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Abbreviated New Drug Application (ANDA): Generics

An Abbreviated New Drug Application (ANDA) contains data which when submitted to FDA's Center for Drug Evaluation
and Research, Office of Generic Drugs, provides for the review and ultimate approval of a generic drug product. Once
approved, an applicant may manufacture and market the generic drug product to provide a safe, effective, low cost
alternative to the American public.

A generic drug product is one that is comparable to an innovator drug product in dosage form, strength, route of
administration, quality, performance characteristics and intended use. All approved products, both innovator and
generic, are listed in FDA's Approved Drug Products with Therapeutic Equivalence Evaluations® (Orange Book).

Generic drug applications are termed "abbreviated" because they are generally not required to include preclinical
(animal) and clinical (human) data to establish safety and effectiveness. Instead, generic applicants must scientifically
demonstrate that their product is bioequivalent (i.e., performs in the same manner as the innovator drug). One way
scientists demonstrate bioequivalence is to measure the time it takes the generic drug to reach the bloodstream in 24 to
36 healthy, volunteers. This gives them the rate of absorption, or bioavailability, of the generic drug, which they can then
compare to that of the innovator drug. The generic version must deliver the same amount of active ingredients into a
patient's bloodstream in the same amount of time as the innovator drug.

Using bioequivalence as the basis for approving generic copies of drug products was established by the "Drug Price
Competition and Patent Term Restoration Act of 19842," also known as the Waxman-Hatch Act. This Act expedites the
availability of less costly generic drugs by permitting FDA to approve applications to market generic versions of brand-
name drugs without conducting costly and duplicative clinical trials. At the same time, the brand-name companies can
apply for up to five additional years longer patent protection for the new medicines they developed to make up for time
lost while their products were going through FDA's approval process. Brand-name drugs are subject to the same
bioequivalence tests as generics upon reformulation. For more information on generic drug bioequivalency requirements,
please see the chapter entitled "FDA Ensures Equivalence of Generic Drugs" in "From Test Tube to Patient: Improving
Health Through Human Drugs3."

The Office of Generic Drugs home page* provides additional information to generic drug developers, focusing on how
CDER determines the safety and bioequivalence of generic drug products prior to approval for marketing. Generic drug
application reviewers focus on bioequivalence data, chemistry and microbiology data, requests for plant inspection, and
drug labeling information.



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm
http://thomas.loc.gov/cgi-bin/bdquery/z?d098:SN01538:@@@D&summ2=m&|TOM:/bss/d098query.html
http://thomas.loc.gov/cgi-bin/bdquery/z?d098:SN01538:@@@D&summ2=m&|TOM:/bss/d098query.html
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/UCM154807.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/UCM154807.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/AbbreviatedNewDrugApplicationANDAGenerics/ucm142112.htm
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COMMISSION IMPLEMENTING REGULATION (EU) No 961/2011

of 27 September 2011

imposing special conditions governing the import of feed and food originating in or consigned from Japan following the accident at
the Fukushima nuclear power station and repealing Regulation (EU)
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as 7 36%
=] 25%
AR 12%
59U 15%
7B REE 7%
HOUTISET 9%
A 20%
AT 29%
HA 25%
IS5 A 27%
A 25%
16%
ZNEd 16%

GE) FiEr-TERNZEILESN-KRADOBEHIEEDEIS .,
Hiffr: WHO report on the global tobacco epidemic, 2011



F- EE(CEARADTHEEE 25% L EE HEDDTRESVED1DTHS,
BB (Z kDK ADFETF (HEET, 200045)

PROPORTION OF ADULT DEATHS DUE TO SMORKING,
REGIONAL ESTIMATES
Proportion of adult mortality due to smoking, 2000
. 25% and above

. 20%-24.9%
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PROPORTION OF ADULT DEATHS DUE TO SMOKING,
REGIONAL ESTIMATES
Proportion of adult mortality due to smoking, 2000
@ 25% and above @ 15%-199% @ 5%-9.9%

‘ 20%-24.9% () 10%-14.9% ‘ Below 5%

AT : The American Cancer Society [The Tobacco Atlas third edition 32



EGAEIZDLNT . WHO NNEEEH BT Global Status Report on Alcohol and Health 201112 X&kd&. O
DT EXOEBERET I A-ILERERETHIRTCENMERTRLESNENS. AT ABHED
20%. ZMED 6% A7 IILOA—ILOFEYGERICKYGZEFZREL TS CNIET7ILO—ILDHE
BEELHBANI—UNKREERERLTWSD HEERLTEZHFHEINBEEEKRELG LA TDERH
HICHELAHY .. JREVRIVOEWVLEIZHEIND,

