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Tén thubc - SPK

PHU LUC

(kém theo Céng vin s6: 4822 IQLD-GT ngay 01 thang 4 ndam 2016)

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido hé

=

Tén doanh nghiép dé& nghi cong bé:

Cong ty Roussel Viét Nam

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

Quyén sé hiru, chuyén giao patent

1.1 D cong bd trong DM BDG, Thay doi S6 ding ky va NSX (NSX méi khong thudc ICH) (Tong sb: 1)

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 xu4t dung mdi: Cong ty CH
phéan dugc phdm 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 h 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: Thudc cap lai S6 dang ky, thay ddi co

s& san xuat thudc bot (Tén co s& san xuat cii:
Patheon UK Limited - Anh; Tén co s& san Xuat mai:
Zentiva Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi - Th Nhi Ky), cac thong tin khac khong thay
dbi (V& hoat chit, ndng do-ham luong, dang bao ché)
so véi Sb dang ky cii (GC-0204-12) da dugc cong bd
biét duoc goc (Dot 9) Khéng két luan do thiéu
thdng tin vé san pham, cu thé 1a thiéu thong tin vé
phé nhiéu xa tia X cta hoat chat natri cefotaxim trong
san pham Claforan.

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: Pap tung quy dinh vé patent cip cho hoat
chit.

* Hoi ddng xem xét khong ddng y cong bé mat

hang thuéc trén vao danh muc thuéc biét duoc géc do
co s& san xuat méi khdng thudce danh sach cac nuée ICH

CHU SO HUU SP: Aventis Pharma_CHU/CHUYEN
NHUGONG 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 uy
quyén va tiéu chuan caa Aventis Pharma

26/6: Cong ty bd sung tai liéu viéc Cong ty Roussel Uclaf
thuoc quyén so hiru ciia Cong ty Hoechst (c6 xac 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 la nha san xuét san
pham cua tap doan Aventis

- Cong ty cung cip hop ddng chuyén nhuong quyén sé hitu san
pham giira Cong ty Aventis Pharma va Cong ty Roussel Viét
Nam, trong d6 Roussel Viét Nam la nha san xuat san pham dya
trén Patent



2 Téndoanh nghiép dé nghi cong bé: Coéng ty TNHH DKSH Viét Nam

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thuéc: 1).
2.1 HS nép méi, Chwa dap vng quy dinh, Co sé déng g6i khong thudc ICH (Tong s6: 1)




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

Patent - Chia sé hitu - Pham vi bido hé

1 . Myonal 50mg Eperisone hydroclorid-50mg_Vién nén
SPK:VN-19072-15 bao duong; Hop 3 vi x 10 vién_-SX: Co s&
san xuit: Bushu Pharmaceuticals Ltd.
Misato Factory; Co s& dong goi va xuét
xuong: Interthai Pharmaceutical
Manufacturing LtdNhat Ban

3 Tén doanh nghiép dé nghi cong bo:

PATENT: JP 1037738 (Eisai Co.,Ltd) PHAM VI:
Dan xuat thay thé amino caa propiophenon -> B
sung noi dung Patent dé chitng minh pham vi bao ho
trong Patent chinh 1a hoat chat Eperisone.

28/3: Cong ty giai trinh Piém yéu cau bao hg 2 cua

Patent US 4181803 (Eisai Co Ltd) chinh la hoat chat
Eperisone HCL

29/12/2015: Thubc cap lai S6 dang ky, thay d6i nha
san xuét (Tén nha san xuét cii: Eisai Co.,Ltd - Nhat
Ban; Tén nha san xuit mai: Bushu Pharmaceuticals
Ltd. Misato Factory- Nhat Ban) cac thong tin khac
khong thay doi (vé hoat chét, nong do-ham luong,
dang bao ché) so voi S6 dang ky cii (VN-9194-09) da
duoc cong bd biét duoc gbe (Pot 6)_GT: Cong ty
cung cap Patent US 4181830 (Eisai Co Ltd) ->
Patent US 4181830 hé diéu khién bay diing cho may
bay. Patent nay khong x&c lap pham vi bao ho cho
hoat chat Eperisone HCI.Két luan: Khong dap tng
quy dinh vé patent cap cho hdn hop hoat chat.

28/3: Biém 2 yéu cau bao ho cua patent US 4181803
xéc 1ap pham vi bao ho cho hoat chit Eperisone va
mudi cong acid dugc dung cua no.

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

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét dugc gbc do
co s¢ dong goi khdng thudc danh sach cac nudc ICH

Ever Neuro Pharma GmbH

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

3.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 1)

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Eisai Co.,Ltd_ CHU/CHUYEN NHUQNG
PATENT:Eisai Co.,Ltd

29/12/2015: Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra Eisai Co.,Ltd va Bushu Pharmaceuticals Ltd.
Misato Factory va tai liéu xac nhan Bushu Pharmaceuticals Ltd.

