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o BXM=FERARIKE(PDG) TIFRBERVEERRFMIE
FEERAMORRELTHY . REODEERKZETRATORER

o S5k REDNDEXEFRFOEERFICHYBLIROEME. HIlE
M RREFE RIS 51-0 . EPEUSPREICERAFMMN I Mo -2
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12. RBBSEOEEFICHRDERL

EERRERVEFOREHEOEARANEZ A

ICH Q6A/B TIHRRONTWDREHERDEZFZEZSEFRICERY
AL TET, ARDRERERITHTEEZANZRTOMHRIZEDE
AAICEIGEOTHHLEHRL =,

MBVRIIATDAV CDERMEZ A
ICH Q9 THRARSGNTWDRBEYRIIRDAVNDEZ FESEE
WMITMYRALET, BRTLREYRIIRDAVNDEZFEEA
FTEIENEETHHLEHATRL =,

1 BUSHREFICEL T, RRBEICRIFTERELTLHLO
BERCRESNTOARIEFICONTIIEREELALL,

2 HISRESERETHL0
> HSR1EROER
ZTNENOBREOREREEUT TERYS HIHEICE, BMEEBHETICE, —
HERE(46) BB BR TRENLFHEUNOHBRAFEANDBE LRI
PLERTREREELBATERT 258, REFORED-HD— EE{T?
> JSA2BBRBRUISASHREOER
@ #Frav1oER
FNENOREREMEUT RIE0.5%LU T TEEY HI5EICIL. BHERRHE
52,
@ FTvaveniEm
EFNENOBFEOPDEMEELT X E50mg/ BT TEET 2B AT, BUEERBH
E{T3C &, POEMEE B A R IE50me/ BEBABIGEICIE, BEFELHRET 520D
—ZE%475Z &, [PDE: Permitted Daily Exposure]
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PMDAIZ, FUBEMT. KURELRERE R ERER - BEER
ERURLEE. LYBRHRDEEITE TS0, HRAKEL
DA —LarNELGDAELERY, RHRMEG HEH
ﬁ?‘éo

@Ei?kl:k ;)%ma-%% (PDG) #ELT. BREROERH
OERAMERIED S,

QRFOMFICE S RHERIAOEZ A EHEBHUICARERS
ICEYAF, HhE - #ig(CH 1T BRERFDSBERHL
EHEL. BERNICRET SEEROKENALIZEMRKT %,
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Pnda ceuticals and Medical Devices Agency (PMDA)

BREERRORFMEMICET IEM

HAOMFEEDHRBAEFERIZDONT

ERAEEROERERBOMRICHATAEEHDOIFLIZOWNT
(FR28E3A11 B ITEEEERREM: EEBEH0311%35)

ERH29FESA1HUBICITONIEER (REEERSE) ORDHE
[ZDWTIE, RRBHBICEL TR AT REERIL, FH13E6A21H
T EEEREIISEEFHEEEREECERRANHFEES
DEERFTORDHABICHRLTRBRFEZITHRAITREEHOER
BEREITOVTUITRESNIZITERY - TIOZHIL-RFa AU (ER LG
B JATICTDIEWNS) SRS T RmET DL,

LEBHICHEOE, TR29FE3F1HLUBOAZERERBICEETS
MFIZDWTIE, B ISCTORRISH G TED LD, THHEEFEELTHL
CEEBEBEVLLET,

Brda euticals and Medical Devices Agency (PMDA)

‘MFEFICEATIEARBHEIEITRDORATAF
SR

CPhl Korea 201538/ & # (A EZ YA MEE)
http://www.japta.or.jp/shiryo/cphi/

PMDA ZEXhgHP DOMFEER—D
https://www.pmda.go.jp/english/review-services/reviews/mf/0001.html
EREEA-BERTRECDTHEEEE
BELLET,
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2015 &

FEFICKZHERELES U+ wuwo

1 | BFIHNERBTRAA Yantze River Pharmaceutical (Group) Co., Ltd.

2 | EBEAERERMDGERAR (FIZFIM) | Shanghai Pharmaceuticals Holding Co., Ltd,

3 | ISAEHEKRMDBERAR Harbin Pharmaceutical Group Co., Ltd.

4 | FBEEERD (£H) BROERAHE Shanghai Fosun Pharmaceutical (Group) Co.,Ltd.

