BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc lap - Tw do - Hanh phuc

S&: 22369 /QLD-GT Ha Néi, ngay 23 thdang A2 ndm 2017

V/v théng béo y kién Hoi ddng dbi véi cac
hd so cong b6 DM lhuoc biét dugc gbe chua
dat yéu ciu, phai bd sung, giai trinh (Dot 18)

Kinh gz ..Cad. Doavh. \.t.&r.— cd-&mpﬁ‘"%h@ab&"
................ Wi Bk o

Cin cit Quyét dinh sé 29‘62/QB-BY'I' ngay 22;’08/2012 cia B§ Y té vé viée
ban hanh Quy dinh tam thoi veé céc tai liéu cén cung cap dé cong bd cac danh muc
thube biét dugc gbe, thudc tuong duong didu tri véi thude biét dugc gdc, thudc cé
chimg minh tuong ducmg sinh hoc va Quyét dlnh sb 1545/QD-BYT ngay
08/05/2013 ciaBo Y te ve viéc sira dbi, bd sung Quyét dinh so 2962/QD- BYT ngay
22/08/2012 ciaBy Y té vé viéc ban hanh Quy dinh tam thoi vé céc tai lidu can cung
cap dé cong b cac danh muyc thudc biét duge gbce, thude tuong duong diéu trj voi
thuéc biét dugce gde, thudc ¢ tai liéu ching minh tuong duong sinh hoc;

Can cir y kién ctia Hoi dOng xét duyét danh myc thudc biét duge gbce, thubc cé
tuong durmg didu tri voi thuoc biét dugc gée va thude c6 chimg minh tuong duong
sinh hoc ciia B Y té tai budi hop ngay 14/12/2017,

Cuc Quén ly duge théng béo vé viéc xem xét hd so d& nghi cong b thube biét
duge goc clia doanh nghiép tai Phu luc kém theo coéng vin néy

bé nghl cac doanh nghle;p cdn cir cac y kién yeu cau bd sung va/hogo gidi
trinh tai cac Phu luc kem theo cong vin niy dé bb sung hd so d& nghi céng bb danh
muc thudc biét dwgc gbe theo quy dinh.

(Phu luc dugc ding tai trén trang web cia Cyc Quan ly dugce - Dja chi:
http://www.dav.gov.vn - Muc Quan ly gia thudc/TT vé diu thau thubc)

Cuc Quén ly dugc thong béo dé cac doanh nghiép biét va thyc hién./.

Noi nhin: KT. CUC TRUONG
- Nhur trén;

- Website Cuc Quan Iy Dugc;
- Luu: VT, GT (2b).




BANG TONG HQP

KET QUA XEM XET HO 80 CONG BO THUOC BIET DUQC GOC

(Cin ity kién budi hop Hji dong ngly 14/12/2017)

-Hngt chit - Him lwgng - Quy cdch  Patent - Chii s hir - Pham vi bio h§

quén i hiru, chuyén giao patent

S6T Tén thube - SDK
1

Tén doanh nghiép dé nghi cong bﬁ:Cﬁng ty Otsuka OPV

B.CACHO S0 DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Tong 5o thube: 3).

11 Dicong b BDG, Thay dbi SDK (NSX khong thude ICH), chua dong y cong bb (Tong s 3

PATENT: US Re34722 (Otsuka Pharmaceutical Co.,

Lid. )ﬁPHAM VI Din xuit QQuinoline Amino

Acid cia hp cht Carbostyril (diém yéu chu bao hd
39, Hoat chat Rebamlplde Tra cibu
MartindaleyBiém 39 yéu ciu bao hj cia patent

US Re34722 xéc 1dp pham vi béo h cho hoat chit
rebamlplde Ket luin: Dap tmg quy dinh ve patent
cip cho hoat chi,

CHU SO HOU SP: S hitu:Otsuka Pharmaceutical Co., Lid.
(Korea Otsuka Pharmaceutical Co., Ltd. la cdng ty con clia
Otsuka Pharmaceutical Co., Ltd va duge phép san xuat san
phamaCHU/CHUYEN NHUGNG PATENT:Otsuka
Pharmaceutical Co,, Lid.

19/0772017: * Thuoc cip i Su dang ky, khong thay doi cic
thong tin khéc (vé hoat chat, nonb y d-ham hugng, dang bio ch,
nhd sén Xut) 50 v6i So dang ky cii (VN-12336-11 - dé duge
cong b6 biét duge gbe Dot 1, dia chi nsx dinh chinh theo CV 50 0
2462/BYT-QLD ngay 10/05/2017). Cor 50 san xuit khong thude
ICH va U,

1 . Mucosta Rebamipide-100mgaHdp 10 vi x 10 vién;
SDK:VN-20589-17  Viénnén bao phima-SX: Korea Otsuka
Phanveceutical Co., Ltd Han Quoc
1 . Pletaal Cilostazal-50mgaHgp 10 vix 10

vién;Vién néna-SX: Korea Otsuka

SPK:VN-20591-17 ¢
Phanmaceutical Co., Ltd Han Quoc

PATENT: US 4277497 (Otsuka Pharmaceutical Co.,
Lid wPHAM VI: Dén xuit
Tetramlyi&lkoxycar’omlynl va ché pham chia dan
Xuat nay (dlcm yu.cau bao hg 1 va 19, Hoat chit
Cilostazol)aBiém 19 yéu ciu béo hg patent US
4277479 xic lip pham vi bic hd cho hoat chit
Cilostazol. Kct luéin; Bép tmg quy dinh v patent

cho hoat chi,

CHU S0 HOU SP: St hitu: Otsuka Pharmaceutical Co, Ltd.
(Korea Otsuka Pharmaceutical Co., Ltd. 1d cdng ty con clia
Otsuka Pharmaceutical Co., Ltd va dugc phép sin xudt sén
phim)aCHU/CHUYEN NHUGNG PATENT Otsuka
Pharmaceutical Co., Ltd.

19/0712017. * Thuoc cap lai Sn ding ky, khong thay ddi cic
thong tin khic (vé hogt chal nong do-ham legmg, dang béo ohé,
nhd sin Xui) 50 i So dang ky cii (VN-12337-11 - da duge
cong b6 biét duror g g,oc Byt 1, dia chi nsx dinh chinh theo CV 56
2462/ BYTQLD ngdy 10/05/2017). Cor s0rsén it khong thude
ICH va U,

ThayddiTCCL

SDK i theo tiéu chudn JP 15

uniformity of dosage =< 15%

SBK mdi: theo tiéu chuéin JP 16

uniformity of dosage: theo tiéu chuan JP 16
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SOT Ténthube-SPK  Hoat chit - Hamlwong - Quv cich  Patent - Chil si hiru - Pham vi bio hi

Quyén 56 hiru, chuyén giao patent

3. Pletaal Cilostazol- 100mgaHp 10vix 10 PATENT: US 4277497 (Otsuka Pharmaccutical Co,
SPEK:VN-20890-17  vién;Vién nr::ne-S‘X: Korca‘()lsuk"a Ltd.aPHAM VI: Din xuit
Phanmaceutical Co., Ltd Han Quoc Tctrazoly}alkoxycarbmtyll viché pham chira dan

yuat bay (diém yéuciu bio ho 1 va 19, Hoat cht
Cilostazol)aBiém 19 yéu cau bao h patent us
4277479 x4 lip pham vi bio hd cho hoat chit
Cilostazol. Kel luan: Dép img quy dinh v patent
cho hoat chit.

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

CHU SO HUU SP: S hin:Otsuka Pharmaceutical Co, Ltd.
(Korea Otsuka Pharmaceutical Co., Ltd. 1d cng ty con ciia
Otsuka Pharmaceutical Co., Ltd va droe phép sin xuat sin
phém)aCHU/CHUYEN NHUGNG PATENT:Otsuka
Pharmaczutical Co., Ltd.

19/07/2017. * Thuoc clp lai Su dting ky, khong thay ddi cic
Lhong tin khéc (vé hogt chit, nong di-ham hrong, dang bdo ché,
1hd s4n Xuit) so voi So dang ky cii (VN-12338-11 - da duge
cong b6 bit duge goc Dyt 1, dia chi nsx dinh chinh theo CV 56 s
2462/BYT-QLD ngdy 10/05/2017). Corscr san xuat khong thuge
[CH vi U.

Thaydoi TCCL

SBK cit: theo tiéu chuan JP 15

uniformity of dosage =< 15%

SPK méi: theo tiéu chuén JP 16

uniformity of dosage: theo tiéu chuan JP 16

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thude: 1).
2.1 Thude Claforan (Tong s6: 1)
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Quyén 56 hiru, chuyén giao patent

SOT Ténthube-SPK  Hoat chit - Hamlwong - Quv cich Patent - Chil si hiru - Pham vi bio hi
1.

Claforan Natri cefotaxin-1geThude tiémbit:ip ~ PATENT: EP-0001024-B1 {Roussel
SDK:GC-244-16 | lo thude iém bt + 1 lp dung mbi (nute UelafyAPHAM V1: EP: Dang tinh thé mudi Natr
clt-SX: Simxuatthude b Zentha o din st oxyimino-T-aminothiazolylacetamido-

Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi. San uit dung mdi: Cong ty CP DP
™ Vldlphan thude br: Tho Nhi Ky. S
dung méi: Viét Nam

cephalosporamc acid > Pham vi bio hd 14 dang tinh
thé (dang D) cla hoat chit cefotaxim; 14/8: Congty
b6 sung Patent AU 511680 (30/3/1977) (Roussel
Uclafy vé gid trinh diém yu céu bo ho 6 xée lip
pham vi bio hq cho hoat chét Natri
cefotaximakhong két ludn do thicu thong fin vé

sén pham, a rhe I4 thicu thong tin vé phn thiéu xg tia
X ciia hogt chdt natr cefotaxim trong sén phim
Claforan,

14/8: Diém 6 yéu cau bao hg cia patent AU 511680
xdc 1ap pham vi bao h cho hoat ¢hét Natri
Cefotaxime, .

Ké”t luan: Dép img quy dinh vé patent cip cho hoat
chit.

CHU SO HOU SP: Avenis PharmaCHU/CHUYEN
NHUONG PATENT:1. Roussel Uclaf
2., Céng ty cung clp hop dong. chuyén nhurgng gitia Aventis
Pharma vi Rousse] Vigt Nam
3.Bé nghi cung cap tai liéu vé vide chuycn nhugng Patent giiia
Roussel Uclaf vi Aventis Pharma )
4. Qiéli trinh vé vige Patheon UK Limited sin xudt theo tiy
quyen va tiéu chudn cua Aventis Pharma
6/10/2016; Cangty dé nghi clng b biét duge goc 50 ding kj
mért (GC-244-16) 6 thay doi nha san xudt lo thude bt i
Patheon UK Limited, Anh sang Zentiva Saglik Urunleri Sanayi
Ve Ticaret Anonim Sitketi, Thé Nhi K. Cong ty cung cp tii
liéu lién quan dén ticy chudn chi hrgng coa thude khi duge cap
SBK ¢ (GC-0204-12), SPK méi (GC-244-16) va tiéu chuan
chit hrong cita nhi sin xuit Patheon UK theo nhiong quyen
cta Cng ty Aventis Pharma SA, theo do: Tiéu chuan chat
hrgng thye (€ do Céing ty Roussel VN ban hinh khi sin xuit
theo SDK mdi (GC-244-16) dug thue hién theo tiéu chuén
chit lrgg ciza NSX nhugng quyen Aventis Pharma SA.
>Dénghi Cong ty gza1 i trinh vé viéc co s sin xuit thude bit
Khéng thuge cac mudc tham gia ICH theo § kién Hoi dong.
-Ngdy 11/08/2017, Cong ty Roussel Viét Nam b sung:

+ Viin ban ciia Cong ty Zentiva Saglik Urunleri Sanayi Ve
Ticaret Anonim Sirketi (nhé san xudt thude bét), conL ty con
thude tip dodn Sanofi Aventis Ve viée chuycn b sdn xudt tr
Patheon UK, Anh Qudc sangZentwa Tho N K vé thénh
phan thude, quy trinh sin xudt khong thay dol. )

+ Viin bn gidi trinh cia Cdng ty Roussel Viét Nam vé
viéc Coing ty Zentiva Saglik Urunleri Sanayi Ve Ticaret Anonim
Sirketi, Tho Nhi Ky 2 nai san xuat Claforan duy nhat clatp
dodn Sanofi Aventis de cung ¢ip cho thi g thé gidi (kém
theo CPP cia cac nudc thude ICH nhép khiu Claforan ti
Zentiva, Thd Nk Ky nhr Hy Lap, ltalia, Canada, ...).

+Van ban g trinh tiéu chuin chit hugng cia Claforan (SPK
mi).

bé nghi Cong ty b sung cac tai ligu vé viéc thude dang

hanh tai céc nude ICH cb hop phép hoa linh si.

3 Téndoanh nghip dé nghi cong b6:Cong ty TNHH MTV VIMEDIMEX Binh Dwong

B. CAC HO SO DA XEM XET YEU CAU_BO SUNG, GIAI TRINH (Tong 5o thudc: 1)

3.1 Bo sung tii liéu v viéc chuyén nhwong Patent; B0 sung théng tin lién quan dén san phim (Tong sb: 1)
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Tén thude - SDK

'l-lngt chit - Him lrong - Quv cdch  Patent - Chu 83 hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

$1 1o
1.

4

Combigan Brimonidin tartrate; Timolol (dudl dang

SDK:VN-20373-17
Timolol SmgmiaHgp | lo 5 mle-SX:
Allergan Pharmaceuticals Irelandlreland

Tén doanh nghié

Timolol maleat)-Brimonidin tartrat 2mg/m;

CHU SG HOU SP: Allergan IncACHU/CHUYEN NHUGNG
PATENT: Allergan Inc

03/11/2017: Thuoc cip lai $0 ding ky, khong thay dbi céc
hng tin khac (vé hoa@ chit, nong dg-ham hwong, dang bio ché,
nihd sén xut) 5o voi S0 déng ky cil (VN-9923-10 - d duge
cdng b bit duge gfc Dot 9)

>pe ngh] bo sung tai ligu 5o sanh vé tiéu chudn chit lugmg
gilra 50 ding ky cif va méi.