Misato Factory 1a nha san xuat san pham dua trén Patent



S0

Tén thubc - SPK

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido hé

1 . Cerebrolysin

SPK:QLSP-845-15

Peptide (Cerebrolysin concentrate)-
215,2mg/ml_Hop 10 éng x 1ml; hop 5 éng
x 5ml; hop 5 éng x 10ml. Dung dich tiém,
dung dich dadm dac pha dung dich tiém
truyén_-SX: Co s tron va dong goi: Ever
Pharma Jena GmbH; Co s¢ XUt xudong:
Ever Neuro Pharma GmbHA0

PATENT: VN 8970 (Ever Neuro Pharma GmbH) _
PHAM VI: VN: Hop chit bao vé than kinh va dugc
pham chtra n6
30/5: Cong ty cung cap céc patent EP 04520990 B1;
EP 04520990 Al: EP 857463 Al; EP 2009103 A1,
EP 20320596 B1; US 7148192 B2
Cong ty gidi trinh thube Cerebrolysin dugc phé duyét
lan dau & Ao nam 1954 dudi tén thude goc la
Cerebrolysin (chinh 12 tén hoat chét) va do Cong ty
phat minh. Hién nay, tai Viét Nam ciing chi co duy
nhét thuéc do Cong ty Ebewe san xuét duoc cap sb
dang ky luu hanh cho hoat chat Cerebrolysin.
23/7/2015: Thudc cap lai S6 dang ky, thay doi nha
san xuit (Co s san xuat cii: Ebewe Pharma
Ges.m.b.H.Nfg.KG; Co s& san xuat méi: Ever
Pharma Jena GmbH; Co s& xuét xuong: Ever Neuro
Pharma GmbH), cac thong tin khac khong thay doi
so véi thube ¢ S6 dang ky (VN-15431-12) da duoc

cdng bé BDG Pot 8 -> Pé nghi Cong ty cung cap tai

ligu xac nhan méi lién h¢ giira Ever Pharma Jena

GmbH va Ever Neuro Pharma GmbH va tai lig¢u vé

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Ever Neuro Pharma GmbH_
CHU/CHUYEN NHUONG PATENT:1. Ever Neuro Pharma
GmbH

2. Cong ty giai trinh vé viéc Ebewe Pharma Ges.m.b.H.Nfg.KG
san xuat theo iy quyén va tiéu chuan cua Ever Neuro Pharma
GmbH

viéc Ever Pharma Jena GmbH dwoc ity quyén san xuit

san pham duya trén Patent

Patent VN 8970 khong xac lap pham vi bao ho cho hoat
chat Cerebrolysin (trong patent nay, cerebrolysin dugc

mo ta 1a san pham da biét). Két luan: Khong dap ang quy

dinh vé patent cap cho hoat chat.Huéng khic phuc:
Xac dinh chinh x&c patent xac 1ap pham vi bao ho
cho hoat chat Cerebrolysin (néu c6).

30/5: C4c s6 patent EP 04520990 B1 va EP
20320596 la khdng chinh xac do khéng cé céc patent
nay, cac s6 EP 04520990 Al: EP 857463 Al; EP
2009103 Al la s cong bd don, khong phai patent.
Patent US 7148192 B2 x&c lap pham vi bao hé cho
hdn hop bo sung dinh dudng c6 hoat tinh bao vé than
kinh chira it nhat mot peptide bao gém trinh tu
amino acid NMVPFPR (SEQ ID NO: 1) hoac peptide
bao gdm trinh tu amino acid

ASAFQGIGSTHWVYDGVGNS (SEQ ID NO: 2) va

dang bao ché ding dé uéng (oral dosage form) chura
hdn hop bé sung dinh dudng nay. Do thiéu thdng tin



vé trinh ty amino acid cua cAc peptide c6 mit trong

san pham Cerebrolysin nén chua thé dua ra két luan la

patent US 7148192 B2 c6 xac lap pham vi bao ho

cho it nhat mot hoat chat trong san pham Cerebrolysin hay khéng.

Ngoai ra, trong qua trinh bo sung théng tin, can luu y rang patent US 7148192



S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao _patent
B2 c6 ngay nop don 1a 29.01.2004, sau rat lau ngay
lwu hanh san pham Cerebrolysin.
31/7: Piém 1 yéu cau bao ho cua patent VN 8970 xac
lap pham vi bao ho cho hop chét bao vé than kinh c6
trinh ty gom 4 amino acid DLHW.
Cong ty Ever Neuro Pharma GmbH (Cong hoa Ao),
chu patent VN 8970 da guri cac thu dé ngay
18/06/2013 va 12/07/2013 dén Cuc Quan Iy Duoc
Viét Nam (kém theo B&o céo nghién ciru ctia M-Scan
Ltd. (Vuong quc Anh)), trong d6 giai trinh va khing
dinh rang peptide ¢ trinh ty axit amin DLHW dugc
xac dinh la mot trong s6 cac thanh phan peptide trong
san pham Cerebrolysin va peptide nay cé mat trong
san pham Cerebrolysin dudi dang ty do. Do do, patent VN 8970
xé&c 1ap pham vi bao ho cho hoat chat trong san pham
Cerebrolysin néu coi peptide c6 trinh ty axit amin DLHW
1a hoat chét trong san pham Cerebrolysin. Két luan:
Dap tng quy dinh vé patent cap cho hoat chat.

4 Tén doanh nghiép dé nghi cong bd: Santen Pharmaceutical Co., Ltd

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thuéc: 1).
4.1 B6 sung tai liéu vé viéc chuyén nhwong Patent (Tong s6: 1)




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao _patent

1 . Oflovid Ophthalmic Ofloxacin-0,3%_Thuéc m& tramit; Hop1 ~ PATENT: JP S62-56154B (Daiichi Pharmaceutical CHU SO HUU SP: Santen Pharmaceutical Co Ltd_
Ointment tuyp 3,5g_-SX: Santen Pharmaceutical Co  Co Ltd) PHAM VI: Piride benzoxazine phéi sinh CHU/CHUYEN NHUGQONG PATENT:Dé nghi Céng ty cung
SPK:VN-18723-15  Ltd - Nha may ShigaNhat Ban (diém yéu cau bao ho 1, Hoat chat Ofloxacin - Tra cAp tai liéu xac nhan viéc chuyén quyén so hiru Patent tir
ctu Martindale) Daiichi Pharmaceutical Co Ltd cho Santen Pharmaceuticasl Co
03/3/2015: Thudc cap lai S6 dang ky, khong thay Ltd
d6i cac thong tin khac (v& hoat chét, ndng dg-ham 14/5: Cong ty cung cap tai liéu xac nhan Daiichi Sankyo Co

lwong, dang bao ché, nha san xuét) so véi Sé dangky  Ltd (tén trudc day 1a Daiichi Pharmaceutical Co Ltd) cho Santen
cii (VN-7944-09- da duoc cong bé biét dugc géc Pot  Pharmaceutical Co Ltd quyén sir dung Patent bao ho cho hoat
6) chét Ofloxacin