5 | HEILRIZSBRD BRAR North China Pharmaceutical Company Ltd.

6 | STERAFRAE Qilu Pharmaceutical Co., Ltd.

7 | EXRKRBHANEFKZDERAS Chia Tai-Tianging Pharmaceutical Group Co., Ltd.

8 | MILBIER WD ERAR Zhejiang Hisun Pharmaceutical Company Limited
9 | IIHIEWMEDBRDERAR Jiangsu Hengrui Medicine Co., Ltd.

10 | FE)IEHEE B D B RAE] Sichuan Kelun Pharmaceutical Co., Ltd.

11 | 4EEAWEBL I RO ERA China Resources Double-Crane Pharmaceutical Co., Ltd.
12 | RN EEY TR BRAR Shenzhen Neptunus Bioengineering Co., Ltd.

13 | FRIGIE (FiM) FNZHBRAE Sanofi-Aventis Hangzhou Pharmaceutical Co., Ltd.
14 | EHFATIZSERAR Reyoung Pharmaceutical Co., Ltd.

15 | BRIBEXFBHIZSIRIDBIRAE] Zhuhai United Laboratories Co., Ltd.

16 | dERPIFHIZSER Beijing Sihuan Pharmaceutical Holdings Group Ltd.
17 | EEARAEFROERAE Lunan Pharmaceutical Group Corporation

18 | AR HIZTRAAE Xian Janssen Pharmaceutical Ltd.

19 | IWIEAKRSBERAR Zhejiang Medicine Co., Ltd.

20 | FIERFIERHIZSHBRAR Astra-Zeneca plc.

21 | FNBANERFRAR Hubei Jumpcan Pharmaceutical Co Ltd

22 | RESBEHFHBRAR Tianjin Kingyork Group Co., Ltd.

23 | WRFMZAIEFKZDBRAS Shangdong Luoxin Pharmacy Group Co., Ltd.

24 | P EERFIZAFRAE Hangzhou Zhongmei Huadong Pharmaceutical Co.,Ltd
25 | EXRFHRHEIZS (EEH) FRAH Chonggqing Cory Pharmaceutical Co., Ltd.

26 | FRALHIZAEHF R BERAE Northeast Pharmaceutical Group Co., Ltd.

27 | BRHUEROBRAR Apeloa Pharmaceutical Co., Ltd.

28 | IBREHERABIZD R Harbin Pharmaceutical Group Holding Co., Ltd.

29 | IHEFRAWRDERAE Jiansu Aosaikan Pharmaceutical Co., Ltd.

30 | PEIELATIAHRAR China National Pharmaceutical Industry Corporation
31 | WEFERIDERODERELE Shandong Xinhua Pharmaceutical Co., Ltd.

32 | BIEERBIZBRAR Hisun Pfizer Pharmaceuticals Co., Ltd.

33 | {EERFIZHFERAE Sino-Swed Pharmaceutical Corp. Ltd.

34 | FRUNSIZIFRBW D ERAS Shenzhen Salubris Pharmaceuticals Co., Ltd.

35 | BREMAFRAE Shijiazhuan No.4 Pharmaceutical Co., Ltd.

36 | MTFRFORRERID BRAR Zhejiang NHU Co., Ltd.

37 | @I ERFRAR Disha Pharmaceutical Group

38 | HEARBH I BREEAA Yichang Humanwell Pharmaceutical Co., Ltd.

39 | RRRESA BB RAR CISEN Pharmaceutical Co., Ltd.

40 | ISRERAANRBAREARDERAS Hpgc Renmintongtai Pharmaceutical Corporation
41 | dERFERHROGBRAA Beijing Tide Pharmaceutical Co Limited.

42 | UFRFFEZUBFRAHR Shandong Qidu Pharmaceutical Co. Ltd.

43 | RERAEFZDERAE Tiensheng Pharmaceutical Group Co, Ltd.

44 | BMOUFAHIZERAE Changzhou Siyao Pharmaceutical Co., Ltd.

45 | KB BAWRDBERAR Tianjin Chase Sun Pharmaceutical Co., Ltd.

46 | dbLRIRIZEYHIRERDBRAE Beijing Tiantan Biological Products Corporation Limited
47 | ERAGKHIZEREEAE YaoPharma Co., Ltd.

