloride,
sodium citrate dihydrate véi ty 1¢ % trong lugng/thé
tich gidng vai ty 1& néu trong cac diém 1 va 3 yéu

cau bao ho cua patent US7842714 B2. Tuy nhién, do
cong ty chua cung cap théng tin vé nong do cua chat
dém sodium hydroxide va acid hydrochloric dugc su
dung ciing nhu thong tin vé pH cua san pham
Acuvail nén chua thé danh gia 13 patent US7842714



So.
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2 . Alphagan P

SPK:VN-5168-08

Brimonidine tartrate-0.15%_Hop 01 lo
5ml_-SX: Allergan Sales, LLCUSA

B2 c6 xac lap pham vi bao hg cho san pham thudc
nhé mét Acuvail hay khong.

Két luan: Khong dap tng quy dinh vé patent cap cho
hoat chét hodc thuéc nho mat.

13/4/2016: Khong két luan do khong nhan dugc
thdng tin bo sung vé pH ciing nong d6 cua dung dich
dém sodium hydroxide va acid hydrochloric dugc su
dung trong san pham Acuvail.

Két luan: Khong dap ting quy dinh vé patent cap cho
thuéc nho mat.

PATENT: US 6562873 B2; US 6562873 B2; US
6627210 B2; US 6673337 B2 (Allergan Inc) PHAM
VI: Céc Patent do Cong ty cung cap déu ¢ pham vi
bao ho 1a dang bao ché nham nang cao kha ning hoa
tan cua hoat chat (khong c6 pham vi bao ho 1a hoat
chat Brimoniding)

28/2: Cong ty bd sung Patent US 5703077 (Allergan)
-> Pham vi bao ho 1a phuong phap diéu tri c6 sir
dung hoat chat, khdng bao ho cho hoat chit

12/6: Cong ty giai trinh cac Patent Cong ty da nop
xé&c 1ap pham vi bao hé cho dang bao ché thuéc ding
cho mit chira hoat chat Brimonidine tartrate
25/1/2016: Cong ty cung cap thanh phan cong thuc
san pham va giai trinh cac Patent do Cong ty cung
cap xac lap pham vi bao ho cho dang bao ché thudc
nho muats Alphagan P_Cac patent US 6562873, US
6627210, US 6673337 x4c 1ap pham vi cho di
tugng ché pham. Cac patent nay khong xéac 1ap pham
vi bao ho cho hoat chat Brimonidine tartrate. Két
luan: Khong dap tmg quy dinh vé patent cip cho hoat
chat.28/2: Patent US 5703077 xéc lap pham vi bao
ho cho phwong phap diéu tri. Patent nay khong xac
Iap pham vi bao ho cho hoat chat Brimonidine
tartrate.Két luan: Khong dap tmg quy dinh vé patent
cép cho hoat chat.

13/4/2016: Khéng danh gia do chu don cung cap qua
nhiéu patent trong khi khong chi ra diém yéu cau bao
ho cu thé xac 1ap pham vi bao ho cho thube nho mat
Alphagan.

Két luan: Khong dap g quy dinh vé patent cap cho
thi6c nho mit.

7.2 Pham vi bao hd chwa ré, dé nghi 1am rd néi dung bao hé (Téng sb: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Allergan Inc_ CHU/CHUYEN NHUONG
PATENT:Allergan Inc



So
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Patent - Chi sé hiru - Pham vi bdo hé

1 . Eligard

SDK:

2 . Optive

SPK:VN-4960-10

Leuproreline acetate-7.5mg; 22.5mg;
45mg_Bot va dung moi pha dung dich
tiém. Hop gdm 2 khay: 1 khay chira éng
tiém bom sin dung mdi, 1 can pit-tdng lén
va 1 g6i hdt am; 1 khay chua ong tiém B
chura san bot, 1 kim vo khuan ¢d 20 va 1
g6i silicone hut &m_-SX: Tolmar Inc., Fort
Collins, Co (US) (trudc day 1a Atrix
Laboratories, Fort Collins, CO (US))Ha
Lan

Carboxymethylcellulose sodium,
Glycerin-0.5%, 0.9%_Hop 1 chai 15ml_-
SX: Allergan Sales, LLCUSA

Tén doanh nghiép dé nghi cong bé:

PATENT: US 6395293 B2 (Atrix laboratories)

US 6565874 B1 (Atrix laboratories)

US 6773714 B2 (Atrix laboratories) PHAM VI: Giai
trinh lam rd pham vi bao hé trong cac Patent la hoat
chat Leuproreline acetate.

05/5/2016: Cdng ty giai trinh Patent US 6773714 B2
(Atrix Laboratories Inc.,) cd pham vi bao ho cho
hoat chat_Khdng danh gi4 do cong ty trich dan nhiéu
patent, trong khi khéng chi rd diém yéu cau bao ho
xéc 1ap pham vi bao ho cho hoat chat hozc thube tiém
Eligard.

Két luan: Khong dép tmg quy dinh vé patent cap cho
hoat chat hozc thudc tiem.

PATENT: US 2010/0184664A1 (Allergan Inc)_
PHAM VI: US: Pham vi bao h¢ 1a phuong phép diéu
tri st dung hdn hop hoat chét

14/4/2014: Cong ty cung cap thong tin vé cong thuc
bao ché, dang bao ché cua thudc va giai trinh Patent
do Cong ty nop déap umg quy dinh vé Patent cap cho
dang thuéc ding cho mat

15/4/2016: Cong ty bd sung cac Patent US 8569367
B2 va EP 1811959 B1, EP 2422765 B1 va giai trinh
cac Patent trén bao ho cho thubc nho mét optive
ngay ca khi cac Patent khéng cong bé rd thanh phan
va ham lugng cong thirc (ma xac 1ap pham vi bao ho
cho thanh phan thudc bat ké hoat chat va ham lugng)
Cong ty cung cip thanh phan cong thic: Sodium
Carboxymethylcellulose 1.75mg/m (type 7TH3SXF
10-15)I; Sodium Carboxymethylcellulose (type
7M8SGPH) 3.25mg/ml; Glycerin (Glycerol) 9mg/ml;
Erythritol 2.5mg/ml; Levocarnitine 2.5mg/ml; Boric
acid 7mg/ml; Na borate 2mg/ml; Na citrate Img/ml;
KCI 1.4mg/ml; CaCl dihydrate 0.06mg/ml; MgCl
hexahydrate 0.06mg/ml; Oxychloro complex
0.1mg/ml; nuwéc vira da_US 2010/0184664A1 la sb
codng bd don khong phai 1a patent. Két luan: Khong
dap ung quy dinh vé patent cip cho hoat chit.

Gedeon Richter PLC

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

8.1 Xiny kién Héi dong (Co quan SHTT Hungary) (Téng s6: 2)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Tolmar Inc., Fort Collins, Co (US) (truéc
day 1a Atrix Laboratories, Fort Collins, CO (US))_
CHU/CHUYEN NHUGQNG PATENT:Tolmar Inc., Fort
Collins, Co (US) (trudc day la Atrix Laboratories, Fort Collins,
CO (US))

05/5/2016: Cong ty cung giai trinh vé viéc chuyén nhuong
Patent tir Atrix Laboratories Inc., cho Tolmar Therapeutics, Inc.
va viéc Tolmar Inc., 14 co sé san xuat thudc cho Tolmar
Therapeutics, Inc. (theo tai liéu dugc dang tai trén website) ->
Dé nghi Cong ty cung cap tai li¢u dé chirng minh viéc chuyén
nhuong Patent va viéc uy quyén san xuét san pham theo quy
dinh (bang van ban)

CHU SO HUU SP: Allergan Inc_CHU/CHUYEN NHUONG
PATENT:Allergan Inc
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Patent - Chi sé hiru - Pham vi bdo hé

1 . Mydocalm 150
SPK:VN-17953-14

Tolperison hydrochlorid-150mg_Vién nén
bao phim, Hop 3 vi x 10 vién_-SX:
Gedeon Richter PIcHungary

PATENT: HU144997 ( (Richter Gedeon Vegyezeti
Gyar RT)

EP 2175839 B1 (Richter Gedeon Nyrt) PHAM VI:
EP: Pham vi bao ho 1a dang bao ché (vién giai phéng
c6 kiém soét), khéng phai cho hoat chat Tolperisone
31/12/2015: Céng ty giai trinh hién nay trén thé gisi
khong c6 bat ky Patent nao xac Iap pham vi bao ho
cho hoat chit Tolperisone va Patent HU144997 la
patent dau tién dé cap dén hoat chat Tolperisone (theo
quy dinh cua Luat Sang ché cua Hungary nim 1985
thi Patent chi duoc cap phép cho sang ché dang quy
trinh ddi vai cac sang ché trong linh vire duoc)

Cong ty ciing khang dinh mat hang Mydocalm chira
hoat chét Tolperisone 1 thudc lan dau tién duoc cap
phép Iuu hanh trén toan thé gidi (Kém theo Gidy
phép Iuu hanh 1an dau tai Hungary ngay 22/6/1959)
_ Ngay 21/01/2016, B4 Khoa hoc va Cong nghé da
nhan duoc cong van s6 537/VPCP-QHQT, dé ngay
21/01/2016, ctia Van phong Chinh phi, trong d6 dé
nghi Bo Y té phdi hop véi Bo Khoa hoc va Cong
nghé xem xét viéc cong nhan Bang sang ché cua
Hungary cip cho cong ty dugc Richter nham muc
dich cong bé thude biét duoc gbe. Trén co sé do,
Cuc So hitu tri tu¢ da xem xét va thay rang patent
Hungary s6 HU 144997, cip ngay 31/07/1959, 43 mo
ta hoat chét Tolperison hydrochlorid (xem Vi du 3)
va theo két qua tra ctru, day dudng nhu 14 patent dau
tién dé cap dén hoat chat Tolperison hydrochlorid.
Tuy nhién, patent Hungary sé6 HU 144997 chi xac lap
pham vi bao ho cho quy trinh diéu ché aminoketon
thom, trong d6 bao gdbm Tolperison hydrochlorid,

ma khong xac 1ap pham vi bao ho cho hoat chat
Tolperison hydrochlorid. Theo y kién giai trinh cia
cong ty Richter, tai thoi diém patent nay duoc cap,
trong linh vuc duoc, Hungary chi cho phép cap patent
cho quy trinh, ma khéng cho phép cip patent cho
san pham. Vi Iy do d6, patent Hungary s6 HU
144997 chi xac 1ap pham vi bao hé cho quy trinh

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Plc. CHU/CHUYEN
NHUONG PATENT:Richter Gedeon Nyrt




So
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diéu ché aminoketon thom, trong d6 bao gdom
Tolperison hydrochlorid, ma khong xac lap pham vi
bao hd cho chinh hoat chét Tolperison hydrochlorid.
Do Tolperison hydrochlorid da dugc md ta trong
patent Hungary s6 HU 144997 nén dwong nhién sau
d6 s& khong cé patent nao dwoc cp cho hoat chat nay
nira. Can cu trén y Kién cta Vin phong Chinh phi,
méi quan hé hop tac, dau tu, truyén thong gitra Viét
Nam va Hungary, ciing nhu xét thay y kién cua cong
ty Richter 1a hop 1y do trudc nhitng nam 1980 cua thé
ky 20, nhiéu nudc trén thé gisi, ké ca cac nudc phét
trién nhu Puc, Thuy Sy, Tay Ban Nha, ciing khong
cho phép cip patent cho san pham ding lam dugc
pham, kinh d& nghi Hoi ddng cong bd san pham
Mydocalm chira hoat chat Tolperison hydrochlorid
cuia cong ty Richter 1 biét duoc gbc. Sau khi san
pham nay dugc cong b 1a biét dugc gbe, Hoi dong
s& tién hanh xem xét lai néu nhan duoc bat ky thong
tin trai chiéu nao.
* Hoi ddng xem xét chwa ddng y cong bd mit hang
thudc trén vao danh muc thudc biét dugc gbc. Dé
nghi Cong ty giai trinh va cung cap b sung cac tai
liéu phap 1y dé chirng minh tai thoi diém Co quan S
hitu tri tué Hungary cip patent (ndm 1959) thi chi
cap patent cho quy trinh san xuat va khong cap patent
cho hoat chit Tolperisone va giai trinh lam rd mat
hang Mydocalm ¢ la thude ddi ching dé thir trong
duong sinh hoc ddi véi cac thube chira Tolperisone