20/11/2015: Cdng ty cung cap tai liéu cua Cuc Quan

1y Dugc (cong van sd 18865/QLD-PK ngay

5/10/2015) vé viéc dong y cho Cong ty dugc thay doi

dia diém san xuat, thay d6i quy trinh san xuét -> Pé

nghi Cong ty cung cap tai ligu vé viéc iy quyén cho

Nha may Shiga la nha san xuét san phim duya trén

Patent va tai ligu chirng minh thude dwgc san xuit tai

2 ¢o s¢' 1a nhw nhau Diém 1 yéu ciu bao ho cua

patent JP S62-56154B xac 1ap pham vi bao h¢ cho

hoat chat Ofloxacin. Két luan: Pap tng quy dinh vé

patent cap cho hoat chat.

5 Tén doanh nghiép dé nghi cong bé: VPPD Glaxosmithkline Pte Ltd tai Tp. HCM

B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng sé thudc: 2).
5.1 Bé sung tai liéu vé viéc chuyén nhwong Patent (Tong sé: 2)




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

Patent - Chia sé hitu - Pham vi bido hé

1 . Xyzal
SPK:VN-19469-15

Levocetirizine dihydrochloride-5mg_Vién
nén bao phim; Hop 1 vi x 10 vién_-SX:
Co s& san xuit: UCB Farchim SA; Co so
dong goi va xudt xuang: Aesica
Pharmaceuticals S.r.IThuy Sy

2 . Zyrtec
SPK:VN-19164-15

Cetirizin hydrochlorid-1mg/ml_Hép 1 lo
60 ml dung dich uéng_-SX: Aesica
Pharmaceuticals S.r.lltaly

PATENT: US 4525358 (UCB Pharmaceuticals Inc)_
PHAM VI: 2-[4-diphenylmethyl]-1-piperazinyl-acetic
acid -> Giai trinh lam r6 pham vi bao ho chinh la
hoat chét Levocetirizin (Patent d4 dung bao ho cho
hoat chat Cetirizine va khong chi rd su khéc biét vé
cau hinh so véi hoat chét Cetirizine)

17/2/2016: Thudc cap lai S6 dang ky, cac thong tin
khac khong thay ddi (tén thudc, tén hoat chat, nong
d6-ham luong, dang bao ché, nha san xuét) véi thudc
c6 cap S6 ding ky cii (VN-5682-10) da dugc cong bd
trong danh muc thuéc biét duoc goc (Dot 3). Tuy
nhién, cd bo sung thém co sé dong goi va xuat
xuong: Aesica Pharmaceuticals S.r.l - Y -> Dé nghi
Cong ty cung cap tai ligu giai trinh vé méi lién h¢
giira GSK va Aesica Pharmaceuticals S.r.1 - Y _Diém
3 yéu cau bao ho cua patent US 4525358 xac lap
pham vi bao ho cho hoat chét Cetirizine. Tuy nhién,
patent nay khong xac Iap pham vi bao ho truc tiép
cho hoat chat Levocetirizin (dang ddng phan quay trai
cua Cetirizine). Két luan: Khong dap g quy dinh vé
patent cip cho hoat chét.

PATENT: US 4525358 (UCB Pharmaceuticals Inc)_
PHAM VI: 2-[4-diphenylmethyl]-1-piperazinyl-acetic
acid (diém yéu cau bao ho 10, Hoat chit Cetirizin -
Tra cau Martindale)

26/10/2015: Thubc cap lai S6 dang ky, chi thay doi
tén nha san xuat, dia chi nha san xuat khong thay doi
(Tén nha san xuat cii: UCB Pharma S.p.A - Y; Tén
nha san xuit moi: Aesica Pharmaceuticals S.r. I -Y),
cac thong tin khac khong thay doi (vé hoat chit,
ndng do-ham luong, dang bao ché, nha san xuit) so
VGi S6 dang ky cii (VN-8314-09) da duoc cong bo
biét dugc gdc (Pot 3) > Pé nghi Cong ty cung Cap
tai ligu giai trinh moi lién hé giira tén nha san xuit
méi va cii_Diém 3 yéu ciu bao ho cua patent US
4525358 x4c 1ap pham vi bao ho tryc tiép cho hoat
chat Cetirizin.Két luan: Dap ung quy dinh vé patent
cap cho hoat chat.

