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# In re Johnson, 394 F.2d 591, 157 USPQ 620 (CCPA. 1968) » ik[e:8% &5 KX A 4hH 2 A
Ak g 0 @ A B PR 4] (limitation) AR BE » AF AR08 24 & 7‘2’:5;? /ﬁé M2 35 KA o 7% Atlantic
Thermoplastics Co. Inc. v. Faytex Corp., 974 F.2d 1299, 24 USPQ 2d 1138 (Fed. Cir. 1992) * CAFC
THBAMZE PP T AR A FRB - EERERATERLCLENR K" FER
&é%z FRAT BEFZ AN "EEs” ARREFARLHK ) -
MPEP 2173.05(p) [R-11.2013] : " A product-by-process claim, which is a product claim that defines the
claimed product in terms of the process by which it is made, is proper. ‘**A claim---contain a reference
to the process in which it is intended to be used without being objectionable under 35 U.S.C. 112(b)
or pre-AlA 35 U.S.C. 112, second paragraph, so long as it is clear that the claim is directed to the
product and not the process. An applicant may present claims of varying scope even if it is necessary to
describe the claimed product---. |
MPEP 2113 [R-08.2012] : " [E]ven though product-by-process claims are limited by and defined by
the process, determination of patentability is based on the product itself. |
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“[E]ven if a patent claim concerning a product invention recites the manufacturing process of a
product, the technical scope of the patented invention should be determined to cover products that
have the same structure and characteristics, etc., as those of the product made in accordance with the
manufacturing process.”

“[W1hen patent claims concerning a product invention recite the manufacturing process of a product,
the claims would satisfy the requirement [that] "the invention be clear" according to Article 36(6)(ii),
Patent Act, only if circumstances exist under which it is impossible or utterly impractical to directly
identify the structure or characteristics of the product at the time of filing.”
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3 MPEP 2181 [R-07.2015] : " Accordingly, examiners will apply 35 U.S.C.112(f) or pre-AIA 35
U.S.C.112, sixth paragraph to a claim limitation if it meets the following 3-prong analysis: (A) the
claim limitation uses the term “means” or “step” or a term used as a substitute for “means” that is a

generic placeholder (also called a nonce term or a non-structural term having no specific structural
meaning) for performing the claimed function; (B):--(C)---. |
% Blackboard, Inc. v. Desire2Learn, Inc., N0.2008-1368, -1396 (Fed. Cir. 2009).

105.03 HEREZF T voL.207

23



FREE

BRIEEEER B —RIAHAE

EEARNY 0 HEAROT 48 o 3T ek BT R AR T AR A & AR R 112 4%
F1BY (HEARBRIAEE 2601565 1°8) X E@BEATHEAT LR
ZHE - ARRAEMGRSSZHAESE 112455 678 = (HEARE LA
AT B 19455 478) 2R - WIREZFHKAL BE - B
TAFHE R A s Bk AR IR AR R S AR R B4 0 AR A
HERAFEANEAHTRZDRZIITA TROEZMFEEREN R
Mg RRA ZAHEEE -

R REBEERAM PR =445 E 0 T EHET@AER T2
AR AFERAZEZRTHRAZEZRT R L2 & HH
REE > PP RIFATAR AR F 26 45 F 3 AR B W h BA 56 B G A AE R
B mEERERER-RALTTRERBEF LAY RIS s &
MR BBRRT RS EAEITRECZAERBEF R4 =
I R Ak BP R R A AR B AR AR K RAF M E 0 WA EAR
ZA R BT ABRT XA TR E LT OAERTEAITBER
o ) Ml PR AR AR REGHEA BN -

HWE A RERB LA EELER " R IR FEABLH
Gt s TR (RFH) HRMAEFRIE, © 2RV E F Rk
HIE &M MH R EZ Rk > R A A RGP J Rk
AR LR TR H AR EAANFRAZIXREE TR
REF B FABRETRERLE T —RIEF KA, 0 WA REF e
A PTIR AL RGBT AR o TRBP 0 Gl Sk AR AR H KR 0 8
THARAEE 26006 % 1 AA MR ETZ A REAHEL YT TH AT A
BT A2 R R A AT R F 19455 4 AT - e ER FH]
ik 26 M5 5R 2 AR BlE RPAZ SR BIE AR AT -

AT RAEE 112465 a8 -

BUAT SRR 112465 £ -

T GATHECGRIE 102 $15 % 355 3R H] ik o

BRI EMAER T RAEERE B RE—F 253 AR RI EZH KA
B’ 2-1-35-

105.03 HERE#FT voL.207



FREH
HEEET RS2 5] — RN R

(&) "asF& (RFH) Hit AERMFHRIFLA ) oM

RAB B AT FELH > #Hh T T8 (RS e AEERA, o
GRAG R ARAES T — R AH KA, T AL RERIAHENIAE
WK EWHAL L ERA A RS T — R AT
X TFE (RFH) HEMERARL > XBASTES

HR > BRI LT (RF ) HRAZBRAAFHR - P FAR
FEANEAMBRAZ RGN  HHRIEGZTAP RN A

WEEABTARLE  FABRABZEEZTARRELTET P - KRR HER
INPIAMBEZ KA RFR L ETEENIREE  AMEEREH -

AR TR T kX BT By KA
(=) TeshREIMEF EZHaHoH KA, 2R

"SRR R EZ AR F LA, B T RE KR
(functional claim) | @ ZEAKRBEFINES & " &6 — &)
ZHRA, (AT —MARFLRE) AT asF& (RTH) Dk
MBRMm R ERA, (8T F& (RFH) HAEFLAE) )
AR G AR 0 B R AR AR AT

(=) BEEEHN "haF LA, BT

Hih Tzt ka ) A EAEEBE BA BN PEA®R"
RRALRZIBE O EA A RRIFEZ A W R T ik - M4
R BAR S BRIMNTFIR LR B KRR R = Bk
AP ERE X CBRIHETET X Bk BA > BONANE =B E
ZBBETA—K c FPERMEANE —MEZIBETALF XK

" RAEEERE S E = é’ﬁzm(mm)r%#ﬁﬂ%i?%@é%%%&&i%&m
B JEEMMRAR L T AP ERFEDRGTRT X o | RIRRLGHREE o

2 PR KRR GERET TR Fuig T HAEAN R AR F R R AL 0 A
RERBEEEGRNEMHE R EGZDAERE LR LT T ARZLFRGTRT X - 5
EZIAMAFHIN R -

105.03 HEREZF T voL.207

25



26

FREE

BRIEEEER B —RIAHAE

2B °AKRBHN T —RARFRE, 0 AFERRHEFREL
R R R - TR (KRB HRAZEFRE,  TREF
ERBRAEFARE > FHRMBGAE > Bk F—8UFLANTE=
MR R X & —3

(2) &8 "&%, A&

HA T —RhF LA BB AEHNEERE KREXANEL
RERE : THFRAFOL AR LA > MEFROSTA M
BERZARGZEHT K o AMZMEIFRARFL 2004 SFiR T B E K
ﬁﬁ%’mmﬁmr%%Jﬁ%ﬂ%ﬁ%ﬁﬁﬁ@ﬁi:r%i%?@
DI R R TR T R MR AR TR
B ) WS R R B AT AR R b LA 8 R S B BT S TR AR S BT
NRZEHRT X o Bib > BHTEERRHEFARE  BRIRTRZGHE -

‘e YRETaZFKA
(=) #7398 "ot F o, 2

At T 8) 2 M SRR E M Ae AT KA R AR o) AR SRR AE

F R oo plheEEAFKR: T — A MG E S B s FE b
(whereby ) =+ --ee- RIS G B e AP T EARRES