Quyén sé hiru, chuyén giao patent
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2 . Mydocalm 50
SPK:VN-19158-15

Tolperison hydrochlorid-50mg_Vién nén
bao phim, Hop 3 vi x 10 vién_-SX:
Gedeon Richter PIcHungary

PATENT: HU144997 ( (Richter Gedeon Vegyezeti
Gyar RT)

EP 2175839 B1 (Richter Gedeon Nyrt) PHAM VI:
EP: Pham vi bao ho 1a dang bao ché (vién giai phéng
c6 kiém soét), khéng phai cho hoat chat Tolperisone
31/12/2015: Céng ty giai trinh hién nay trén thé gisi
khong c6 bat ky Patent nao xac Iap pham vi bao ho
cho hoat chit Tolperisone va Patent HU144997 la
patent dau tién dé cap dén hoat chat Tolperisone (theo
quy dinh cua Luat Sang ché cua Hungary nim 1985
thi Patent chi duoc cap phép cho sang ché dang quy
trinh ddi vai cac sang ché trong linh vire duoc)

Cong ty ciing khang dinh mat hang Mydocalm chira
hoat chét Tolperisone 1 thudc lan dau tién duoc cap
phép Iuu hanh trén toan thé gidi (Kém theo Gidy
phép Iuu hanh 1an dau tai Hungary ngay 22/6/1959)
_Ngay 21/01/2016, B6 Khoa hoc va Cong ngh¢ da
nhan duoc cong van s6 537/VPCP-QHQT, d& ngay
21/01/2016, ctia Van phong Chinh phi, trong d6 dé
nghi Bo Y té phdi hop véi Bo Khoa hoc va Cong
nghé xem xét viéc cong nhan Bang sang ché cua
Hungary cip cho cong ty dugc Richter nham muc
dich cong bé thude biét duoc gbe. Trén co sé do,
Cuc So hitu tri tu¢ da xem xét va thay rang patent
Hungary s6 HU 144997, cip ngay 31/07/1959, d& md
ta hoat chét Tolperison hydrochlorid (xem Vi du 3)
va theo két qua tra ctru, day dudng nhu 14 patent dau
tién dé cap dén hoat chat Tolperison hydrochlorid.
Tuy nhién, patent Hungary sé6 HU 144997 chi xac lap
pham vi bao ho cho quy trinh diéu ché aminoketon
thom, trong d6 bao gdbm Tolperison hydrochlorid,

ma khong xac 1ap pham vi bao ho cho hoat chat
Tolperison hydrochlorid. Theo y kién giai trinh cia
cong ty Richter, tai thoi diém patent nay duoc cap,
trong linh vuc duoc, Hungary chi cho phép cap patent
cho quy trinh, ma khéng cho phép cip patent cho
san pham. Vi Iy do d6, patent Hungary s6 HU
144997 chi xac 1ap pham vi bao hé cho quy trinh

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Gedeon Richter Plc. CHU/CHUYEN
NHUONG PATENT:1. Richter Gedeon Nyrt
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diéu ché aminoketon thom, trong d6 bao gdom
Tolperison hydrochlorid, ma khong xac lap pham vi
bao ho cho chinh hoat chat Tolperison hydrochlorid.
Do Tolperison hydrochlorid da dugc md ta trong
patent Hungary s6 HU 144997 nén dwong nhién sau
d6 s& khong cé patent nao dwoc cp cho hoat chat nay
nira. Can cu trén y Kién cta Vin phong Chinh phi,
méi quan hé hop tac, dau tu, truyén thong gitra Viét
Nam va Hungary, ciing nhu xét thay y kién cua cong
ty Richter 1a hop 1y do trudc nhitng nam 1980 cua thé
ky 20, nhiéu nudc trén thé gisi, ké ca cac nudc phét
trién nhu Puc, Thuy Sy, Tay Ban Nha, ciing khong
cho phép cip patent cho san pham ding lam dugc
pham, kinh d& nghi Hoi ddng cong bd san pham
Mydocalm chira hoat chat Tolperison hydrochlorid
cuia cong ty Richter 1 biét duoc gbc. Sau khi san
pham nay dugc cong b 1a biét dugc gbe, Hoi dong
s tién hanh xem xét lai néu nhan dugc bat ky théng
tin trai chiéu nao.

* Hoi dong xem xét chura ddng y cong bé mat hang
thudc trén vao danh muc thudc biét dugc gbc. Dé
nghi Cong ty giai trinh va cung cap b sung cac tai
liéu phap 1y dé chirng minh tai thoi diém Co quan S
hitu tri tué Hungary cip patent (ndm 1959) thi chi
cap patent cho quy trinh san xuat va khong cap patent
cho hoat chit Tolperisone va giai trinh lam rd mat
hang Mydocalm ¢ la thude ddi ching dé thir trong
duong sinh hoc ddi vai cac thube chira Tolperisone.

9 Tén doanh nghiép dé nghi cdng bo: Growena Impex Company

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sbé thuéc: 1).
9.1 Pham vi bdo hd chwa ré, dé nghi 1am rd néi dung bao hé (Téng sb: 1)
1 . Esafosfina Fructose-1,6-di phosphate acid-5g/50ml_ PATENT: US 4575549 (Biomedica Foscama CHU SO HUU SP: Biomedica Foscama Group S.p.A_

SPK:VN-16777-13 Hop 1 lo bot dong kho +1 1o 50ml dung Industria Chimico-Farmaceutica S.p.A)_PHAM VI: CHU/CHUYEN NHUONG PATENT:1. Biomedica Foscama
mdi_-SX: Biomedica Foscama Group S.p.AY US 4575549 : Quy trinh bao ché Fructose-1,6-di Industria Chimico-Farmaceutica S.p.A
phosphate acid 2. Cong ty cung cAp tai liéu giai trinh viéc doi tén tur
Cong ty giai trinh san pham dugc dang ky 1an dau Biomedica Foscama Industria Chimico-Farmaceutica S.p.A
tién tai Y vao 06/11/1961. Hién nay, trén thi truong Ithanh Cdng ty Biomedica Foscama Group S.p.A

Y con ¢6 1 san phim nira 1a FDP Fisiopharma dugc
dang ky ngay 27/1/2000 (nghia 1a dugc cap phép sau
khi Esafosfina da dang ky c6 hiéu luc)



10 Tén doanh nghiép dé nghi cong bé:

Meiji Seika Pharma Co., Ltd

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

10.1 Bé sung tai liéu vé viéc chuyén nhwong Patent (Téng so: 2)

S6  Tén thudc - SPK Hoat chat - Ham lwong - Quy cach  Patent - Chii sé hiru - Pham vi bao ha
1 . Meiact 200mg Cefditoren pivoxil-200mg_Vién nén bao PATENT: VN 2106 (Meiji Seika Ltd)_PHAM VI:
SPK:VN-18022-14 phim_-SX: Tedec-Meiji Farma, S.ATay Ban ~ VN: Diém yéu cau bao ho 1; Hoat chat Cefditoren
Nha pivoxil dang tinh thé

30/6/2014: Cong ty cung cap bo sung Patent US
4839350 (Piém yéu cau bao ho 12) (Meiji Seika
Kaisa Ltd) Diém 1 yéu cau bao ho cua patent VN
2106 xac lap pham vi bao ho cho hop chét Cefditoren
Pivoxil dang tinh thé ta phuong, diém néng chay
vai sy phan huy & nhiét do nam trong khoang tir
206,2 dén 215,70C, kém theo d6 14 cac dic diém vé
gid tri do nhiét luong quét vi phan, ty trong, v.v.. Do
cong ty khdng cung cap day du thdng tin vé dac
diém k¥ thuat tuong tng cuia hoat chat Cefditoren
Pivoxil trong san pham Meiact nén chua thé dwa ra
két luan la patent VN 2106 c6 xac lap pham vi bao
ho cho hoat chat Cefditoren Pivoxil trong san pham
Meiact hay khong.

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

13/4/2016: Biém 12 yéu cau bao ho cua patent US
4839350 xac lap pham vi bao ho cho hoat chat
Cefditoren Pivoxil.

Két luan: Pap img quy dinh vé patent cap cho hoat
chat.

13/4/2016: Biém 12 yéu cau bao ho cua patent US
4839350 x4c 1ap pham vi bao ho cho hoat chét
Cefditoren Pivoxil.

Két luan: Dap img quy dinh vé patent cap cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Meiji Pharma Co., Ltd. CHU/CHUYEN
NHUGQNG PATENT:1. Cong ty cung cép tai liéu xac nhan viéc
ddi tén tir Meiji Seika Ltd thanh Meiji Pharma Co., Ltd.

18/6: Cong ty cung cap tai liéu xac nhan cua Meiji Pharma Co.,
Ltd. 12 nha san xuat san pham

13/4/2016: D& nghi Cong ty cung cap tai liéu ching minh méi
lién hé gitra Tedec-Meiji Farma va Meiji Pharma Co., Ltd.




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cich

Patent - Chi sé hiru - Pham vi bdo hé

2 . Meiact 400mg Cefditoren pivoxil-400mg_Vién nén bao
SPK:VN1-755-12 phim_-SX: Tedec-Meiji Farma, S.ATay Ban
Nha

PATENT: VN 2106 (Meiji Seika Ltd) PHAM VI:
VN: Diém yéu cau bao ho 1; Hoat chat Cefditoren
pivoxil dang tinh thé

30/6/2014: Cong ty cung cap bo sung Patent US
4839350 (Piém yéu cau bao ho 12) (Meiji Seika
Kaisa Ltd) Diém 1 yéu cau bao ho cua patent VN
2106 xac 1ap pham vi bao ho cho hop chét Cefditoren
Pivoxil dang tinh thé ta phuong, diém néng chay
vai sy phan huy & nhiét do nam trong khoang tir
206,2 dén 215,70C, kém theo d6 1a cac dic diém vé
gid tri do nhiét lwong quét vi phén, ty trong, v.v.. Do
cong ty khdng cung cap day du thdng tin vé dac
diém k¥ thuat tuong tng cuia hoat chat Cefditoren
Pivoxil trong san pham Meiact nén chua thé dwa ra
két luan la patent VN 2106 c6 xac lap pham vi bao
ho cho hoat chat Cefditoren Pivoxil trong san pham
Meiact hay khong.

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

13/4/2016: Biém 12 yéu cau bao ho cua patent US
4839350 xac lap pham vi bao ho cho hoat chat
Cefditoren Pivoxil.

Két luan: Pap img quy dinh vé patent cap cho hoat
chat.

13/4/2016: Biém 12 yéu cau bao ho cua patent US
4839350 xAc lap pham vi bao ho cho hoat chét
Cefditoren Pivoxil.

