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4% %5 b (600521.SH) AL H itk
R EAN  BBEZR A &R

T (ARH): 2538 % FRESLEEERERE, A FHEIKF 180 X & A

B frfiAs (AKH): 30.00-35.00

KL F AL S TATLHE

2] R R (AR )
T HHEART) 7B 2015 2016 2017E 2018E 2019E
e L iRE ARL(E 7 R) 1,026.97 Rk HRLALE () 0.558 0.480 0.614 0.714 0.946
BAE(E 7 ) 2645840 HFMA T (L) 453 4.20 4.83 5.34 6.09
F AR B RAK(T) 25.89/18.35 -t@l-‘ﬂifé BHALA(T) 0.25 0.42 1.02 0.69 0.89
FE 300 45 2021.97 Tﬁ%({%} o 4551 45.88 35.47 30.52 23.03
LirfE s AR nﬂkf—bﬂfﬂ?ﬁi(ﬁ%) 25.38 25.38 25.38 25.38 25.38
A 3 K (%) 66.66% 13.19%  27.83% 16.20% 32.54%
B RN (%) 12.32% 11.43% 12.72% 13.35% 15.53%
B o BAEA(E 7T IR) 793.14 1,043.05 1,04256 1,04256 1,042.56
AR(7E) Ekscﬁ%ﬂ’i(ﬁbm%oo Rik: AFNFAR, BRIERT LA
500
400 [F 4]
s o W L HIRF BRI & B FDA I ILILE
AT Y LA
g g 8 8 B 3 X ¥ & (Fingolimod ) & & % Gilenya, /& # /- K Novartis
3 g g S Pharmaceutical, T 2010 4 9 A 21 B ul4k % #5154 FDA ik L,
R R REANTZORE GO R TERLREMA S Kz (MS) #9# & &
s Bt FAHEF, AT MS 8—%877. RIERIH . HIEBFTIEEL, Actavis,
Natco Pharma 3 %7 Gilenya 4 FTF. # £ Authorized Generic,
X B Bk 10 5 % EREAE &
L B4R, BRI LT
i b 3 2T), 2017.10.12 y— 92527 5 1
2. (BT AL E Eutilex, 3t af84 55 Ao E S FINGOLIMOD LR 8755
FIE FARAR- ), 2017.9.5 FIBWA%RE | CAPSULE;ORAL 1 05MG
3. (FA BT SR, FrF EFR—RGH | BTERAE BN =
24 k-4 2 0k ) 3] EAR), 2017.8.23 A A=E 2010/9/21 B LG NOVARTIS PHARMACEUTICALS
4. (=EF IRk £, 1 FH 0ok BAR-2E HEERE NME HIED X Priority review drug

S350\ 3] EIR), 2017.8.21
5. (FHAGASAY, —FEHEFLoR-HEH

SEFRBEXNEANRFES (KBEKBOrange Book)

_‘HL/A\SJ,‘.‘?’@‘F», 2017.7.27 ZiR= ERTHAE EEHEVER EEFmRER EARAERB
9187405 2027/6/25 U-1086
6004565 2017/9/23 U-1086
5604229 2019/2/18 Y U-1086
8324283 2026/3/29
S5XRBEXMNHHRENERPER
05 RAB K EH
FEil mza NCE 2015/9/21
el ) e e 75 5 7 5 8 5 AR 5 B
FH'E  H 9% SAC Bk%E: S1130511030026 M-106 | 2014/7/20
(8621)60230221
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$ AR IR : FDA, B &R AT

B ORFHE A, R EABERT, ATKRSF 180 REER, BT
RAFEG G R X RARAT09E m J2, Gilenya LTz E&®EK, 2015 F£H
THHERL 17 £ 4, FHMAEZRERK, REHLRFHFXEEGY
R, BT SA EA R, BREEFRELETHE, wREEHLEARH
PSR R, ALAEENBIZ ATRAT LT, F KRG 180 KT H M bR, 12
REED AT EINEN DL S, BRTREALS RELEF 180
AT EARAGHFEN, EARES B I, BT R AT IR K655 Bk,

AT =6

B & 3: % X X5 FDA K L1z &

Approval Date Drug Name Submission Active Ingredients Company Submission Status
FINGOLIMODANDA
01/31/2017 ORIG-1 FINGOLIMOD STRIDES PHARMA Tentative Approval
#207971

FINGOLIMODANDA

03/14/2017 ORIG-1 FINGOLIMOD TEVA PHARMS USA Tentative Approval
#208008
FINGOLIMODANDA GLENMARK PHARM S
03/17/2017 ORIG-1 FINGOLIMOD Tentative Approval
#207985 LTD
FINGOLIMODANDA
03/22/2017 ORIG-1 FINGOLIMOD PAR PHARM INC Tentative Approval
#207965
FINGOLIMODANDA
03/22/2017 ORIG-1 FINGOLIMOD ACCORD HLTHCAREINC Tentative Approval