B BpRTER T AT A
(=) &B "&2, ZHRHK

2004 fEHR T BEE R Tl TohseE T Ay g X R ESL A A
TR TR FAAM  RA LRAIANLHNE - |
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* MPEP 2111.04 [R-07.2015] : " The determination of whether each of these clauses is a limitation in
a claim depends on the specific facts of the case:--(finding that a “wherein” clause limited a process
claim where the clause gave “meaning and purpose to the manipulative steps” ). ---the court held that
when a “ ‘whereby’ clause states a condition that is material to patentability, it cannot be ignored in
order to change the substance of the invention.” Id. However, the court noted that a “ ‘whereby clause
in a method claim is not given weight when it simply expresses the intended result of a process step
positively recited.” " |

105.03 HERE#BT voL.207 27



28

FREE

BRIEEEER B —RIAHAE

> HikFH KA

A BT EERARAERE > B LA FRe A LA g i

BF e &R M AT LAASHG? Sk S E% TR AR 2

ik

FRAT CHAERRE T HEF > AERTE S HHEHHFDOEF o RZ
I R RAT DA IR RREE S BRAAF AR o L R FRE

75 oA P B R kSR KR E B R 2

(=) REFKALBREARZY

&@%—ﬁd/i‘% 58 'f'?rL 3 IE;‘,’; 2 B E 7.7‘/%??-% 7\)&7'7 L& M3 Z

TR R, o WAl TR AR AR R o AARFER

BATIERRA > MELEA L BEBRET— KB IF&48H A

RE o

SHEPERERRZMARALE  RBERBERI BT TRBAE

— ST REMEIFOBEES T EARA G BREFNAE S

T HBZEEERE— ST s R MESFZAES ) c AEEXC 3
S5 EBEHAEE 271 (g) # SN BRI - REHARIME
Fok (1) ZHTRBEERERELATETRE X (2) TR LALE

&¢%@ﬁ%%%%ﬁﬁ”o%lr&ﬁMzr%ﬁﬁﬁﬁj“
(=) &8 "2% , 28 &K

1.2015 fpr " &8 2%
(¥%£)

DR ARG T AR AR BRI TARA R AT R AEY
TR AR — MBS BRI T A o R AN B E R - LA

© PR AMERS KR THRE ) S+ =4 xSk Tidh ) F 10145

0 ... A product which is made by a patented process will, for purposes of this title, not be considered to
be so made after —(1) it is materially changed by subsequent processes; or (2) it becomes a trivial and

nonessential component of another product. |

St EFE T RANE BT F R RAM R T T R EYEAR O FEREFRTH 159 KR

EHckdA 0 AEELE 210487 0 2012 11 A -

105.03 HERE#FT voL.207



FRAESE

BREREEERM B —RAHMAURE

RPEHFMLZERERE R HFRAE o
(z%)

TR ALEKPTAR TABRE ORI 0 S ERRA I HE ST R A
M ARG RMAME—F T REEPTIEFZ gAY - o EAHEFZEL
BT R T RIEIEE » RBEH o
2.2016 ik " BB X

LESZ PR PR REERZI AL LT o2 piE  Atdx 1454
At AR E LR BARESALMME  FEHRA FTERLERTE

WHd bz TR mpg LRI L GRS RRTS "FHMAY 2
WAL R RS H L ERREEZI AL AT REEATH %1,
LMTARRE  fFESL T B TR AR RIS, o BRI T EA Rk
FiER e gy o BB EMRELT TS ABAZE SRR
ZHp e RZ o BEATH S BIER

t >~ @2 ERF B I FAH KA

A RAZ RT3 R AS LB RSAE R (AR T &
A ) o ARERE 2013 FRHFTA A EF ERERTRIAT  HEU LA FH
EREARAE Y —BERFE PHEHBVILR" EHA LN 5 08BN
BRI Z FR AR > ot ik MiF - ZFF KA ATRE? EEH
HHBHAZHHEEALEAARZERN 2L EHEETH LR FZGFAZ
— o AMRAEFIETI - R BRI EREPTA

KB 1996 Frr T IRHE ) A 2004 FRR TR E ) B R 0 2016 Fr T E
Bs ) AR AR AR

2Ry EnER T RAEELRE  FwERE—F31 "THRIHK HERadE 0 B
4-1-2 1T RF KRB G —EA LB - RS HMFN > ZH AT MBI
o HMERASHHRT o

BUUREESESEFEE3E1 A 13 892 F5H 126 SR FEH & 0 #A L4 F 89626 EXAZ 6914 —
HETF  FRBARIMTET A B REETREMNETFZE—2ZE2GHE & Em
EIRAAME B IEHA A SE 0 B % LT T AR mAR R R

105.03 HERE#A T voL.207

29



30

FREE

BRIEEEER B —RIAHAE

(=) &8 "&%, A&k

1.2015 0 " &2 | B E
(¥P£)

"REEHTA A H KA 0 - AR NI A KR R
KABF] o - FT A R A FH LA M AR HAZDA R AEGEE LA RTHER - R4
BMAGRARZER - - o 58 A EBERBE  BZA GBI A RE
AARZER - RZ » 5 REEDERRE » - FERZER < - FHA LA

HARCAZ AR B A S A FREAE

(Z%)

TR R 2 KRR 0 SE KA M AW AATA 0 - 0 HAN R A
RERAARTHEM -

2.2016 1 " &8 £ FE

CRY N R R AR B A RO - R A KR
BT XL~ BAE—RRAHRE A - FA R A SR RA AR
BE—3% BHFTE  EAZRAHMA LMD SAZNEFEEIRT HAAHR
E A EATH BT AR A - F KA WA e AR IR RS

P B A F AR L RA R T LA RN - BH TFM D
PHAEHIAUREEABERBE > o FAREWERNE - RAA R
Fle RZ » BARAEABERLE - FRRTER « M s AR T
ZGEERA MR o AR B AR R Z B A A R

(=) PEARZAAHRE

AAF A LA EAKXEEPTHE  PEXRILRSRZ "4Hd
F204EM : TERAMRRAMEAERF 2 IEMK  FERE IR
0 ZAAMTAF BN AR R AR FE S E > LR AR FHE
G REITHREE | TR HATBAERGHK  HEREFLESNHE
M AT AF s - FMZIAEFIET £ > AR I A A RN -

105.03 HERE#FT voL.207



FREH
HEEET RS2 5] — RN R

B~ B 3R R A vl 3 i

(=) BREHEREZFZ " XAFR, 9ES

1996 fFhr "R | ZRAEE P o A T XRFR, HoMmSE T 2 BH
JRAl ) AR RXRFRZFIET L AT ERMRE  2AYFH
<ﬂ%%%ﬁﬁ9£@%°%ﬁ’FA%WEWJZ%%ﬁﬁk B
bJAFFHRA] > BIFRAE N ERZ — 0 BEZARMA T %

2004 SFpR T BB ZARBETY M E —FEEHEEA TS T X AT
Wy o iz T EAABHRE ) O BAXRFRLAF SRR
LAY ARHEH R R R AZAE — FAT4 8 PRI A U AR -

ST

2016 FAR T BB AXRKRFMZAE  EREERSA = L5
M TRRMARA BRI EHFRGAE P B A LRI AR
HHz—w#H2H7X AERABRFEL2EMHRA > £AFREA - B
BRARE X XKML T KA BHRE ) X eEXTF O AZH
EFETEZ M A= A5E T XAFR ) L EHBEETL > ALK
%m%ﬁﬁ@ﬁ%ﬁ%@%%%%ﬂz%i%%%*ﬁmﬁﬁ’%ﬁ%
RAXRFIARIERHEH £ R IEAGF KB E R HATHFH T X RF]
WIS FH R > o THXAEESHG - BREHHERK
MBI WHERES "THAR R TFR,  mIERE T XAFR,
A H A F R LHERBLERAT T AFR, -