Két luan: Dap tmg quy dinh vé patent cap cho hoat
chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Meiji Pharma Co., Ltd._ CHU/CHUYEN
NHUGQNG PATENT:1. Cong ty cung cp tai liéu xac nhan viéc
ddi tén tir Meiji Seika Ltd thanh Meiji Pharma Co., Ltd.

18/6: Cong ty cung cap tai liéu xac nhan cua Meiji Pharma Co.,
Ltd. 12 nha san xuat san pham

13/4/2016: D& nghi Cong ty cung cap tai liéu chixng minh méi
lién hé gitra Tedec-Meiji Farma va Meiji Pharma Co., Ltd.

11 Tén doanh nghiép dé nghi cong bé: VPDD Alcon Pharmaceuticals Ltd.

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

11.1 Khéng dap ing quy dinh (Tong s6: 1)




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Duotrav Drop 2.5ml Travoprost; Timolol (duéi dang Timolol
maleat)-40mcg/ml; 5mg/ml 2.5ml_Hop 1 lo
2,5ml; Dung dich nhé méit_-SX:
S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: EP 1,920,764 (Alcon Laboratories Inc)
1/4/2014: B6 sung EP 0812198 B1 PHAM VI: EP:
Ester Fluprostenol isopropyl str dung dé diéu tri
glaucom -> Pham vi bao ho 1a dang bao ché c6 thanh
phan cong thirc chtra Travoprost; Timolol

1/4/2014: EP 0812198 B1: Pham vi bao ho cho dang
bao ché thuéc dung cho mat

Cong ty ciing giai trinh Patent EP 1,920,764 xac lap
pham vi bao ho cho hdn hop 2 hoat chat Céc diém 1-
5 yéu cau bao ho cua patent EP 1,920,764 xac lap
pham vi bao ho cho ché pham dung khu tra cho mét
dé diéu tri bénh tang nhan ap va ting huyét 4p mat
chira fluprostenol isopropyl ester véi lugng c6 tac
dung diéu tri, voi diéu kién ché pham nay khong
chira cac thanh phan sau: hop chét (F) 0,0001% trong
luong, fluprostenol isopropyl ester 0,001% trong
lugng, benzalkonium chloride 0,01% trong luong,
dextran 70 0,1% trong lugng, disodium edetate
0,05% trong luong, potassium chloride 0,12% trong
luong, sodium chloride 0,77% trong luong,
hydroxypropyl methyl cellulose 0,3% trong luong,
HCI va/hoic NaOH dé diéu chinh pH, va nudc tinh
khiét vira du dén 100%. Patent nay khdng xac lap
pham vi bao hé cho t6 hop hay hdn hop chia
travoprost va timolol, ciing nhu thuéc dung cho mét
chira hai thanh phan nay.

Két luan: Khong dap tmg quy dinh vé patent cap cho
t6 hop (hdn hop) hoat chat hoac thubc dung cho mit.

11.2 Pham vi b#o hé chwa ré, dé nghi lam ré ndi dung bao hé (Tong s6: 3)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd._
CHU/CHUYEN NHUONG PATENT:Alcon Laboratories Inc
1/4/2014: Cong ty cung cap tai liéu xac nhan méi quan hé gitra
Alcon Laboratories Inc va S.A.Alcon-Couvreur.N.V (ca 2 Céng
ty déu la thanh vién caa Alcon Inc.)




So

Tén thuéc - SPK Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Tobradex Drop 5ml Tobramycine; Dexamethasone-0.3% (3mg)
0.1% (1mg)_Hbn dich nhé mat_-SX:
S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
1/4/2014: Cong ty b sung Patent CA 1338554
(Alcon Laboratories Inc)_PHAM VI: US: Két hop
Tobramycin va Dexamethason dé dung tai chd trong
nhan khoa -> Pham vi bao h¢ 1a phuong phéap diéu tri
dung cho mit két hop Tobramycin va Dexamethason
15/8: Céng ty bd sung patent US 7795316 B1
(14/10/2010) (Alcon Research Ltd) va US 8101582
B2 (Alcon Research Ltd) va giai trinh trinhfent xac
Iap pham vi bao ho cho dang thudc duing cho mét.

_ Patent US 5,149,694 xac lap pham vi bao ho cho
phuong phap diéu tri bénh viém mit bang cach cho
bénh nhan dung t6 hop cua Tobramycine va
Dexamethasone. Tuy nhién, patent nay khéng bao ho
truc tiép cho hdn dich nho mét chira hai hoat chat
néu trén.Két luan: Khong dap g quy dinh vé patent
cip cho san pham thuéc nho mit.

15/8: Patent US 7795316 B1 xac lap pham vi bao
ho cho ché pham dung khu tri cho mét chira 0,1 dén
0,5 % trong luong/thé tich tobramycin va 0,03 dén
0,1 % trong luong/thé tich dexamethasone, cing vai
ta dugc, kém theo do 1a cac chi sé vé do nhot. Do
thiéu thong tin vé san phim Tobradex Drop nén chwa
thé dwa ra két luan 1a patent US 7795316 B1 c6 xé4c
1ap pham vi bao ho cho thudc nho mit Tobradex
Drop hay khong.

Patent US 8101582 B2 xac lap pham vi bao ho cho
phuong phap diéu tri mat. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho thubc nho mit.
Két luan: Khong dép tmg quy dinh vé patent cap cho
thubc nho mit.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd._
CHU/CHUYEN NHUGQNG PATENT:1. Alcon Laboratories Inc
2. Bé nghi Cong ty giai trinh va cung cap tai liéu lién quan va
giai trinh, 1am rd mdi lién hé gitta Alcon Research Ltd va
S.A.Alcon

1/4/2014: Cong ty Alcon Research Ltd xac nhan S.A.Alcon-
Couvreur.N.V va Alcon Laboratories Inc la cong ty thanh vién
cua Alcon Inc




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

2 . Tobradex Oin 3.5g  Tobramycine; Dexamethasone-0.3% (3mg)
0.1% (1mg), 3,59_Hdn dich nho mét_-SX:
S.A.Alcon-Couvreur.N.V - BelgiumBi

PATENT: US 5,149,694 (Alcon Laboratories Inc)
1/4/2014: Cong ty b sung Patent CA 1338554
(Alcon Laboratories Inc)_PHAM VI: US: Két hop
Tobramycin va Dexamethason dé dung tai chd trong
nhan khoa -> Pham vi bao h¢ 1a phuong phéap diéu tri
dung cho mit két hop Tobramycin va Dexamethason
15/8: Céng ty bd sung patent US 7795316 B1
(14/10/2010) (Alcon Research Ltd) va US 8101582
B2 (Alcon Research Ltd) va giai trinh Patent xac lap
pham vi bao ho cho dang thuéc dung cho mit.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Alcon Pharmaceuticals Ltd._
CHU/CHUYEN NHUGQNG PATENT:1. Alcon Laboratories Inc
2. Bé nghi Cong ty giai trinh va cung cap tai liéu lién quan va
giai trinh, 1am rd mdi lién hé gitta Alcon Research Ltd va
S.A.Alcon

1/4/2014: Cong ty Alcon Research Ltd xac nhan S.A.Alcon-
Couvreur.N.V va Alcon Laboratories Inc la cong ty thanh vién
cua Alcon Inc

_Patent US 5,149,694 xac lap pham vi bao ho cho phuong

phap diéu tri bénh viém mit bang cach cho bénh nhan
dung t6 hop cua Tobramycine va Dexamethasone.
Tuy nhién, patent nay khdng bao ho truc tiép cho
hdn dich nho mét chira hai hoat chat néu trén.Két
luan: Khong dap tmg quy dinh vé patent cdp cho san
pham thubc nho mait.

15/8: Patent US 7795316 B1 xac lap pham vi bao
ho cho ché pham dung khu tri cho mét chira 0,1 dén
0,5 % trong luong/thé tich tobramycin va 0,03 dén
0,1 % trong lwong/thé tich dexamethasone, ciing vai
ta dugc, kém theo do 1a cac chi sé vé do nhot. Do
thiéu thong tin vé san phim Tobradex Oin nén chua
thé dua ra két luan 1a patent US 7795316 B1 c6 xé4c
1ap pham vi bao ho cho thuéc nho mat Tobradex Oin
hay khéng.

Patent US 8101582 B2 xac lap pham vi bao ho cho
phuong phap diéu tri mat. Tuy nhién, patent nay
khong xac 1ap pham vi bao ho cho thubc nho mit.
Két luan: Khong dép tmg quy dinh vé patent cap cho
thudc nho mit.



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii s¢ hitru - Pham vi bio hd Quyén sé hitu, chuyén giao patent

3 . Travatan Drop Travoprost-0.004%, 2.5ml_Hbn dich nho PATENT: US 5510383 (Alcon Laboratories Inc) CH[:J SO HD’U SP: Alcon Pharmaceuticals Ltd._
0.004% 2.5ml mat_-SX: Alcon Laboratories Inc - 1/4/2014: Cong ty bo sung patent EP 0812198 B1 CHU/CHUYEN NHUGNG PATENT:Alcon Laboratories Inc
SPK:VN-11673-11 USAMY (Alcon Laboratories Inc) va EP 1920764 (Alcon

Laboratories Inc) PHAM VI: US: Str dung
cloprosterol, Fluproterol va dang mudi, dang ester

ctia n6 dé diéu trj glaucom -> Pham vi bao ho la
phuong phéap diéu tri s dung hoat chat, khong phai

bao hd cho hoat chit Travoprost

_Cac diém 9-16 yéu cau bao ho cua patent US 5510383
xéc 1ap pham vi bao ho cho dugc pham dung cho mit.
Tuy nhién, patent nay khdng bao hé truc tiép cho hon
dich nhé mat chira hoat chat Travoprost.Két luan: Khang
dap @mg quy dinh vé patent cap cho san pham thuéc nho
mat.

12 Tén doanh nghiép dé nghi cong bé: VPDD Hoffmann - La Roche Ltd.

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thuéc: 1).
12.1 P4 cong bd trong DM BDG, Thay d6i S6 ding ky va NSX (NSX méi khong thudc ICH) (Téng sé: 1)

1 . Bondronat Acid Ibandronic-50mg_Hop 28 vién nén PATENT: EP 0252 504 B1 (Boehringer Mannheim CHU SO HU_U SP: F. Hoffmann - La Roche Ltd._
SPK:VN-17430-13  bao phim_-SX: Co sé san xuat: Productos ~ GmbH)_PHAM VI: EP: Biém yéu cau bao ho 3, hoat ~CHU/CHUYEN NHUONG PATENT:1.Boehringer Mannheim
Roche S.A. de C.V; Co s& dong gobi: chét Ibandronic acid GmbH
F.Hoffmann-La Roche Ltd.Mexico 3/6/2016: Thudc da dwoc cong b trong danh muc 2. Cong ty cung cap tai liéu xac nhan Boehringer Mannheim
thubc BDG Dot 10, tuy nhién nha san xuat méi GmbH di chuyén quyén sé hitu tit ca cac san phiam cho tap

khong thuoc ICH (Mexico) véi thude da duoc cong doan Roche tir ngay 5/3/1998
bé trong danh muc thude biét dugc gdc.

_Piém 3 yéu cau bao ho cua patent EP 0252504

B1 xac Iap pham vi bao ho cho Inbandronic acid.

Két luan: Dap tmg quy dinh vé patent cap cho hoat

chat.