PATENT: US 6194415 BI (Allergan Inc); US
6465464 B2 (Allergan Inc), US 7030149 B2
(Allergan Inc)wPHAM V1 US; Pham vi béo h{

chc Patent 13 phuong phip diéu tr ¢6 sir dung hén
hop 2 hoat chat, khong phai béo b cho 2 hon hgp 2
ot chit ‘

30/8: Céing ty cung cip Patent US 7642258 B2
(Allergan Inc) va giai trinh Patent x,éc 1ap pham vi
bao b cho dang thudc ding cho mitaPatent My

$0 US 6194415 BI xde lap pham vi béo hd cho
phurang phip béo v§ dc hai cho thén kinh thi gidc v
vong mac bing cich diing hop chit (2-imidazolin-2-
ylamino)quinoxoalines, tuy nhién khong xéc 1ap
pham vi bao g cho hén hop hai hogt chit
Brimonidine tartrate/ Timolol.

Két luan: Khéng dap tmg quy dinh vé patent cip cho
hén hop.

30/8: Dicm 4 yéu céu bao hd cia patent US 7642258
B2 xdc lip pham vi bio h{ cho ché phim, trong d6
bao gom thudc nho mal chira 0,2% (trong Iuwg/the
tich) brimonidine fartrate va 0,5% (trong lugng/the
fich) timolol maleate. Ty I¢ ndy twong dwong véi ty I¢
brimonidine tartrate/timolol maleate trong san pham
Combigan.

Két Tudn: Bap mg quy dinh v¢ patent cdp ché phim
thudc nho .

dé nghi cong bo: Daiichi Sankyo Co., Ltd.

B.CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thude: 1).
4.1 Di cbng b6 BDG, Thay dbi SDK (NSX khong thuge ICH), chira dbng ¥ cong bd (Tong sb: 1)
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu s& hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

SOT Tén thube - SDK
1,

Cravit LV
SDK:VN-19935-16

Levofloxacin (durdi dang Levofloxacin
hemihydrat)-750mg/| S0ml#Dung dich
tiém truyen, Hop | lp 150mla-SX: Olic
(Thailand) Ltd Thai Lan

PATENT: US 5,053, 407 (Daiichi Pharmaceutical
Co Ltd) va EP 02062834PHAM V1. EP: Diém yéu
ciu bio ho 2, Hoat chat b:vuﬂoxacm
23/9/2016; Thude cap fai So déing ky,ciic thong tin
khéng thay d01 (v¢ hoat chat nong dg-ham luong,
dang béo ché, nhi sin xuét) so véi S ding ky cl
(VN-9170-09- di duge cong b bigt duge goc et 5)
25/10/2016: Cong ty gidi trinh thude Cravit IV duge
san Xuit tai nhd méy Olic (Thailand) Ltd ngay ti dau,
da duoge cap SDK lin dau wim 2004 1ai Vit Narn.
Cong ty oing cam Két khng c6 bt oi sy thay dbi gi
& nhi sin wu t trude 163 nay.
10711/2016: Cong ty cung cap tai ligu lién quan dén
ticu chuan chit llmng vi phuong phap kiém nghu;m
cua thude duoe clp SBK cli (VN-9170-09) vi SBK
i (VN-19935-16) va gid trinh I cdc iéu chudn
khong co sur thay ddi gt 25BK
-> Dé nghi Cong ty cung cap tai ligu Lién quan dén o
s san xuit oia thude duqc I hinh 1in dau trén thé
gidi vi gidi trinh vm‘lhuoc duoc o hanh tai Viét
Nam.aBiém 2 yéu cau bio h¢ clia patent
EP0206283 xéc Iip pham vi yéu cau béo h{ cho hoat
chit LevoFloxacin. Keét luan: dip tmg quy dinh v
patent cap cho hoat chit,

CHU SO HUU SP: Daiichi Sankyo Co.

LtdaCHU/CHUYEN NHUGQNG PATENT: 1. Daiichi
Pharmaceutical Co Lid

2. Cong ty cung cap vin ban xéc nhin Daiichi Pharmaceutical
Co Ltd va Sankyo Co., Ltd sip nhap thaoh Daiichi Sankyo Co.,
Ld

12/4: Céng ty cung cap hop dang gitia Daichi Sankyn va
Sanofi Aventis v giai trinh Daiichi Sankyo da cap gidy phép
khng dde quyen cho Sanofi-Aventis dé san xuit va bén cdc sin
phém c6 chita Levofloxacin tai Vit Narm duti tén thurong mai
Tavanic vd bi quyet cua Daiichi Sankyo

Cbing ty cung cdp hop dong chuyén nhurong gilt Daiichi
Pharmaceutical Co Ltd va Daiichi Pharmaceutical ( ThaiLand)
Ltd trong d néu rd OLIC Thailand Limited [ nha sin uat san
phém

05/07/2017: Thur giai trinh tir Cong ty Daiichi sankyo co.
LTD.: Bac S Nhit Ban khong yéu cau liéu krgng 750mg theo
g dén lam sang cila Nhit Ban vi vy Daiichi Sankyo Nhat
Ban chi phét trién Cravit 1V (500mg/100mo vi 500mg/200m}.
Deaiichi Sankyo { Thailand) Ltd 1& Cty con phét tién Cravit LV
(750mg/1 50mi) biing cch si dung cdng ty san xuit theo hop.
dong Olic (Thailand). Céng ty sin xuit khing thuge ICH va Ue.

3 Tén doanh nghiép dé nghi cong bﬁ:Egis Pharmaceuticals Private Limited Company

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

5.1 Khong dap img quy dinh (Tong s6: 2)
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu & hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

Nitroglycerin-2,6mgatip 3 vi x 10 vién
nén giai phong chima-SX: Egis
Phanmaceuticals Private Limited
companyHungary

PATENT: us 4647599 (Tén chi o hiru trén patent:
Egyt Gyogyszervegyeszm Cyar)mPHAM VI: Theo
nhé san xut: Cic diém yéu cdu béo h{ ciia Bing dic
quyen sing ché Hoa Ky 0 464’{599 dd bao him
pham vi bdo h{ cho ¢4 thénh phan cia vién nén
phang thich chim Nitromint 2,6mg va dé xuit quy
trinh san xudt dnge biét dén dau tién cua vién i
phng thich chim Nitromint 2,6mg. Cé thinh phin
dinh tinh va dinh hrong 12 0 tinh nguyén goc vi khéc
biét 13 rét véi cac cong thife sin xuat vién nén ¢ biet
trong cling [inh vize ke thudt.aPatent US 4647599
xdc 1ap pham vi bao h{ cho vién nén giai phong kéo
dai, ché pham dang hat vd quy trinh bio ché vién nén
gidi phong kéo dai. Tuy nhicn, patent nay khong xac
I&p pharm vi bo h cho hagt chat nitraglycerin,

Két ludn: Khang dap (mg quy dinh vé patent cap cho
ot chit.

CHU SO HOU SP: Egis Pharmaceuticals Private Linited
CompanyaCHU/CHUYEN NHUUNG PATENT: 1. Tén chi
s hitu trén patent: Egyt Gyogyszervegyeszeti Cyar

2. D61 tén: Egyt Gyogyszervegyeszeti Gyar (Egyt
Phamacechemistry Factory) ddi sang Egis Pharmaceutical
Works, sau o dol thanh Egis Pharmaceuticals Ltd., sau do dol
thanh EGIS Pharmaceuticals Public Limited Company, sau o
ddl thanh Egis Pharmaceuticals Private Limited Company

3, Tén chi 56 hiu patent: Egyt Gyogyszervegyeszeti Cyar, tén
dautién clia Cong ty: Egyt Gyogyszervegyeszeti Gyar (2 tén
khdc nhau).

® SDKVNAT-17

Glyceryl trinitrate-10g khi dung chita
Glyceryl trinitrate 0,08gaHop 11
10pa-SX: Egis Pharmaceuticals Private
Limited companyHungary

PATENT: us 4647599 (Tén chi s& hifu trén patent:
Egyt Gyogyszervegyeszeti CyaraPHAM VI:
5,047,230 (Egyt Gyogyszervegyeszeti Cyar)
Theocty dk: sing ché c6 pham vi béo h cho hn
hop Khi dung chira hoat chat chinh I titroglyoetin.
Hon hop theo sing ché nidy chita: 0,1% dén 4% khoi
hrgmg nitroglycerin, $1% dén 90% khdi lrgmg I4
rugu aliphatic C2-4 (thanh phin A), 10%den 49%
khdi luong polyalkylenglycol chira 2-3 nguyén i
cachon trong nhém chi alkylen (thanh phin B1) v&/
hodc rugu C2-8 chita hai hogc ba ohém hydroxyl
(thanh phn B2) chira thém ty y mt hodc nhiu chit
mang dge dung thich hop vivhodc chit pha

lodng aPatent US 4647599 xic Iip pham vi bio h
cho vién nén gidi phong kéo dai, ché phim dang hat
v quy trinh bao ché vién nén giai ph(‘)ng keo dai. Tuy
thién, patent ndy khang xic 13p pham vi bio hd cho
hoat chit nitroglycerin hoje duge phim, ché pham
odc dang béo ché khi dung chra nitroglycerin,

Ké ludn: Khdng dap tmg quy dinh vé patent cip cho
hogn chit hojc duge pham, ché phim hodc dang bio

Tén doanh nghiép dé nghi cong bo:GE Healthcare AS

CHU SO HUU SP: Chura cung cp i ligu vé mbi quan hé gitia
Egis Pharmaceutical Ltd v& Egis Pharmaceuticals Privae
Limited CompanyaCHU/CHUYEN NHUQNG

PATENT: 1.Tén cha 50 hifu trén patent: Egyt
Gyogyszervegyeszeti Cyar

2. Boitén: Egyt Gyogyszervegyeszeti Gyar (Egyt
Pharmacochemistry Factory) doi sang Egis Pharmaceutical
Works, sau do dol thnh Egis Pharmaceuticals Ltd., sau do dol
thnh EGIS Pharmaceuticals Public Limited Company, sau do
dol thinh Egis Pharmaceuticals Private Limited Company

3. Tén cha 50 hira patent; Egyt Gyogyszervegyeszeti Cyar, tén
déutién ciia Cong ty: Egyt Gyogyszervegyeszeti Gyar (2 tén
khéc nhau).
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SOT Tén thube - SDK

'l-lngt chit - Him lrong - Quv cich  Patent - Chu s hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

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

6.1 Thudc Omnipaque (Tong s6: 2)

1. Omnipaque
SDK:VN-20358-17

lohexol-350mgl/mlaHgp 10 chai x
100ml; Dung dich tiéma-SX: GE
Healtheare Irelandlreland

PATENT: US 4,250,113 (Nyegaard & Co.
A/S)APHAM VI: US; Hop chit héa hoe (Dlem yéu
cdu bio h 3: hoat chit lohexolyabiém 3 yéu ciu
bao h{ cua patent US 4250113 xéc 1ap pham vi bio
1 cho hoat chit Iohiexol (5-(N-2,3-
dihydroxypropylacetamido)-2.4,6-triiodo-N N bis-
(2,3-dihydroxypropyl)isophtalamide). Trong diém3
yéu céu bao ho cia patent US 4230113, tén hoéd he
cta lohexol bi thieu ti acetamido (xem cong thic
chung néu frong dn:m | yéu cau bao b vi hp chat
néu trong Vi dy 2) Kel lun: Dép tmg quy dinh v
patent cap cho hoat chét.

CHU S0 HOU SP: GE HealtheareACHU/CHUYEN
NHUGNG PATENT:L. Nyegaard &Co. ASS

2(ongty cung clp i iéu xdc nhin Nyegaard & Co. A/S li tén
truoc day cua Nycomed AS va Nycomed AS 14 tén tuoe day
cta (GE Healtheare AS

3.be nghr Cong ty gidi trinh v cung cdptai liéu lim 16 moi
lién h¢ giita GE Healthcare AS va GE healthcare Ireland

8/4: Cong ty GE Healtheare cung cp ti liéu xéc nhin GE
Healthcare [reland va GE Healthcare A [4 cong ty thude so hinu
cua GE

230062017 * Thuoc clp lai Su déng ky, khong thay doi cic
théng tin khac (vé hoat chét, nang dd-ham hrgng, dang béo ché,
nhd san xuat) 50 VoI So dang ky cfi (VN-10688-10 - dé duoc
cong b6 bigt duge goe Dot 5)

SPK ciithay dbl TCCL sau cong b6 BDG

Tir 01/12/2014 theo CV $ 20852/QLD-BK ngiy 01/12/2014
clia CQLD: B6 sung tiéu chudn assays cho lohexol

release: 724 to 771 mg/ml

shelf-life: 724 10 795 mg/ml

Sira tiéu chuan bacterial endotoxins

Trude 01/12/2014: release and shelf-life: NMT 0.05 EU/100mg
[

Sau 01/12/2014: releasc and shelf-life: NMT 0.20 EU/100mg |
SDK mdi khong thay déi TCCL so vol TCCL tir ngdy
01/12/2014 cla SPK ci

Cty ndp kém giai trinh cho CQLD khi dé nghl duge thay doi
TCCL cho SPK ¢i. Theo gidi trinh cia nhd sin yut, viée thay
ddi tiéu chudn bacterial endotoxins dura theo tham khdo Duge
dlen Us Pharmacoplea USP 35 va duge dién Chin Au 8.0,
Nang o gi6i han et ngl doc  vi khudn duge nhd san xuit
finh i dua trén Jiéw t61 da g tiém vio o thé theo can ning
dicmg dung tiém finh mach v fiém nl mac tly,

Pé nghi Cang ty cung cap tiéu chuan chat lurgng va
phrong phép kiém nghiém cia thude biét duge goc Ommpﬂque
{Iohexol 300mg/ml, lohexol 350mg/ml) dang ru hanh tai nude
§4 tai va cdc nuoe ICH
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu s hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

Tohexol-300mgl/miaHgp 10 chai x
100ml; Dung dich tiéma-5X: GE
Healthcare Irelandlreland

SOT Tén thube - SDK
1.