54

55

Patent Case Management Judicial Guide, Federal Judicial Center, 3rd. ed. (2015) 14.4.1.4.1: " Literal
infringement exists when the accused product or process contains each and every limitation recited in a
claim, “i.e. when the properly construed claim reads on the accused device exactly.” Cole v. Kimberly-
Clark Corp., 102 F.3d 524, 532 (Fed. Cir. 1996). ; W& # £ % H =A% ﬁ%&%ﬂ%Xa F A
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REFAMZ I EHBE - lhe G Z #5439 % % & B8 2 Hughes Aircraft Co. v. United States (Fed. Cir.
1983) » —F 7 AR FIRDL > WAE RN T EMF R AR YRR ERA LSS > Bk
THERRAZHE o —F CAFC X IR b » T e F 0 248 90 4 i — 18 B BY i BB Ak bk B AT 10
B EWIEMAT TR TR EREHAAR SR T TR GER - KRR RARIESF
WP RAZTHE R L o MESIE CAFC 2 B8 A 38 4% <F » 5> Pennwalt Corp. v. Durand-Wayland, Inc. (Fed.
Cir. 1987)(en banc) * CAFC 2 Fe F AR 2B A » % $& R0 & 37y ik B a3 i 4712 B 4
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% “Infringement under the doctrine of equivalents may be limited by two legal doctrines relevant to this

appeal: prosecution history estoppel and the ‘all-elements’ or, more preferably, the "all-limitations"
rule. ” Warner-Jenkinson Co. v. Hilton Davis Chem. Co., 520 U.S. 17, 39 n.8 (1997). “It is preferable
to use the term ‘limitation’ when referring to claim language and the term ‘element when referring to
the accused device.” Festo v. Shoketsu, 234 F.3d 558, 563 n.1 (Fed. Cir. 2000)(en banc).

B3 6 * B30

CHBEMAXRSFREEFREIORRFEH R T2 FASOHMAEHIKL -2 4 26%y
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Raklbz T, EXFIAN T 2@ EERA ) R T AHMERERR o

3.T 2R RA, 2@ MR

SF ZBRMEFRMM AT 2RARANELERFTERN Y FHRAHF
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WAHBREN ARG LN RIEREH T - B RRFEZRA - B> RES
BT RE ) ZRRA PR A T ARMERA BRI ERZFEF 0 mIE
Yo fS B AT R GE » A X RARME B FARAE PRI A FI BT &6 R A

(=) Ahrsh KA Hefirh st

HE 4734 R F) BT I+ O R E AR AR KR X AR 0 SRS
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B A& ikKAA 1998 < Tsubakimoto Seiko v. TH.K 5 & #6534 %3 » AF 3 KA ey 3 a4
% o By ik RA S PLIE LRI AP AR RAIRA] o

7 “In applying the doctrine of equivalents, each limitation must be viewed in the context of the entire
claim---” Pennwalt Corp. v. Durand-Wayland,Inc., 833 F.2d 931 (Fed. Cir. 1987).

% “[e]ach element contained in a patent claim is deemed material to determining the scope of the patented
invention.” Warner-Jenkinson, 520 U.S. at 29, 117 S.Ct. 1040, 41 U.S.P.Q.2d at 1871 (1997).

° PE KRBT THAARKR " HARE AL ZTHA MM AR ET ZER (BEE
AA%) (2003.7.9) %=+ =tk [ ZapagTRAI] T ARG A AR O R A8 2 AR A] & KAn 2
R RFIRHE S E AT - TR S ARdR R A - AFRa T G LA FR W E AR B s AT A
A1 K A o BB 6 P Am H AT AF BB S AR AR ROsE S o AR IR AR A B K ah ol B A AT AR R AR
RARESE -

P TR R TR T RAEE BRI RERE - BEF ALK
HEA T RKPrse $koy 23 i dF - (B =78) MF MMM F £ & & fAE A T Ko fuy 204k
W BAR B K& F Bl o9 H i ey o o RN R AR YRR 5 B S HEA B KT ey — B
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T RPATZ X X F B (means) B ° sboh > AR L e € £ 094F
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Reg N HEMELT - bR Bkx THdy B SETRL 0 T Hr SRR A
Pl BRI B AT R T - AR ZPIT— ey Arhak - B E A ¥
Wi R R R ARE B ML o Bk MR HET . R
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7t Guidelines for Examination in the European Patent Office, Part F, Chapter IV-2.1 (June 2012).
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77 Patent Case Management Judicial Guide, Federal Judicial Center, 3rd. ed.(2015) 14.4.1.4.2 : " There
are two tests for determining equivalence: (1) the function-way-result test; and (2) the insubstantial
differences test. The use of either test is case dependent. See Warner-Jenkinson Co. v. Hilton Davis
Chem. Co., 520 U.S.17,40 (1997). 4
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7 Patent Case Management Judicial Guide, Federal Judicial Center, 3rd. ed. (2015) 14.4.1.4.2.1: " While
the doctrine of equivalents is a question of fact, the courts have developed various legal doctrines that
limit its applicability: (1)the all-elements rule, along with the claim vitiation corollary; (2)prosecution
history estoppel,along with the specific exclusion corollary; (3)the prior art rule; and (4)the public
dedication rule. These limiting doctrines are not mutually exclusive—the patentee must satisfy all of
them to establish infringement under the doctrine of equivalents. |
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8 Patent Case Management Judicial Guide, Federal Judicial Center, 3rd. ed. (2015) 14.4.1.4.2.1.1.1 :
" The claim vitiation doctrine is a corollary of the all-elements rule. |

8 Patent Case Management Judicial Guide, Federal Judicial Center, 3rd. ed. (2015) 14.4.1.4.2.1.2.1 :
" The specific exclusion principle is a corollary to the doctrine of prosecutionhistory estoppel. |
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87

That there are some cases, however, where the amendment cannot be viewed as surrendering a
particular equivalent. The equivalent may have been unforeseeable at the time of the application; the
rationale underlying the amendment may bear no more than a tangential relation to the equivalent
in question; or there may be some other reason suggesting that the patentee could not reasonably be
expected to have described the insubstantial substitute in question. In those cases the patentee can
overcome the presumption that prosecution history estoppel bars a finding of equivalence.” Festo
Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co. (2002).
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90

“On the other hand, as in the PTO's examination process, references may be combined to prove that the
hypothetical claim would have been obvious to one of ordinary skill in the art and thus would not have
been allowed.” Streamfeeder, LLC v. Sure-Feed Sys., 175 F.3d 974, 982-83 (Fed. Cir. 1999).
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FAREI R B L AR HF LT EESFTHMER  FERRZIEETE
R o SRR W FALE A 0 RO 0 7 1992 R R A R AR ARG E
(supplementary protection certificate, SPC) #|E & 1E X 5] it » K EH 2009 F4] 2
Regulation (EC) No 469/2009 ik H1#% 454 AR FE R T H kAL -

oy AR AL s B AR A AR B R R s HAK IR B AN A BUR
PERERFAEGHT LEENEREANTERRE - L FEFE LI
AREEFETER  BH  HEABERHZERADE  ARLELTA > R AT
W B IER GG HA R A PR R AR R B EARE I A F 0 L5 AH
2B HE4%# (Regulatory data protection) * H — Bl &4l AtREEEZHE > EH 3
HARIE W R B KBRS R AR AT R S A1 - e EH R TR -

MERM AR A REE T L M EM AN ST AL RAER I AZ > 4t
R%5FHMWEEERE - HAREESIIPFTALRLESBRE T2 E - LR
ERAANA R A R EE IR 2 EHLIFE AR RESZEM K

o Al AR T LA BN & B AR TR P ERA 2B A R
MM AREREZTRLE P FMARELEZNAREABRES P EE TR
78 % At &) (basic patent) # Itk EBRARIFE S F A HAAH B B L F
T e A AR o

=

MaA P FmAR#ERTZF R A RS R AR EELH X% (the court of

' Carla Schoonderbeek, The Supplementary Protection Certificate for Medicinal Products: An Update,

History, WHO'S WHO LEGAL (Feb., 2010), http://whoswholegal.com/news/features/article/27743/

the-supplementary-protection-certificate-medicinal-products-update/(last visited July 21,2015).