* Hoi dong xem xét khong ddng y cong bé mat hang

thudc trén vao danh muc thubc biét dugc gbe do co

s& san xuat méi khong thuge danh sach cac nudc

ICH

13 Tén doanh nghiép dé nghi cong bé: VPPD Merck KGaA

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thudc: 1).
13.1 HS nép méi, Pap ding quy dinh, Co sé déng géi khong thudc ICH (Tong sb: 1)




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Glucophage XR Metformin hydrochlorid-500mg_Vién
SPK:VN-14264-11 phong thich kéo dai - Hop 15 vi x 08

vién_-SX: Merck Sante s.a.s ( dong goi:

PT.Merck Thk., Indonesia)Phap

PATENT: 1. Bi 568513 (J.M.D. Aron-Samuel) ->

Bi khéng nam trong danh sach 14 co quan s¢ hitu tri
tué dugc xem xét dé cong bé thude biét duoc géc.

2. US 6475521 (Bristol-Myers Squibb)_PHAM V/I:
Bi: San pham dugc pham méi (diém yéu cau bao ho
1, Hoat chat Metformine - Tra ciru Martindale)

US: Pham vi bao ho chi 13 phuong phép bao ché
29/3: Cong ty bd sung Patent Canada 709811 ->
Pham vi bao ho 1a phuong phap bao ché, khong phai
cho hoat chit Metformin hydrochlorid

4/9: Cong ty giai trinh Cong ty khéng cung cap duoc
Patent cho hoat chat Metformin ma chi c6 patent cap
cho dang bao ché cua thudc thanh pham chira
Metformin tai Canada va Cong ty la Cong ty dau
tién dugc cp patent vé dugc pham chua hoat chat
Metformin dé chita bénh dai thao duong (st dung lan
dau trong y hoc)

25/2/2016: Céng ty giai trinh:

- Khéng c6 Patent cap cho hoat chit Metformin do
hoat chat nay dugc phat hién tir rat sém (nam 1920),
khi y thirc vé bao ho Patent trén thé gicdi con thap
(EPO dugc thanh lap nam 1977).

- Cong ty Merck Sante S.A.S (trudc day 1a Lisa SA)
d nhan quyén sé hiru san pham tir Cong ty
Laboratoires Aron do Jan Marcel Didier Aron-Samuel
la nguoi séng lap (Cong ty Laboratoires Aron la
Cong ty s hitu Patent s6 BE 568513 cip ngay
30/7/1958 tai Bi va s6 US 3174901 ngay 23/3/1965
tai My xac 1ap pham vi bao ho cho phwong phéap diéu
tri cho bénh dai thao duwong bao gdom viéc sir dung
Metformin qua dudng udng.

- Tai Phéap ngay 19/3/1957, Co quan quan ly dugc
pham cua Phap da cAp gidy chirng nhan san pham
duoc s6 2,366-19,408 cho san pham Glucophage cua
Laboratoires Aron.

- Trén thé gigi, Glucophage dugc cong nhan la thubc
d6i chimg dé thir twong duong sinh hoc (tai Viét
Nam, HongKong,

23/3/2016: Cong ty cung cAp tai cAc tai liéu nghién
clu tién 14m sang va lam sang da nop trong Ho so
dang ky thudc tai nudc so tai (Phap). Tét ca cac dir
liéu duoc thuc hién trén cong thuc thube da dugc cip
phép luu hanh lan dau vao ndm 1959 Patent Bi
khong duoc xem xét do Co quan s& hitu cdng nghiép
Bi khong nam trong s6 céc co quan so hitu tri tug
dugc chap nhan néu trong Muc V cua "Quy dinh tam
thoi vé cac tai liéu can cung cp dé cong bd cac danh

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck KGaA_CHU/CHUYEN NHUONG
PATENT:Merck KGaA xac nhan Lipha SA da mua lai quyén
so hitu tir Aron-Samuel va Lipha SA d6i tén thanh Merck
Sante s.a.s (la cong ty thanh vién ctia Cong ty da qudc gia
Merck KGaA)




So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

muc thuéc biét dugc gbc, thube twong duong diéu tri
véi thude biét duoc goc, thude ¢6 tai liéu chitng minh
tuong duong sinh hoc" dwgc ban hanh kem theo
Quyét dinh s6 2962/QD-BYT cua Bo Y té.Két luan:
Khéng dap tmg quy dinh vé paten cip cho hoat chét.
29/3: Patent CA 709811 xac lap pham vi bao ho cho
dugc pham chdng dai thao duong chira Metformin
Hydrochloride. Tuy nhién, patent nay khéng xac lap
pham vi bao ho cho hoat chat Metformin
Hydrochloride.Két luan: Khong dap tng quy dinh vé
paten cip cho hoat chét.

29/3: Patent CA 709811 chi xac lap pham vi bao ho
cho duoc pham chira hoat chit Metformin
hydrochloride. Patent nay khéng xéac 1ap pham vi bao
ho cho chinh hoat chat Metformin hydrochloride.
Két luan: Khong dép tmg quy dinh vé patent cap cho
hoat chat. 26/5/2014: Biém 1 yéu cau bao ho cua patent CA
709811 (cip ngay 18/05/1965, khong rd ngay nop
don) x4c 1ap pham vi bao ho cho ché pham Chong dai
thao duong chira hoat chat Metformin hoac mudbi
cong acid khong doc cua né va chit mang duoc dung
tiéu hoa duoc khi dung qua duong miéng, trong do
hoat chat c6 mit véi lwong nam trong khoang tir
250mg dén 4g trong mdi don vi liéu. Pay khong

phai 12 cach thé hién yéu cau bao ho dién hinh coa
séng ché dang sir dung lan dau tién trong y té (first
medical use) (vai cach thé hién yéu cau bao ho la
"Dugc pham (hoic thudc hoac ché pham) chira hoat
chit (14 chat da biét nhung chua dugc sir dung trong y
té) va chat mang (ta duoc, cht pha lodng) dwoc
dung") do chtra cc thong tin vé liéu hoat chat trong
ché pham. Ngoai ra, qua kiém tra tinh trang k¥ thuat
cua patent CA 709811, thay rang c6 thé c6 mot so tai
liéu da dé cap dén viéc sir dung hoat chat Metformin
trong y té trudc thoi diém nop don cua patent CA
709811. Do do, patent CA 709811 dudng nhu khong
x4c 1ap pham vi bao ho cho séng ché dang sir dung
lan déu tién trong y té ciia hoat chat Metformin.

Két luan: Khong dap mg quy dinh vé patent cap cho
sang ché dang su dung lan dau tién trong y té.

Hudng khac phyc: Lam ré ngay nop don cua patent
CA 709811 va cung cap ly do vi sao cong ty coi
patent CA 709811 xac lap pham vi bao ho cho sang
ché dang st dung lan dau tién trong y té cua hoat chat
Metformin.

* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s& san xuat khong thude danh sach cac nuge ICH

Quyén sé hiru, chuyén giao patent
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Patent - Chi sé hiru - Pham vi bdo hé

Quyén sé hiru, chuyén giao patent

14 Tén doanh nghiép dé nghi cong bé: VPDD Merck Sharp & Dohme (Asia) Ltd

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thudc: 17).

14.1 Pa cong bd trong DM BDG, Thay d6i S6 diing ky va NSX (NSX méi khong thudc ICH) (Tong sb: 1)

1 . Ezetrol 10mg Ezetimibe micronized-10mg_Vién nén;
SPK:VN-19709-16 Hop 1 vi, 3 vi x 10 vién nén_-SX: Co s&
san xuat: MSD International GmbH
(Puerto Rico Branch); Co s& dong goi,
xuét xuéng: Shering-Plough Labo

PATENT: VN 7075 (Merck Sharp & Dohme Ltd) ->
B6 sung noi dung Patent_ PHAM VI: Dugc pham
chuta chat we ché cholesterone , chit we ché 3-hydroxy-
3-methylglutaryl coenzyme a (HMG-COA) reductase
va chét 1am én dinh.

9/4: Cong ty bo sung Patent US RE 42461E
(Schering Corporation) (Piém yéu cau bao ho 11;
Hoat chat Ezetimibe)

13/4/2016; Thubc duoc cip lai S6 dang ky, chi thay
d6i cach ghi tén co s& san xuét (dia chi khéng thay
d6i), cac thong tin khac khong thay doi véi thube da
dugc cong b trong danh muc thudc biét duoc goc
Dot 5 véi S ding ky cii (VN-8890-09)

_Patent VN 7075 xac lap pham vi bao ho cho

duoc phdm chira chat e ché hap thu cholesterol
ezetimib va simvastatin (Diém 15 yéu cau bao ho).
Tuy nhién, patent ndy khdng xac l1ap pham vi bao ho
cho chinh hoat chit ezetimib.Két luan: Khong dap
g quy dinh vé patent cho hoat chat.Huéng khéc
phuc: Xac dinh chinh xac patent xac 1ap pham vi bao
ho cho hoat chat ezetimib (néu c6).

9/4: Piém 11 yéu cau bao ho cua patent My s6 US
RE42461 xéc lap pham vi bao hg cho hoat chét
Ezetimibe.Két luan: Dap tng quy dinh vé patent cip
cho hoat chét.

* Hoi dong xem xét khong ddng y cong bé mat hang
thudc trén vao danh muc thudce biét dugc gbe do co
S& san xuat méi khong thugce danh sach cac nudc
ICH

14.2 Xin y kién Hoi dong (Co sé déng géi khong thudc ICH) (Tong so6: 16)

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Merck Sharp & Dohme
Ltd

9/4: Cong ty cung cap tai liéu vé viéc ddi tén gitra Merck&Co
Inc; Schering Corp va Merck Sharp & Dohme Corp



So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Arcoxia 120mg
SPK:VN-19249-15

Etoricoxib-120mg_Vién nén bao phim;
Hop 3 vi x 10 vién_-SX: Co s¢ San Xuit:
Frosst Iberica S.A.; Co s& dong goi: PT
Merck Sharp Dohme Pharma ThkSX: Tay
Ban Nha - BG: Indonesia

PATENT: VN 4418 (Merck&Co) -> B sung nji
dung Patent_ PHAM VI: Hop chit 5-clo-3-(4-
metasulfonylphenyl)-6'-methyl-[2,3']bipyridinyl dang
tinh thé tinh khiét va quy trinh

9/4: Cong ty bo sung Patent US 5861419 (Merck
Frosst Canad Inc)

16/4: Cong ty giai trinh Diém yéu cau bao sb 14 cua
patent US 5861419 xac lap pham vi bao hé cho hoat
chat Etoricoxib

30/10/2015: Thubc cap lai S dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi sé ding ky
cii da duoc cdng bd biét dugc ge (Pot 5) (BS sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk).

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong gi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co sy té Viét Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc di nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay dbi.

_ Patent VN 4418 xac lap pham vi bao ho cho hoat
chat etoricoxib ¢ dang da hinh V ma khong xac 1ap
pham vi bao ho cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib c6
mit trong san pham Arcoxia la hdn hop cua 5 dang
da hinh, trong khi chua c6 thong tin cho thay hoat
cht etoricoxib c6 mat trong san phim Arcoxia &

dang da hinh V. Két luan: Khong dép g quy dinh vé
patent cho hoat chat. Huéng khac phuc: Xac dinh chinh
Xac patent xac 1ap pham vi bao ho tryc tiép cho hoat chat

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUQNG PATENT:Chua c6 tai lidu chiang
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tai liéu

9/4: Cong ty cung cap hop dong thoa thuan chuyén giao quyén
san xuit tir Merck Sharp & Dohme Int. Ser. BV sang Frosst
Iberica

16/4: D& nghi Cong ty giai trinh vé viéc chuyén nhuong Patent
gitta Merck Frosst Canad Inc va Merck Sharp & Dohme Int.
Ser. BV

24/4: Cong ty cung cap tai liéu xac nhan viéc doi tén tir Merck
Frosst Canad Inc thanh Merck Canada Inc va viéc chuyén giao
quyén str dung Patent tir Merck Canada Inc cho Merck Sharp &
Dohme Corp va ty quyén cho Frosst Iberica S.A. san xuat san
pham duya trén Patent

etoricoxib hoac ching minh etoricoxib c¢d mat trong Arcoxia

¢ dang da hinh V.