#207991
FINGOLIMODANDA

03/23/2017 ORIG-1 FINGOLIMOD ALKEM LABS LTD Tentative Approval
#208004
FINGOLIMODANDA
04/28/2017 ORIG-1 FINGOLIMOD BIOCON LIMITED Tentative Approval
#207979
FINGOLIMODANDA ZYDUS PHARMS USA
07/11/2017 ORIG-1 FINGOLIMOD Tentative Approval
#207994 INC
FINGOLIMODANDA FIRST TIME US GENERICS
10/23/2017 ORIG-1 FINGOLIMOD Tentative Approval
#207941 LLC

Fingolimod Capsules, 0.5
10/26/2017 ORIG-1 FINGOLIMOD PRINSTON PHARMA INC Approval
mgANDA #208003

HIERR: FDA. EEIERHF AT

BAR4: FXEBEEFADRTRL

DATE OF
DRUG NAME DOSAGE FORM STRENGTH RLD
SUBMISSION

Fingolimod Capsules Gilenya | 9/22/2014

BERR: BER, BEIERFTHN

_2-
HoF ARG — A A E B



] & JiE 75

SINOLINK SECURITIES NS éj B P

[#%F 23]

B HFB o FTFEBRARDAE LHEEXT, AR KRGS EK BRS F45
FHFR, PRIEMFE, AA SR EHCEMR, Solco 4E-F& 7~ &
ZH#ANEZETARMERE, FEHESRRF. RO EFSMHHRTF RS
NEABEEPRF RS UEEBREZEAN TR AL, FLEARKEANTS
e, NelkH AR BLEFHERAFAR T, B, N&dd “FHde
&7 EERLLAEARAEEEEMEE, T PEFESEER REY
IR X o

B FAFN: “RAEFFFI” + “F R TEL—RHBEFN” + “BARKEKE”
NFE T a4TiE, &SRR LT, N ATHSEHE. aRHMERARSE
TR KAk H ) B F o, KEIRA, MABERIAN . B4 F B
PAT, EHHUNME “THHEE” FoREBEANA “FR. Fo” HEHH
B, mEEALTAFEZATORE,

B RHG: Nk Fekn, aeftie B RIEA K, TRFLIL
R, FRIEAS M F SRR T, RAR Bl 5 st 69422,

B A% 4 7%, Ballk/&/®, L biosimilar 4% 5 4 iz H R 4= 1k & 3
A, R4t TNF a 49 biosimilar 3t B & B, 34 44 637 25 247,

[ %2 ]

B EANFAH NS 17-19 SF4 A5 % A 6.40/7.44/9.86 1. 4R AR P % Shd
BN EF IR LR, KRG La, AANVEARIEG 460 3Rk dhad
M, AHEFNBHATRAE, E5FEINIFFBE oL Rz, £BAH
FUFHE RSN RERLSGKRAA GG, &F “EN” %,

W e

B ANDA KB TXIEN, BAFIIE TR, 48 E5R T FRAL
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H&E: ZKEAA