Id. see "Protection of innovation".

* J A Kemp, Supplementary Protection Certificates for Medicinal products, http://www.jakemp.com/
en/knowledge-centre/briefings/general-briefings/supplementary-protection-certificates-for-medicinal-
products (last visited Mar. 25, 2015).
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Justice the European Union) * & &5 RA &4 F E oy A G AAT N EFhe
FRAT ©

A BUM A AREETFEN G
—CMAREET RS

FEER M & B - 40 AR E L by EC Regulation 469/2009 iA A& FT #1486 » 7T 7ABR
Bk B BlAe 0 BRG] s bR BF - fRAeA SR E BRI  FL e L AR
TR B FEE AR FK o AT FREE AR HREERE - S
Fse ~ EAE Bt KM BHT  BENE AR L  BERERE
EIT MR EBEFE A LEEFEAE D G MAREEET N T AERAKRE
A2 HER M 42K =39 B B (the European Economic Area, EEA ) 4w @ #F ~ 7k
LY FEMEFEE (5 BLELRACERARNEERERGTHR » 24
WA AR £ 2 543 > 74k 3% EC Regulation 469/2009 ix 453 ) -

J # EC Regulation 469/2009 ik 4% % 1 46 ° W & » & M & 4 (product) —
FME RSB — LT HT 2B %S (medicinal product) W 89 & M £ 4 (active
ingredient ) S WAEA 8y &M £ % 4 4f A1 (combination of active ingredients ) * ##£
A ARERE TR LKA ETHATEES (ABRXSMWALE) FEREHH
R Rmdh A fREREEZ P H AL AHA K#ERH (basic patent) * 1213 &K

4 Id. see "availability".

> For the purposes of this Regulation, the following definitions shall apply:

(a) ‘medicinal product means any substance or combination of substances presented for treating or
preventing disease in human beings or animals and any substance or combination of substances
which may be administered to human beings or animals with a view to making a medical diagnosis
or to restoring, correcting or modifying physiological functions in humans or in animals;

(b) ‘product’ means the active ingredient or combination of active ingredients of a medicinal product;

(c) ‘basic patent’ means a patent which protects a product as such, a process to obtain a product or an
application of a product, and which is designated by its holder for the purpose of the procedure for
grant of a certificate;

(d) ‘certificate’ means the supplementary protection certificate;

(e) ‘application for an extension of the duration’ means an application for an extension of the duration
of the certificate pursuant to Article 13(3) of this Regulation and Article 36 of Regulation (EC)
No 1901/2006 of the European Parliament and of the Council of 12 December 2006 on medicinal
products for paediatric use (1).
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AR BES FFHET > Bk BRA| LA RHER T bl T3 gk
BHEHZBEL ETHT -

#& 4% EC Regulation 469/2009 %1% % 1 & W 2 Bl #A &M Z 4 (product) —
FXRE MR LT HTEES P EAR RS ML N R LA IR EM G2
DALERIGREMEN TR E B ERARBERE LTI TR BEZME TR
FRETERAR AN EROEREF LTATIZ A LER BB KR
T A8 B FIp) oF 4F s PR BE 6y AR B - R F B4R X C-631/13 Forsgren #1471 75 & %
AR T Z B o

— A REEETZEARE (£ A EC Regulation
469/2009 JE4EH 2~ 4~ 5 4%)

AREBE TR T AL LA A0 B - Sl A RER A B E ¢
BRARBRAZ FFH A GEE Piap ETBES ST EME M E A R
F o AR BRER ?ﬂum%&é% WS S T UK R &R
EEMAY  wR i%?ﬂ@ium/‘% MEMZ BT EREREDZ BHRA & A&
o HAREREZZHANGEEER T AEREILENZ BB A ERERE N B

HERAEM T AANT LT EELLETHBAEAZBAGRERET  ZHL

Scope, Any product protected by a patent in the territory of a Member State and subject, prior to being
placed on the market as a medicinal product, to an administrative authorization procedure as laid
down in Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001
on the Community code relating to medicinal products for human use or Directive 2001/82/EC of
the European Parliament and of the Council of 6 November 2001 on the Community code relating to
veterinary medicinal products may, under the terms and conditions provided for in this Regulation, be
the subject of a certificate.

Subject matter of protection, Within the limits of the protection conferred by the basic patent, the
protection conferred by a certificate shall extend only to the product covered by the authorization to
place the corresponding medicinal product on the market and for any use of the product as a medicinal
product that has been authorized before the expiry of the certificate.

Effects of the certificate, Subject to the provisions of Article 4, the certificate shall confer the same
rights as conferred by the basic patent and shall be subject to the same limitations and the same
obligations.

Bardehle Pagenberg, Supplementary protection certificates, § 6 “Effect of a supplementary protection
certificate” ,at 7, http://www.bardehle.com/fileadmin/contentdocuments/broschures/SPC_EN.pdf (last
visited Aug. 16, 2015).
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AARE B TP S R IR o7k 2 0 B € B B REON GRS E
BEZE—BY  RYIBEFETEERFTZANNEERA G ml AtRER
TP RAMEAE R IAM 23 R & A R A2 W 3F B £ AT B ok T 4F £ B
BaATZAEGBM > BerRS5SF 5 7 0 I R AHEE RINH 45 KA 5 F
HAR AR ST AN E TR @A E 1 kL7 B R FTRAR 15 F -
AMRFEFLETRESFTIAN > AXBEAREATFRANRT T B F
w o RIEER A R ARERE T FEEA RS AR EE B e LA
R ZHE  BAATHPTIRR T A LT R ES AT AMAIIESL — RS
EB MR ETRESHFTHER » MLA LT RERFTZ P HALES
fdin B LE > REAZFRBAIAB I EZMAIREEE (AL RIM )
ABEARNARER €AF&BZEZR  Rtrhm HARFEFRLETEERS
TZEEAAEERR ETEESFTHERSLE  JLaER ZHEREET
B RAHTH AR BA LKA S R BHRENEHFRERE E BB FRTEEGF
T EESFTZ A - Bl R8P A E R MR € B
B RATAZ S -

mmﬁlﬂxau&,h%méa@ﬁ&w@%Eﬁééﬁ%$ﬂ$%
MR B ARAESTVAIRARLERIPTAMF S DA AETRFEE
(Paediatric Investigation Plan, PIP ) Z E& jk X5z P 7% 2oy KB 45 R BT 1% A 649 4k
FAREBE T S ML R Y MBI Ta AN AN E6MEA > Mk S THEES F 618
A RHIHEE IR -