16/4: Biém 14 yéu cau bao ho cia patent My sb US 5861419

x4c 1ap pham vi bao ho cho hoat chét Etoricoxib.
Két luan: Pap tung quy dinh vé patent cip cho hoat
chit.

* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

2 . Arcoxia 60mg
SPK:VN-19251-15

Etoricoxib-60mg_Vién nén bao phim; Hop
3 vi x 10 vién_-SX: Co s& san xuat: Frosst
Iberica S.A.; Co so dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Tay Ban Nha
- BG: Indonesia

PATENT: VN 4418 (Merck&Co) -> B sung nji
dung Patent_ PHAM VI: Hop chit 5-clo-3-(4-
metasulfonylphenyl)-6'-methyl-[2,3']bipyridinyl dang
tinh thé tinh khiét va quy trinh

9/4: Cong ty bo sung Patent US 5861419 (Merck
Frosst Canad Inc)

16/4: Cong ty giai trinh Diém yéu cau bao sb 14 cua
patent US 5861419 xac lap pham vi bao hé cho hoat
chat Etoricoxib

30/10/2015: Thuéc cap lai S6 dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi sé ding ky
cii da duoc cong bd biét dugc ge (Pot 5) (BS sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong gi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co sy té Viét Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc di nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay dbi.

_ Patent VN 4418 x&c lap pham vi bao ho cho hoat
chat etoricoxib ¢ dang da hinh V ma khong xac 1ap
pham vi bao ho cho chinh hoat chét etoricoxib & moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib c6
mit trong san pham Arcoxia la hdn hop cua 5 dang
da hinh, trong khi chua c6 thong tin cho thay hoat
chit etoricoxib c6 mat trong san phim Arcoxia &

dang da hinh V. Két luan: Khong dép g quy dinh vé
patent cho hoat chat. Huéng khac phyc: Xac dinh chinh
Xac patent xac 1ap pham vi bao ho tryc tiép cho hoat chat

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUQNG PATENT:Chua c6 tai lidu chiang
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tai liéu

9/4: Cong ty cung cap hop dong thoa thuan chuyén giao quyén
san xuit tir Merck Sharp & Dohme Int. Ser. BV sang Frosst
Iberica

16/4: D& nghi Cong ty giai trinh vé viéc chuyén nhuong Patent
gitta Merck Frosst Canad Inc va Merck Sharp & Dohme Int.
Ser. BV

24/4: Cong ty cung cap tai liéu xac nhan viéc doi tén tir Merck
Frosst Canad Inc thanh Merck Canada Inc va viéc chuyén giao
quyén str dung Patent tir Merck Canada Inc cho Merck Sharp &
Dohme Corp va ty quyén cho Frosst Iberica S.A. san xuat san
pham duya trén Patent

etoricoxib hoac ching minh etoricoxib c¢d mat trong Arcoxia

¢ dang da hinh V.

16/4: Biém 14 yéu cau bao ho cia patent My sb US 5861419

x4c 1ap pham vi bao ho cho hoat chét Etoricoxib.
Két luan: Pap tung quy dinh vé patent cip cho hoat
chit.

* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

3 . Arcoxia 90mg
SPK:VN-19252-15

Etoricoxib-90mg_Vién nén bao phim; Hop
3 vi x 10 vién_-SX: Co s& san xuat: Frosst
Iberica S.A.; Co so dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Tay Ban Nha
- BG: Indonesia

PATENT: VN 4418 (Merck&Co Inc) PHAM VI:
VN: Pham vi bao ho la dang hop chét da hinh cua
Etoricoxib, khong bao ho cho cong thic hoat chat
Etoricoxib

9/4: Cong ty bo sung Patent US 5861419 (Merck
Frosst Canad Inc)

16/4: Cong ty giai trinh Diém yéu cau bao sb 14 cua
patent US 5861419 xac lap pham vi bao hé cho hoat
chat Etoricoxib

30/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi sé ding ky
cii da duoc cong bd biét dugc ge (Pot 5) (BS sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong gi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co sy té Viét Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc di nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay dbi.

_ Patent VN 4418 xac lap pham vi bao ho cho hoat
chat etoricoxib ¢ dang da hinh V ma khong xac 1ap
pham vi bao ho cho chinh hoat chét etoricoxib ¢ moi
dang. Ngoai ra, duong nhu hoat chét etoricoxib c6
mit trong san phim Arcoxia 1 hdn hop cia 5 dang
da hinh, trong khi chua c6 thong tin cho thay hoat
chit etoricoxib c6 mat trong san phim Arcoxia &

dang da hinh V. Két luan: Khong dép g quy dinh vé
patent cho hoat chat. Huéng khac phyc: Xac dinh chinh
Xac patent xac 1ap pham vi bao ho tryc tiép cho hoat chat

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

3. Giai trinh vé viéc Frosst Iberica S.A. san xuét theo uy quyén
va tiéu chuan cua Merck Sharp & Dohme Corp.

9/4: Cong ty cung cap hop dong thoa thuan chuyén giao quyén
san xuit tir Merck Sharp & Dohme Int. Ser. BV sang Frosst
Iberica

16/4: Bé nghi Cong ty giai trinh v& viéc chuyén nhugng Patent
gitra Merck Frosst Canad Inc va Merck Sharp & Dohme Int.
Ser. BV

24/4: Cong ty cung cap tai liéu xac nhan viéc doi tén tir Merck
Frosst Canad Inc thanh Merck Canada Inc va viéc chuyén giao
quyén sir dung Patent tir Merck Canada Inc cho Merck Sharp &
Dohme Corp va ty quyén cho Frosst Iberica S.A. san xuét san
pham duya trén Patent

etoricoxib hoac ching minh etoricoxib cd mat trong Arcoxia

¢ dang da hinh V.

16/4: Biém 14 yéu cau bao ho cua patent My sb US 5861419

x4c 1ap pham vi bao ho cho hoat chét Etoricoxib.
Két luan: Pap tung quy dinh vé patent cip cho hoat
chit.

* Hoi dong xem xét khong dong y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH



S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

4 . Cozaar 50mg
SPK:VN-19256-15

Losartan kali-50mg_Vién nén bao phim;
Hop 2 vi x 15 vién_-SX: Co s& san Xuét:
Merck Sharp & Dohme Ltd; Co s& dong
goi: PT Merck Sharp Dohme Pharma
TbhkSX: Anh- BG: Indonesia

PATENT: US 5138069 (E.l Du pont de Nemours
and Company) PHAM VI: US: Angiotensin Il
receptor blocking imidazoles (Diém yéu cau bao ho 5;
Hoat chat Losartan)

30/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da dugc cdng b biét dugc gbe (Dot 5) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung wng thude cho cac co s¢ y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

_ Piém 5 yéu cau bao ho cua patent US 5138069 xéac
1ap pham vi bao ho cho hoat chit Losartan.Két luan:
Dap tmg quy dinh vé patent cip cho hoat chit.

* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thubce biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. E.I Du pont de Nemours and Company
2. P& nghi Cong ty cung cap tai liéu v& viéc chuyén nhuong
Patent gitra E.I Du pont de Nemours and Company va Merck
Sharp & Dohme Corpporation

11/4: Céng ty cung cap tai lidu xac nhan viéc chuyén nhuong
Patent tir Dupont sang Merck Sharp & Dohme Corpporation



S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao hé

5 . Hyzaar 50/12.5mg
SPK:VN-19502-15

Losartan kali; Hydrochlorothiazid
12,5mg-50mg; 12,5mg_Vién nén bao phim;
Hop 2 vi X 15 vién_-SX: Co s& san Xuit:
Merck Sharp & Dohme Ltd; Co s& dong
goi: PT Merck Sharp Dohme Pharma
TbkSX: Anh- BG: Indonesia

PATENT: US 5153197 (E.I Du pont de Nemours
and Company) PHAM VI: US: Angiotensin Il
blocking imidazoles -> Pham vi bao ho Ia hoat chét,
khong phai cho hdn hop 2 hoat chat Losartan va
Hydrochlorothiazide

16/4: Cong ty b sung patent EP 0733366 B1 (E.I
Du pont de Nemours and Company) (Diém yéu cau
bao ho s6 5,6; HAN hop 2 hoat chit)

30/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cdng bd biét dugc goe (Pot 5) (BS sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk)

4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong goi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thudc cho céc co so'y té Vit Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc da nop ngay 28/10/2015).

- Cong ty cam két chat lwong va céc tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay dbi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky luu hanh voi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_Piém 5 va 6 yéu cau bao ho cua patent EP
0733366B1 xac lap pham vi bao ho cho dwoc pham
(twong duong hdn hop) chira chat chong ting huyét ap
gom hoat chat Losartan Potassium (diém 5) va
hydrochlorothiazide (diém 6).

Két luan: Dap ung quy dinh vé patent cip cho hdn
hop hoat chét.

* Hoi dong xem xét khong dong y cong bd mat hang
thudc trén vao danh muc thubce biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUONG PATENT:1. E.I Du pont de Nemours and Company
2. Bé nghi Céng ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra E.I Du pont de Nemours and Company va Merck
Sharp & Dohme Corpporation

03/5/13: Cdng ty cung cap tai liéu chuyén giao patent tir E.I Du
pont de Nemours and Company cho Merck Sharp & Dohme
Corpporation va tai liéu cho phép Merck Sharp & Dohme Ltd.
theo patent EP 0733366 B1.



So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

6 . Januvia 100mg

SPK:VN-19257-15

Sitagliptin (dudi dang Sitagliptin
phosphat monohydrat)-100mg_Vién nén
bao phim; Hop 2 vi x 14 vién_-SX: Co s&
san xuit: Merck Sharp & Dohme Ltd.; Co
S dong goi: PT Merck Sharp Dohme
Pharma ThkSX: Anh- BG: Indonesia

PATENT: VN 5684 (Merck & Co Inc) -> B sung
ndi dung Patent_ PHAM VI: Hop chét beta-amino
tetrahydro (1,2-A)pyrazin va tetrahydrotriazolo(4,3-
a)pyrazin dé st dung lam chat e ché dipeptidyl
peptidaza, duoc pham chira chling va ung dung cia

ching

21/1/2013: Cong ty cung cap Patent EP 1625847B1
(Merck Sharp & Dohme Corp.) (Diém yéu cau bao ho
1; Hoat chat Sitagliptin) -> Dap ung quy dinh

2. Cong ty cung cap tai lieu X&c nhan viéc Merck &
Co Inc cho phép va uy quyen Merck Sharp & Dohme
Italia S.p.A duoc san xuat san pham san pham

* Thudc cap lai S6 dang ky, khong thay doi cac
thdng tin khac (vé hoat chat, nong d¢-ham lugng,
dang bao ché, nha san xuét) so voi S6 dang ky cii
(VN1-410-11- di duoc cong bd biét duoc goc Dot 3)
04/11/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong bd biét dugc gbe (Dot 10) (B6 sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk -Indonesia)

4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong g tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc déng
ky thudc dé Chuyen sang d6ng goi tai Viét Nam (Ho
so dang ky thudc da nop ngay 28/10/2015).