HER (ARFHAR) FrEifiR (ARTHAR)
2014 2015 2016  2017E 2018E 2019E 2014 2015 2016  2017E 2018E 2019E
ETELHFEA 2,585 3,500 4,093 4,928 5,881 7,330 i 527 602 792 827 856 1,196
K& 35.4% 16.9% 20.4% 19.3% 24.6% DAL /@] 825 1,092 1,322 1,318 1,573 1,961
FOE L% R A -1,430 1,777 -2,053 -2,482 -2,910 -3,478 17 1 786 1,077 1,330 1,292 1,515 1,811
% A 55.3% 50.8% 50.2% 50.4% 49.5% 47.5% I A it &y B 219 61 68 44 51 61
E A 1,155 1,723 2,040 2,446 2,971 3,851 b i 2,357 2,832 3,511 3,482 3,996 5,029
% A 44.7% 49.2% 49.8% 49.6% 50.5% 52.5% % & 5 52.3% 51.3% 52.2% 50.3% 52.3% 57.3%
ok B4 KM -10 -28 -40 -49 -58 -73 K39 % Bt 0 8 21 22 21 21
% A 0.4% 0.8% 1.0% 1.0% 1.0% 1.0% [l € Bt 1,723 2,094 2,561 2,908 3,128 3,223
Holk % A 274 -448 -615 -616 -765 -953 % & 38.2% 38.0% 38.1% 42.0% 40.9% 36.8%
% #f A 10.6% 12.8% 15.0% 12.5% 13.0% 13.0% I B 383 492 554 426 422 418
O -526 -714 -860 -1,005 -1,247 -1,627 Lol 2,154 2,684 3,215 3,434 3,650 3,740
% #f A 20.3% 20.4% 21.0% 20.4% 21.2% 22.2% Y% £ & 47.7% 48.7% 47.8% 49.7% 47.7% 42.7%
BB AT A CEBIT) 345 533 526 776 901 1,199 %= R 4,510 5,515 6,726 6,916 7,646 8,769
% #f B A 13.3% 15.2% 12.8% 15.7% 15.3% 16.4% B K 497 862 490 0 0 0
W 5% % H -31 6 8 -85 -70 -66 ML AT T 526 635 824 929 1,091 1,308
% A 1.2% -0.2% -0.2% 1.7% 1.2% 0.9% 3t i 3 F il 175 185 200 233 275 413
P R -18 -49 -26 -13 -2 -4 b 1,197 1,682 1,514 1,162 1,366 1,721
A = e & -17 2 0 0 0 0 K 0 K 0 0 535 535 535 536
B AR 28 2 0 1 1 1 Fo A A& f il 47 113 100 0 0 0
% F A F 9.1% 0.3% 0.1% 0.1% 0.1% 0.1% i 1,244 1,795 2,149 1,696 1,901 2,257
Ol R 307 493 508 679 830 1,130 H¥OE BB R AN A 3,221 3,591 4,384 5,035 5,570 6,348
B F 11.9% 14.1% 12.4% 13.8% 14.1% 15.4% A K AR OBL A 45 129 194 184 174 164
Bk 4 i 32 6 31 59 90 65 60 AR ERZEH 4,510 5,515 6,726 6,916 7,646 8,769
B AT A 313 524 567 769 895 1,190
£ 1 # 12.1% 15.0% 13.9% 15.6% 15.2% 16.2% L 4
T 45 Bl -56 -87 -110 -138 -161 -214 2014 2015 2016 2017E 2018E 2019E
S 18 B # 18.0% 16.6% 19.4% 18.0% 18.0% 18.0% TR
I 257 437 457 630 734 976 [ 0.338 0.558 0.480 0.614 0.714 0.946
B R R -9 -6 -44 -10 -10 -10 [ e 4.100 4.528 4.203 4.827 5.341 6.086
HEFEBEAABHE] 266 442 501 640 744 986 B A E W& E R 0.418 0.246 0.415 1.020 0.688 0.895
/#FY 10.3% 12.6% 12.2% 13.0% 12.6% 13.5% & i A 0.150 0.200 0.180 0.200 0.200 0.200
T3
RERER (ARTHAT) bE R O R 8.24% 12.32% 11.43% 12.72% 13.35% 15.53%
2014 2015 2016  2017E 2018E 2019E BOW R R 5.89% 8.02% 7.45% 9.26% 9.73% 11.24%
& 257 437 457 630 734 976 f5 N I N g 7.51% 9.70% 7.56% 11.06% 11.77% 13.95%
bR R B A -9 -6 -44 -10 -10 -10 K xE
4o 4 170 247 277 281 296 323 EEWSHS WA KE 12.57% 35.41% 16.93% 20.42% 19.33% 24.63%
Ak & 8 Wi 17 -37 -37 -38 -29 -24 EBITH K % -16.93% 54.62%  -1.40% 47.62% 16.14% 33.04%
BEREED -115 -451 -264 191 -283 -342 & R R K% -26.08% 66.66% 13.19% 27.83% 16.20% 32.54%
SEEHAERR 329 195 433 1,064 718 934 BB KR 0.98% 22.29% 21.95% 2.82% 10.55% 14.69%
%A X -437 524 -732 -398 -444 -350 BEEERN
# % 0 -70 -13 -1 0 0 R K R KL 94.0 95.2 103.4 95.0 95.0 95.0
At 539 194 38 1 1 1 [ R 200.6 191.3 214.1 190.0 190.0 190.0
BEEHAERR 102 -399 -707 -398 -443 -349 LA KR R 8 57.6 56.2 63.5 56.0 56.0 56.0
BB FH T 150 106 463 0 0 0 [ & ¥ R 170.0 166.9 166.3 134.2 107.5 81.0
it L %% Bt -66 243 142 -590 0 1 & it Bk A1
J At -522 -103 -145 -41 -246 -246 @R AR B B -0.91% 7.00% 5.08% -5.60% -5.60% -10.14%
BEREHALBR -439 245 459 -630 -246 -245 EBITH| & R Bt £ % 11.2 -91.6 -65.5 9.1 12.9 18.2
REeHRE -8 41 186 35 29 340 %P A Ml % 27.58% 32.55% 31.94% 24.53% 24.86% 25.74%
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T 4% o fg K IR IR H AT T3 AR K ARE TR B E AT A
B8 —AA —AR —AAR =ZAHN =AR TP A EARERTENN “EN"HF 15, A
9”; }\ 0 O 1 9 10 (13 ig?% ”»” ,?_‘%'_ 2 é]\ , %7 13 q’ ‘].i ”» ,f_?_ 3 /ﬂ\, 7‘5 143 ?ﬁi% ” ,f_%:" 4
W 0 1 1 7 9 », ZEFHHEFHERLEy, BATHFHER
iille 0 0 0 1 1 B HE
WA 0 0 0 0 0 AR5 5 R RN
#4% 000 200 150 153 155 1.00 =% A; 1.01~2.0=3%4# ; 2.01~3.0="F 1%
KB HMAKG: 3.01~4.0=m 4%
L X e F A B IR INAR ) AR (T) 3 S 5 A FRAS B
B%  AH W wH BREH 9
1 2017-05-08 FEN 18.99 28.00~33.00 29.94 600
2 2017-05-25  E A 19.27 28.00~33.00 500
3 2017-06-28  E A 21.28 N/A 26.72 :88
4  2017-07-27 EPN 19.52 N/A
5 2017-08-21  E A 19.39 N/A i igg
6 2017-08-23 EPN 20.09 N/A 20.28 0
7 2017-09-05 BN 21.67 N/A N N N NOROR N N
8 2017-10-12 EPN 23.68 30.00~35.00 S 5 2 8 8§ 5 g 8
KR B AR 4 8 8 8 3 & 8 5
KEBESEHIPREHEA