1 J A Kemp, supra note 3.See “Term of an SPC”
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EH T RETEERFTHERD FARR IR - BB LEKRHR LA
Bﬁ6@ﬂﬂ@ﬁ@$ﬂ$%%%ﬁ&ﬁ%%&ﬁ Wi %o FEWRELF
Wﬁﬁiﬁ’%%?ﬂ&&ﬁ%%ﬁ’%ﬁ%%T$ FAGE Sk W AR AR R
itk EAHEH R -

ﬁﬁh }Ea'f%vxvﬁ- %ﬁ 'f'él%'ﬁ:

EC Regulation 469/2009 %46 % 3 4k 2 ) B H € 4% fe i AARFERE EZF T 4564 -
L3 (a) Aig AL AW AL ILH LA PTRE 3 (b) A3 (d) AR B ALK
R EZHEAELIARINSFABRGE R ETERELHFT > &£ 3 (c) ARRAL
FEHAEML BRI R OB ENHARERZNZE - MAE XFATHEA LR

><V

89 6 B H ] Bp BER kTR i @mEcm@mmw@Qmm%%%3%zﬁi
WA a0 8 T BT HRE -

1. EE R LGP RE (2R A 0 C322/10 ~ C422/10)
2010 FER Mk FBesR 2 (C322/10 ~ C422/10) RZ&HM £ &% (active ingredient )

FAF R WM BG R R AP F A GE Y B ARER TR R BT

20 kR 2 b R R G E AE TIRIL R A AL A 0 R R R 2 HEL AL A T A

" EC Regulation 469/2009 Article 7 Application for a certificate.

1. The application for a certificate shall be lodged within six months of the date on which the
authorization referred to in Article 3(b) to place the product on the market as a medicinal product
was granted.

2. Notwithstanding paragraph 1, where the authorization to place the product on the market is granted
before the basic patent is granted, the application for a certificate shall be lodged within six months
of the date on which the patent is granted.

12 A certificate shall be granted if, in the Member State in which the application referred to in Article 7 is
submitted and at the date of that application:

(a) the product is protected by a basic patent in force;

(b) a valid authorisation to place the product on the market as a medicinal product has been granted in

accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate;

(c) th product has not already been the subject of a certificate;

(d) the authorisation referred to in point (b) is the first authorisation to place the product on the market

as a medicinal product.
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BELT 1R ARERES  EEHFLRAAR SRR HA 2 R4S H o
%%2ﬁ$ﬂﬁkﬁﬁ’%ﬁ$ﬂﬁk t AR A8 5] 0y b B BE O 2R T o R A A
REBET S Bolm T AR EA 1 PHEAHERRE ALY KAt &4 2
WA A E TS E ALSY 0 LHMAHIAHAGRLE TR —A > BTHA

TAERESFT (EMAEMH AB) FHEMAREREE - LHEFEE -

BE2 A EFZ ZAHEAAR > Rlid 2T EWAEY  RaEE L
TR AARER L RAMALAEF | AR EAEATFHAGREEE L=
B Gt A AR A R R BT A M A R 2 R L R R R R R A R A R
R 22 P o

2 J A Kemp, supra note 3. See “How many SPCs may be granted for a given product or patent?” .
.
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Ao MR- AREIABRE S EEHMAEY > RETRETRE G LT EE
s T AR S 1 TRk B Atk E 0 BRI TR C-484/12Georgetown 47 F
Wy RAI LS RBEAZ P FEARE TR EFEELENIATRT > A K
AR 1 AR AR R R BRARR R 6y BB R ST 0 A B TRey A Atk
HEZ A A 0 C-443/12Actavis vs Sanofi F|#] F » BB AT 4 AN E M E R
5 (irbesartan) ZA4H AR HEZ TREFBEZEH T HEEANE | E#RL

o B E M £ &R 2 4F A (irbesartan+hydrochlorothiazide ) FL¥% %, 2] #7 2 4 72 £%
R E A Sk A C-484/12Georgetown & C-443/12Actavis vs Sanofi #|

BINE > FEA T EHFmdil -

Al \

\\\

A% 1 RETERERFT (L2 RALAH  C130/11)

EC Regulation 469/2009 i 1% % 3 4% d %8 % KAk AR &5 T 2 A2 L JAKRIE
F1RETRERFT  mREZFENRLE 1 R ETRERFTHEN SR
7 IR A (4bé\#ﬁ]—i%§"ﬂﬂ) HEA] 56, [B) 275 M & M oA B 3E 3 ) RE A L B AR T
P LR F O TER  MHIETE 1 TR ETRERFT AT EFHERAZETEEY
MRS (Lo E) < HEHG  RAAEBERANELEHE - 21

LEBEFGERTERES T F )X BEZEEN G PHEHAGERTHE |
GREFTRELAFTIACETELF R RAAR  BRNAAIRERZTELEH
RLH B R AR TIRAF FHARELEE  BREZE 1 RETE

ML A TRERT LN LR T EZERES EFTOFHT » B3 b T A
FZ HEE RN BRMN G B REZ TR Y b AAHAKERE

it SAELERIMESLE 1 RETRESFTHERL IS F REHE
Fo PR B B R LA R 0 BT ONE A BT AR R BT AR E AT R R R ik
%&%%ﬂﬁ%&%@(ﬁiﬁ@ﬁf>%m’ﬁ% BB 3 ik PR A C130/11
Neurim F] 4] ¥ 32 & 1R 35 #7 & Wz A A v HH A REE TN LF 15kLE
ﬁ%?#%%ﬁiﬁ%ﬁ&%%%iﬁwﬁﬁ’ﬂ%’%ﬁ%%aﬁ%%%éﬁ

5 Id.

* GRAHAM BURNETT-HALL,SUPPLEMENTARY PROTECTION CERTIFICATES:
COMBINATION THERAPIES EARLIER MA FOR DIFFERENT INDICATION 13, http://www.rsc.
org/images/Graham_Burnett-Hall tcm18-224743.pdf (last visited Jan. 27, 2016).

7 C202/05 Yissum.

8 J A Kemp, supra note 3. See “which marketing authorization is the first marketing authorization?”
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% (o BF MR R T ) 09 R A 2 SR TR BB R PTIEREZ
LA T W EMAREEE ) e BRI M AREEZRAERE AR (12
&%ﬁ&%mg)’ﬁ%$%% BHEMFEAREZHBHRA R R

JE P MIER 0 b2 4y BAR T AMER (off-label use) - 3% 4 3 R %R R A A
BB EETETRE » AR FHIBERANEIMAMGERE TR ELBHILESL
B FFERE 0 £ C130/11 Neurim 4] N & » 5 @50 T & 3% ffi 5F da iy 3

/

%~ Flpl e A

— ~» (C-322/10 Medeva”

1990 44 A 26 A Medeva 2 &) &) B A1 5 #2 4] F 35 - A1 K584 EP
1666057 » H 4580 )y Z4% —#& 7T »A4k3 Bordetella pertussis ( & A% ) FEZ 97w
3% J% W W peractin (69 kD 4%/ ) & filamentous haemagglutinin % s% 2~ FT 4L a%,
Hohpr o B g 4F Tl A AW RAER - HLok v R A e A A W RAE R X L )
T AR A 2 W F LA S E ATE E 0 T EP 1666057 7 2009 -2 A 18 B A%/ -
FAIHEZ 2010 4 A 25 A E -

Medeva 4 &) f& 4 DTPa-IPV/HIB 7% # * » %1 3% B % 4] By #2 b 5 5k 4 Atk 34
#FEZ W W% DTPa-IPV/HIB J& % AT 4 & M £ & 4 IR peractin & filamentous
haemagglutinin %} * #ZAS eL2HLtEE E RS (8-114) -

Bk RB A EH 2009 4 11 A 16 B AR 4 EC Regulation 469/2009 5%
W5 3 4% a SR PTG M & M 8 % Jh At S R B4R 3 & by 4% B SPC/GB09/015
09/016 ~ 09/017 ~ 09/019 #t 4 T AL RFEHFEE X W F - R E A5 E 4] 53R 2
Medeva 2 &) $2 X 4H AR E B E W F TR M ko % I Ak 0 P iR
# (k1) : B 3B A5 AR 4 EC Regulation 469/2009 %44 % 3 45 b *A

9 Carla Schoonderbeek, supra note 1. See “Product patent or usage patent” .

% Judgment of C-322/10 case, http://www.ipcuria.eu/details.php?t=1&reference=C-322/10 (last visited
Apr. 15, 2015).