- Cong ty cam két chat lugng va céac tiéu chuan cua
thubc dong goi tai Indonesia dugc giir nguyén khong
thay dbi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia sé& bi hét hiéu luc

_Piém 18 yéu cau bao ho cua patent VN 5684 xac lap
pham vi bao ho cho hoat chat Sitagliptin.Két luan:
Dap umg quy dinh vé patent cip cho hoat cht.

* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nude tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUQNG PATENT:Chua c6 tai lidu chiang
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tai liéu




So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

7 . Januvia 25mg

SPK:VN-19258-15

Sitagliptin (dudi dang Sitagliptin
phosphat monohydrat)-25mg_Vién nén
bao phim; Hop 2 vi x 14 vién_-SX: Co s&
san xuat: Merck Sharp & Dohme Ltd.; Co
S dong goi: PT Merck Sharp Dohme
Pharma ThkSX: Anh- BG: Indonesia

PATENT: VN 5684 (Merck & Co Inc) -> B sung
ndi dung Patent_ PHAM VI: Hop chét beta-amino
tetrahydro (1,2-A)pyrazin va tetrahydrotriazolo(4,3-
a)pyrazin dé st dung lam chat e ché dipeptidyl
peptidaza, duoc pham chira chling va ung dung cia

ching

21/1/2013: Cong ty cung cap Patent EP 1625847B1
(Merck Sharp & Dohme Corp.) (Diém yéu cau bao ho
1; Hoat chat Sitagliptin) -> Dap ung quy dinh

2. Cong ty cung cap tai lieu X&c nhan viéc Merck &
Co Inc cho phép va uy quyen Merck Sharp & Dohme
Italia S.p.A duoc san xuat san pham san pham

* Thudc cap lai S6 dang ky, khong thay doi cac
thdng tin khac (vé hoat chat, nong d¢-ham lugng,
dang bao ché, nha san xuét) so voi S6 dang ky cii
(VN1-411-11- di duoc cong bd biét duoc goc Dot 3)
04/11/2015: Thubc cap lai S dang ky, khdng thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong bd biét dugc gbe (Dot 10) (B6 sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk -Indonesia)

4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong g tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc déng
ky thudc dé Chuyen sang dong goi tai Viét Nam (HO
so dang ky thudc da nop ngay 28/10/2015).

- Cong ty cam két chat lugng va céac tiéu chuan cua
thubc dong goi tai Indonesia dugc giir nguyén khong
thay dbi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi c4c san pham tuong tng tai
Indonesia sé& bi hét hiéu luc

_Piém 18 yéu cau bao ho cua patent VN 5684 xac lap
pham vi bao ho cho hoat chat Sitagliptin.Két luan:
Dap umg quy dinh vé patent cip cho hoat cht.

* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nude tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUQNG PATENT:Chua c6 tai lidu chiang
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tai liéu




So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

8 . Januvia 50mg
SPK:VN-19259-15

Sitagliptin (dudi dang Sitagliptin
phosphat monohydrat)-50mg_Vién nén
bao phim; Hop 2 vi x 14 vién_-SX: Co s&
san xuit: Merck Sharp & Dohme Ltd.; Co
S dong goi: PT Merck Sharp Dohme
Pharma ThkSX: Anh- BG: Indonesia

PATENT: VN 5684 (Merck & Co Inc) -> B sung
ndi dung Patent_ PHAM VI: Hop chét beta-amino
tetrahydro (1,2-A)pyrazin va tetrahydrotriazolo(4,3-
a)pyrazin dé st dung lam chat e ché dipeptidyl
peptidaza, duoc pham chira chling va ung dung cia

ching
21/1/2013: Cong ty cung cap Patent EP 1625847B1
(Merck Sharp & Dohme Corp.) (Diém yéu cau bao ho
1; Hoat chat Sitagliptin) -> Dap ung quy dinh
2. Cong ty cung cap tai lieu X&c nhan viéc Merck &
Co Inc cho phép va uy quyen Merck Sharp & Dohme
Italia S.p.A dugc san xuat san pham san pham
* Thudc cap lai S6 dang ky, khong thay doi cac
thdng tin khac (vé hoat chat, nong d¢-ham lugng,
dang bao ché, nha san xuét) so voi S6 dang ky cii
(VN1-412-11- di duoc cong bd biét duoc goc Dot 3)
04/11/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong bd biét dugc gbe (Dot 10) (B6 sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk -Indonesia)
4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho cac thuoc ciia Cong ty MSD dong g tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc déng
ky thudc dé Chuyen sang dong goi tai Viét Nam (HO
so dang ky thudc da nop ngay 28/10/2015).
- Cong ty cam két chat lugng va céac tiéu chuan cua
thubc dong goi tai Indonesia dugc giir nguyén khong
thay dbi.
- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi c4c san pham tuong tng tai
Indonesia sé& bi hét hiéu luc
_Piém 18 yéu cau bao ho cua patent VN 5684 xac lap
pham vi bao ho cho hoat chat Sitagliptin.Két luan:
Dap umg quy dinh vé patent cip cho hoat cht.
* Hoi ddng xem xét khong ddng y cong bd mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nude tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUQNG PATENT:Chua c6 tai lidu chiang
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B sung tai liéu




So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

9 . Renitec 10mg
SPK:VN-19503-15

Enalapril maleat-10mg_Vién nén; Hop 3 vi
x 10 vién_-SX: Co sd san xuat: Merck
Sharp & Dohme Ltd; Co s¢ dong goi: PT
Merck Sharp Dohme Pharma ThkSX: Anh-
DG: Indonesia

PATENT: US 4374829 (Merck & Co Inc) PHAM
VI: US:Aminoacid derivatives as antihypertensives
(Piém yéu cau bao ho 27; Hoat chat 30/12/2015:
Thudc cap lai S6 dang ky, khong thay d6i nha san
XUAt, ¢6 bo sung thém co sd dong goi,cac thong tin
khac khong thay doi so véi s6 dang ky cii da duoc
cong bé biét dugc gbe (Dot 3) (B sung co sé dong
g6i: PT Merck Sharp Dohme Pharma Tbk -
Indonesia)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong géi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho céac co s y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

Piém 27 yéu cau bao ho cua patent US 4374829 xéac
lap pham vi bao ho cho hoat chit Enalapril.Két luan:
Dap tmg quy dinh vé patent cip cho hoat chat

* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

10 . Renitec 5mg Enalapril maleat-5mg_Vién nén; Hop 3 vi
SDK:VN-19708-16  x 10 vién_-SX: Co s& san xuét: Merck
Sharp & Dohme Ltd.; Cé s¢ dong goi: PT
Merck Sharp Dohme Pharma ThkAnh

PATENT: US 4374829 (Merck & Co Inc) PHAM
VI: US:Aminoacid derivatives as antihypertensives
(Piém yéu cau bao ho 27; Hoat chat 30/12/2015:
Thudc cap lai S6 dang ky, khong thay d6i nha san
XUat, ¢6 b sung thém co s& dong goi, cac thong tin
khac khong thay doi so véi s6 dang ky cii da duoc
cong bé biét dugc gbe (Dot 3) (B sung co sé dong
g6i: PT Merck Sharp Dohme Pharma Tbk -
Indonesia)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong géi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho céac co s y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

_ Diém 27 yéu ciu bao ho cua patent US 4374829 xac
Iap pham vi bao ho cho hoat chit Enalapril. Két luan:
Dap tmg quy dinh vé patent cip cho hoat chat

* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.




So.
11 . Singulair

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

SPK:VN-19262-15

Montelukast (dudi dang Montelukast
natri)-5mg_Vién nén nhai; Hop 4 vi x 7
vién_-SX: Co s& san xuit: Merck Sharp &
Dohme Ltd.; Co s¢ dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Anh- BG:
Indonesia

PATENT: US 5565473 (Merck Frosst Canada Inc)_
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Piém yéu cau bao ho
7, 18 (cu thé), 19 (dang mudi Natri); Hoat chat
Montelukast)

22/10/2015: Thubc Cap lai S6 dang ky, thay d6i nha
san xuat,khong thay d6i nha san xuat, c6 bo sung
thém co s¢ dong goi, cac thong tin khac khong thay
dbi so vai sb dang ky cii da dwoc cong b biét dugc
gde (ot 5) (B6 sung co sé dong goi: PT Merck
Sharp Dohme Pharma Tbk -Indonesia)

4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co s¢ y té Viét Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cip S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 18 yéu cau bao ho cua patent US 5565473 x4c
Iap pham vi bao ho cho hoat chit Montelukast.Két
luan: Dap tmg quy dinh vé patent cap cho hoat chat.
* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudce biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUQONG PATENT:1. Merck Frosst Cnada Inc

2. Bé nghi Céng ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Merck Frosst Canada Inc va Merck Sharp & Dohme
Corpporation

9/4: Cdng ty cung cap danh sach cac cong ty con cua Merck &
Co Inc bao gom Merck Sharp & Dohme Ltd; Merck Frosst
Canada do Uy Ban chiing khoan Hoa Ky ban hanh

25/4: Cong ty cung cap tai liéu x4c nhan viéc doi tén tir Merck
Frosst Cnada Inc thanh Merck Canada Inc va thoa thuan vé viéc
chuyén nhuong Patent giita Merck Canada Inc va MSD Corp



S
12 . Singulair

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

SPK:VN-19261-15

Montelukast (dudi dang Montelukast
natri)-4mg_Vién nén nhai; Hop 4 vi x 7
vién_-SX: Co s& san xuit: Merck Sharp &
Dohme Ltd.; Co s¢ dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Anh- BG:
Indonesia

PATENT: US 5565473 (Merck Frosst Canada Inc)_
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Piém yéu cau bao ho
7, 18 (cu thé), 19 (dang mudi Natri); Hoat chat
Montelukast)

22/10/2015: Thudc cp lai SO dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s& dong goi,
cac thong tin khac khong thay dol SO VGi SO dang ky
cii da dugc cdng b biét dugc gbe (Dot 5) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk -Indonesia)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co s¢ y té Viét Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 18 yéu cau bao ho cua patent US 5565473 x4c
Iap pham vi bao ho cho hoat chit Montelukast.Két
luan: Dap tmg quy dinh vé patent cap cho hoat chat.
* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudce biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUQONG PATENT:1. Merck Frosst Canada Inc

2. Bé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Merck Frosst Canada Inc va Merck Sharp & Dohme
Corpporation

9/4: Cdng ty cung cap danh sach cac cong ty con cua Merck &
Co Inc bao gom Merck Sharp & Dohme Ltd; Merck Frosst
Canada do Uy Ban chiing khoan Hoa Ky ban hanh

25/4: Cong ty cung cap tai liéu x4c nhan viéc déi tén tir Merck
Frosst Cnada Inc thanh Merck Canada Inc va thoa thuan vé viéc
chuyén nhuong Patent giita Merck Canada Inc va MSD Corp



S
13 . Singulair

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

SPK:VN-19260-15

Montelukast (dudi dang Montelukast
natri)-10mg_Vién nén nhai; Hop 4 vi x 7
vién_-SX: Co s& san xuit: Merck Sharp &
Dohme Ltd.; Co s¢ dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Anh- BG:
Indonesia

PATENT: US 5565473 (Merck Frosst Canada Inc)_
PHAM VI: US:Unsaturated hydroxyalkylquinoline
acids as leukotriene antagonists (Piém yéu cau bao ho
7, 18 (cu thé), 19 (dang mudi Natri); Hoat chat
Montelukast)