48 | F|iBIE (bR) HIZBFEHRELAE Sanofi (Beijin) Pharma

49 | B#t (PE) ZUHRASE Eisai China Pharmaceutical Co., Ltd.

50 | I ERFHZWEEDERAS Zhejiang Jinxin Pharmaceutical Co., Ltd.
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F65% (REXIIKE)

ZE G, AR T Uic L & ARETORIR, HEHEDVARFZHFE LRV L 2PEL
TOBRREICEM U7z & EUIFRED D MERE I Z KRS U IIHEET % & 5 EHiHic X %
Mz F T & Eid, MRBEDIRIC iy, BEY) % 3T EEY) — U OMEE R 2K E T hEE L
BINIEEZV, 22U, ZHEIE, WERREREZET 5 HNT, AT LI H D,
5 5EMICIRD . MEEROE L 1 #Zfk L TRETE 280 L, AR 71& 5 F0EH
Lz &, FRBADIERICHY, §HPNMYZEG LZ2IKEXEHET 528D L T 5,

Article 6 (Return or Destruction)
If this Agreement is expired or terminated, as a result of the Consideration, a party determines not

to develop the Products and informs the Discloser of such determination, or the Recipient receives a
written notice to return or destroy the Confidential Information, the Recipient shall return or destroy
any Confidential Information, including copies and duplicates, in accordance with the direction of the
Discloser, provided, however, that the Recipient may keep one (1) copy of the Confidential Information
with a view to observing the confidentiality obligations only for five (5) years from the date of the
expiration or termination hereof and the Recipient shall immediately return or destroy such copy in
accordance with the direction of the Discloser after five (5) years have passed since the expiration or

termination hereof.

(RETE RV JETHAEL TR E5EITIE, BRI

1

FREE LT, HlROMHE LRETES S
D, FHSRELTEHWVEWVEDITIRES E,
ZOTHRVEDIIMET LS XS EFETBHI L
IZ72 %,

UL, ZiE&EE LT, ES0 R
b ERO—E MR OMGHRE DN ED BN T
WAEEICIE, RIEHEEZ T 5 L iEA

b N5 OEROKEPHERIZ T AR
BETHD. Ko T, TNHICKYHTHHLAIC
& THREDIR/RICHEN ) %2 THSHEHED
ARICKD ) B EICHEHEZE L THE S HED
HBo

2 AEIFER E U T, RERE &P HERRE & &

TRREE5LEH %,

WHHNCER LTLEXS 2 ehdb b, Xk,
M RAME AR TOHRHEROREEEE D

B7% (B®)

1. ZHEE, R S S EE OREEEGZ 6 > TEI L. [ 80 ER Rz e L
XE7 7R 9% Lz d 2mYafiiEzqd Caidnidaszun,

2. YHEHFE, EEMOMRILRRFICOWTEESE ZEME L. HWICHT T Y HE A
%, AEBEOEEZ -GG EAMKET %,

Article 7 (Management)

1. The Recipient shall keep, with the duty of due care of a good (prudent) manager, the Confidential
Information and take proper measures to prevent the acquisition of or access to the Confidential
Information by third parties.

2. The Parties shall appoint a person in charge of the disclosure, or return or destruction of the
Confidential Information and mutually inform the other party of such appointments. This shall apply to
the case of changes of the person in charge.

B8K (RE)

FRE I, ZEHICH U, BEBHR&RC UCE LU THRS 2HIO—YIicOWT, 01k
WEVE. HAESMEFICH T 20N A2 MAEEITD Y, KICMEFHIROMMIC K OEENRE LK
Lalwa L —UoafEabRRV, 2L, MEEROMMAI KD ZEAICHENMECSE
ZNDHZ T LZADIENS, N2 TSI Y AMEERZHR LS EE. T ORD TEL,
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Article 8 (No Warranty)

The Discloser shall give the Recipient no warranty as to the accuracy or fitness for the purpose
concerning the Confidential Information and any information disclosed in relation to the Confidential
Information and shall have no liability to the Recipient even if the damages occur due to the use of the
Confidential Information, provided, however, that this shall not apply if the Discloser, in disclosing the
Confidential Information, has knowledge of possible damages occurring to the Recipient due to the use
of Confidential Information and fails to inform the Recipient thereof.