Omnipaque
SDK:VN-20357-17

PATENT: US 4,250,113 (Nyegaard & Co.
AS)APHAM VI US: Hop chit héa hoe (Dlem yéu
cau béo hg 3; hoat chét Iohexol )leem 3 véu cau
béo hg cua patent US 4250113 xéc 13p pham vi bio
19 cho heat chat lohexol (5-(N-2,3-
dihydroxypropylacetamido)- 2‘4,6-1riiodo-N,N'-!3is-
(2,3~dihydroxypropyl]isophtalamide). Trong diém 3
yéu céu bao h{ cia patent US 4250113, tén hod hoc
cta Tohexol b thiéu i acetamido (xem cung thic
chung né trong diém | yéu cau bao b va hop Lhat
néu trong Vidu2). Kct luin: Dép tmg quy dinh vé
patent cip cho hoat chit,

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

CHU SG HOU SP: GE Healthcare ASACHUICHUYEN
NHUONG PATENT:1. Nyegaard & Co. AS

2.Céng ty cung cap ti liéu xic nhiin Nyegaard & Co. A/S la tén
trude day cia Nycomed AS va Nycomed AS [4 tén trrde diy
cia GE Healtheare AS

3. Dé nghi Céng ty giditrinh v cung cép tai iéu lam b moi
lign h¢ giita GE Healthcare AS va GE healthcare Ireland

8/4: Cong ty GE Healthcare cung cap tai ligu xac nhan GE
Healtheare Ireland v GE Healthcare A 13 cong ty thuge so i
clia GE ‘
23/0612017: * Thude clp lai S5 ding kj, khing thay doi cic
théng tin khéc (v hoat chat, nong dg-ham leong, dang béo ché,
nhé san xufil) 50 VOi S0 déng ky cii (VN-10687-10 - da duge
cong b6 bict duoc goc Bot 5)

SPK cii thay ol TCCL sau obng b BDG

Tir 01/12/2014 theo CV s6 20800/QLD-DK ngay 01/12/2014
ot CQLD: Sira tiéu chun bacterial endotoxins

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

Sau 01/12/12014: release and shelf-Jife: NMT 0.23 EU/100mg |
B sung tiéu chudn assays cho Iohexol

release: 620 to 661 mg/ml

shelf-life: 620 to 680 mg/ml

DK méi Khong tay doi TCCLso vé1 TCCL i ngiy
0111212014 cia SPK cil

Cty nop kém gia trinh cho CQLD khi dé nghl duoc thay doi
TCCL cho SBK il Theo gidi trinh cia nhd sin xudt, viée thay
d6i tiéu chuan bacterial endotoxins dira theo tham khao Duge
dién US Pharmacopiea USP 35 v duge dién Chiu Au 8.0,
Nng d gidi han iia gl ddc 16 vi khudn dge nhd sin uit
tinh lai dwa trén ligu 161 da drgt tiém vio co thé theo cin ning
durémg ding tiém tinh mach v tiém ndl mac tiy.

B nghi Céng ty cung cép tiéu chudn chat lugng va
phuong phap kiém nghigm clia thude bit duge goc Omnipaque
(Iohexol 300mg/ml, lohexol 350mg/ml) dang hru hanh tai nude
84 tai va cdc nwoe ICH

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

7.1 Khong dap img quy dinh (Tong sb: 1)
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu 83 hiru - Pham vi bao h§ Quﬁn 56 hif, chuyén giao patent

SOT Tén thube - SDK
1,

Dynapar AQ
SDK:VN-8476-14

Diclofenac natri-75mgaHp 5 dng x I,

dung dich tiéma-SX; Troikaa
Phameceuticals Ltdindia

PATENT: 1-0011590 (tén chu s i trén patent; CHU SG_HCTU SP: Troikaa Pharmaccuticals
Troikaa Phartnaceuticals Ltd)aPHAM V1. che LtdaCHU/CHUYEN NHUGNG PATENT: Troikaa
phém diing dé fiém chira diclofenac vd mudi dirge Pharmaceuticals Ltd

dung cia nd va quy trinh bio ché ché phim

ndysKhong dinh gia do s patent 1-0011590 do

oing ty cung cip 1 khong chinh xic.,

Kt [uén: Khong dép (mg quy dinh vé patent cip cho

ot chit.

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng 6 thube: 5).

81 Bb sung tai liéu ve viée chuyén nhwong Patent; Bb sung thong tin lién quan dén san phﬁm (Tfmg s6: 1)

. Klacid 500mg
S}JK VN-16431-13

Clarithromycin-500mgakigp 1 lo S00mg,

Bt pha dung dich tiém truycna-SX:
Famar L'AiglePhap

PATENT: US 4331803 (Taisho Pharmaceutical Co.  CHU SO HUU SP: Abbott Laboratories (Singapore) Private
Lid) LimitedaCHU/CHUYEN NHUQNG PATENT:. Tai liéu
US 5705190 (Abbot Laboratories)aPHAM VI:US  xéc nhin Taisho Pharmaceutical Co. Ltd di cap gidy phép cho
4331803: Hop chit Erythromycin (diém yéu ciubdo  Abbott phit trién sin pham trén todn thé gici (Theo Trends in
1 2, Hoat chit Clarithromycine - Tra et Merck Drug Patentmg}

Index) ) ’ 2.CV so 17265/QLD-DK ngay 06/09:2016 CQLD dong y doi
US 5705190 Dang kiém sodt giai phang doi vdi hoat  tén nha DK thude Klacid 500mg VN-16431-13 tir Abbott
chat it tan Laboratories sang Abbott Laborat

15/08/2017: Thude chira clarithromycin (srdung 2 ories (Singapore} Private Linited.

patent ndi (rén) dA durge cdng b6 BDG: Klacid (dang 3. Gii trinh moi lién h¢ gia Famar L'Aigle vi Abbott

bao ché: com pha hon dich uong), Klacid 250, Klacid ~ Laboratories Ltd.

Forte (dang bao ché: vién nén bao film), KlacidMR 4. Ta trang, dau o so é nghi cng b6 thude Klacid 500mg 14
(dang bio ché: Vién nén gidi phong hoat chit bién biét dwoe gdc, Clng ty cam Két 14 chi s hiru mit hing Neupro,
d6iyaBiém2 yéu cau bao hj cia patent US4 331 chura cam két Ia chi s6 hiru mit héng Klacid 500mg. ¢ nghi
803 xic lip phiam vi bio hj cho hoat chit im rd.

Clamhmmycm Ket lugn: Dép {mg quy dinh vé

patent cap cho hoat chit

A A v A K. a ¥ v ) A A
2 Bb sung thong tin lién quan dén sin pham, chira ddng ¥ cdng bd (Téng sb: 4
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SL Tén thube - SDK 'l-lngt chét - Him lwong - Quv cich  Patent - Chi si hiru - Pham yi bio b Quyén 56 hiru, chuyén giao patent
1.

Neupro Rotigotine 9,0mg/20cm2; (gidi phing dmg ~ PATENT: US 6,884,434 BI (LTS Lohmann CHU SO HUU SP: abbott Iaboratories
SDK:VN2-361-15  Rotigotine tong 24h)-9.0mg/20em2; (gidi  Therapie-Systeme AG; Aderis Pharmaceuticals) GmbHACHU/CHUYEN NHUONG PATENT:US 6,884,434
phong dmg Rotigotine trong 24h)atp  EP | 033978 BI (LTS Lohmann Therapie-Systeme B (LTS Lohmann Therapie-Systeme AG; Aderis
28 miéng din 20cm?; Micng din hip thu AG) Pharmacicals)
E”y‘;ﬂi;i’ééf Loham Therapie- 158 246 979 B2 (UCB Phartna GmbH) EP 1 033 978 BI (LTS Lohmam Therapie-Systemne AG)
' US8 617591 B2 (UCB Pharma GrbH)APHAM US 8 246979 B2 (UCB Pharma GmbH)
VI: US 6,884,434 Bl Dang bio che miéngdinqua  US8 617591 B2 (UCB Pharma GmbH)
da bao gom mét co chir vin D2 dé chita bénh > Dé nghi bd sung théng tin san phém dé danh gia patent
parkinson v phong phap 1§ thuyet san xuit
EP 1033978 BI
US 8 246 979 B2 H¢ thing gidi phngs thude qua da
¢0 chira rotigotine
US 8 617591 B2 H thong gidi phngs thudc qua da
00 chira rotlgotmm](hung dénh gid do cong iy
cung cap qua nhiéu patent trong khi khong din chiéy
diém yéu clu bao h xéc lip pham vi bao hd cha hoat
chat, dhroc phém, ché pham hoje dang bao ché theo
quy dinh. Neodi ra, cong ty cling khong cung ¢dp
théng tin v¢ duge phim, ché phim hofc dang bio ché
cua sin phim Neupro dé dg')i chiéu voi thong tin
tuong g néu trong yéu cau bao h{ cua cic patent.
Két un: Khéng dip (mg quy dinh vé patent cdp cho
oat chit, durge phim, ché phim hoje dang béo ché.
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SL Tén thube - SDK 'l-lngt chét - Him lwomg - Quv cich  Patent - Chi si hiru - Pham yi bio b Quyén 56 hiru, chuyén giao patent
2 . Neupro Rotigotine 8mg/40cn; (giti phong Smg  PATENT: US 6,884,434 BI (LTS Lohmann CHU SO HOU SP: abbott Iaboratories
SDK:VN2-350-15  Rotigatine trong 24h)-Rotigotine Therapie-Systettie AG; Aderis Pharmaceuticals) GmbHaCHU/CHUYEN NHUQNG PATENT:US 6,884,434

18mg/40cm; (giai phong 8mg Rotigotine
trong 24h)aHép 28 micng din 40cm2;
Miéng din hap thu qua das-5X: LTS
Lohmann Therapie-Systeme AGEIr

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

US § 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)aPHAM

VI: US 6,884,434 Bl Dang bio che miéng dén qua
da bao gom mét co chir vin D2 dé chita benh
parkinson va phong phap 1 thuyet san xuit

EP 1033978 BI

US 8 246 979 B2 H¢ thing i phong thude qua da
00 chifa rotigotine '

US 8 617591 B2 Hé thong gidi phong thude qua da
09 chira rotlgotmm](hung dénh gid do cong iy

cung cap qua nhiéu patent trong khi khong din chiéy
diém yéu clu bao h{ xéc lip pham vi bao hd cha hoat
chat, dhroc phém, ché pham hoje dang bao ché theo
quy dinh. Neodi ra, cong ty cling khong cung ¢dp
théng tin v¢ duge phim, ché phim hofc dang bio ché
cua sin phim Neupro dé dg')i chiéu vdi thong tin
tuong g néu trong yéu cau bao h{ cua cic patent.
Két ugn; Khéng dip (mg quy dinh vé patent cdp cho
oat chit, durge phim, ché phim hoj dang bio ché.

BI (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systeme AG)
US 8246979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

> D nghi b sung théng tin san pham dé danh gia patent
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SOT Tén thube - SDK

'l-lngt chit - Him lrong - Quv cich  Patent - Chu s& hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

3 . Neupro
SDK:VN2-360-15

Rotigotine 4,5mg/10cm2; (gidi phong 2mg
Rotigoting trong 24h)- 4,5mg/10cm2; (giai
phang 2mg Rotigotine trong 24h)aHdp

28 miéng din 10cm2; Miéng din hap thu
qua das-8X: LTS Lohmann Therapie-
Systeme AGDue

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

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

US § 246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)aPHAM

VI: US 6,884,434 Bl Dang bio che miéng dén qua
da bao gom mét co chir vin D2 dé chita benh
parkinson v phong phap 1§ thuyet san xuit

EP 1033978 Bl

US 8 246 979 B2 H¢ thing gii phong thude qua da
00 chifa rotigotine '

US 8 617591 B2 Hé thong gidi phong thude qua da
00 chira rotlgotmm](hung dénh gid do cong iy

cung cap qua nhiéu patent trong khi khong din chiéy
diém yéu clu bao h{ xéc lip pham vi bao hd cha hoat
chat, duroc phém, ché pham hoje dang bio ché theo
quy dinh. Neodi ra, cong ty cling khong cung ¢dp
théng tin v¢ duge phim, ché phim hofc dang bio ché
cua sin phim Neupro dé dg')i chiéu voi thong tin
tuong g néu trong yéu cau bao h{ cua cic patent.
Két un; Khéng dip (mg quy dinh € patent cdp cho
oat chit, durge pham, ché phim hoje dang bio ché.

CHU SO HUU SP: abbott Iaboratories
GmbHaCHU/CHUYEN NHUGNG PATENT:US 6,884,434
BI (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B1 (LTS Lohmann Therapie-Systerme AG)
US 8246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

> Dé nghi b sung thng tin san pham dé danh gia patent
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Tén thude - SDK

Hoat chit - Him lrong - Quv cich  Patent - Chil s i - Pham vi bao hi

Quyén 56 hiru, chuyén giao patent

80T T
4.