22/10/2015: Thudc cp lai SO déng ky, khong thay
d6i nha san xuat, c6 bd sung thém co s& dong goi,
cac thong tin khac khong thay dol SO VGi SO dang ky
cii da dugc cdng b biét dugc gbe (Dot 5) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk -Indonesia)

4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co sy té Viét Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thudc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cip S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 18 yéu cau bao ho cua patent US 5565473 x4c
Iap pham vi bao ho cho hoat chit Montelukast.Két
luan: Dap tmg quy dinh vé patent cap cho hoat chat.
* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudce biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUQONG PATENT:1. Merck Frosst Canada Inc

2. Bé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Merck Frosst Cnada Inc va Merck Sharp & Dohme
Corpporation

9/4: Cdng ty cung cap danh sach cac cong ty con cua Merck &
Co Inc bao gom Merck Sharp & Dohme Ltd; Merck Frosst
Canada do Uy Ban ching khoan Hoa Ky ban hanh 25/4: Cong
ty cung cap tai liéu xac nhan viéc doi tén tir Merck Frosst

Cnada Inc thanh Merck Canada Inc va thoa thuan vé viéc chuyén
nhuong Patent gitta Merck Canada Inc va MSD Corp



So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

14 . Tienam
SPK:VN-19255-15

Imipenem (dudi dang Imipenem
monohydrat), Cilastatin (dugi dang
Cilastatin natri)-500mg; 500mg_Bot pha
tiém truyén tinh mach; Hop 50 lo_-SX: Co
s6 san xuét: Merck Sharp & Dohme Corp.;
Co s¢ dong goi: PT Merck Sharp Dohme
Pharma ThkSX: My - DG: Indonesia

PATENT: US 4539208 (Merch&Co Inc) PHAM VI:
US:Combination of thienamycin-type antibiotics with
dipeptidase inhibitors (Diém yéu cau bao ho 29; Hon
hop 2 hoat chat Imipenem, Cilastatin)

22/10/2015: Thudc cap lai S6 dang ky, khong thay

d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da dugc cdng b biét dugc gbe (Dot 3) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong géi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co sy té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (HO
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

_ Piém 29 yéu ciu bao ho cua patent US 4539208 xac
1ap pham vi bao ho cho duoc pham khang khuan chia
hon hop cua imipenem va cilastatin.Két luan: Dap
tmg quy dinh vé patent cap cho hdn hop hoat chat.

* Hoi dong xem xét khong dong ¥ cong bé mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
so dong goi khong thude cac nudc tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.




Sb.
15 . Zocor 10mg

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

SPK:VN-19263-15

Simvastatin-10mg_Vién nén bao phim;
Hop 2 vi x 15 vién_-SX: Co s& San Xuat:
Merck Sharp & Dohme Ltd; Co s¢ dong
goi: PT Merck Sharp Dohme Pharma
TbkSX: Anh- BG: Indonesia

PATENT: US 4444784 (Merck & Co Inc) PHAM
VI: US:Antihypercholesterolemic compounds (Piém
yéu cau bao ho 4; Hoat chat Simvastatin)
27/10/2015: Thudc cap lai S6 dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
cac thong tin khac khong thay ddi so véi s6 ding ky
cii da dugc cdng b biét dugc gbe (Dot 3) (B sung
co s¢ dong goi: PT Merck Sharp Dohme Pharma
Thk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong géi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho céac co s y té Vit Nam
trong thoi gian Cong ty hoan thi¢n cac thi tuc déng
ky thubc dé Chuyen sang dong goi tai Viét Nam (HO
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

_ Diém 4 yéu cau bao ho cua patent US 4444784 xéc
lap pham vi bao ho cho hoat chat simvastatin.Két
luan: Dap tmg quy dinh vé patent cép cho hoat chat.
* Hoi dong xem xét khong dong y cong b mat hang
thudc trén vao danh muc thudc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.




S6  Ténthudc - SPK

Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

16 . Zocor 20mg
SPK:VN-19264-15

Simvastatin -20mg_Vién nén bao phim;
Hop 2 vi x 15 vién_-SX: Co s& San Xuat:
Merck Sharp & Dohme Ltd; Co s¢ dong
goi: PT Merck Sharp Dohme Pharma
TbkSX: Anh - BG: Indonesia

PATENT: US 4444784 (Merck & Co Inc) PHAM
VI: US:Antihypercholesterolemic compounds (Piém
yéu cau bao ho 4; Hoat chat Simvastatin)
27/10/2015: Thudc cap lai S6 dang ky, khong thay
d6i nha san xuat, c6 bd sung thém co s¢ dong goi,
c4c thong tin khac khong thay ddi so véi s6 dang ky
cii da dugc cdng bé biét duge goc (Pot 3) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Thk)

,4/3/2016: Cong ty d& nghi xem xét va phé duyét
tam thoi cho céc thudc cia Cong ty MSD dong gbi
tai Indonesia vao danh muc thudc biét duoc goc dé
duy tri viéc cung tng thude cho cac co so'y té Viét
Nam trong thaoi gian Cong ty hoan thién cac thu tuc
dang ky thube dé chuyén sang dong goi tai Viét Nam
(H6 so ding ky thude da nop ngay 28/10/2015).

- Cong ty cam két chit lugng va cac tiéu chuan cua
thubc dong goi tai Indonesia dwoc giir nguyén khong
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duogc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong ung tai
Indonesia s& bi hét hiéu luc

_ Diém 4 yéu cau bao ho cua patent US 4444784 xéc
lap pham vi bao ho cho hoat chat simvastatin.Két
luan: Dap tmg quy dinh vé patent cip cho hoat chit.
* Hoi dong xem xét khong dong y cong bé mat hang
thudc trén vao danh muc thudc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

15 Tén doanh nghiép dé nghi cong bo: VPPD Merck Sharp & Dohme Ltd

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

15.1 Xin y kién Héi dong (Co sé déng géi khong thudc ICH) (Tong sb: 4)




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Vytorin 10mg/10mg Ezetimibe, Simvastatin-10mg;10mg_Vién
nén; Hop 3 vi x 10 vién_-SX: Co s& san
xuét: MSD International GmbH
(Singapore Branch); Co s dong goi:
Merck Sharp Dohme Pharma ThkSX:
Singapore - BG: Indonesia

PATENT: US 5,846,966 (Schering Corporation)_
PHAM VI: US: Piém yéu cau bao ho 5; H5n hop 2
hoat chat Ezetimibe, Simvastatin

* Thudc cap lai S6 dang ky, khong thay doi cac
thdng tin khac (vé hoat chat, nong do-ham lugng,

dang bao ché, nha san xuat) so véi S6 dang ky cii (
VN1-688-12- da duoc cong b biét duoc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong b biét dugc gbe (Dot 3) (B sung
co so dong goi: Merck Sharp Dohme Pharma Tbk)
4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so'y té Vit Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chat lwong va céc tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi c4c san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 5 yéu cau bao ho cua patent 5,846,966 xac 1ap
pham vi bao ho cho duoc pham chtra hdn hop gom
ezetimibe va simvastatin.Két luan: Pap mg quy dinh
vé patent cap cho hdn hop hoat chit.

* Hoi dong xem xét khong dong y cong bd mat hang
thudc trén vao danh muc thubce biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGNG PATENT:1.Schering Corporation
2.Cong ty cung cap tai liéu xac nhan viéc di tén tir Schering
Corporation thanh Merck Sharp & Dohme Corp va tai liéu cho
phép MSD International GmbH (Singapore Branch) san xuét san

pham dura trén patent



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

2 . Vytorin 10mg/20mg Ezetimibe, Simvastatin-10mg; 20mg_Vién
nén; Hop 3 vi x 10 vién_-SX: Co s& san
xuét: MSD International GmbH
(Singapore Branch); Co s dong goi:
Merck Sharp Dohme Pharma ThkSX:
Singapore - BG: Indonesia

PATENT: US 5,846,966 (Schering Corporation)_
PHAM VI: US: Piém yéu cau bao ho 5; H5n hop 2
hoat chat Ezetimibe, Simvastatin

* Thudc cap lai S6 dang ky, khong thay doi cac
thong tin khac (v& hoat chat, ndng do6-ham lugng,

dang bao ché, nha san xuat) so véi S6 dang ky cii (
VN1-689-12- da duoc cong b biét duoc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong b biét dugc gbe (Dot 3) (B sung
co s& dong goi: Merck Sharp Dohme Pharma Tbk)
4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so'y té Vit Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chat lwong va céc tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky lvu hanh véi nha may dong goi
tai Viét Nam thi c4c san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 5 yéu cau bao ho cua patent 5,846,966 xac 1ap
pham vi bao ho cho duoc pham chtra hdn hop gom
ezetimibe va simvastatin.Két luan: Pap mg quy dinh
vé patent cap cho hdn hop hoat chit.

* Hoi dong xem xét khong dong y cong bd mat hang
thudc trén vao danh muc thubce biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGNG PATENT:1.Schering Corporation
2.Cong ty cung cap tai liéu xac nhan viéc di tén tir Schering
Corporation thanh Merck Sharp & Dohme Corp va tai liéu cho
phép MSD International GmbH (Singapore Branch) san xuét san

pham dura trén patent



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

3 . Vytorin 10mg/40mg Ezetimibe, Simvastatin-10mg; 40mg_Vién
nén; Hop 3 vi x 10 vién_-SX: Co s& san
xuét: MSD International GmbH
(Singapore Branch); Co s¢ dong goi:
Merck Sharp Dohme Pharma ThkSX:
Singapore - BG: Indonesia

PATENT: US 5,846,966 (Schering Corporation)_
PHAM VI: US: Piém yéu cau bao ho 5; H5n hop 2
hoat chat Ezetimibe, Simvastatin

* Thudc cap lai S6 dang ky, khong thay doi cac
thdng tin khac (vé hoat chat, nong do-ham lugng,

dang bao ché, nha san xuat) so véi S6 dang ky cii (
VN1-690-12- da duoc cong b biét duoc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da duoc cong b biét dugc gbe (Dot 3) (B sung
co s& dong goi: Merck Sharp Dohme Pharma Tbk)
4/3/2016: Cong ty dé nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong goi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so'y té Vit Nam
trong thoi gian Cong ty hoan thién céac thu tuc dang
ky thudc dé chuyén sang déng goi tai Viét Nam (H6
so dang ky thudc dd nop ngay 28/10/2015).

- Cong ty cam két chat lwong va céc tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thudc
duoc cap S6 dang ky lvu hanh véi nha may dong goi
tai Viét Nam thi c4c san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 5 yéu cau bao ho cua patent 5,846,966 xac 1ap
pham vi bao ho cho duoc pham chtra hdn hop gom
ezetimibe va simvastatin.Két luan: Pap mg quy dinh
vé patent cap cho hdn hop hoat chit.