FILO—)ILIZERTHAITEERDEIE (20044)

Figure 14. Alcohol-attributable deaths as a percentage of total deaths by WHO subregion, 2004

[ 2+
I 500 * WHO 0viges the word In Six general regions: AMNIca, the Amencas, the E3siem Medllerranean. Eurpe, Soulh-E3st Asia and the Westem Pacific.
B 04 CouNtris Within 23ch of TIESE FEgIONS e then VIOEd INtD SULFEQIONS baSad N |evis of Chikd and 3dult morallly (Moraity Strata).
_ Detafled 0efritons of mortalty sirata 3nd st of Member States by WHO region and morialty Siratum are gven at the end of
I Not applicable the World Healih Report 2004 and can be acoessed 3t www.who intwhr2004/annex opicien/annex._member_en. par.

HFF: WHO T Global Status Report on Alcohol and Health 2011)
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Figure 1. Total adult (15+) per capita consumption, in litres of pure alcohol, 2005

0" °
Per capita consumption (litres)
B <20
I 25042
[ s.00-7.43
B 7502
I 10.00-1242
o
[ oata not avatabe
[ Mot appicabie

*  Best estimates of 2005 using average recorded alcohol consumption 20032005 (minus tourist consumption; see Appendix IV for details) and unrecorded
alcohol consumption 2005.

Hi A7 : WHO T Global Status Report on Alcohol and Health 20°4
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Figure 7. Patterns of drinking score, 2005

H A : WHO T'Global Status Report on Alcohol and Health 2011
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HIV/IA XREPEH | HIV/ TAXEEE | HIV/ IA(XBRPEE T XEEERICES
(15 LI E, A) (15-497%. %) (15-24F DL, %) FETEHH(N)

av 7 96 7 1.0 0.3 355,000 - 655,000
EalEd 135 0.11 < 0.1 2756.000
Ak 2308 0.3 0.1 178
TS5V 4575 - 808 0.3-0.6 0.1 - 04 2,000 - 255,000
EHTUT 4105] 0.3/ 0.1 265
HZA 8,100 <01l <O01] < 100
TS5 R 155 0.4 0.1 1,700
KA 657,000 0.1 < 0.1 < 1,000
855,000 D.Zg 0.1 < 1,000
A [E 1205 0.6 0.2 1757.000

HiFfr : UNAIDS Report on the global AIDS epidemic 2010
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it 34 30 5.1 1.6 0.2 08 5. 44 25 1.5 41 55 1.1
xalt 307 8.4 116 118 43 29 319 10.] 10.5 129 19.4 121 06
HEZ L] 402 1.0 247 19.6 46 40 578 142 146 190 262 16.7 128
it 05 5.6 101 43 38 1.1 18.6 .1 6.7 12 122 8.9 6.5
Axal 12 0.2 08 05 - 0.0 1.0 04 0.1 02 02 03 0.1
REX(ER®) )i 15 0.2 09 08 - 00 0.6 05 0.1 02 03 0.2 02
fit 08 0.2 0§ 05 - 0.0 1.5 04 0.1 0.1 0.1 03 0.1