9

Neupro
SDK:VN2-358-15

Rotigotine 13,5 mg/30cm2; (zii phong

6mg Rotigoting trong 24h)-13,5 gm/20cm2;

(giai phéng ﬁmg Rutlgotme trong
24hyaHgp 28 micng din 30cm?; Miéng
din hap thu qua das-5X: LTS Lohmann
Therapie-Systeme AGDnic

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

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

US § 246 979 B2 (UCB Pharma GmbH)

US 8617591 B2 (UCB Pharma GrabHWPHAM

VI: US 6,884,434 Bl Dang bio che miéng dén qua
da bao gom mét co chir vin D2 dé chita benh
parkinson v phong phap § thuyet san xuit

EP 1033978 Bl

US 8 246 979 B2 H thng giai phong thude qua da
o0 chirotigotine '

US 8 617591 B2 He thong gii phong thudc qua da
o0 chira rotlgotmm](hong dénh gid do cong iy

cung cap qua nhiéu patent trong khi khong din chiéy
diém yéu clu bao h xéc lip pham vi bao hd cha hoat
chat, dwe pham, ché pham hodc dang bio ché theo
quy dinh. Neodi ra, cong ty cling khong cung ¢dp
théng tin v¢ duge phim, ché phim hofc dang bio ché
cua sin phim Neupro dé dg')i chiéu voi thong tin
tuong (mg néu trong yéu cau bao hd cua cic patent.
Két un: Khéng dip (mg quy dinh vé patent cp cho
oat chit, durge pham, ché phim hojc dang béo ché.

CHU SO HOU SP: abbott Iaboratories
GmbHaCHU/CHUYEN NHUGNG PATENT:US 6,884,434
BI (LTS Lohmann Therapie-Systeme AG; Aderis
Pharmaceuticals)

EP 1033 978 B (LTS Lohmann Therapie-Systeme AG)
US 8246 979 B2 (UCB Pharma GmbH)

US 8 617591 B2 (UCB Pharma GmbH)

> Dé nghi b sung thng tin san pham dé danh gia patent

Tén doanh nghiép dé nghi cong bo:VPDD AbbVie BioPHARMACEUTICALS GMBH Thuy S tai Ha Noi

B, CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thuc: 4).

X -
9.1 Bo sung tai liéu vé vi

LT

¢ chuyén nhwong Patent: Bd sung thong tin lién quan dén san pham (Tong s6: 3
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu s hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

SOT Tén thube - SDK
!

. Lucrin PDS Depot
11.25mg
SDK:VN-20638-17

Leuprorelin acetate-11.25mgaHp 1 xy
lanh hai ngin chira bt pha tiém va dung
mai, Bt pha hdn dich tiéma-SX; Takeda
Phammaceutical Company Ltd; Bong gbi:
AbbVie Deutschland GmbH & Co. KG;
Xuit xuomg: AbbVie Logistics B.V-
Netherlands; Nude SX:Japan

PATENT: GB 1434694 (Takeda Chemical Industries
Lid); US 4008209; DE 2446003, SE
420717aPHAM VI: GB: Biém yéu cdu bao hg
SaBiém 5 yéu cu bio hj cla patent GB 1434694
xdc 1gp pham vi bao h{ cho hoat chét Leuprolide.

th luan: ép img quy dinh vé patent cip cho hoat
chat.

CHU SO HOU SP: Takeda Pharmaceutical Company Ltd
SDK mdi: Abbvie BioPharmaceuticals
GmbHaCHU/CHUYEN NHUONG PATENT: , Takeda
Chemical Industries Lid

2.Cang ty cung cap tai ligu chimg minh Takeda Chernical
Industries Ltd 14 tén trudc déy cia Takeda Pharmaceutical
Company Ltd

04/10/2017: Thude cip lai S0 ding ky

SBK cii: Co s dong gbi: Abbott Laborataries S.A, dia chi:
Avenida de burgos, 91 28050 madrid spain

dang bao che: hon dich pha tiém

SDK méi: Déng goi: AbbVie Deutschland GmbH & Co. KG,
dia chi; Knolltrasse, 67061 Ludwigshafen, Germany; Xuit
xuong: AbbVie Logistics B.V, dia chi: Zuiderzeelaan 53, 8017
IV Zwolle, Netherlands

dang bao ché: bt pha hon dich tiém

pé nghl g trinh, cung cp t4i liéu vé thude duge san wuit theo
ity quyn ciia chi 5o hi san pham, chi sé hiru patent

2 . Luerin FDS Depot
375mg
SDK:VN-20639-17

Leuprorelin acetate-3,75mgaHgp | xy
[anh hai ngn chira bt pha tiém v dung
ma, Bt pha hon dich tiéme-SX: Takeda
Pharmeceutical Company Lid; Bang goi:
AbbVie Deutschland GmbH & Co. KG;
Xuat xirgng: AbbVie Logistics B.V-
Netherlands; Nute SX:Japan

PATENT: GB 1434694 (Takeda Chemical Industries
Lid); US 4008209; DE 2446005, SE ‘
4207174PHAM VI: GB: Biém yéu ciu bao h
SaDiém $ yéu cau bdo hd cla patent GB 1434694
dc 1gp pham vi bio hd cho hogt chét Leuprolide.

Két luan: Dip tmg quy dinh vé patent cdp cho hoat
chat

CHU SO HUU SP: Takeda Pharmaceutical Company Ltd
SDK méi: Abbvie BioPharmaceuticals
GmbHaCHU/CHUYEN NHUQNG PATENT: |, Takeda
Chemical Industries Ltd

2.Cong ty cung cap tai ligu chimg minh Takeda Chemical
Industries Ltd 14 tén truoc déy cia Takeda Pharmaceutical
Company Ltd

04/10/2017: Thude cap lai S0 ding ky

SBK cit: Cor s ddng goi: Abbott Laboratories S.A, dia chi:
Avenida de burgos, 91 28030 madrid spain

dang bao ché: hdn dich pha tiém

SDK mdi: Ding gdi: AbbVie Deutschland GmbH & Co. KG,
dia chi: Knollstrasse, 67061 Ludwigshafen, Germany; Xuét
xudng: AbbVie Loistics B.V, dia chi: Zuiderzcelaan 33, 8017
JV Zwolle, Netherlands

dang bio ché: bt pha hn dich tiém 1
Dé nghj giai trinh, cung cap tai liu v& thude dwpe sin xuit theo
1y quyén ciia chi s6 hiru san pham, chi s6 hiru patent
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0T Ténthubc-SPK  Hoat cht - Him lrong - Quv cich  Patent - Chil s i - Pham vi bio hi

Quyén 56 hiru, chuyén giao patent

3, Sevorane Sevofluran-100% vivaHap 1 o 250ml; PATENT: US 3689571 (Baxtcr Laboratories
SDK:VN-20637-17  Dungdich hita-SX: Abbvie S.xltalia Inc,)APHAM VI: US3689571: Fluorina ether
(dlcm yeu cdu béo hg 1, Hoat chat Sevoflurane - Tra
clru Merck Index)#iém 1 yéu cau bio hf cia
patent US 3689571 xdc Iap pham vi béo hd cho hoat
chit Sevofluranc. Két lue: Dép tmg quy dinh vé
patent cip cho hoat chit,

CHU SO HUU SP: SBK ci: Abbott Laboratorics Lid

SDK mdi: Abbvie BioPharmaceuticals
GthmCHU.’CHUYEN NHUGING PATENT: 1, Baxter
chuyén nhugng quyen 0 hiru Patent cho Marushi

2, Marushi chuyén nhuong quyen s3 hitu Patent cho Abbot
3. Phén quyét ctia téa dn My vé viéc Sevorane cia Abbott i
biét duge goc con Sevoflurane cia Baxter 13 thudc genenc
4 Giai trinh méi lién h¢ giiza Aesica Queenborough Ltd v
Abbott Laboratories Ltd.

GT:

- Cong ty cung cp ti ligu chimg minh trude day Abbott
Laboratories Lid. L4 chi s hiru sén pham va |3 nha sin xuit
san pham. Sau o, FDA c6 vin ban dong y doi tén nah méy tir
Abbatt Laboratories Ltd, thanh Aesica Ouocnborough Ltd.

Cong ty cung cap vin ban thoa thudn gifra Abbott Laboratories
Ltd. vl Aesica Queenborough Ltd, trong d6 quy dinh Acsica
Quccnhurough Ltd. Thye hién san xuit san pham theo ding céc
quy trinh va tiéy chun chat luong do Abbott Laboratories Ltd.
ditra
04/10/2017: Thude cap lai S6 ding ky
SPK ciithay doi vé nsx so vdi SPK moi:

SBK i tén nsx: Aesica Queenborough Limited, dia chi nha
s Xt North Road, Queenborough, Kent, MEL| SEL, UK,
made sén xuit: Viromg Qudc Anh

SPK mot: tén ns: AbbVie S.., dia chi nhd sin xut: SR. 148
Pontina km 52, SNC- Campoverde Di Aprilia 04011 (LT),
e sén xuit: Italia ‘ o )

pé nghi gidi trinh, cung cap thi ligu vé thude duge san xudt theo
1y quyén ciia chil s6 hitu san pham, chi s6 hiru patent

9. Di cong bo BDG, Thay doi SPK (NSX khong thude ICH), chura dong y cong bo (Tong so: 1)
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Tén thude - SDK

'l-lngt chit - Him lrong - Quv cich  Patent - Chu s hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

$1 1o
1.

Chirocaine
SDK:VN-20363-17

Levabupivacaine-Mai 10ml dung dich
chira; Levobupivacaine (dudi dang
Levobupivacaine Hydrochloridz)
SmeaHdp 10 dng x 10 ml dung dich tiém
#-8X: Co s san xuat: Cunda AS, Cosd
dong gi; Abbvie §.R.L-ltaly; Nude SX:Na
Uy

PATENT: GB 1180712 (Chiroscienece Limited) -
Khéng nim trong danh sich 14 co quan SHTT durge
cdng nhéin APHAM VI GB: Levobupivacain i
dong phin quang hoc clia bubivacain

US, EP: Quy trinh sin xudt Levobubivacain

3/1: Cong ty cung cip WO9628426aBiém 1 yéu
cdu bio h{ cia patent GBI180712 xdc lip pham vi
hao hg cho hoat chét dang phén quay trai cia
blywacamc, tire 13 chobupwacamc :

Ket luén: Dép mg quy dinh v& patent cap cho hoat
chit

CHU SO HUU $P: SBK ci: chi ¢ i sén phém tzi Viét Nam
(Abbott Laboratories, M)") cung‘dia chi Abbott Internatinal,
Ltd, Mj- dirge chuyén giao quyén s hiru patent
SDK VN-20363-17 (SDK mi): Chi s i sin phan: Abbvie
lnmCHU/CHUYEN NHUGNG PATENT:. Chiroscienece
4 chuyén nhugng cho Abbott Internatinal, Ltd, My duge phép
sir dung patent cla hoat chét Levobupivacaine ciing dia chi chi
0 hqu sdn pham tai Vigt Nm (Abbott L‘abur'ﬂtones) )
2, B¢ nghi giéi trinh, cung cap ti lig ve thudc duge sin xuat
theo ity quyen ciia chi sé hiru sin phim

3/1: Cong ty cung cép tai ligu thoa thudn vé chit hagng gitia
Nycomed Pharma A.S va Abbatt Laboratories va cam ket
Abbott Laboratories sin xuat san pham theo quy trinh va tiéu
chuin cia Abbot
2700612017: * Thuoc cip ai So ding ky, khong thay doi cdc
théng tin khac (vé hoat chét, nang di-ham hrgng, dang béo ché,
nhd sdn xuat) 50 V0i So dang ky o (VN-12139-11 - d duge
cong b6 bit gt goc Dot 7)
SK VN-20363-17 (DK mi): Chi s hiru san phim: Abbvic
Inc
Corsi san xut khong g thuge ICH hofc U,
be ng}u gidi tinh, cung cap fai ligu v thude duge sin xust,
d6ng g6i theo iy quyen cia chi sorhiru sin pham, chi s hiru
patent

10 Tén doanh nghiép dé nghi cong bo: VPDD Glaxosmithkline Pte Ltd tai Tp. HCM

B. CAC HO SODA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thudc: 2)
10.1 B sung tii liéu v viéc chuyén nhwgng Patent; B6 sung thong tin lién quan dén san phim (Tong sb: 1)
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Quyén 56 hiru, chuyén giao patent

SOT Ténthube-SPK  Hoat chlt - Hamlwong - Quv cich Patent - Chil si hiru - Pham vi bio hi
!

. Duodart Dutasteride 0, Smg; Tamsulosin HC| 04mg- ~ PATENT: 5,565,467 (Glaxo Wellcome
SDK:VN2.525.16  O.3mg*0dmeatap | lo 30 vién; Vién Inc)APHAM V1: androstenone
nang cima-SX: Catalent Germany derivativea"Biém 5 yéu ciu bio hj cila patent

Schomdoft; NSX san ph5m trung gian 5565467 xdc 14 T 4
e R LK 3p pham vi bio h{ cho durge phim
m‘;“géd;g‘;ﬁ%iﬂ;ﬁ:ﬁ&&m chia Dutasteride va Tamsulosin Ket luin: Dép img
HCl: ‘RoncndorfPham GbH-Bic: Nute qg[ qim v¢ patent cp cho t6 hop hoic hon hop hoat
chat.

SX:Bic

CHU SO HOU SP: GlaxoSmithKline

Pte. LtdaCHU/CHUYEN NHUGNG PATENT: 1.