BIX (RAH)

A ARG OMIE THIRE D SR E NS RICE D & R ER1E (LUT 7%
EWVD) ZIELIEEE, THPNICEMC THREICZDRFZEHNT LD L, HikHEl]
FICBIST B NEDORIR, BERM T HGZERICED N EHEDIRIEIC DWW T, HlRiHgd 2 &
DET B, 22, ARBMOBEICBVWT, FIRED SRS NIMEHEIERICED C LB {BH
NI FENIE, USRI 2 7 L Ie RHEICH M TIRE S 2,

Article 9 (Inventions)

If the Recipient makes inventions or devices based on the Confidential Information disclosed by the
Discloser in the course of the Consideration (hereinafter referred to as the “Inventions”), the Recipient
shall immediately give a written notice to the Discloser about the fact of making such Inventions and
shall have consultations separately about the disclosure of the content of such Inventions, the results of
Inventions and the ownership of intellectual property rights based on such results, provided, however,
that the Inventions obtained in the course of the Consideration without access to the Confidential
Information disclosed by the Discloser shall belong solely to the Recipient making such Inventions.

F10% ERDSAMEADEE)

ABHNC BT 507555 E N HIC BT 2 ReaTHE, rtete, ZiME, FL—F2—2o Ly
rZ DMOFNMPEMEXIF T AV A%, FRENSRZEHEICH L TNGTEEDEMERENT
375730,

Article 10 (No Implied License)
Nothing contained herein shall be construed as granting from the Discloser to the Recipient, patents,

trademarks, copyrights, trade secrets, or any other intellectual property rights or licenses in relation to the
Confidential Information.

B11 & (BNOEXBROEE)

WINDYFEL, AZNTHEDEUIAZ 2R LT, T EFEEN SRR HL Id
Y —EZAZMA LSS T A HEHIC NS 2 G 5 RHEH 2 VI 50 DE (FiFE, BE
LU EEI T A AZFHTNHIIRENEL) ZHifEd 5 EIFEZE D D TIRE,
Article 11 (No Additional Business Relationship)
Neither party has any obligations under or by virtue of this Agreement to purchase from or furnish to

the other party any products or services, or to enter into any agreements, including without limitation, a
development, purchasing or technology licensing agreement.

$125% (BERERUEND)

1. BREIE, ZEEDNAZKCER LTI EICK D EEES S . ZEFICH U, HE
HEXTHD. ZOWHEO-YIZFHRITHTLNTE S,

2. BHIEICHHD ST, ZEEDALNGER Lz Eld, REHEE, BIRHFIHL, #XEL
LCe@MHZEBIC DRI NEES R, 7720, BREICHRIeHZBA 2 HENREL
T2 LT3, A »h2lEHZHDE TEHBISHAD AT NUIE 5K,
Article 12 (Claim for Damages and Penalty)

1. If the Discloser suffers the damages due to the breach hereof by the Recipient, the Discloser may claim

AXEXESH=
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against the Recipient all damages, including consequential damages.

2. Notwithstanding the preceding Paragraph, if the Recipient breaches this Agreement, the Recipient shall
immediately pay L yen as a penalty to the Discloser, provided, however, that if the damages occurred to
the Discloser excess the amount of such penalty, the Recipient shall pay immediately such excess amount
in addition to the penalty.

GEERE LERE)
1 ZfEEZEE LTE, NDA ICEK LBEoiaE:

DIREZRTHIET 5 LIZNHETH 5,
7o, WEERORRZ < Tedicid, B

HEH O ZE LI WERITH 5, T
LA, HFWE O N 2 ALK O E AL E
[RICHREL. & SIcHFHHEDONGR LA SH
HORPHZEZED DOBHEOBHFICIES 2 &
ETH %,

2 MRS —RRE NG G, FRERE
RizEEZZH L BTN HZH, Lk L
FRE A CTc 83 & O OKIREFR M TR
FHHZALEET 5 2 L3 LA TIIARL,
W OBEFFEGTROBIEZT TR, FlnE