N RBEESRNAIERFIABEFTLETHT EAFEAASRLRE R EXEARE LT
F5 diphtheria [ & "f% ] (D) - tetanus [ # 1% & ] (T ) > whooping cough [ @ B % ] (Pa) -
poliomyelitis [ % #% & ' % (IPV)] A s Haemophilus influenzae * HIB Ff i 3% #%
meningitis [ B§ % ] -
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MEBBIHTBREAR FMAREREEZ I LT EESATELEFEARZIHFT &
R % 5 5% SPC/GB09/018 #l A fr#HEEZ X WH REAAABRARMAMREXRE Y
HRPT A EMR E R R A £ A PR E H A8 R (pertactin & filamentous
haemagglutinin) * 2IFAFFHARBEEEZ XL L THTHEMRE N 9 EEH
ERA 0 AEME R SN AR E T P F PTG RIS & T PR
Ho MALETHTREEEHEHGEIELEGFARZ ETHT (k1) -

*1

AR E AN | A A AT EHHFETZ

T AR B 27 M E PR EMEE RS EME RS
SPC/ . .
GB09/015 pertactin A& pertactin & pertactin A&

’ filamentous filamentous
09/016, .. filamentous ..
09/017 haemagglutinin haemagglutinin haemagglutinin
’ B 8-11 A8 5%, 5 Bl 8-11 A2 % 5

09/019

peractin & pertactin A& pertactin * filamentous
SPC/GB/018 | filamentous filamentous haemagglutin & 3 &

haemagglutinin haemagglutin 7 &R 5

Medeva 2 3] &) % % 7% % (the High Court of Justice of England and Wales) #%
B3 02010 01 A 27 BB e - 4 E3F 2 E3Fi%FE (Court oprpeal)
AP L F AR 0 QERIAIRR B 2 BRI AL 1L B (BY % 1%
ERATAW % AR 0 FIET A S A Eom@mmwwﬂmmfh%3ﬁaﬁzﬁ
TR BT ? 2. LTHFTXIaH LemERIHR (Rt PTRHE) 2500y
FHME RS 0 &L A EC Regulation 469/2009 %44 % 3 4 b A 352 7T A SE fE

WA ERE -

B B8 ik Be A H ok P 33k 78 EC Regulation 469/2009 7544 5 5 #4640 € 4 7o % 3%
FEMR TS S A AR AR - KA RTRE] © #FEEFE EC Regulation 469/2009
AR 3 a A AR EMAREEZZIFTF T oA AN AHIA T FR
Bl d R #H ZAARERETRRER BB EHH A RERE B

flde T 11 25 R EE R 2 P SF A G B PR B AR R E RS (AHB) Fié
ROy — BB Ry 2R FAEATE—Z EHEE RS (A RB) A FHH & IE
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BONBRNEERFE (MRRERE) NME—EBERAPIDHT

TENERREE  EREEHREEEERSZ— (ARB) HAREESFF
TIEAAZ N < 2. A RAEEFEERS A (A+B) #AKREZ R ZZTHF T > B
Rz AR A P F A GE F R R RZRAETE RS A (A+B)
ZHHE B AT FHARER T ELTEESFTHOS LHATRBAES®
Emm (A+B) AN ER IRy mAZMAREE TR THESZE B EC
Regulation 469/2009 R » EME Mo el LT RERFTH®E » 73R
RETRERFTH O ERE RS -

RAAB MRS ATR 2 PR R Aok s — R RR A A LR Y (%
Sn) BB SEEMEIRY 0 PHAMAREETN  Fam AR A ¥ FH A
SE Y AAEKRAE = RERY (&) X ETRESFT - H6f A KL
SR Z P FEAGEE P AT RF R EM. E RS LT FT 44 EC Regulation
469/2009 £ H 3D FAZ T T S LAY ETEERAFTZIEL?

= C-422/10 Georgetown”

1993 £ 6 A 24 B Georgetown X Z@ BN E A B E 2H w3 0 L LA L%
% EP 0647140 * # EP 0647140 458 73 2 Bl 7 3L R 4K/ J% 5 7% ¥ (papilloma virus
vaccine) * &R W EM E RS L2 RKBmE (HPV6b » HPVIla » HPV16 »
HPV 18 » HPV16 # HPV 18 #f | Z HPV6b ~ 11a~ 16 ~ 18 Hf Al £ &4k ) = L1 &
MEG > THBEAMAEATRALRKBREIINE  AFARKBREFIRSE -

2007 F 12 A 4B A ETRERHFT (YY) » AFETEHAASL
Sanofi 28] * JZ WY@ ow % & Gardasil » FMH E R » & A A alg F P HEIRZ
HPV-6 » HPV-11 » HPV-16 ~ HPV-18 #4hAb& G Préwsk 5 % > 2007 £ 9 A 20 B %
M P RERAT (KW ) 0 LFTHEHFA AL GlaxoSmithKline 2 3] » & %
6 % & Cervarix * &M £ R 5 & 18 %ok fm o F P £ I HPV-16 & HPV-18 #h4L
& G B #apk 5 Georgetown K %% 16y 3¢ Bl % 4] B S 4R 3% Gardasil = LT E 4 7k
W AARE R E 2 FF (SPC/GB07/079 ~ 073 ~ 080 ~ 078) » W 542 44 5 5] B 15 B

22 Judgment of C-322/10 case, supra note 20, at S 43.
» Judgment of C-422/10 case, http://curia.europa.eu/juris/document/ document.jsf?docid=
115204 &doclang=en (last visited Apr. 20, 2015).
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7 HPV-6 » HPV-11 ~ HPV-16 & HPV-18 B Ftafin b P F 2 L1 T4%& 4 5 5 -

1R ¥% Cervarix L7737 » 31 2 Tkl A tR %L 0 5% SPC/GB07/071 » ¥ 3

A2 0 B A A B o fm R BT FE IR HPV-16 2 L1 £ 4% & 5 SPC/GB07/070 » H ¥ 345 4%
WA S m e TSI HPV-18 2 L1 €% g -

3% B & A B 4% B Georgetown K2 6 Tk A MRFE R EZXFHF > HH LHER
EC Regulation 469/2009 ;%145 344 b AX M T  BA LT R ELFTHRE R
MR AR AR E R E FH I E M E R 5 Georgetown K 48 E 3R
% % %% (the High Court of Justice of England and Wales) & E3fi% e (Court of
Appeal ) * & ESFARAPIEFE RS GERRBFRREAARHEIAZ P FH L
MEBZEZRE —FHERT R SEER IR AZRET » S Atk E T
FHE-—FRERS R M OGA SEERERIFAZ LT HERAFT
& & 54 EC Regulation 469/2009 % 3 & b AR &4k Lk FFHTH > F
& — & A