31/0312001; Glaxo Wellcome Inc. sit nhip cing SmithKline
Beecham Corporation ‘
2.27.10.2009: SmithKline Beecham Corporation doi tén thinh
GlaxoSmithKling LLC

3. GlaxoSmithKline LLC 14 Cong ty thuge tap dodn
(laxoSmithKline Group

4, GlaxoSmithKline Group cho phép Catalent Pharma Solutions
GribH quyén duoe san xuat sin pham chita Dutasteride 0,5mg;
Tamsulosin HCI 0,4mg,

5. Cng ty Catalent Pharma Solutions GrbH ¢6 100% ¢6 phén
ctia cc Cong ty Catalent Germany Schorndorf GmbH (NSX);
Catalent France Beinhcim SA (NSX trung gian Dutasteride).
e nghi cung cap tai ligu b sung cha sohir patent ty quyén
san xuét cho Céng ty Rottendorf Pharma GmbH (NSX trung
gian Tamsulosin HCI).

10.2Di cong bo BDG, Thay doi SDK (NSX khong thude ICH), chua dong ¥ cong b6 (Tong sb: 1)
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$6T ‘Tén thude - SDK 'l-lngt chit - Him lwomg - Quv cich  Patent - Chi si hiru - Pham yi bio b Quyén 56 hiru, chuyén giao patent
1. Calcium Sandoz  Cac g tang oo Cale cabona— PATENT: US 867977 (Sandoz LIGIAPHAM VI CHU SG HOU SP: Novartis AGACHUICHUYEN
500mg 300mg v Caleilacat ghuconat 2940mg-  Mui calcium (Diém yéu ciubio hj 1, 2,4 Hinhgp  NHUGNG PATENT:1. Sandoz Ltd (Chua c6 ti liu vé viée
SDK:VN-20168-16  30me * 2940meatdp | tujp x20view: i Calgium carbonat, Calcium lactat chuyén nhugng Patent gitia Sandoz Ltd v Novartis AG -> De

Vién nén sui bota-SX: Novartis Pharma
(Pskistan) LinitedPakistan

gluconat)aBiém 2 yéu clu bio b ciia patent US
4867977 xac lap phamn vi bao hd cho duge phiam
chira hén hqp gom calcium carbonate, calcium lactate
gluconale v axit hitu co polyearboxylic khong thom
(bao gdm acid citric), trong d6 ty I¢ calcium lactate
gluconate:calcium carbonate nim trong khodng of
35:1 dén il ty 6 calcium carbonate:acid citric ném
trong khong tir 13 dén 1:6. San phim Calcium
Sandoz 500mg chita 2940mg caleium lactate
gluconate, 300mg calcium carbonate, 1650mg acid
cifric. Ty I§ nay nam trong khoang ty 1¢ néu trén. Do
da, diém2 yéu cau bio h{ clia a patent US 4867977
xdc 14p pham vi bao h{ cho hon hgp hoat chai ¢0 mét
frong san phim Calcium Sandoz SOOmg cdsb dang
ky VN-10445-10. Két lun: Dip & iimg quy dinh vé
patent cip cho hon hop 2 hoat chét calcium carbonate
v caleium lactate gluconate.

11 Tén doanh nghiép dé nghi cong bo:VPDD Hoffmann - La Roche Ltd.

nghj Céng ty bo sung)

2. Gia trinh mo lién hé giira nhd sin xudt Novartis Pharna
(Pakistan) Limited va chil s hitu (Novartis AG)

GT:

- Céng ty cung c4p Chimg thur xéc nhan viéc Sandoz AG (Cang
ty Sandoz AG déng ky hoat dong & Basel voi 3 tén: Sandoz AG,
Sandoz SA, Sandoz Ltd - theo giay phép kinh doanh cta
Sandoz AG) vi Ciba-grey AG (tén trwdc déy 14 Geigy Chemical
Corporation - theo chimg nhdn cia Phdng Thuong mai M§)
cing sép nhip vio Novartis AG cua Phang Cong chitmg Basel,
Thuy S5, trong dG c6 ghi 13 tit ¢ cdc tii san v trich nhi¢m
phap 1§ ciia 2 Cong ty Sandoz AG v Cibe-grey AG déu tro
thanh ctia Novartyls AG(12/1996)

- Céng ty cung cap Béo cio hoat ding cia Novartis AG nim
2011 trong d6 Novartis AG 14 cong ty me s6 hinu 100% von
cdng ty Novartis Pharma Services AG va Novartis Pharma
(Pakistan) Limited 3 cong ty sin xuilt thudc Novartis AG
141062017: * Thude cap lai So ding kj, khong thay dbi cic
thong tin kha (vé hoat chdf, nang dg-ham qung. ha sin xuf)
50 v0i So ding ky cil (VN-10445 -10 ¢4 duege cong bé bid
duoe goc Dot 3). DK cfi c6 dang bio ché: vién sii bot, SDK
i ¢6 dang bio ché: vién nén si bot. Nhd sin xuit khong
thuge ICH hoe Ut

B. CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thude: 3)
111 Bé sung tai liéu vé vide chuyén nhwong Patent; Bi sung thong tin lién quan dén san ghém (Tf)ng 56 1)
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SL Tén thube - SDK 'l-lngt chft - Him lwomg - Quv cich ~ Patent - Chi si hiru - Pham yi bio b Quyén 56 hiru, chuyén giao patent
1, Cellcept Mycophenolate mofetl-S00mgaHip Svi  PATENT: EP 0281713B1 (Syntex (US.A) CHU SO HUU SP: S hitu: F. Hoffomann La Roche Ltd,
SDK:VN-20763-17 10 vién; Vién nén bao phima-$X; Inc.)#aPHAM VI: §/3: Cong ty gidi trinh Patent P~ Switzerland ACHU/CHUYEN NHUGQNG PATENT:L.

Roche Farma S.A.; Cor s dong g6i v xudt
xudng: F.Hofmann-La Roche Ltd-Thuy 8i;

Nuge SX:Tay Ban Nha

11.2 Khong dap img quy dinh (Tong so: 2)

(28171381 "Mumhulmocthyl oster cda acid
mycophenolic vi dan xuat, quié trinh diéu ché va si
dung trong ¢hié pham" (Biém yéu ciu bio h9 2; Hoat
chit Mycophenolate mofetil)aDiém 2 yéu ciu bio

1 cia patent EP 028171381 xéc L3p pham vi bo h§
cho hoat chit Mycophenolate mofetil. Keét lun:

Bép g quy dinh v& patent c3p cho hoat chit

Syntex Corp.da sap nhip vao F. Hoffmann-La Roche Ltd tir
nim 994

2.Bé nghi Cang ty gii trinh vé viée Rache S, p.Asan ut theo
Ty quyen v ticu chuqn ctia F. Hoffmann-La Roche Ltd

17/4; Cﬁng ty cung cép tdi ligu x&c nhdn Roche S.p.A 12 nha sin
xuat san phim cho ofng ty mg F. Hoffimann - La Roche Lid.
247102017 Thuoc ciplai ) dang Ky, khang thay doi cic
thong tin khéc (vé hoat chat, nong do-him leong, dang bio ché,
nhd san xuat) 50 VO So dang ky cii (VN-11029-10 - dd duge
cOng bd biét dirge goc Bot 5)

Thay dbi nha san xuit (nhd san xudt méi thude [CH)

Nhé sin xuat mdi; Roche Farma S.A.

>Dénghi glal trinh, cung ciptii liéu vé thude duge sin xult
theo iy quyen cia chi 53 hiu sin pham.

Levodopa, Benscrazide-
200mg;50mgaChai 100 vién; Chai 30
vién; Vién néna-SX: Roche S.p.A; Co so
dong goi: F. Hoffinann-La Roche-
Switzerland; Nide SX:Italy

1. Madopar
SDK:VN-16259-13

PATENT: US 4,424,235 (Hoffmann - La Roche
Inc.) APHAM V1: Cong thirc kiém soét giai phong
Levudopa v chit frc ché decarboxylate -> Gl trinh
Lim 13 pham vi bao b 14 10 hop 2 hoat chét

26/11: Céng ty b sung Patent US 3557292
(Hoffmann - La Roche Inc}nhf)lém2 cia patent
US4424235 xdc 1ép pham vi bia hj cho durge pham
giai phong ¢6 kiém sodt chira 1evudopa va muo
hydroclorua cua Benscrazit cing té dugc dé gidi
phang c6 kiém sodt. Tuy nhién, patent ndy khong xdc
Izp pham vi béo hd cho hin hop (t hop) chira
Levodopa va Benserazide

Ket huan: Khéng dép tmg quy dinh vé patent cip cho
hén hop haat chit.

171: Che diém -5, 7-8 yeu chu bio hg cla  patent
US 3557292 xée ap pham vi bio hd cho ché phim
diéu irj bénh Parkinson chira Levodopa va
Benserazide véi ry 16 0.5-3 phin Benserazide/] phin
Levodopa. Ty Ié néy khong bao gomty 1¢
Benwemdcl’Levodopa trong san phim Madopar chifa
200mg Levodopa va S0mg Benserazide (ty ¢
Benscrazide/Levodopa =1/4).

Ket ludn: Khong dap mg quy dinhvé patent cdp cho
16 hop (hGn hop) cac hoat chat.

CHUSO HUU SP: F. Hoffimann - La Roche
Ltd aCHU/CHUYEN NHUQNG PATENT:F. Hoffmann -
La Roche Ltd,
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu 83 hiru - Pham vi bao h§

Quyén 56 hiru, chuyén giao patent

SOT Tén thube - SDK
2

. Perjeta
420MG/14ML
SDK:QLSP-HO2-
1040-17

Pertuzumab-420mg/14miaDung dich
dm dic d¢ pha fiém truyén, Hop | loa-
5X: Nha san xuat: Roche Diagnostics
GmbH, Co 50 dang gi: F Hoffman-La
Roche Ltd., Switzerland; Nude SX:Bric

PATENT: EP | 189 641 B1 (Genentech,
Inc.)aPHAM VI: Humanized ANTI-ErbB2
Antibodies and treatment with ANTI-ErbB2
Antibodieskhdng dinh gid do cdng ty khing

cung cap trinh tir clia amino acid cua hoat chat
Pertuzumab dé déi chicu véi trinh tir amino acid néu
trong patent EP 1 189 641 B,

Két lugn: Khng dap i (mg quy dinh vé patent cip cho
hog chit hoc dut pham, ché pham hodc dang bio

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

CHU SO HOU SP: F Hoffiran-La Roche

Ltd aCHU/CHUYEN NHUQNG PATENT:EP 1 189 641 B1
(Genentech, Inc.)

Thur xéc nhdn Genentech, Inc, 13 cdng ty con cia tp dodn
Roche Group, 100% cd phan clia Genentech. Inc thuge quyen
56 hiru cia Roche Group.

pé nghl cung cap tai ligu nhi sin it duor chis s hitu patent
{ty quyén d san xuit va cung cap téi liéu lién quan dén thing
fin san pham d¢ danh gia patent,

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

12.1B6 sung thong tin lién quan dén sin pham. chua don

i cong bo (Tong s6: 2

1 . Ribomustin
SHK:VN2-569-17

Bendamustin 25mg (tuong dwong 22, Tmg
Bendamustin)-25mgaHop 1 1o; Bot pha
dung dich dm dic dé pha dung dich truyén
finh macha-SX: Oncotec Pharma
Produktion GmbH (Corscrdin nbin, dong
goi thir czlp i xuit xudmg; Janssen
Pharmaceutica NV-Belgium); Nude SX:Buc

PATENT: US 8,461, 350 B2 (subject to a terminal
disclaimer)aPHAM VI: bendamustine
pharmaceutical compositionsa"Cac diém | v 7
yéu cau bdo hd cia Patent US 8,461,350 B2 xéc lap
pham vi bdo h{ cho duge phém chira bendamustin
hodc bendamustin hydrochlorid, mannitol, mide, va
dung mdi 14 ethanol, n-propanol, n-butanol,
isopropanol, methanol, ethyl acetate, dimethyl
carbonate, acetonitrile, dichloromethane, methyl
cthyl ketone, methyl isobutyl ketone, acetone, 1-
pentanol, methyl acetate, carbon tetrachloride,
dimethyl sulfoxide, hexafluoroacetone,
chlorobutanol, dimethyl sulfone, acid acetic,
cyclohexane, hode td hop cia ching va duge phﬁm
dng khd duoe tao ra ti durge pham ndy. Do cdng ty
Khong cung cip lhong tin v¢ thinh phan clia san
phém Riborustin nén khdng ¢ cin cir dé dénh gia
patent US 8,461,330 B2 6 xic [3p pham vi bio hg
cho san pham Ribormustin bay khong Ket luin:
Khéng dap tmg quy dinh vé patent cép cho dang bio
ché thudc tiém truyen."

CHU SO HUU SP: Janssen Cilag Ltd#CHU/CHUYEN
NHUQNG PATENT:1. Cephalon, Inc,, Frazer, PA (US)
2Thu tir Cephalon. Inc chig nhén Cephalon chuyén gizo
quyén si dung patent USSN 60/644,334 cho Astellas Pharma
GmbH -> dé nghi gii trinh mi quan hé gifta Asllas Pharma
GrmbH vi Cephalon. Inc., Frazer, PA (US) lién quan dén patent
US8461,350 B2

3, Thurttr Astellas Pharma GmbH chimg nhin Astellas Pharma
GmbH cho phép Oncotec Pharma Produktion GmbH sit dung
patent US 8,461,350 B2 d¢ sin xuat thudc Ribomustin, Janssen
Pharmaceutica NV sir dung patent US 8,461,350 B2 dé dng
201, Janssen-Cilag Ltd. tai Thii Lan duoc ding ky, chiu trich
nhigm thudc Ribomustin tai Vit Nam.