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: GSK Plc (C6 tai liéu xac nhan chuyén
nhuong thi phan, hgp déng phan phdi, tai san, quyén so hitu
Patent tir SK Trading Services Ltd sang GSK PIc)_
CHU/CHUYEN NHUONG PATENT:Chua c6 tai liéu xac nhan
viéc chuyén quyén so hiru Patent tir UCB Pharmaceuticals cho
UCB S.A (Méi chi ¢ tai liéu xac nhan chuyén quyén tir UCB
S.A cho GSK Trading Services Ltd) -> B6 sung tai liéu

GT: Cong ty bd sung tai lidu xac nhan UCB 1a tén trudc day
cia UCB SA dén 15/12/1970 va UCB Farchim SA la nha may
san xuat cua UCB SA Group (Ching thuc hop phap héa lanh
su tai Bi)

CHU SO HUU SP: GSK Pte Ltd (c6 tai liéu xac nhan chuyén
nhuong thi phan, hgp dong phan phdi, tai san, quyén sé hitu
Patent tir SK Trading Services Ltd sang GSK Plc, GSK Pte

Ltd) CHU/CHUYEN NHUQNG PATENT:Chua c6 tai liéu xac
nhan viéc chuyén quyén so hitu Patent tir UCB Pharmaceuticals
cho UCB S.A (Mai chi c6 tai liéu xac nhan chuyén quyén tir
UCB S.A cho GSK Trading Services Ltd) -> Bé sung tai liéu
GT:

Cong ty b sung tai liéu xac nhan UCB 1a tén trudc day cia
UCB SA dén 15/12/1970 va UCB Farchim SA |a nha méay san
xuét cia UCB SA Group (Chung thuc hop phép héa lanh sy tai
Bi)



6 Tén doanh nghiép dé nghi cong bé: VPPD Merck Sharp & Dohme (Asia) Ltd
B. CAC HO SO PA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thuédc: 20).




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd Quyén sé hiru, chuyén giao _patent
6.1 Bo sung tai liéu ve viéc chuyén nhwong Patent (Tong so: 1)
1 . Celestone Tablet Betamethason-5mg_Vién nén; Hop 15 vix ~ PATENT: US 3485854 (Merck & Co., Inc) PHAM CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN

SPK:VN-19270-15 10 vién_-SX: PT. Merck Sharp Dohme VI: US: Biém yéu cau bao ho sb 3 xac lap pham vi NHUGQNG PATENT:1. Merck & Co., Inc
Pharma ThkIndonesia bao ho cho hoat chat Betamethasone 2.Cong ty cung cép tai liéu xac nhan viéc doi tén tir Merck &
11/11/2015: Thubc cép lai S6 dang ky, chi thay doi Co., Inc thanh Merck Sharp & Dohme Corp
tén nha san xuit (dia chi nha san xua khéng thay - COng ty cung cap tai lidu xac nhan PT Schering Plough
d6i), cac thong tin khac khong thay ddi so vai sb Indonesia Tbk 1a nha san xuat san pham dya trén Patent US
dang ky cii da dugc cong b biét dugc gée (Dot 8) 3485854theo uy quyén cua Merck Sharp & Dohme

(Tén nha san xuat méi: PT. Merck Sharp Dohme
Pharma Tbk; Tén nha san xuét cii: PT Schering

Plough Indonesia Thk) -> P& nghi Cong ty cung cap
tai ligu giai trinh vé méi lién h¢ giira tén nha san xuit
cii va méi_Diém 3 yéu cau bao ho cua patent US
3485854 xac lap pham vi bao ho cho hoat chit
Betamethasone.

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

chat.

6.2 Di cong bd trong DM BDG, Thay ddi S6 diing ky va Co sé¢ déng géi (khong thudc ICH) (Tong sé: 19)
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Tén thubc - SPK

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido hé

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

Etoricoxib-120mg_Vién nén bao phim;
Hop 3 vi x 10 vién_-SX: Co s& san Xuét:
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 noi
dung Patent PHAM VI: Hop chat 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 ho cho hoat
chat Etoricoxib

30/10/2015: Thubc cap lai S dang ky, thay d6i nha
san xuat, cac thdng tin khac khong thay d6i so véi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 5)
(B6 sung co so dong gbi: PT Merck Sharp Dohme
Pharma Tbk)_ Patent VN 4418 xac lap pham vi bao
hé cho hoat chat etoricoxib & dang da hinh V ma
khong xéac lap pham vi bao ho cho chinh hoat chat
etoricoxib & moi dang. Ngoai ra, dudng nhu hoat chat
etoricoxib c6 mit trong san pham Arcoxia la hdn
hop cua 5 dang da hinh, trong khi chua c6 thong tin
cho thay hoat chat etoricoxib ¢ mit trong san pham
Arcoxia ¢ dang da hinh V.

Két’ luan: Khong dap tng quy dinh vé patent cho hoat
chat.

Hudéng khic phuc: Xac dinh chinh xac patent xéac lap
pham vi bao ho truc tiép cho hoat chét etoricoxib
hoic ching minh etoricoxib cé mit trong Arcoxia &
dang da hinh V.

16/4: Biém 14 yéu cau bao ho cua patent My s6 US
5861419 xac 1ap pham vi bao ho cho hoat chit
Etoricoxib.

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

* Hoi dong xem xét khong dong y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc goc do
co s& dong goi khong thude danh sach cac nudoc ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu chung
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

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

16/4: B& nghi Cong ty giai trinh vé viéc chuyén nhuong 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 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




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

Patent - Chia sé hitu - Pham vi bido 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 s& dong goi: PT Merck
Sharp Dohme Pharma Tbk; SX: Tay Ban Nha
- BG: Indonesia

PATENT: VN 4418 (Merck&Co) -> B sung noi
dung Patent PHAM VI: Hop chat 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 ho cho hoat
chat Etoricoxib

30/10/2015: Thubc cap lai S dang ky, thay d6i nha
san xuat, cac thong tin khac khong thay d6i so véi s6
dang ky cii da dugc cong bd biét duoc goe (Dot 5)
(B6 sung co so dong goi: PT Merck Sharp Dohme
Pharma Tbk)_ Patent VN 4418 xac lap pham vi bao
hé cho hoat chat etoricoxib & dang da hinh V ma
khong xéac lap pham vi bao ho cho chinh hoat chat
etoricoxib & moi dang. Ngoai ra, dudng nhu hoat chat
etoricoxib c6 mit trong san pham Arcoxia la hdn
hop cua 5 dang da hinh, trong khi chua c6 thong tin
cho thay hoat chat etoricoxib c6 mit trong san pham
Arcoxia ¢ dang da hinh V.