‘%‘67
e

EX Bk RN A kP 2T 0 255% 2 EC Regulation 469/2009 544 5% 3 62 L teR
T » B# EC Regulation 469/2009 i 44 % 3 44 b PAHL € J& MAFE B ARIE LT B2 &
FT(RBERE—FHREIRMIH O ETREERSY) THAREERETFFH (R
—FEMERY  BZE—FEHERSREARBEA) BV FREFEE (R
%2)

%2
WAARHEBEE P F HAt A PriRE X TR Sy
Fﬁé{%ﬂﬂ—(/é riﬂ:_ﬁk(‘ 5%’riiﬁ&‘/7]\ ,I:.ﬁj— ul':’]‘-(/% H"-iﬁkﬁf]
A (FEA) A,B,A+B,A+B+C+D A+B+C+D

= ~ C484/12 Georgetown™

AL LA RPTIHEA B BB T ey &AM C422/10 £48 F) 0 FF
3k 4 R =~ C422/10 % 1-12 47 B it 5 3k % F Georgetown X % & #F B & 41 &

2 Judgment of C-484/12 case, http://curia.europa.eu/juris/document/document.jsf?docid
=145524 &doclang=en (last visited May 6, 2015).
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RAESHEMAREEEZZI P H L P HR k32008 F1 A 15BHME
B 2 TRAR AR E (Nos 300315 & 300318) » 5 > # il 4B &K
#% EC Regulation 469/2009 %44 % 3 4 c PAME - B I 10 2 ae 4 1 kA
FAREE LT MR A MRIE Gardasil 2 £ T894 AR EHEE F3F (Nos
300321) © Georgetown K 5= 7 Mk LB 7 B A B 2 & 20 & &) 47 B L 3F ik Fe it
LK R TARIE C322/10 Flik & R - Bt AREFEEZ ¥ (Nos 300321) 4
4 EC Regulation 469/2009 %44 % 3 #4& b JAM T » # 1 JEAZ K Nos 300321 Z ¥ 35 »
H Georgetown Xk % & 77 B2 &% & (Nos 300315 & 300318) 2 fk i Ak #EHE A
W LR A E EAZ /2 55k SPC ¥35 % > X5 Nos 300321 24k At LT ¥

FT A 0 12 L3RRI & 1R 3% EC Regulation 469/2009 %44 5 14 45 > M
T AR T AR EA AR AT B N ARAEZ SR - B @ B &R EC
Regulation 469/2009 %1% % 3 #%& ¢ JAM T » #¢4E Georgetown K 4k & 4 4,1k 3 35
Z > Nos 300321 75 R JEZ AL A » BH KM EFH > FM LFERLBIFILEHFR
2R 0 @B BIK TR B 25 AR 3E EC Regulation 469/2009 %46 % 3 f& c AME » £ %
TR L — 1 R SRR S AR E RS 0 RAEA R A SRS R
St % TR A REE T M)A F KA o

BRI RS MAMAREREREZZFF BB ERTTAREE 1 RMA
RFHEZTHARBEEEE  RANERLRBERAS A R4S A — AN
I AR R A MR LG AIF  BUREETRERFT ($EF
M ERASHER » A+B+CHD) Pt b 2l AfrsdzeE (M5 TEM ERSHA
A+B+C+D) Z W 3% » 5445 & EC Regulation 469/2009 %44 % 3145 a AR T £ 1% -
Ko B2RMARERETVF (HARE-—FEHRIERDY " A) » ZRE—EHR IR
o IR & KA £ A P7i% % 0 EC Regulation 469/2009 kA% 5 3 44 ¢ A X AT 1 & fg 4%

* The certificate shall lapse:

(a) at the end of the period provided for in Article 13;

(b) if the certificate holder surrenders it;

(c) if the annual fee laid down in accordance with Article 12 is not paid in time;

(d) if and as long as the product covered by the certificate may no longer be placed on the market
following the withdrawal of the appropriate authorisation or authorisations to place on the market
in accordance with Directive 2001/83/EC or Directive 2001/82/EC. The authority referred to in
Article 9(1) of this Regulation may decide on the lapse of the certificate either of its own motion or
at the request of a third party.
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FMN

LAERE2RMAGERE (AR —FREIRSY> " A) 2 £ 0%k4-

%3
AR ERE P FHE AR ERE P FIEY
Nos 300318 HPV-6.11,16.18 = L1 &M% & b
Nos 300315 HPV-6,18 = L1 ¥ % & #if A
AR BB 2 HPV- ‘ :
Nos 300316,300317.300319,300320 ;‘g % HPV-16,18,6,11 Z L1 ¥4
Nos 300321 % 300322 AR BIH %5 HPV-16,18 2 L1 M5 &
%4
IRt 2A AT AR E > A
% A+B +C+D
+B,A+B+C+ +B+C+ -
%13 AB.A+B.A+B+C+D A+B+C4D (g
# 25k A,B,A+B,A+B+C+D A+B+C+D A (ERMWIEAE)

w9 ~» C-443/12 Actavis vs Sanofi

LA A sanofi 2> 8741991 5F-3 A 20 B qERiM A Bk A w3 L (2
HIEIE - EP0454511) #1998 46 A 17 B # 4 - 2011 503 A 20 8 FA14# 21
EP0454511 &A1 X AAF e R —AILEY » e A S w/BREREE T R

(irbesartan) * 7 » AAEZFH T —BHEam » &2 5 EEHE IR ZAHA
4o : irbesartan A B FLETE| ~ 458k T 35408 » ARB| R AEER B S > ¥3F 2
A 6 H % 1-7 FAF B ¢ irbesartan © R HES LT H 0 5§ 20 CARTE 4 BAA
irbesartan =T VA B AR A+ A2 K PR AELS B R SR B & AT e

A KA &4 (EP0454511) & 1997 £ 8 A 27 BAx /A X L7 B 3 5u 38 7T
( du 4 @ Aprovel > W irbesartan &/ £ R 5 P4 pk > EIEE © EHBRBREMLS
J&) > sanofi 2@ 7 1999 52 A 08 A M A% 1 kAl ARER T » A AfRFEE
742012 8 A 14 B 2|7 ; 4ak » KK 24 (EP0454511) & 1998 4 10

* Judgment of C-443/12 case, http://curia.ecuropa.cu/juris/document/document.jsf?
docid=145527 &doclang=EN (last visited May 26, 2015).
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A 15 Bz EBERAT (A s CoAprovel » &M £ ik W irbesartan A&
hydrochlorothiazide P 4Lk, @ #JEJE © &B/REM 50 ) -+ sanofi 2> 87> 1999 F
12 A 21 BHEAES 2 R AIREER LT M AREEEF 2013 F10 A 14 B 347 -