> B¢ nghi b0 sung théng tin san pham d¢ dinh gié patent
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$0T Tén thube - SPK 'l-lngt chét - Him lwomg - Quv cich  Patent - Chi si hiru - Pham i bio b Quyén 56 hiru, chuyén giao patent
1 . Ribomustin Bendamustin 50mg (omg dwong 90.8mg  PATENT: US 8,461, 350 B2 {subject to a terminal CHU SG HOU SP: Janssen Cilag LdaCHU/CHUYEN
SDK:VN2-570-17  Bendamustin)-S0mgatp 1lo: Batpha  disclaimeryAPHAM VI: bendamustine NHUQNG PATENT:1. Cephalon. Inc., Frazer, PA (US)

dung dich ddm dc dé pha dung dich truyen
finh macha-SX: Oncotec Pharma
Pmdukut-n GanbH (Cos s& din nhan, ddng
201 thir LEI}'J vi vl xuomg; Janssen
Phanmaceutica NV-Belgium), Nuwdc SX:Dirc

12.2 Thute Motillium-M (Tong sb: 1)

phamaceutical compositionsa”Céc diém | va 7

yéu ciu bao h{ clia Patent US 8,461,350 B2 xic lip
pham vi bio h cho duge phim chita bendamustin
hoéc bendamustin hydrochlorid, mannitol, mrac, va
dung mdi 14 ethanol, n-propanol, n-butanol,
isopropanol, methanol, ethyl acetate, dimethyl
carbonate, acetonitrile, dichloromethane, methyl
ethyl ketone, methyl isobutyl ketone, acetone, |-
pentanol, methyl acetate, carbon tetrachloride,
dimethyl sulfoxide, hexafluoroacetone,
chlarabutanol, dimethyl sulfone, acid acetic,
cyclohexane, hode t hop cua ching vé duge phz;m
dng kh duee tao ra ti duqc phim dy. Do cong ty
khiing cung cip thing tin v¢ thanh phén ciia sin
pham Ribormustin nén khong 6 ¢in cif dé dénh gid
patent US 8,461,350 B2 cd xic Lap pham vi bao ho
cho sn phém Ribormustin hay khéng, Keét lun:
Khong dap (mg quy dinh vé patent cép cho dang bio
ché thudc tiém truyén."

2.Thur tir Cephalon, Inc chimg nhén Cephalon chuyén giao
quyén sir dung patent USSN 60/644,354 cho Astellas Pharma
GmbH -> dé nghi gii trinh mdi quan hé giia Asllas Pharma
GumbH vi Cephalon. Inc., Frazer, PA (US) lién quan dén patent
US 8461,350 B2

3, Thur tir Astellas Pharma GmbH chimg nhan Astellas Pharma
GmbH cho phép Oncotec Pharma Produktion GmbH st dung
patent US 8,461,350 B2 dé sin xut thude Ribormustin, Janssen
Pharmaceutica NV sir dyng patent US 8461 350 B2 dé déng
201, Janssen-Cilag Ltd. tai Théi Lan dugc ding ky, chiu trich
nhi¢m thuoc Ribomustin tai Viet Nam.

> B nghi b sung thng tin san pham dé danh gia patent

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

Domperidone (dwdi dang Domperidone

mizleat)- OmgaHap 3 vi x 10 vién; Vién
nén bao phima-SX: (Co s nhin gia
cdng): Cdng ty C phan Durge phim
OPVViét Nam

PATENT: US 4,066,772 (Janssen Pharmaceutica
N.V)APHAM VI: Hoat chit 1,3-dihydro-1-[3-(1-
plpendmyl)-propyl}] 2H-benzimidazol-2-one (tiém
ycu ¢au bio hd 2, Hoat chit Dompcndonc}tchm

2 yéu cau bio h cla patent US 4066772 xdc ip
pham vi biio  cho hoat chit dﬂmpendone

Ket luén; Bap img quy dinh vé patent cap cho hogt
chit

CHU SG HUU SP: Céng ty C4 phin Drge pham OPV sin xudt
theo hop déng cho Janssen Cilag Ltd. theo nhugng quyén ciia
Janssen Pharmaceutica N.V. )*CHUICHUYEN NHUQNG
PATENT; Chi 50 hiru Patent chuyén quyén so hitu cho Janssen
Cilag Ltd.

08/08/2017: * Thuoc cap lai Su ding ky, khong thay ddi cic
thong tin khic (& hoat chal nong d6-ham hugng, dang bdo ché)
50 v0i So dting ky cii (VN-14215-11 - d duge cong bo biét
duge goc Dot 1) ’

¥ Thuoc SDK cli VN- 14215 11 - d duge edng bo biét duge
gl Bt 1 duge sin xudt b OLIC (Thailand)Lid.

* Thudc SDK méi GC- 275-17 drge gza cOng tai Vit Nam dudi
hmh thife thudc sin xut gia cdng todn b quy trinh vés nh san
xual

Dé nghi Cong ty chimg minh, gidi trinh vé hop dong chuyen
giao cdng nghé tr chi s¢ hivu san phamfnha may sin xual
{thugc [CH} chimg munh ticu chuan chit lugmg cua thuuc san
xudt tai Viét Nam khong thay doi so véi i thube san xudt tai nude
thude ICH.
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Quyén 56 hiru, chuyén giao patent

13 Tén doanh nghiép d& nghi cong bo:VPDD Menarini (Singapore) Pte. LTD. tai Ha Noi

B.CAC HO SO'DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong 50 thude: ).

13.1 B0 sung i liéu vé viéc chuyén nhirgng Patent; Bd sung thong tin lién quan dén san pham (Tong so: 3)

1 . Ranexicor Ranolazin-500mentigp 2 vix 15 vién, PATENT: EP 0 126 449 B1 (Syntex (USA)
SDK:VN2407-15  Hop3vix20vién Hp Svix20vién;  INC.wPHAM VI: Cardioselective aryloxy- and
Vién nén gidi phong kéo diia-SX. arylthio-hydroxypropy! piperazinyl acetanilides

Menarini-Von Heyden GmbliDie which affects calcium entrya"Biém 7 yéu cau bio

1 cua patent EP 0126 449 BI xéc lédp pham vi bio
h{ cho hogt chét Ranolazin Két lujn: Dap img quy
dinh v patent cap cho hoat chat."

CHU SO HOU SP: A. Menarini Singapore Pte.
LidaCHU/CHUYEN NHUQNG PATENT: 1. Béo cio kiém
foan dugc ky ngdy 25/0212009 cua Cong ty CV Tllerapeutlcs
Ine:(cd con dau chir ky con;, chimg & Singapore va hop phép
hda linh sy cia VN) de clp CV Therapeutics, Inc i mua
quyen sir dyng bang sng ché dé san xuit thude chira hoat chit
ranolazine (thudc Ranexa) ciia Roche Palo Alto LLC (tén cii i
Syntex (USA) INC).

2. Thir xée nhén (cd cong chimg tai Luxembourg va hop phép
hoa linh syr VN) cia Cong ty Gilead Palo Alta [n (tén i 13 CV
Therapeutics.) d3 giao quyen sir dyng bing séng ché dé sin xudt
thute chifa hogt chit ranolazing cho Céng ty Menarini
Intemational Operations Luxembourg S.A.

3. Cling ty Menarini International Operations Luxerbourg S.A
ity quyén cho Cong ty A. Menarini Singapore Pre. Ltd. (1a Cty
con ciia Menarini Luxembourg) dwgc quyn ding ky, phin
phoi, Quing cdo thue Ranexicor 3?5mg 500mmg, ?SOmg ,

> Dé nghi glal trinh, cung cp ti ligu vé thude durge sin xuit
theo ity quyén ciia chi s hitu sin phim.
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“Hoat cht - Him lromp - Quy cdch  Patent - Chil 56 hitu - Pham vi bio h§

Quvén s hiru, chuvén giao patent

SOT Tén thuf - SDK
.

Ranexicor
SDK:VN2-408-15

Ranolazin-750meaHdp 2 vi x 15 vién,

Vién nén giai phong keo daia-SX:
Menarini-Von Heyden GmbHBxc

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

PATENT: EP 0 126 449 B1 (Syntex (USA)
INC.)aPHAM VI: Cardioselective aryloxy- and
arylthio-hydroxypropyl piperaziny! acetanilides
which affects calcium entrya"Biém 7 yéu cau bao
1 cia patent EP 0 126 449 B xic lap pham vi bao
1 cho hoat chal Ranolazin. Ket ludn: Dap (mg quy
dinh v& patent cip cho hoat chit."

CHU SO HUU SP: A, Menarini Singapare Pre. “
LtdaCHU/CHUYEN NHUGQNG PATENT: . Bio cdo kiém
todn duge ky ngdy 25/02/2009 cia Cong ty CV Therapeutics.
In (¢6 con déu chir ky clng chimg ¢ Singapore v hop phip
hoa linh sy cuia VN) de cdp CV Therapeutics, Inc dd mua
quyén st dung bang sing ché dé san wuit thudc chira hoat chét
ranolazine (thude Ranexa) cia Roche Palo Alto LLC (tén cii i
Syntex (USA) INC).

3, Thirx& nhin (cd cong chimg tai Luxembourg va hop phép
hoéa lanh sy VN) clia Cong y Gilead Palo Alta Inc (tén cii i CY
Therapeutics.) d giao quyén sir dyng béng séng ché dé san xut
thue chifa hoat chit ranolazine cho (Céng ty Menarini
International Operations Luxembourg S.A.

4, Cong ty Menarini International Operations Luxembourg §.A
ly quyén cho Cong ty A. Menarini Singapore Pte. Ltd. (14 Cty
can ciia Menarini Luxembourg) duqe quyén ding ky, phin
phoi, quang céo thudc Ranexicor 375mg, S00mg, 750mg,
VPDD Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. tai T.P
HOM T
-> B¢ nghi gidi rinh, cung cp ti liéu ve thude dugr sin xuit
theo iy quyen cta chi so hitu san pham.

3 . Ranexicor

SPK:VN2-406-15  Hop 3 vix 20 vién, Hop 5 vix 20 vién;
Vién nén giai phong kéo daia-SX;
Menarini-Von Heyden GmbHBYe
A A i A A
13.2Dd cbng bo BDG, Thay doi SPK (NSX khong thuge IC

Ranolazin-375mpaHdp 2 vi x 15 vién,

PATENT: EP 0 126 49 B1 (Syntex (USA)
INC.)aPHAM VI: Cardioselective aryloxy- and
arylthio-hydroxypropy! piperazinyl acetanilides
which affects calcium entrya"Biém 7 yéu cau bao
1 cia patent EP 0 126 449 BI xéic lp pham vi bio
i cho hogt chit Ranolazin Két ludn: Dap (mg quy
dinh vé patent cap cho hoat chat”

chura don

CHU SO HUU SP: A. Menarini Singapore Pte.
LtdaCHU/CHUYEN NHUGNG PATENT: 1. Béo cio kiém
todn duge ky ngdy 25/02/2009 ciia Cong ty CV Therapculics
Inc (¢ con déu chir ky cong chimg ¢ Singapore va hop phap
hia linh sir oia VN) d cfp CV Therapeutics, [nc di mua
quyen sir dung bang sng ché dé san wut thudc chira hoat chét
ranolazine (thuoc Ranexa) cuia Roche Palo Alto LLC (tén cii la
Syntex (USA) INC).

2. Thir xéc nhan (¢d cong chimg tai Luxembourg va hop phép
hoa Linh sir VN) cia Cong ty Gilead Palo Alta Inc (tén ci 13 CV
Therapeutics.) d giao quyén sir dyng bing sing ché dé sin xut
thudi chira hoat chit ranolazine cho Céng ty Menarini
Intemational Operations Luxembourg S.A.

3, C('mg ty Menarini International Operations Luxembourg S.A
ity quyen cho Céng ty A. Menarini Singapore Pte. Ltd. (14 Cty
con cia Menarini Luxembourg) duge quyén déng ky, phin
phdi,  Quing co thude Ranexicor 375mg 00mg, 750mg, _

> D nghi gm trinh, cng cip tii ligu vé thude durge san xudt
theo y quyén ca chi so hiru san pham

oA A A A
cong bo (Tong so: 1
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Quyén 56 hiru, chuyén giao patent

SOT Ténthude-SPK  Hoat chit - Hamlwong - Quv cich  Patent - Chil si hiru - Pham vi bio hi
1.

Mestinon 5.C, Pyridostigtin Bromid 60mg-60mgaHp  PATENT: US 2,572,579 (Hoffinann-La Roche
SDK:VN-20356-17 1 lo 150 vién; Vién bao duonga-5X: Inc)APHAM V1: US: Biém yéu chu béo hg 2 hoat
Aupa Biopharm Co, Lid Taiwan chit Pyridostigmine BromideaBiém 2 yéu cau bio
h{ cha patent US 2372579 xc 1p pham vi bio h{
cho hoat chit Pyridostigmin Bromide. K¢t lugn:
Bip img quy dinh v¢ patent cép cho hoat chat.