Két’ luan: Khong dap tng quy dinh vé patent cho hoat
chat.

Hudéng khic phuc: Xac dinh chinh xac patent xéac lap
pham vi bao ho truc tiép cho hoat chét etoricoxib
hoic ching minh etoricoxib cé mit trong Arcoxia &
dang da hinh V.

16/4: Biém 14 yéu cau bao ho cua patent My s6 US
5861419 xac 1ap pham vi bao ho cho hoat chit
Etoricoxib.

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

* Hoi dong xem xét khong dong y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc goc do
co s& dong goi khong thude danh sach cac nudoc ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu chung
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

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

16/4: B& nghi Cong ty giai trinh vé viéc chuyén nhuong 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 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




S6  Ténthudc - SPK Hoat chét - Ham lwong - Quy cdch  Patent - Chii sé hiru - Pham vi bio hd
3 . Arcoxia 90mg Etoricoxib-90mg_Vién nén bao phim; Hop ~ PATENT: VN 4418 (Merck&Co Inc) PHAM VI:
SPK:VN-19252-15 3vi x 10 vién_-SX: Co s& san xuit: Frosst ~ VVN: Pham vi bao ho 1a dang hop chét da hinh cua
Iberica S.A.; Co s& dong goéi: PT Merck Etoricoxib, khong bao ho cho cong thic hoat chat
Sharp Dohme Pharma Tbk; SX: Tay Ban Nha Etoricoxib
- PG: Indonesia 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 ho cho hoat
chat Etoricoxib;

30/10/2015: Thubc cap lai S dang ky, thay d6i nha
san xuat, cac thong tin khac khong thay d6i so véi s6
dang ky cii da dugc cong bd biét duoc goe (Dot 5)
(B6 sung co so dong gbi: PT Merck Sharp Dohme
Pharma Tbk)_ Patent VN 4418 xac lap pham vi bao
hé cho hoat chat etoricoxib & dang da hinh V ma
khong xéac lap pham vi bao ho cho chinh hoat chat
etoricoxib & moi dang. Ngoai ra, dudng nhu hoat chat
etoricoxib c6 mit trong san pham Arcoxia la hdn
hop cua 5 dang da hinh, trong khi chua c6 thong tin
cho thay hoat chat etoricoxib ¢ mit trong san pham
Arcoxia ¢ dang da hinh V. Két luan: Khong dap tng
quy dinh vé patent cho hoat chat. Huéng khic phuc:
Xac dinh chinh xac patent xac 1ap pham vi bao ho
tryc tiép cho hoat chit etoricoxib hozc chirng minh
etoricoxib c6 mit trong Arcoxia ¢ dang da hinh V.
16/4: Biém 14 yéu cau bao ho cua patent My sé US

Quyén sé hiru, chuyén giao patent

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

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

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

9/4: Cong ty cung cap hgp 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

5861419 xac 1ap pham vi bao ho cho hoat chat Etoricoxib.

Két luan: Pap g quy dinh vé patent cap cho hoat chit.

* Hoi ddng xem xét khong dong y cong b mat
hang thudc trén vao danh muc thuoc biét duoc goc do
co s& dong goi khdng thuoc danh sach cac nude ICH

4 . Cozaar 50mg Losartan kali-50mg_Vién nén bao phim; PATENT: US 5138069 (E.I Du pont de Nemours
SPK:VN-19256-15 Hop 2 vi x 15 vién_-SX: Co s& san xuat: and Company)_PHAM VI: US: Angiotensin Il
Merck Sharp & Dohme Ltd; Co s¢ dong receptor blocking imidazoles (Diém yéu cau bao ho 5;
g6i: PT Merck Sharp Dohme Pharma Hoat chét Losartan)
Thk; SX: Anh- DG: Indonesia 30/10/2015: Thubc cap lai S6 dang ky, thay d6i nha

san xuét, cac thong tin khac khong thay dol S0 Vi 86
dang ky cii da dugc cong bé biét duoc gbe (Dot 5)
(B0 sung co s& dong goi: PT Merck Sharp Dohme

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

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



So.

Tén thubc - SPK

Hoat chét - Ham lwong - Quy cach

Pharma Tbk)_Diém 5 yéu cau bao h cia patent US
5138069 xéq 1ap pham vi bao ho cho ho§1t chat .
Losartan. Két luan: Dap tng quy dinh ve patent cap

cho hoat chat. * Hoi dong xem xét khong dong y cong b6 mat
hang thudc trén vao danh muc thudc biét dugc ge do co so

dong goi khdng thugc danh sach cac nuée ICH
Patent - Chii sé hitu - Pham vi bdo hé

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

6 . Januvia 100mg
SPK:VN-19257-15

Losartan kali; Hydrochlorothiazid

12,5mg-50mg; 12,5mg_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

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

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

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. Bé nghi Cong ty cung cap tai liéu vé viéc chuyén nhuong
Patent gitra E.l Du pont de Nemours and Company va Merck
Sharp & Dohme Corpporation

16/4: Cong ty bd sung patent EP 0733366 B1 (E.I  03/5/13: Cong ty cung cap tai lidu chuyén giao patent tir E.I Du

Du pont de Nemours and Company) (Diém yéu cau
bao ho s6 5,6; Hn hop 2 hoat chat)