Actavis 2> 8 4k £ CoAprovel MRZ 5 4 8 » R — B L iiF €12 F 2] sanofi 2>
3l 2 % 2 kAl A fR##EHEE (HA irbesartan & hydrochlorothiazide #if A ) < & A4 -
Actavis B & Z P sanofi 28] X 5 2 TR ARFEEFT I AFM? B4 0 Actavis 2>
3305 sanofi A 8] X % 2 ThAb AR E E &0 A HE R EC Regulation 469/2009
FAEE 34k a B E 0 B A irbesartan & hydrochlorothiazide #f J » 3t &k & K # &
A1 (EP0454511) 2 AE — A W o5 AU 56 [ F X VI #EFE B 5 sanofi 2 &) AR Bk s
LA F 20 28 F &K A B A irbesartan ¥ ] K #| 4F A 0 d hydrochlorothiazide $§}'
AR KB Z —4E o B > Actavis 2> 8] ¥ 534 355 EC Regulation 469/2009 7 44
34k cPAM A » sanofi 2] X F 2 TRl AAREH E &L 0 B A irbesartan & F 1 7k
AR T AR > LR 2 RAAREEFTARNA AT ER > A& sanofi 28 &
J& 5% 2 TRAH AR E 3 &3 R EC Regulation 469/2009 ix45 % 3t c AME » B
&% 1 Tkl R ER E SR Aprovel . BT BB A T (B (& A irbesartan )
g 0 T 2 TRl AR R E 731K 3E CoAprovel 2 b7 B B2 524 7T (irbesartan
% hydrochlorothiazide #f H ) o f£ /& o

w73 B/ % F %k (the High Court of Justice of England and Wales ) 3t #& /% ##
S BB BAFIESRAAAR A B 2 ERMER M AR - FRE-FZBE
RS 1 s — AR R P F R GE R ER FEEEE RS 0 AN EC
Regulation 469/2009 i% &% 316 c AT > £ & ZAMA R L HE ERELE—FH
ERDZANAARGERE ? 2. B — KA A ¥ 3F LA S B % E irbesartan 17
FRFIBER > A2 38 R B AELS B BF R AT AR A R AE] 0 o PTARIE X R B R T R
E R 4% irbesartan & hydrochlorothiazide @ & & #F & EC Regulation 469/2009 7% 4%
%3tk a AR @ T AR AR

B ke g A AR A W S AR R A A R AT B R
FTHRECLEARNERT A EAMACHEERE A RS> ZH A RERE
¥ AR % EC Regulation 469/2009 4% % 3 14 ¢ FAHLE T L7 F A4 A L7048 B oy Ik
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B

BERF]  BERAA -k ETRESFT (FMHERS P AHB 0 B RMIEH#E RA
AR ) o MR A+B AR ARERE 0 E—F 0 BRIARS]IA C-322/10
FIPLS 39 B B AR A SR R RAEAT AR A R A
AR R B T (s basic patent iH E A D) 0 BB AZERMEG A
R TR A BRI e AR R o B A AR R HER R 0 Rl X
AR EE E TR T LA A LB ATIRAR FAEA] 0 ¥ Sanofi A8 X F 1 FRkAH AR
#E (M5 irbesartan) ° 454 EC Regulation 469/2009 i%44& 5 3 #&a~ c ZAM T >
EH IR > b o fR4E EC Regulation 469/2009 k4% % 5 45#L°€ > Sanofi 2 8] /&
%1 kA AARFEE T R AT A A Ak b B — irbesartan 2 irbesartan ff F -t &
MERSZHERET R EX 0 F 1 Rl AtREFEE T T Sanofi 2 8 A A
1B &M £ R 4 2 irbesartan $2 hydrochlorothiazide FT 4 sk, 2 B2 5% £ 77 » Bp 25 7 % 28
5 H8 E77 CoAprovel Z % & % > Sanofi T 4T 5 1 Tkl AfrEx Z 2 A
B2 A

L AR 2ERMAKEREZ > TR IEE M £ R 4 & irbesartan 1
hydrochlorothiazide 2 % &% L7 » $15 1 Sk ARER EX RN A EE - 85 2
TR AIRER T R RARTESE 5 FAMEE DL 0 2% CoAprovel /7T L7 B 8 5% 25 7T
do B RAIHEAT S S 0 A PR EE B agAR e A BB &4 1. B8 X irbesartan
A 2R, 2. irbesartan ¥ hydrochlorothiazide &% %6 (b J& 3% 1 7T g w45 Jh st & A
W ] k] 1 b T B B 5 35 T 2 hydrochlorothiazide ¥ VA & 4 ¥ J&E Bl 4% » 3£ 455 & EC
Regulation 469/2009 ik 4% % 3 i a AR E 7) » 5 Z A AMKIE CoAprovel IAF1R
# irbesartan #9 % 1 Tkl A AREF L 0 M Aprovel FE 4 BT o R FIHEAAR BIATE
AE B irbesartan B2 B 2 kA AARER T c MRABHIPIER L — F RS
T (R ERAFTAR) > LR FAHEAARIRZ BT 58 5 & 2F°T Ok A
AZE R ER>ZMARERE  ZLARAAEA L ZE M E R
RFZFE —EME R R LA E M £ R 5248 A % EC Regulation 469/2009 %1%
# 3 M a s c AMRARIEARRE L A0 B R A A 0 ARIER R A AR R IE X
TTRBESRHFT (R—EHEIRSHACHESEERS > LR CHESEE RS K
PR AR R ) A AREE T W BPAT R ATIRF 2 Tl AR T

%NL

7 Id. § 38.
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REZHERE; B OARBERRLF2RBAGERZ YIRS E £
VA3t Kk $# AT B P AR 2 A pRAEAT FREFE o

& ~ C-631/13 Forsgren”

Forsgren st 4 & % #]35 3 EP0594610B1 < £ A A » 2 £ A 347 N 817 Bl
—#& % % protein-D 2. % & H » '€ & — & Haemophilus influenzea # & & A7 45 37T
M IgD &6 &EGYE ; s Synflorix (Femt ) X B 8% FT5 2009 F 3
A 30 B » d R H AR L8 N L AR X — AT SR MR 0 R RIE AR ik
Byt B R 6 B E 2 RN R RATAG I K AR PRSI K A K 0 Wik
Synflorix J& % & 10 /2 7~ F) e 75 A 2 Bl X B4 % 8542 (pneumococcal polysaccharide
serotype ) AT#apk * H % EERE 45 & 2467 & & (carrier protein) it 7R P #A B R 45
L o protein-D & X N\AE S EERE Y4B TR G -

2009 4 9 H 24 B Forsgren 2t 4 % 1 %ﬂ%ﬂ%¢mmmmnzm£ﬁ'%
Z  RFZ B3R protein-D 1£ LT B - LA TAHAMREEERE  THEAT
MR- E3FZE EHFREZEE > LFE B €25 protein-D 7 EP0594610B1 W+ 4 2% = A
H T8 Haemophilus influenzea H & 2 4R » KR40 k323 4 Synflorix J& ¥ X &M
E AT 0 3% protein-D £ £ 1F & & £ Synflorix ¥ #8 5- £ B E M &4 T IEK
M BESR > R EC Regulation 469/2009 %46 % 1 15 b AR E 5 iE ZAIHEA
& ESF 2R &AM 0 £5k protein-D B4 BB R - B A REEE -

B A & 5k RV & G 5L protein-D VA L1 4k & & £ Synflorix 3 o £
BN E RS 0 % Synflorix £&F M £ K5 zﬂhﬁié‘i}& REF PR HE LR > By
TRBZIEETREERGHEAZZFTRPE ) —% » Kit# T Synflorix £

BRSHFTZ EEEMKRSEE protein-D 7 =3 > Synflorix £ 77 & & 5% 35 T i
% protein-D £ B3E TR G A & FE LW HT I KA FER X protein-D LA
EP0594610B1 Ff %+ % %%t ( FA B Haemophilus influenzea ¥ Fi5l& 2 %% )
R = A TR R A I RAE BAEATH R R - R fe b F A2+ B Bk PR 4R B e

% Judgment of C-631/13 case, http://curia.europa.eu/juris/document/document.jsf?text=&docid=
161387 &pagelndex=0&doclang=EN&mode=Ist&dir=&occ=first&part=1&cid=61424 (last visited
June 16, 2015).
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» Judgment of C-130/11 case, http://curia.europa.eu/juris/document/document.jsf?
docid=125216&doclang=EN (last visited July 9, 2015).
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