757

$ov

REER Ay7 hE b KBRS | 7507 AURERLT I5VR | K4y *E
310 1047 384 33 103 525 325 424 594
NRBRER 466 1050 434 22 11.5 §5.1 388 486 589
178 1044 334 5.1 88 400 266 364 508
174 95.7 226 1.7 41 36.3 134 293 420
BIEAELHES 268 96.0 214 1.1 5.3 459 185 35.2 412
9.3 95.3 18.0 28 41 26.7 8.6 231 421
9.7 14 18 05 1.5 6.4 16 24 1.2
HAE 136 15 14 04 18 18 12 20 09
6.4 14 21 0.1 1.2 5.1 20 23 1.5
533 234 3148 5756 43 1819 188 16.0 229
BRERLUFERE 76.3 28.1 372 §08.7 6.1 1719 193 14.9 241
316 18.3 265 5423 32 186.2 182 16.9 211
18.0 118 29 312 - 237 11 0.5 02
&5 334 154 39 401 - 295 12 0.7 03
47 19 19 222 - 174 10 04 02
3138 25 15 2071 - 15 12 06 31
HIV/Z4X 385 36 94 1915 - 198 18 1.1 54
26.1 14 56 2240 - 1.3 06 0.2 21
03 14 35 1189 - 91.9 22 1.1 23
M THE 04 12 34 131.3 - 790 18 1.1 18
0.3 1.6 36 106.5 - 105.8 26 22 29
0.5 2.5 0.6 1.0 - 35 03 04 03
BRI 3 0.7 29 09 1.1 - 38 04 05 04
04 21 04 1.0 - 3 02 0.3 02
02 1.1 13 05 - 14 11 0.9 22
CRIEF % 0.3 1.2 17 05 - 16 12 09 29
02 0.9 0.9 04 - 13 09 0.9 1.5
10 134 323 53 233 212 19.0 282 242
HRH 46 109 282 5.3 250 199 189 2.1 243
9.0 16.1 36.2 5.2 212 226 19.2 334 240
14.1 8.0 209 16 5.1 16.3 815 4139 76.7
HERAS 19.9 11 247 19 6.3 186 §9.1 400 582
9.0 8.4 111 1.0 5.0 139 933 436 94.1
34 0.7 44 06 03 09 53 5.1 20
TlLa-ILEREE 6.0 1.1 8.1 09 06 16 8.1 9.1 32
1.1 0.2 09 - 00 02 21 25 09
22 0.0 0.1 0.2 02 09 04 08 1.5
ENEREE 39 0.0 0.2 0.3 03 16 0.7 1.3 22
08 0.0 0.1 0.1 0.1 03 0.1 04 09
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LU LEDOAOICHEHRELIALATO—)LEEZDE|S (20084 )

1l

(=D hE 4K TSTN [EP.S ISR ) HEE KE
Os.0mmol/LELE B 47.8 31.8 25.8 43.0 57.0 64.9 72.2 65.6 53.3
Os.0mmol/LELE ZtE 56.4 35.3 283 426 58.5 65.5 67.4 65.7 56.9
O 5.0mmol/LELE B EF 52.6 335 271 428 57.8 65.2 69.7 65.6 55.2
He.2mmol/LELE Bt 12.5 15.3 296 10.1 6.0 21.4 22.2 134 4.4
H6.2mmol/LELE ZtE 20.2 17.4 271 12.4 84 24.8 24.9 16.4 5.6
H6.2mmol/LELE B EF 16.8 16.4 283 11.3 7.1 23.2 236 15.0 5.0

HAT: WHORR—LA—2 KU YERE (201159 ﬁ%
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(BE{iE - %)

50.0

40.0

30.0

20.0

10.0

S =Ty ] ALF I5U A& ISR oy %E *E
05% 46.6 401 33.2 45.0 47.1 47.5 49.8 46.4 34.8
mE-g:3 48.4 36.2 317 355 41.0 38.4 44.8 40.8 32.8
BE&&EH 47.6 38.2 32.5 40.0 43.9 42.7 47.2 43.5 33.8

HINEEHmE (B&MmE. ser) 140kl k.
PRIBEHAM T (B{EME. DBP)90LI L, E-IXEWMABERDE,

HAF - WHOR—£a R—5 £ U fERE (201149 B 658)
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(B %)
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40.0

30.0

20.0

10.0

0.0
av7 tE AUk ISTL B TR KAqy ®=E *E

g 56.2 25.5 9.9 52.4 30.1 56.4 66.8 67.7 73.5
oOxtE 62.8 25.4 12.2 51.0 19.2 45.4 54.5 60.8 68.2
mBxaE 59.8 25.4 11.0 51.7 24.4 50.7 60.5 64.2 70.8

MBMI{E25LL EDE ., HAT: WHOR—ALAR—U K UERL (201189 A #sE)




AY7OEERCRETEOBRAFETER

(BfL: N)

607

505

407

305

207

1054

Bt it Bt ik St it Bt it Bt g Bt it

ERERAER #y HBER MCBRES | WmERRE | TLIos0

M2000% 545162 | 686211 | 164086 | 133857 | 250009 68707 37907 26769 72230 29911 29886 6,328

W 20084 | 535814 | 650179 | 154845 | 134412 | 189552 54911 51709 38692 56863 22630 26749 7,791

M2009% 513532 | 623129 | 156874 | 136728 | 173089 51487 50676 38280 55463 23999 26035 8,068

W2010% 518284 | 633633 | 156301 | 136870 | 167060 49807 52500 39495 52944 21864 25239 8,370
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(i 5R) EHERANDERERE (i )