30/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san Xuat, cac théng tin khac khong thay dol S0 Véi 6
dang ky cii da dugc cong bd biét duoc gbe (Dot 5)
(B sung co s& dong gbi: PT Merck Sharp Dohme
Pharma Tbk) Biém 5 va 6 yéu cau bao ho cua patent
EP 0733366B1 xac lap pham vi bao ho cho duoc
pham (twong dwong hdn hop) chira chat chéng ting
huyét 4p gdm hoat chat Losartan Potassium (diém 5)
va hydrochlorothiazide (diém 6). Két luan: Pap ung
quy dinh vé patent cap cho hdn hop hoat chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét duoc gbc do
co s& dong goi khdng thudc danh sach cac nude ICH

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 su dung lam chat e ché dipeptidyl

pont de Nemours and Company cho Merck Sharp & Dohme
Corpporation va tai liéu cho phép Merck Sharp & Dohme Ltd.
theo patent EP 0733366 B1.

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu ching
nhan chuyén quyén so hiru patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

peptidaza, duoc pham chira chling va ng dung cua ching

21/1/2013: Céng ty cung cip Patent EP 1625847B1

(Merck Sharp & Dohme Corp.) (Diém yéu cau bao ho

1; Hoat chit Sitagliptin) -> Dap ung quy dinh

2. Cong ty cung cap tai liéu xac nhan viéc Merck &
Co Inc cho phép va uy quyen Merck Sharp & Dohme
Italia S.p.A duoc san Xuét san pham san pham
04/11/2015: Thubc cip lai S6 dang ky, thay d6i nha
san xuét, cac thong tin khac khong thay d6i so Vi s6



dang ky cii da dugc cong bd biét duoc gbe (Dot 10)
(B6 sung co so dong goéi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cu bao ho cua
patent VN 5684 xac lap pham vi bao ho cho hoat
chat Sitagliptin.Két luan: Dap tung quy dinh vé patent
cap cho hoat chat.

* Hoi dong xem xét khong ddng ¥ cong bd mat

hang thudc trén vao danh muc thubc biét dugc gbc do
co s& dong goi khdng thude danh sach cac nude ICH



S0

Tén thubc - SPK

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido 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 xuét: Merck Sharp & Dohme Ltd.; Co
s¢ dong goi: PT Merck Sharp Dohme
Pharma TbkSX: Anh- DG: Indonesia

PATENT: VN 5684 (Merck & Co Inc) -> B sung
noi dung Patent PHAM VI: Hop chét beta-amino
tetrahydro (1,2-A)pyrazin va tetrahydrotriazolo(4,3-
a)pyrazin dé sir dung lam chat wc ché dipeptidyl
peptidaza, duoc pham chira chiing va ng dung cua

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 tmg quy dinh

2. Cong ty cung cap tai lieu xac 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 do-ham lugng,
dang bao ché, nha san xuét) so voi S6 dang ky cii
(VN1-411-11- da dugc cong bd biét dugc goc Dot 3)
04/11/2015: Thubc cap lai Sb dang ky, thay d6i nha
san xuit, cac théng tin khac khong thay dol S0 V6i 86
ding ky cii da dugc cong bd biét duoc gbe (Dot 10)
(B sung co s& dong gbi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cu bao ho cua
patent VN 5684 xac lap pham vi bao ho cho hoat
chat Sitagliptin.Két luan: Dap ung quy dinh vé patent
cap cho hoat chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét dugc gbc do
co s¢ dong goi khdng thudc danh sach cac nudc ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu chung
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu




S0

Tén thubc - SPK

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido hé

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

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

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

Enalapril maleat-10mg_Vién nén; Hop 3 vi
x 10 vién_-SX: Co s6 san xuit: Merck
Sharp & Dohme Ltd; Co s¢ dong goi: PT
Merck Sharp Dohme Pharma ThkSX: Anh-
DG: Indonesia

PATENT: VN 5684 (Merck & Co Inc) -> B sung
noi dung Patent PHAM VI: Hop chét beta-amino
tetrahydro (1,2-A)pyrazin va tetrahydrotriazolo(4,3-
a)pyrazin dé sir dung lam chat wc ché dipeptidyl
peptidaza, duoc pham chira chiing va ng 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 tmg quy dinh

2. Cong ty cung cap tai lieu xac 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 do-ham lugng,
dang bao ché, nha san xuét) so voi S6 dang ky cii
(VN1-412-11- da dugc cong bd biét dugc goc Dot 3)
04/11/2015: Thubc cap lai S6 dang ky, thay d6i nha
san Xuit, cac thong tin khac khong thay dol S0 V6i 86
ding ky cii da dugc cong bd biét duoc gbe (Dot 10)
(B sung co s& dong gbi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cu bao ho cua
patent VN 5684 xac lap pham vi bao ho cho hoat
chat Sitagliptin.Két luan: Dap tung quy dinh vé patent
cap cho hoat chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét dugc gbc do
co s& dong goi khdng thudc danh sach cac nude ICH

PATENT: US 4374829 (Merck & Co Inc)_ PHAM
VI: US:Aminoacid derivatives as antihypertensives
(Diém yéu cau bao ho 27; Hoat chat 30/12/2015:
Thudc cap lai S6 dang ky, thay d6i nha san xuat, cac
thong tin khac khong thay doi so véi s6 dang ky cii
da dugc cong bd biét duoc gbe (Dot 3) (BS sung co
s& dong goi: PT Merck Sharp Dohme Pharma Tbk -
Indonesia) Piém 27 yéu ciu bao ho cua patent US
4374829 x4c 1ap pham vi bao ho cho hoat chét
Enalapril.Két luan: Péap g quy dinh v& patent cap
cho hoat chét