CHU SO HOU SP: Valeant Pharmaceuticals
Benelux&Scandinavia BVACHU/CHUYEN NHUONG
PATENT: . Hoffimann-La Roche Inc

2.Congty gi trinh va cung cip tai liéu Hoffinann-La Roche
Inc 14 tén trude day clia ICN Pharmaceuticals Inc v sau do doi
#énthinh Valeant Pharmaceuticals Benelux&Scandinavia BV
3.pé nghz Cong ty gidi trinh v& viéo United Biomedical, Inc.,
Asia sin xuit theo ty quyen va tiéu chin cia Valeant
Pharmaceuticals Benelux&Scandinavia BY

2/5: Congty cung cap Hop déng sén xut gila Inovail Holdings
Pre. Ltd (sau dd dai tén thinh Invida Holdings Private Limited,
sau ndy thanh Invida Holdings Private Limited) vi United
Biomedical, Inc., Asia

Coing ty cung cép tai ligu vé viéc Valeant Pharmaceuticals
BeneluxdScandinavia BV sép nhip véo Asia Pacific
Pharmaceutical Holding Pre Ltd. San do Asia Pacific
Pharmaceutical Holding Pte Ltd ddi tén thanh Invida
Pharmaceutical Holding Pre Ltd va sau 6 thanh lnvida Group
Private Ltd

23062017: * Thuoc cip lai Su ding ky, khong thay dai cic
thong tin khac (vé hoat chat, nong do-ham hgng, nha san xuét)
% 61 86 ding ky ol (VN-5718-10)- da duge cding b bit dipe
ghe Dot)

Thay doi dang béa che SPK cil: vién nén, SDK moi: vién bao
dhrdmg, Nhd sin xuit khong thudc [CH

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

B.CAC HO SO DA XEM XET YEU CAU B0 SUNG, GIAI TRINH (Tong s6 thube: 1).
14.1 B4 sung thong tin lién quan dén sén pham, chira dong ¥ cdng bd (Tong sb: 1)
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SL Tén thube - SDK 'l-lngt chéit - Him lwomg - Quv cich  Patent - Chi si hiru - Pham vi bio b Quyén 56 hiru, chuyén giao patent
1., Erbitux Cewineb-SgmmiaThude tiémtmyén, — PATENT: EP 1687031 vi US 0177068A1 (Merck ~ CHU SG HUU SP: Merck KGaA#CHUICHUYEN
SDK:YNI-574-11  lo 20mla-SX: Merck KGaADirc Patent GmbH)APHAM VI: Pitu che dhrge phim NHUGQING PATENT-CG tai liéu xdc nhin Merck Patent GmbH

chita khing thé chong lai cic thy thé EGF -> Giai
frinh im r3 pham vi béo h{ trong Patent 1 hogt chit
Cetuximab
I Cong ty gidi trinh do Cetuximab i m{t khéng
thé nén hién khing c6 Patent bao h cho hoat chit
may.

- Patent d np bao b cho ché phim & dang dung
dich nude chita khdng g thé

- Thude Erbitux duge  1p ding ky lin diu theo dang
bao mft dir ligu vdi day du Ho 50 1am sing vé d
duroe cap 80 luu hanh lan déu cho thudc mi
07/06/2017: Cang ty ba sung patent EP 1687031 va
USOL77068A1 (Merck Patent GmbH), klnng dinh 2
patent dép img pham vi bao h{ 1 dang bdo ché (ché
pham ¢ dang dung dich nudc chira khing thé EGFR -
Cetuximab)aY kién SHTT: S0 patent US
OL77068A! 14 khdng chinh xc.Cic diém2va 3
yéu chu bio hd cia patent EP 1687031 BI xic lip
pham bio hg cho ché phém dang nudc chira
Cetuximab, chal dém, chat hoat dgng bé méi v natri
chlorid lam chit gay dang trwong. Do cdng ty khong
cung cip rhong tin vé thanh phan clla sin pham
Erbifux nén khong cd cin ctr dé dénh gi4 patent EP
1687031 B1 cd xéc 1ap pham vi bio b cho sin pham
Erbitux hay khdng. Ket lugn: Khong dap img quy
dinh v patent cip cho dang bio ché thude tiém
truyén,

14 cong ty thanh vién ciia Merck KGaA

17/5: Cng ty gidi trinh Patent EP 1687031 va US 0177063A1
¢6 pham vi bio ho 14 dang béo che dang tiém truyén cho hoat
chit Cetuximab

> Dé nghi b sung thng tin san pham dé danh gid patent.

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

B. CAC HO S0 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thude: 6).

15.1 B sung thing tin lién quan dén sin pham, chwa dong y cong bo (Tong sb: 2
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Quyén 56 hiru, chuyén giao patent

SOT Ténthube-SPK  Hoat chit - Hamlwong - Quv cich Patent - Chil si hiru - Pham vi bio hi
1.

Norspan 10 mcg/h  Buprenorphin |Ong-10mgaHp 2 gdix |
SDK:VN2-413-15  micng dan; Ming dan trj liéu qua das-
SX: LTS Lohmann Therapie-Systeme
AGBée

PATENT: US 5,240,711 (LTS Lohmann Therapic-
Systemme GinbH & Co. KGWPHAM VI: hé tri ligu
qua da chita hoat chit buprenorphinea"Patent US
5,240,711 xéc lap pham vi bao h cho hé trj ligu qua
da ¢ sir dung buprenorphin qua da chita lop dd
khong thém hogt chit, Iop chi chit bém dinh p hop
vitlly ¥ chia 16p béo v§ c6 thé boe ra dwge, lép
chia chit bam dinh 4p hop chira 20 den 90% chat
én polyme, 0,1 dén 30% chit lam mém, 0,1 dén
2% bazo buprenorphm hode mudi duge dung ciia n6
vil)] dén 30% dung méi cho buprcnmphm hodc
mum ciiand. Do congty khong cung cap thing tin
vé thanh phin va céu trkc cta san pham Norspan nén
khong ¢d cin cir e danh gia patent US 5,240,711 cd
xdc lap pham vi bio h{ cho sin phém Norsgan hay
Khing, Két huin: Khéng dip img quy dinh v¢ patent
cdp cho dang bio ché dang thude dan qua da"

CHU SO HOU SP: Mundipharma Pharmaceicals Pre.
LidaCHUICHUYEN NHUGNG PATENT:-> Bé nghi b
sung thing tin san phdm dé danh gid patent

1 .Norspan5Smegh  Buprenorphin |0mg-SmgaHdp 2 gdix |
SDK:VN2-415-15  miéng din; Miéng din tr igu qua das-
5X: LTS Lohmann Therapie-Systeme
AGDie

15.2 Khing dap img quy dinh (Téng s6: 4)

PATENT: US 5,240,711 (LTS Lohmann Therapie-
Systeme GmbH & Co. KG)APHAM VI: hé tr liéu
qua da chira hoat chat buprenorphinea”Patent US
5,24{}.'!] | xdc lp pham vi bao h{ cho hé tri licu qua
da ¢ sir dung buprenorphin qua da chia 1op dd
khong thém hoat cht lop chia chit bam dioh 4p hop
v tly § chira ldp béo vé c6 thé béc ra dur, lép
chira chat bém dinh &p hop chira 20 den 0% chat
mén polyme, 0,1 dén 30% chit lam mcm 01 dén
20% bazor buprenorphin hoji madi duge dyng clia nd
viQ,] dén 30% dung méi cho buprenﬂrphm hoic
mum ciand, Do cong ty khong cung cép thong tin
vé thinh phin v céu frlic cua san pham Norspan nén
khong 6 can cir dé dinh gia patent US 5,240,711 cd
xdc 1ip pham vi béo hd cho sin phim NOl'Spaﬂ hay
khong Két luin: Khong ddp img quy dinh ve patent
cap cho dang bao ché dang thudc din qua da."

CHU S HOU SP: Mundipharma Pharmaceuticals Pte.
LidaCHU/CHUYEN NHUQNG PATENT:> B¢ nghi b
sung thong tin san phém de dénh gié patent
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'l-lngt chit - Him lrong - Quv cich  Patent - Chu 83 hiru - Pham vi bao b

Quyén 56 hiru, chuyén giao patent

SOT Tén thube - SDK
!

. Targin PR tablet
10/5mg
SDK:VN2-512-16

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

% 14 vién; Vién nén giai phang kéo dais-
SX: Bard Pharmaceuticals Limited; (Bong
0i: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
S.A2350 Luxembourg (LU)PHAM VI:
phamaceutical pnqparation coniaiqing oxycodone
and naloxonea"Digm | va 2 yéu cdu bio hi cia
patent EP 2425 825 B9 xic | ap pham vi bdo h cho
drge phim dung qua chromg uong dé giai phong
oxyeodon HCI v Naxolon HCI trong the giain kéo
déi, Tuy nhién, patent ndy khong xac 13p pham vi bio
1 cho 1 hop hoc hon hap chira Oxycodon HCl vé
Naxolon HC. Kel ludn: Khéng dép img quy dinh ve
patent cip cho 6 hgp hojc hon hop."

CHU SO HOU SP: Mundipharma Pharmaceicals PTE.
LTDACHU/CHUYEN NHUONG PATENT: 1. EURO-
CELTIQUE §.A 2350 Luxembourg (LU)

2. Thur tir EURO-CELTIQUE §.A 2350 Luxembourg (LU)
chimg nhin Mundipharma International Cerporation Limited
(MICL) 1 cha patent EP 2 425 825 BY

3. Thurtir MICL chimg nhfn trao quyen cho Bard

Pharmaceuticals Limited san xuét thuc Targin

1 . Targin PR tablet
20/10mg
SDK:VN2-513-16

Oxycodon HCI, Naloxon HCl-Oxycodon

HCl 20mg, Naloxon HCT 10mgaHdp 2 vi

% 14 vién; Vién nén giai phong kéo diis-

SX: Bard Phamaceuticals Limited; (Ddng
g0i: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
$.A2350 Luxembourg (LU)WPHAM VI
pharmaceutical preparation comaining oxycodore
and naloxonea"Diém | va Zyéu ciu bao ho clia
patent EP 2425 825 BY xic ap pham vi bao ho cho
duoe phim dung qua duromg uong dé giai phong
oxycodon HC! v Naxolon HCI trong thod giain kéo
dai. Tuy nhién, patent ndy khang xic 13p pham vi bio
1% cho t6 higp hodc hon hgp chira Oxycodon HCI vd
Naxolon HCI. Kci lun: K]long dip img quy dinh vé
patent cip cho 16 hop hodc hon hop.”

CHU S0 HOU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUGNG PATENT: . EURO-
CELTIQUE $.A 2350 Luxembourg (LU)

2, Thur tir EURO-CELTIQUE §.A 2330 Luxembourg (LU)
chimg nhin Mundipharma International Corporation Limited
(MICL) 1 chi patent EP 2 425 823 BY

3. Thurtir MICL chimg nhfn traq quyen cho Bard
Pharmaceuticals Limited sén xudt thude Targin

3 Targin PR tablet
4020mg
SDK:VN2-511-16

Oxyeodon HC, Naloxon HCI-Orxyeodon

HCl 40mg, Naloxon HCl 20mgaHgp 2 vi

x 14 vién; Vién nén giai phong kéo dais-

SX: Bard Phamaceuticals Limited, (Dng
20i: Andersonbrecon)Anh

PATENT: EP 2 425 825 B9 (EURO-CELTIQUE
§.A2350 Luxembourg (LU)MPHAM VI:
phamaceutical preparation containing oxycodonc
and naloxonea"Diém 1 vi 2 yéu cdu bio hd clia
patent EP 2 425 825 BY xiic ap pham vi bdo h cho
drge phim ding qua diromg uong dé gidi phong
oxycodon HCI v Naxolon HCI trong th giain kéo
dai. Tuy nhién, patent ndy khong x4c ldp pham vi bio
1§ cho tb hop hode hon hop chita Oxycodon HCI vi
Naxelon HCI. Kel ludn: Khdng dép img quy dinh vé
patent cip cho t hop hodc hon hp."

CHU $O HOU SP: Mundipharma Pharmaceuticals PTE.
LTDACHU/CHUYEN NHUGNG PATENT: 1, EURO-
CELTIQUE S.A 2350 Luxembourg (LU)

2. Thrtir BURO-CELTIQUE $.A 2350 Luxembourg (LU)
chimg nhéin Mundipharma International Corporation Limited
(MICL) i hi patent EP 2425 §25 B9

3. Thr tir MICL chimg nhin trao quyén che Bard

Pharmaceuticals Limited san xuat thuoc Targin
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4 . Targin PR tablet  Oxycodon HCI, Naloxon HCl-Oxycodon ~ PATENT: EP 2 425 825 B9 (EURO-CELTIQUE CHU SO HUU SP; Mundipharma Pharmaceuticals PTE.
5/2,5mg HCl 5mg, Naloxon HCI 2 SmgaHop2vi S A 2350 Luxembourg (LU)MPHAM VI: LTDACHU/CHUYEN NHUGNG PATENT: 1. EURO-
SDK:VN2-514-16 % 14 vién; Vién nén giai phing kéo diia-  pharmuageuical preparation containing oxycodone  CELTIQUE $.A 2350 Luxembourg (LU)

SX: Bard Phamaccuticals Limiceh (B6ng 3y el oxoneaBiém | vi 2 yeu ciu bio hd cia 2. Thutir EURO-CELTIQUE S A 2350 Luxerboug (LU)
B AT patent EP 2425 825 B xic | ap pham vi bdo hcho  chimg nhin Mundipharma Intemational Corporation Limited

dge phim dung qua chromg uong dé giai phong (MICL) 1 cha patent EP 2 425 825 BY

axyeodon HCI va Naxolon HCI trong thoi giain kéo 3. Thurtir MICL chimg nhfn trao quyen cho Bard

dai, Tuy‘nhién. patent nay khng xic lip pham vibao  Pharmaceuticals Limited san xuat thud Targin

1 cho 1 hop hoc hon hap chira Oxycodon HCl va

Naxolon HC. Kel ludn: Khéng ddp img quy dinh v

patent cip cho 6 hgp hojc hon hop."