KYPEFNIFEAEETELE LG, FHALARBFBENNEEEF I 5P AT L LT N8 E k&4

AT B FT H LA
TR RAT BES, ERITLARATHRRESE, TEFEARFTEASFFRAMELTAL S FR
FEAE AR, PFEAREREDN—H BRELETAS I —FRIREFAHEE AR,

BRI BB

FEN: AR 6—12 N0 M _L3k0eE £ 15%84 E;
W AR 6—12 ANA N LK E A 5%—15%;
P AMAKR 612 NA AL FHMEEA —5%—5%;
BAF: AMAK 6—12 NA N T3k E A 5% A L,
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AR

EAIEARDAMRNSZLPEIEARBEEEEAR A, CEKIERAZET FH LT,

RIRERAENE SIE AR A RN E" (AT RANESIER") Fih, KREFLEP @I, KIBEGETHNH
TAZF AT 77 R FIEAEATH RGN, RF RS R AIEATHAEA, &u&ﬁamﬁAQMﬂ%ﬁ%ﬁﬂﬁmod
PaRREI A, PR, FEAHAAESIER A RS, BRF RRE AT A 1R & 6 M 5 A= 15
o

AREG F AR T EHEIEAR L RARINA TG AT HARERBAFTA, BEEIERARLFARAR X
ﬁ%mé’a B Fr B REARTARGE, STl TSRS A8 —WiE, BAeiEARE B ik, LAREF

T B TN R BRIRE AR N T K BTGy Pl , ETEE R B H LT, TRAM ALK,

RPN LFEDESIERGETRY S ARSENEGAZF T, W RRARRE A S BT R E—R
Fo RIRE TR A A A & R W EE A R AL T ARG .

IERARIRE AR TRESIMBTH LT RF G E L%, EANLAEELATHTMHRE. BEiEREN
g?ﬂ%ﬁﬁﬁi%&ﬁﬁﬁaéuma SHEBRRAL, AR (FALE) Bk RZTME, REAT. RE
FEE LRI R R E LT RAAT . FE. 2T RSO RABEEN, BEILATHIRE P oy N BT w4414
U B AR AT ;}24% c

AFEAFGHELT, BEIERGXEIMTRAFA RS T B RON S T RATHIERFRIT S, FHTRA

X N 8] E AR RS BRE S A2 8RR 5.

AL RSB E AT R TBRAR ., BRI T ik, dRIRE T EI ST 5 e £ AT IR L M & BT

HRIFFALR—F, LDRHATTIEBNKB ARERRABSIERGEF
z}&%&ifxfilémkﬂﬁh\ﬁff&/\aé’aifM’w\Fﬁ;ﬁ] FEAILAZ P AR BESIEAF TR ERITIHT, &
AT K, B AEA AR F AT

L& % -l
#,3%: 021-60753903 #3%: 010-66216979 ¥ i%: 0755-83831378
f£A: 021-61038200 f£A: 010-66216793 f£ A : 0755-83830558
#i 48 : researchsh@gjzg.com.cn @R 4 : researchbj@gjzg.com.cn W44 : researchsz@gjzq.com.cn
BR4: 201204 Wi : 100053 ¥i4m: 518000
Hogk: L% ARATRE S @) 5% 1088 F Hopk: PEIALTERE KEH 3 5 42 ik b EREYAEE KE & KiE 4001 5
FAEIRRE T # AR &R P S TGH
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