* Hoi dong xem xét khong dong y cong bd mat

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme (Asia) Ltd_
CHU/CHUYEN NHUGQNG PATENT:Chua c6 tai liéu chung
nhan chuyén quyén s hitu patent tir Merck&Co cho Merck
Sharp & Dohme (Asia) Ltd -> B6 sung tai liéu

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

2. Cong ty Merck & Co Inc xac nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.



hang thuéc trén vao danh muc thuéc biét duoc goc do
co s& dong goi khdng thudc danh sach cac nude ICH



S6
10 . Singulair

Tén thubc - SPK

Hoat chét - Ham lweng - Quy cich

Patent - Chia sé hitu - Pham vi bido hé

SPK:VN-19262-15

11 . Singulair

SPK:VN-19260-15

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 sé dong goi: PT Merck
Sharp Dohme Pharma TbkSX: Anh- BG:
Indonesia

Montelukast (duéi dang Montelukast
natri)-10mg_Vién nén nhai; Hop 4 vi x 7
vién_-SX: Co s san xuit: Merck Sharp &
Dohme Ltd.; Co sé dong goi: PT Merck
Sharp Dohme Pharma ThkSX: 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 chit
Montelukast)

22/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san xuét, cac thong tin khac khong thay dol S0 Vi 6
dang ky cii da dugc cong bd biét duoc gbe (Dot 5)
(B sung co s& dong gbi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cau bao ho cua
patent US 5565473 xac lap pham vi bao ho cho

hoat chat Montelukast.Két luan: Pap tng quy dinh vé
patent cip cho hoat chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét duoc gbc do
co s& dong goi khdng thude danh sach cac nude ICH

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

22/10/2015: Thudc cap lai S6 dang ky, thay d6i nha
san Xuat, cac thong tin khac khong thay dol S0 V6i 86
dang ky cii da dugc cong bd biét dugc goc (Dot 5)
(B6 sung co s& dong goi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cau bao ho cia
patent US 5565473 xac lap pham vi bao ho cho

hoat chit Montelukast.Két luan: Pap tmg quy dinh vé
patent cap cho hoat chit.

* Hoi ddng xem xét khong ddng y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc géc do
co s& dong goi khdng thude danh sach cac nude ICH

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme_CHU/CHUYEN
NHUONG PATENT:1. Merck Frosst Cnada 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: Cong ty cung cap danh sach céc cong ty con ciia Merck &
Co Inc bao gdm Merck Sharp & Dohme Ltd; Merck Frosst
Canada do Uy Ban chiing khoan Hoa Ky ban hanh

25/4: Cong ty cung cap tai liéu xac nhan viéc ddi 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

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

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

9/4: Cong 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 vd MSD Corp



So.

Tén thuéc — SPK

12 . Singulair

SPK:VN-19261-15

Hoat chét - Ham lwong - Quy cach

Patent - Chi sé hiru - Pham vi bao ho

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 hydroxyalkquumollne
acids as leukotriene antagonists (Diém yéu cau bao ho
7,18 (cu thé), 19 (dang mudi Natri); Hoat cht
Montelukast)

22/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san Xuat, cac théng tin khac khong thay dol S0 Véi 6
dang ky cii da dugc cong bd biét duoc gbe (Dot 5)
(B6 sung co so dong gbi: PT Merck Sharp Dohme
Pharma Tbk -Indonesia) Diém 18 yéu cau bao ho cua
patent US 5565473 xac lap pham vi bao ho cho

hoat chat Montelukast.Két luan: Pap tng quy dinh vé
patent cip cho hoat chat.

* Hoi ddng xem xét khong ddng y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc géc do
co s& dong goi khdng thudc danh sach cac nude ICH

Quyén sé hiru, chuyén giao patent

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

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

9/4: Cong ty cung cap danh sach céc cong ty con ciia Merck &
Co Inc bao gdm Merck Sharp & Dohme Ltd; Merck Frosst
Canada do Uy Ban chting 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 théa thuan vé viéc
chuyén nhuong Patent giita Merck Canada Inc va MSD Corp
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Patent - Chia sé hitu - Pham vi bido hé

13 . Tienam
SPK:VN-19255-15

14 . Zocor 10mg
SPK:VN-19263-15

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

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

Simvastatin-10mg_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
TbkSX: Anh- BG: Indonesia

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
TbhkSX: Anh - BG: 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 chét Imipenem, Cilastatin)

22/10/2015: Thudc cap lai S dang ky, thay dbi nha

san xuét, cac thong tin khac khong thay d6i so voi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 3)
(B sung co so dong goi: PT Merck Sharp Dohme
Pharma Tbk) Biém 29 yéu cau bao ho cia patent US
4539208 xac lap pham vi bao ho cho dwoc pham
khéng khuan chira hdn hop cua imipenem va
cilastatin.Két luan: Dap tng quy dinh vé patent cap
cho hén hop hoat chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét duoc gbc do
co s& dong goi khdng thude danh sach cac nude ICH

PATENT: US 4444784 (Merck & Co Inc) PHAM
VI: US:Antihypercholesterolemic compounds (Diém
yéu cau bao ho 4; Hoat chat Simvastatin)
27/10/2015: Thudc cap lai S dang ky, thay d6i nha
san xuat, cac thdng tin khac khong thay doi so voi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 3)
(B sung co so dong gbi: PT Merck Sharp Dohme
Pharma Tbk) Diém 4 yéu cau bao ho cua patent US
4444784 x4c 1ap pham vi bao ho cho hoat chat
simvastatin.Két luan: Dap tng quy dinh vé patent cip
cho hoat chét.