(AU FICEAL-FIEHE TH 6,500 O ABREEE 17 6,000 DSV EZFDZERF|

5,000 120.0
4500 [ f_--‘
l/ - 100.0
4,000 —\ /r—-
3,500
< 80.0
3,000
2,500 < 60.0
2,000
40.0
1,500
1,000
20.0
500
0 A& 0.0
hREHE (ERHT | AEEHE | | g BTN | HINER | SNUTE GEERE
X ) 7 ) EHER | BR HER 3
A PRl () - k4 1,551 252 614 111 933 1,374 599 1,041 433
A EEMOSER (BB £ 4453 1,521 1,670 460 2,178 3,052 1,209 2,186 877
R (15 AN E1-Y) A 101.4 103.2 97.7 96.2 87.7 96.6 98.0 106.6 108.6

GE)La—hYREREX(2010F 1 AHE) IMESERIZEFENE,
AEBRICIEMRBEZEOEIELL. HFT O 7 EAERHEEH D



ITZEEDERUEERELIURER

(B N) (B R)

ik AT B REER AR

g A A& #a% P ET AR ET )

Av7 614,183 43.1 1,214,292 85.2 97
i [E 1,905,436 142 | 1,854,818 13.8 41
Ak 660,801 6.0 | 1,430,555 13.0 9
292 329,041 17.2 | 1,243,804 65.0 24
nE 626,923 11.0| 870,490 15.4 12
HE7o7] 903,408 54| 2224133 13.3 11
FAATE | 2,586,199 145 | 3,599,720 20.3 47
HA 264,515 206 [ 531,210 414 138
RR M 2,950,761 33.3 | 6,620,725 74.7 62
ZNEd 793,648 26.7 | 2,927,000 98.2 31

X1:2000~ 2010 FE NP TENSIEFERDT—4
%2:2000~2009F DB PR TENARHERDT—4



2R EHE B0 EEE (R E)

¥

(BHI:AAN)
18

16

14

12

10

BRER- | BSHR

EEBRA
# 3E FREFEL ftme | #H

HE&RR -

mi | SE MNEFE | BRFE RN fHEHE

EEE

M2000%F | 159,200 | 62,300 | 41,900 | 72,100 | 15,500 | 12,600 | 23,200 | 23,600 9,900 | 11,400 | 18,400 | 55,900

M2008%F | 164,300 | 67,800 | 43,300 | 69,400 | 16,400 | 12,300 | 25,500 | 24,200 9,000 | 12,100 | 18,000 | 60,200

20094 | 162,500 | 69,300 | 43,600 | 69,400 | 16,700 | 12,400 | 26,100 | 24,400 8,900 | 12,100 | 18,300 | 59,800

W20104F | 164,800 | 70,500 | 43,700 | 68,900 | 16,900 | 12,400 | 26,500 | 24,200 8,800 | 12,100 | 18,800 | 60,600

WA 0L 7 ESERGH



AY7DERIHOKEFBERPCIHRICHEADEEVH, REPIVFLYFEL

FEEDERZH (20084F)

ERED EREICEITS |EREICEITS

%t GDPLL (%) BRFZ (%) REIZH (%)

20004E (20084F [20004E |20084 |20004 20084
a7 5.4 4.8 29.9 64.3 40.1 39.7
P [E 4.6 4.3 38.3 473 61.7 527
AR 4.6 4.2 275 324 72.5 67.6
25)L 1.2 8.4 40.3 440 09.7 96.0
e 4.2 4.2 479 53.2 52.1 46.8
RETUT 3.9 3.8 32.1 41.3 67.9 58.7
faAREFE 6.0 0.8 63.7 67.1 36.3 31.1
HZR 1.7 8.3 81.3 80.5 18.7 18.0
KRN 8.0 8.5 713.8 13.7 29.7 23.6
KE_ 134 152 432 | 478 568 522
125 8.3 8.9 56.4 60.5 43.5 38.4




EH|

(DE

1TH—, B REDEISARMEY RSN LA

BFERIHD INEYERE IANEYBRFERE
X i it kb (%) CRRIVEHL—F)  [CREILEEL—R)
20004 20084 [20004F |20084F 20004 20084
Oy 7 12.7 9.2 96 568 57 365
1 [E] 11.1 10.3 44 146 17 69
AR 3.9 4.4 21 45 6 15
o0\ 4.1 6.0 265 721 107 317
P 7.0 6.9 92 153 45 82
BRETVT 4.7 5.6 20 47 7 20
AT F 13.8 13.7 291 447 212 300
B 16.0 17.9 2827 3190 2298 2568
XN 13.9 14.2 931 2283 699 1684
RE_ ] L I 18.7|_._4/03 | 7164 2032 | 6426
R 13.3 13.9 484 854 280 517
xE iﬁliﬁ éEIiWHOO) I*-_ED< HARr:WHO ['World Health Statistics 2011 |