* Hoi dong xem xét khong dong y cong bd mat hang
thudc trén vao danh muc thubce biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGNG PATENT:1.Schering Corporation
2.Cong ty cung cap tai liéu xac nhan viéc di tén tir Schering
Corporation thanh Merck Sharp & Dohme Corp va tai liéu cho
phép MSD International GmbH (Singapore Branch) san xuéat san

pham dura trén patent



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

4 . Zocor 40mg Simvastatin-40mg_Vién nén bao phim;
SPK:VN-19265-15 Hop 3vi x 10 vién_-SX: Co s san Xuat:
Merck Sharp & Dohme Ltd; Co s¢ dong
goi: PT Merck Sharp Dohme Pharma
TbkSX: Anh- BG: Indonesia

16 Tén doanh nghiép dé nghi cong bé:

PATENT: US 4444784 (Merck & Co Inc) PHAM
VI: US:Antihypercholesterolemic compounds (Piém
yéu cau bao ho 4; Hoat chat Simvastatin)

* Thudc nay c6 cling Patent, cuing hoat chét, cing
nha san xuat, chi khac ham luong vai thuc Zocor
10mg va 20mg di duoc cong bd Dot 3

27/10/2015: Thubc cap lai S6 dang ky, khong thay
d6i nha san xuat, ¢ b sung thém co s dong goi,
cac thong tin khac khong thay ddi so véi s6 dang ky
cii da dugc cdng bé biét duge goe (Pot 7) (B sung
co s& dong goi: PT Merck Sharp Dohme Pharma
Tbk)

4/3/2016: Cong ty d& nghi xem xét va phé duyét tam
thoi cho céc thudc ciia Cong ty MSD dong gdi tai
Indonesia vao danh muc thuéc biét duoc goc dé duy
tri viéc cung ung thude cho cac co so'y té Vit Nam
trong thoi gian Cong ty hoan thién cac thu tuc déng
ky thubc dé Chuyen sang dong goi tai Viét Nam (HO
so dang ky thudc da nop ngay 28/10/2015).

- Cong ty cam két chat luogng va céc tiéu chuan cua
thuc dong goi tai Indonesia duoc giir nguyén khdng
thay doi.

- Theo quy dinh, sau thoi gian 3 thang khi céc thubc
duoc cap S6 dang ky luu hanh véi nha may dong goi
tai Viét Nam thi cac san pham tuong tng tai
Indonesia s& bi hét hiéu luc

_ Piém 4 yéu cau bao ho cua patent US 4444784 xac
lap pham vi bao ho cho hoat chit simvastatin.Két
luan: Dap tmg quy dinh vé patent c4p cho hoat chét.
* Hoi dong xem xét khong dong y cong b mat hang
thudc trén vao danh muc thubc biét dugc gbe do co
s¢ dong goi khong thude cac nuge tham gia ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUGONG PATENT:1. Merck & Co Inc

2. Cong ty Merck & Co Inc x&c nhan da sap nhap vai Schering
plough Corporation va doi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.

VPDD Novartis Pharma Services AG tai TPHCM

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

16.1 Khong dap ing quy dinh (Tong s6: 1)




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Xolair 150mg Omalizumab-150mg_Bot va dung moéi dé
SPK:QLSP-H02-950- pha dung dich tiém; Hop 1 lo bot va 1 6ng
16 dung mdi chira 2ml nuée pha tiém_-SX:

Lo bot: Novartis Pharma Stein AG; Ong
dung mdi: Takeda Austria GmbHThuy S§

PATENT: US 6,329,509 (Genetich Inc) PHAM VI:
US:Khang thé Anti-IGE -> Giai trinh 1am r& pham vi
bao ho trong Patent 1a hoat chiat Omalizumab; 1/8:
Cong ty giai trinh pham vi bao ho trong Patent chinh
1a hoat chat Omalizumab; 9/10/2014: Céng ty nop
Cong vin dinh chinh SPK tir VN1-595-11 thanh
QLSP-H02-0771-13; 3/2/2015:C6ng ty giai trinh
Diém yéu cau bao ho 1 cua Patent US 6,329,509 x4c
Iap pham vi bao ho cho hoat chit Omalizumab
07/01/2016: Cong ty giai trinh va lam r& hon Diém
yéu cau bao ho 1 cua Patent US 6329509 xac lap
pham vi bao ho cho hoat chat Omalizumab_Patent
US 6,329,509 xé4c 1ap pham vi bao ho cho khéng thé
nhan héa (humanized antibody)> Khong dénh gia do
thiéu thong tin va lap luan vé diém yéu cu ho xéc
Iap pham vi bao ho cho hoat chit Omalizumab va
thdng tin va théng tin vé trinh tu cua hoat chét
Omalizumab.

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

11/11/2014: Biém 1 yéu cau bao hd (muc (b)) cua
patent US 6,329,509 xac lIap pham vi bao ho cho
khang thé dugc 1am twong thich v&i ngudi chira viing
VH va vung VL, trong d6 (i) ving VH chaa ving
VH ¢6 SEQ ID NO:8 (chu6i nang) Véi gbe Alanine o
vi tri 61 dwoc thay thé bang géc Asparagine, goc
Acid Aspartic ¢ vi tri 62 dugc thay thé bang géc
Proline, va g6c Phenylalanine & vi tri 68 duoc thay
thé béng gc Isoleucine; va (ii) viing VL chta ving
VL c6 SEQ ID NO:9 (chudi nhe). So véi khang thé
néu trong diém 1 yéu cau bao ho ((muc (b) cua patent
US 6,329,509, hoat chat Omalizumab khac biét &
chd: hoat chét nay chira viing VH khéng cé 02 géc
Lys-Gly & vi tri 127 va 128. Do d6, ving VH cua
hoat chat Omalizumab chi bao gém 451 amino acid
trong khi khang thé néu trong diém 1 yéu cau bao ho
(muc (b)) cua patent US 6,329,509 bao gom 453
amino acid, trong khi khéng cé théng tin nao trong
diém 1 yéu cau bao ho cua patent US 6,329,509 cho
thy su khong c6 miat cé thé cé cua 02 gbc Lys-Gly &
vi tri 127 va 128 trong khéang thé dugc bao ho. Can
ctr vao noi dung diém 1 yéu cau bao ho cua patent
US 6,329,509, c6 thé thay khang thé dugc xac lap
pham vi bao h¢ bai patent nay c6 thé c¢6 ving VH
chira nhiéu hon 453 amino acid song viing nay nhét
dinh phai chtra chudi amino acid tir 1 dén 453 c6
trinh ty nhu néu trong SEQ ID NO:8 thudc patent

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Novartis AG_CHU/CHUYEN NHUGQNG
PATENT:1. Genetech Inc

2. Bé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Genetech Inc va Novartis AG

29/11: Cong ty cung cap tai lidu xac nhan Novartis Phar ma
Stein AG la cong ty thanh vién thugc tdp doan Novartis Pharma
AG (chu s hitu Patent caa san pham Xolair)




So

Tén thuéc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

My sé US 6,329,509 va hoat chat Omalizumab
khong dap tmg diéu kién nay. Do d6, patent US
6,329,509 khong duoc coi la xac 1ap pham vi bao ho
cho hoat chat Omalizumab.

Két luan: Khong dap tmg quy dinh vé patent cap cho
hoat chét hodc san pham dang thuéc tiém.

13/4/2016: Trong y kién tra loi dé ngay 08/12/2015,
cong ty Novartis 1ap luan rang diém 1 yéu cau bao ho
(muc (b)) cua patent US 6,329,509 xac 1ap pham vi
bao ho cho khang thé dugc 1am tuong thich véi nguoi
chira viing VH (vuing bién d6i chudi nang) va ving
VL (vuing bién d6i chudi nhe), trong d6 (i) ving VH
chtra viing VH cia SEQ ID NO:8 (chudi ning) véi
gdc Alanine ¢ vi tri 61 duoc thay thé bang géc
Asparagine, goc Acid Aspartic & vi tri 62 duoc thay
thé bang gdc Proline, va goc Phenylalanine & vi tri
68 duoc thay thé bang gbc Isoleucine; va (ii) viing
VL chira ving VL cua SEQ ID NO:9 (chudi nhe), ma
khong nhat thiét phai chira toan bo trinh ty néu trong
SEQ ID NO:8 va SEQ ID NO:9, trong d6 ving VH
ciia SEQ ID NO:8 1a cac amino acid tir 1 dén 121
trong SEQ ID NO:8; viéc khuyét doan lap Lys-Gly &
vi tri 127 va 128 ¢ vuing ban Ié thudc viing ¢ dinh
ma khong phai ¢ viing bién ddi cua SEQ ID NO:8.
Tuy nhién, trén co s& xem xét thdng tin néu trong
patent US 6,329,509 va cac tai liéu co lién quan,
chura thay co co s¢ dé két luan rang ving VH cua IgG
nguyén ven néu trong Fig.3 cua patent US
6,329,509 c6 trinh tu bao gom cac amino acid 1-121
néu trong SEQ ID NO:8, twong tng vai lap luan cuaa
cong ty. Do do, cong ty can bo sung cac tai ligu
nham ching minh viing VH cua SEQ ID NO:8 ¢6
trinh ty bao gom cac amino acid 1-121.

Két luan: Khong dap ting quy dinh vé patent cap cho
hoat chat.

17 Tén doanh nghiép dé nghi cong bé: VPDD Pfizer (Thailand) Ltd
B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thudc: 1).

17.1 HS ndp mai, Co sé sx khdng thudc ICH (Téng s6: 1)

Quyén sé hiru, chuyén giao patent




S6  Ténthudc - SPK

Hoat chéit - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bdo hé

1 . Zyvox
SPK:VN-19301-15

Fresenius Kabi Norge ASNauy

Linezolid-600mg/300ml_Hop 10 tdi dich
truyén 300ml; Dung dich truyén_-SX:

PATENT: US 5688792 (Pharmacia & Upjohn)_
PHAM VI: US 5688792: Diém yéu cau bao ho 1

__ DPiém 6 yéu cau bao ho (hop chat e)) cta patent US
5688792 xac 1a pham vi bao hé cho hoat chat
Linezolid.

Két luan Dép tmg quy dinh vé& patent cp cho hoat
chat.

* Hoi dong xem xét khong dong ¥ cong bé mat hang
thudc trén vao danh muc thudc biét dugc gde do co
s& san xuat khdng thudc cac nude tham gia ICH

18 Tén doanh nghiép d& nghi cong bé: VPPD PIERRE FABRE S.A

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

18.1 Pham vi b#o hé chwa ré, dé nghi lam ré ndi dung bao hé (Tong sb: 1)

1 . Tanganil 500mg
SPK:VN-18066-14
Fabre Medicament ProductionPhap

Acetyl leucin-500mg/5ml_Dung dich tiém
tinh mach; Hop 5 éng 5ml_-SX: Pierre

PATENT: GB 798680 (Societe des Usines
chimiques Rhone Poulenc SA); US 2942924 PHAM
VI: Diém yéu ciu bao ho 2 Patent GB va diém yéu
cau bao ho sb 1 patent US xac 1ap pham vi bao ho
cho dugc pham, hoat chit chira Acid alpha-
acetylaminoisocaproic (chinh la acetyl leucin)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Pfizer Pharmaceuticals CHU/CHUYEN
NHUGQNG PATENT:1. Pharmacia & Upjohn Company

2, COng ty cung cap tai liéu xac nhan viéc doi tén Cong ty tir
Pharmacia & Upjohn Company thanh Pharmacia & Upjohn
Company LLC va ti liéu xac nhan viéc chuyén nhuong quyén
so hiru Patent US 5688792 tir Pharmacia & Upjohn Company
LLC cho Pfizer (Thailand) Ltd (trong d6 néu r6 Fresenius Kabi
Norge AS 1a co sd san xuat san pham)

CHU SO HUU SP: Pierre Fabre Medicament_ CHU/CHUYEN

NHUONG PATENT:1.Societe des Usines chimiques Rhone
Poulenc SA

2. Cong ty cung cap tai lidu xac nhan viéc chuyén nhwong
quyén sé hitu Patent tir Societe des Usines chimiques Rhone
Poulenc SA (di tén thanh Rhone Poulenc SA) cho Pierre Fabre
Medicament