PATENT: US 4444784 (Merck & Co Inc) PHAM
VI: US:Antihypercholesterolemic compounds (Diém
yéu cau bao ho 4; Hoat chat Simvastatin)
27/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san Xuit, cac thong tin khac khong thay d6i so véi s6
dang ky cii da dugc cong bd biét dugc goe (Dot 3)
(B sung co s& dong goi: PT Merck Sharp Dohme
Pharma Tbk) Diém 4 yéu cau bao ho cua patent US
4444784 x4c 1ap pham vi bao ho cho hoat chét

Quyén sé hiru, chuyén giao patent

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

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

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

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

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

2. Cong ty Merck & Co Inc xac nhan da sap nhap véi Schering
plough Corporation va ddi tén thanh Merck Sharp & Dohme
Corporation vao nam 2009.
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simvastatin.Két luan: Dap tung quy dinh vé patent cip
cho hoat chét.

* Hoi dong xem xét khong dong y cong bd mat

hang thudc trén vao danh muc thubc biét dugc gbc do
co s& dong goi khdng thude danh sach cac nude ICH

Patent - Chia sé hitu - Pham vi bido hé

16 . Vytorin 10mg/10mg

17 . Vytorin 10mg/20mg

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 - DG: Indonesia

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: Biém yéu cau bao ho 5; Hon 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- di duoc cong b biét dugc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san xuét, cac thong tin khac khong thay d6i so voi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 3)
(B sung co s& dong gbi: Merck Sharp Dohme
Pharma Tbk) Diém 5 yéu cau bao ho cua patent
5,846,966 xac lap pham vi bao ho cho duoc pham
chara hdn hop gom ezetimibe va simvastatin.Két luan:
Dap tmg quy dinh vé patent cap cho hdn hop hoat
chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thube biét duoc gbc do
co s& dong goi khdng thudc danh sach cac nude ICH

PATENT: US 5,846,966 (Schering Corporation)_
PHAM VI: US: Diém yéu cau bao ho 5; H3n hop 2
hoat chat Ezetimibe, Simvastatin

* Thudc cap lai S6 ding ky, khong thay doi cac
thdng tin khéc (vé hoat chat, nong d6-ham lugng,

dang bao ché, nha san xuat) so véi S6 ding ky cii (
VN1-689-12- di duoc cong b biét dugc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san Xuat, cac thong tin khac khong thay d6i so véi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 3)
(B sung co s& dong goi: Merck Sharp Dohme

Quyén sé hiru, chuyén giao patent

CHU SO HUU SP: Merck Sharp & Dohme Corp_
CHU/CHUYEN NHUGQONG PATENT:1.Schering Corporation
2.Cong ty cung cap tai liéu xac nhan viéc doi 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

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

pham duya trén patent



Pharma Tbk) Diém 5 yéu cau bao ho cua patent
5,846,966 xé4c lap pham vi bao ho cho duoc pham
chira hdn hop gom ezetimibe va simvastatin.Két luan:
Dap tmg quy dinh vé patent cdp cho hdn hop hoat
chat.

* Hoi dong xem xét khong ddng y cong bd mat

hang thudc trén vao danh muc thubc biét dugc gbc do
co s& dong goi khdng thude danh sach cac nude ICH
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18 . Vytorin 10mg/40mg Ezetimibe, Simvastatin-10mg; 40mg_Vién

19 . Zocor 40mg
SPK:VN-19265-15

nén; Hop 3 vi x 10 vién_-SX: Co s¢ san
xuit: MSD International GmbH
(Singapore Branch); Co s¢ dong goi:
Merck Sharp Dohme Pharma ThkSX:
Singapore - BG: Indonesia

Simvastatin-40mg_Vién nén bao phim;
Hop 3vi x 10 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 5,846,966 (Schering Corporation)
PHAM VI: US: Biém yéu cau bao ho 5; Hon hop 2
hoat chat Ezetimibe, Simvastatin

* Thudc cap lai S6 dang ky, khong thay déi cac
thdng tin khéac (vé hoat chat, nong d6-ham lugng,

dang bao ché, nha san xuét) so vai S6 ding ky cii (
VN1-690-12- di duoc cong b biét dugc gbe Dot 7)
27/10/2015: Thubc cap lai S6 dang ky, thay d6i nha
san xuét, cac thong tin khac khong thay d6i so voi s6
dang ky cii da dugc cong bd biét duoc gbe (Dot 3)
(B6 sung co so dong gbi: Merck Sharp Dohme
Pharma Tbk) Diém 5 yéu cau bao h¢ cua patent
5,846,966 xac lap pham vi bao ho cho duoc pham
chaa hdn hop gom ezetimibe va simvastatin.Két luan:
Dap tmg quy dinh vé patent cdp cho hdn hop hoat
chat.

* Hoi ddng xem xét khong ddng y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc géc do
co s& dong goi khdng thudc danh sach cac nude ICH

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

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

27/10/2015: Thubc cap lai S6 dang ky, thay dbi nha
san xuét, cac thong tin khac khong thay d6i so vai s6
ding ky cii da dugc cong bd biét duoc gbe (Dot 7)
(B sung co s& dong gbi: PT Merck Sharp Dohme
Pharma Tbk) Diém 4 yéu cau bao ho cua patent US
4444784 x4c 1ap pham vi bao ho cho hoat chat
simvastatin.Két luan: Pap g quy dinh vé patent cap
cho hoat chit.

* Hoi dong xem xét khong dong y cong bd mat

hang thuéc trén vao danh muc thuéc biét duoc goc do
co s& dong goi khdng thudc danh sach cac nude ICH

Quyén sé hiru, chuyén giao patent

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

pham dya trén patent

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

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