16 Tén doanh nghiép dé nghi cong bd: VPDD Novartis Pharma Services AG tai TPHCM

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Téng s6 thude; 3).
MB& sung tai liéu vé viée chuyén nhurgng Patent; Bo sung thong tin lién quan dén san phim (Téng s6: 1)

1. Consentyx; Ddi tén: - Sccukinomab-|50mgaBit phadungdich  PATENT: US 7807155 (Novartis AG)APHAM CHU SO HOU SP: Novartis Pharma Stein
Fralzeron (theo Cdng tiém, Hap 01 loa-SX: Novarts Pharma V- US; Khéng thé i khing IL-17 AGACHU/CHUYEN NHUGNG PATENT: 1. Novartis AG
vinsd 18605/QLD-  Stein AGThuy Si 05/0712017: Cty giai trinh pham vi bao b cia patent 2. Céng ty cung cap tii i giai trinh moi lién hé giita Novartis
DK ngdy 23/09/2016 US 7807155 cic phin tir gan vai Interleukin-17 (I~ AG v Novartis Pharma Stein AG va Novartis Pharma Stein AG
ciia Cue Quén If 17) trong do 06 secukinumab, cde phan trndylichc A nhi sin xuat san phim dua trén Patent
Drgee) Khang the do voi IL-17 cia ngudi, corinh tiracid €V 50 0 18605/QLD-DK ngay 23/09/2016 CQLD dang § ddi tén
SDK:QLSP-H02-983- amin nhu trong yéu chu bio by (clim 1 dénclim9).  thude o Cansentyx sang Fraizeron.
16 Bo sung tai liéu Ve trinh tr chudi amino acid > Dé nghi gia I trinh Ve viéc thay i hoan toan tén thudc so voi
scoukinumab.aBiém | va 2 yeu ciu bio ho cia fhude bigt dugc goc tal mroc s tal,
patent US 7,807,155 B2 xdc lip pham vi bao h cho
hoat chit Secukinumab.
K huén: Bip tmg quy dinh vé patent cap cho hogt
chat

16.2 B sung thing tin lién quan dén sin pham, chwra ddng ¥ cong bo (Tong sb: 1
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SL Tén thube - SDK 'l-lngt chit - Him lwomg - Quv cich  Patent - Chi si hiru - Pham vi bio b Quyén 56 hiru, chuyén giao patent
1, Travatan Travoprost-0,04mg/m, 2Smlatigp 1lo ~ PATENT: EP 2 254 549 B1 (aloon reseach, CHU SG HUU SP: alcon reseach, LtdaCHUCHUYEN
SDK:VN-15190-12  2,5ml dung dich thudc nho mata-SX: SA  L1d)wPHAM VI: Cong thirc dung dich thudc chin ~~ NHUONG PATENT:1. alcon reseach, Lid

Alcon-Couvreur N.VBi

16.3 Khéng ddp img quy dinh (Tong sb: 1)

phic hiop Boratc-polyplmKhéng dé{lh gid docng
ty viing khong cung cap thdng tin vé dug phim, che
pham hofc dang bao ché ciia san pham Travatan de

i chiéu v thng tin tong tmg néu trong yéu céu

béo h{ cila patent EP 2 254 549 B1.

2, Thur chiimg nhén (c6 diu hop phap héa linh sy) vao
1411212010, Alcon, Inc dd sat nhp voi Novartis AG. Trong do
Cong ty Alcon reseach, Ltd (chi s hin patent EP 2 254 549
B) 1 cty con cta Alcon, [nc tir 14/12/2010 tr thinh cty con
cia Novartis AG.

3.0Vs0 19192/QLD-BK ngiy 3010972016 Cyc Quan Iy Duge
dong  ddi nha ding kj thudc travatan tr Alcon
Pharmaceuticals Ltd sang Novartis Pharna Services AG.

Dé nghi Cng ty cung cip thong tin vé sin phim dé danh gia
patent.

1. Tykerb
SDK:VN2-467-16

lapatinib (durdi dang Lapatinib ditosylate
imonotydrate) 250mg-250mgaHap 1 lo

70 hodic 84 vicna-3X: Glaxo Operations
UK Limited (trading as Glaxo Wellcome
Operations)Anh

PATENT: US 6,713,458 B2 (cht 56 hiru trén patent
SmithKline Beecham Corporation (US)PHAM

VI: Biém bao g 6 1 hoat chit

heterocyclicaPatent US 6,713,458 xéc Iip pham vi
béo hd cho phirong phap diéu trj khd mét. Tuy nhién,
patent ndy khong xéc 1dp pham vi bio h cho hoat
chit Lapatinib hoc Lapatinib ditosylate
monohydeate, . _

Ket luén: Khong dap (mg quy dinh vé patent cap cho
hoat chit.

CHU SO HOU SP: chit s hinutrén patent SmithKline Beecham
Corporation (US)ACHU/CHUYEN NHUONG

PATENT: 1.ch sd hiu teén patent SmithKline Beecham
Corporation

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

3. 01-march-2015 Glaxosmithidine LLC chuyén nhupng cho
Leo Osprey limited ‘

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

5. Novartis AG ty quyen cho Novartis Pharma Services AG
chiu tréch nhigm dk céc thudc cia Novartis AG tai VN

6,CVsb 15636/QLD-K ngay 16/08/2016 ciia CQLD dong ¥
doi tén cty dk thuoe Tykerb tir Glaxosmithkline Pte.,Lid sang
Novartis Pharma Services A

17" Tén doanh nghiép it nghi cong bo:VPDD Novo Nordisk Pharma Operations A/S tai TP, HCM

B. CAC HO S0 DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s thudc; ).
17.1 B4 sung thing tin lién quan dén sin pham, chura dong ¥ cong bd (Tong sb: 4)
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Quyén 56 hiru, chuyén giao patent

$1 1o
1.

Actrapid Insulin human-1000 [/ OmlaDung dich

SDK:QLSP-1029-17  fiém; Hop chira | Io x 10mis-SX; Novo
Nordisk Production 8. A.SPhip

PATENT: US 6,500,645 BI (Novo Nordisk A/S)
US 6,180,757 BI (Novo Nordisk A/S)
US2008/0312131 AL (Novo Nordisk A/S)

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

US 6,004,297 (Nove Nordisk A/S)APHAM VI

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

US 6,180,757 BI (Novo Nordisk A/S) Quy trinh
tach cac proteins sir dung mjt chit ira chira Ca++
US 20080312131 Al (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 Al (Novo Nordisk A/S) S dung
Tris(Hydroxymethyl) aminomethane dé on dinh cac
peptide, polypeptide v protcin

US 6,004,297 (Novo Nordisk A/S) ln}eclion
SyringeaKhdng dinh gid do cdng ty cung cép qui
hicu patent trong khi khung dén chiéu dlem yéu ciu
béo hi e lip pham vi bio ho cha hoat chi, duoc
phém, ché phim hojic dang bio ché theo quy dinh.
Neoii a, cdng ty ciing Khang cung cp thong tn vé
durgc phim, che pham hodc dang béo che ciia san
phiam Actapid gé i chiéu voi théng tin tiong img
néu trong yéu cau bio h{ cua céc patent

Ket Luén: Khéng dép img quy dinh vé patent ¢ip cho
hoat chit, durge phim, ché pham hofc dang béo ché.

CHU SG HOU SP: Novo NordiskACHUICHUYEN
NHUONG PATENT:Novo Nordisk A/S

> E)c nghi bo sung thng tin san phim dé danh gid patent; din
chiéu cu thé diém véu ciu bao hd cho hoat chit, diém bao ho
dang bio ché theo quy dinh,
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Quyén 56 hiru, chuyén giao patent

$T Té
Py

Actrapid Penfill ~ Insulin human-1000 IU/1 OmlaDung dich

SDK:QLSP-1030-17  ficm; Hop 5 ng x 3mla-SX; Novo
Nordisk Production 8.A.3Phap

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

U8 2008/0312131 AL (Novo Nordisk A/S)

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

US 6,004,297 (Nove Nordisk A/S)APHAM V1.

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

US 6,180,757 BI (Novo Nordisk A/S) Quy trinh
tach cac proteins sir dung mjt chit rira chira Ca++
US 20080312131 Al (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 Al (Novo Nordisk A/S) S dung
Tris(Hydroxymethyl) aminomethan dé on dinh cac
peptide, polypeptide v protcin

US 6,004,297 (Novo Nordisk A/S) ln}eclion
Syringeakhdng dinh gid do cdng ty cung cép qui
hicu patent trong khi khung dén chiéu dlem yéu ciu
béo hi e Iip pham vi bio ho cha hoat chi, duoc
phém, ché phim hojic dang bio ché theo quy dinh.
Ngoii a, cing ty ciing Khang cung cp thong tn vé
durgc phim, che pham hodc dang béo che ciia san
phém Actrapid Penil ¢ qéi chié véi thng in
fuong img néu trong yéu cau bao hd cia cic patent.
Ket luén: Khéng dép img quy dinh vE patent cip cho
hoat cht, durge phim, ché pham hofc dang béo ché.

CHU SG HOU SP: Novo Nordisk A/S4CHUCHUYEN
NHUONG PATENT:Novo Nordisk A/S

> E)c nghi bo sung thng tin san phim dé danh gid patent; din
chiéu cu thé diém véu ciu bao h cho hoat chit, diém bao ho
dang bio ché theo quy dinh,
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Quyén 56 hiru, chuyén giao patent

3 . Insulatard Flexpen  Insulin human-300 1U3ml#Hdn cich
~ SpK: QLSP-1031-17  tiém; Hap chira 5 bitt tiém bomsan x
3mla-SX; Novo Nordisk Production

$ A SPhip

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

U8 2008/0312131 AL (Novo Nordisk A/S)

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

US 6,004,297 (Nove Nordisk A/S)APHAM V1.

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

US 6,180,757 BI (Novo Nordisk A/S) Quy trinh
tach cac proteins sir dung mjt chit rira chira Ca++
US 20080312131 Al (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 Al (Novo Nordisk A/S) S dung
Tris(Hydroxymethyl) aminomethane dé on dinh cac
peptide, polypeptide v protcin

US 6,004,297 (Novo Nordisk A/S) ln}eclion
Syringeakhdng dinh gid do cdng ty cung cép qui
hicu patent trong khi khung dén chiéu dlem yéu ciu
béo hi e Iip pham vi bio ho cha hoat chi, duoc
phém, ché phim hojic dang bio ché theo quy dinh.
Ngoii a, cing ty ciing Khang cung cp thong tn vé
durgc phim, che pham hodc dang béo che ciia san
pham Insulatard Flcxpcn ﬂff d0i chiéu véi théng tin
fuong img néu trong yeéu cau bao hd cia cic patent.
Ket luén: Khéng dép img quy dinh vE patent cip cho
hoat chit, durge phim, ché pham hofc dang béo ché.

CHU SG HOU SP: Novo Nordisk A/S4CHUCHUYEN
NHUONG PATENT:Novo Nordisk A/S

> E)c nghi bo sung thing tin san phim dé danh gid patent; din
chiéu cu thé diém véu ciu bao h cho hoat chit, diém bao ho
dang bio ché theo quy dinh,
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Quyén 56 hiru, chuyén giao patent

4 . Insulatard Penfill  Insulin human-300 1U/mlaHdn dich

” SPK: QLSP-1032.17  fiém; Hop chira 5 dng x 3mla-SX: Novo
Nordisk Production 8. A.SPhip

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

U8 2008/0312131 AL (Novo Nordisk A/S)

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

US 6,004,297 (Nove Nordisk A/S)APHAM V1.

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

US 6,180,757 BI (Novo Nordisk A/S) Quy trinh
tach cac proteins sir dung mjt chit rira chira Ca++
US 20080312131 Al (Novo Nordisk A/S)
regeneration of chromatographic stationary phases
US 2008/0312131 Al (Novo Nardisk A/S) S dung
Tris(Hydroxymethyl) aminomethane dé on dinh cac
peptide, polypeptide v protcin

US 6,004,297 (Novo Nordisk A/S) ln}eclion
SyringeaKhdng dinh gid do cdng ty cung cép qui
hicu patent trong khi khung dén chiéu dlem yéu ciu
béo hi e lip pham vi bio ho cha hoat chi, duoc
phém, ché phim hojic dang bio ché theo quy dinh.
Neoii a, cdng ty ciing Khang cung cp thong tn vé
durgc phim, che pham hodc dang béo che ciia san
pham Insulatard Penfill dé\df')i chiéu voi thfmg tin
fuong img néu trong yéu cau bao hd cia cic patent.
Ket luén: Khéng dép img quy dinh vE patent cip cho
hoat cht, durge phim, ché pham hofc dang béo ché.

CHU SG HOU SP: Novo Nordisk A/SCHUCHUYEN
NHUONG PATENT:Novo Nordisk A/S

> E)c nghi bd sung thng tin san phim dé danh gid patent; din
chiéu cu thé diém véu ciu bao h cho hoat chit, diém bao ho
dang bio ché theo quy dinh,

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

B. CAC HO SO DA XEM XET YEU CAU BO SUNG, GIAI TRINH (Tong s6 thube: 1).
18.1 B sung i liéu vé viéc chuyén nhirgng Patent; B6 sung thong tin lién quan dén sin phim (Téng so: 1)

1 . Bonviva
SPK:VN-16004-12  150mgaVién nén bao phir; Hop 1 vix 1

vién. Hop | vi x 3 viéna-SX:

F Hoftimann-La Roche Ltd. Thyy §i

Natri ibandronate, 150mg acid ibandronic-

PATENT: 4,927 814 (Bochringer Mannheim
GbH)APHAM V1: 4927814 Dﬁn’xuél
diphosphonate, thanh phan duge chat va phuang
phép si dungm{)lem 4yéu cdu bio h{ cia patent
US 4,927,814 xic Iip pham vi bio hg hoat chit acid
ibandronic v mudi c6 hogt tinh sinh I cia nd.

Keét huan: Dip img quy dinth ve patent cdp cho hoat
chat

CHU SO HUU SP: Takeda Pharmaceuticals (Asia Pacific) Pte.
LtdACHU/CHUYEN NHUGNG PATENT:1. CQLD ¢ CV
50 7062/QLD-DK ngay 17/0412015 dong y doi tén cty dk thue
Bonviva tir Nycomed GmbH sang Takeda Pharmaceuticals
(Asia Pacific) Pte. Ltd,

2, Cty cung clp bing gia han patent 4,927,814 duge ky ngdy
29/0612007, chu s6 hiru patent trén bang gia han: Hoffiman-La
Roche [nc, ‘ o )

D& ngh gidi trinh, cung cdp thi ligu vé thude dugc san xuit theo
1y quyén ciia chit s6 hitu patent, chu s hifu san pham
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