TR T E 09 2 il 3K 72 B 1 1 B
L. @z RRCHIET 208EEH 5, £C
T, H—ZEEDNARIRNCER LTz & Zid.
RRBEFRECEEHO VI ZET S L
. ZEED —EHDENBZEBICZIND
FOENESREERITIZEND 5, KB,
ERBOBIC DN TIE, ERZRRICHIES
2LV BRENEMISOEEITRETH >
T, BERZEVIEE SRS EZIANFTES
BT NUTERITED TR,

B 135% (Elba®)

B, ZEEDAZNER Uiz e &, FIREICHENRERBENFEE L, T OERRK
FENT I THENT L2, RICZDK I ZERDH > THEICIE, FREIEX. ZEEICH L,
HFOFEZMNAT 2 C &<, RAEEFOHREMEC &<, HERDEILMTZ DK
BEHFTICH LTLFIR LG 2MMZAT 2 2T (L TV 5,

Article 13 (Injunction)
The Recipient acknowledges that if the Recipient breaches this Agreement, the irreparable damages occur

to the Discloser and the Discloser shall have no adequate remedy at law, and agrees that in the event of
such breach, the Discloser shall be entitled to injunctive relief for such breach against the Recipient in any
courts under any jurisdiction without proving the occurrence of damages or posting any bond or other

security.
GEIEREROBE L)
ZEDVERRZ R L & U GIRNT 5%
TNDH % & EXFHIIMAIH L E L < EHIH
TEBINDHZ LT, Rl I TADAELL
OGRS DI ENTES LI HEZRITZLL
8145 (BahHAR)
1. AZKOEAMIE, AZWFEREOEDN S 1EEME T2, 722l o1 hAmET
S AZIDOZEFE I TIEDO0 T VI NOHEED L B DOEMIC KB H UHDN TN & Eid,
AFGNIFE—ZRMIC T, B LFHABICERINS DL L, DREFEKET %,
2. AIEICHDD S H 6 &N 5H 16 X CORERAZIIE TR ZNTNENERT S,
7o, WIXNOHWEFRETOHITIE, ARV T LIZHD S SEMEBT H2HE T, TNE
NENAFHT %o
Article 14 (Term)

1. This Agreement shall be effective for the period of one (1) year from the date of execution hereof,

T, Rz UTCHIREDZILZ RO IR E
WEMEND B DONENMNEI—DDRMETHS, TTT
EZEED [FIRE X ORI L TE
FORLIGS ) 22 [POHTMLTVS] L LT,

provided, however, that this Agreement shall be automatically renewed with the same terms and
conditions for further one (1) year periods unless a written notice about modification or expiration or

termination of this Agreement is given by either party within thirty (30) days prior to the expiration of
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this Agreement and the same shall apply thereafter.

2. Notwithstanding the preceding Paragraph, each provision from Article 6 to Article 16 shall survive

after the expiration or termination hereof and each provision from Article 3 to Article 5 shall survive until

five (5) years have passed after the expiration or termination hereof.

GEY IR OES I5)

1

FRERIE. MEHRADBE (L L TR E A
K BZETOFRETRT LT A, ZHHE
N, EERABLC BRI U TR fE A 7% <
2o TVBICE MDD TR LREF B DR
MEIRE U TRk 2 DIEdEYICldane &
KIETHAH, —fkic, BECHERERXS
I, BIRENMEIAR ZE L, ZEE
L, FRT AN D B,

2 WINICE &, BEBIRIEFICZ ORIROHD

5—EHM &35 Di1F., MR A ZhH
HIMK & L 0 fEMET. WY & id vz R0,

3 R T BOHFHIIMERVICETES &,

ZOMERHATERNT LICEDEY XA
DXFEMREV, T HUTE X, FRIICOW
T LI OZKIBIRNC, FEAFSE D AR AN
HENZLICHELRTNTR SRV,

BI15% (FEE)

AZLRNSHARRICHER L, BAREICH > THRRENZ D LT 5,

Article 15 (Governing Law)

This Agreement is governed by and construed in accordance with the laws of Japan.

(L)

1

T EEZ ERE & T % & 2 DOWNEDARH
T, HENDA MRS 2S5 HEMEDH .
KXo T, ZONAZHIEL TWB HARLZUE
WL LI TR Z—TH 3% Z LIZREWD
AR

LRV A, YEEDNENTNHEOEFRZYE
ke LCHELZSESE (bbb Ty R
oy 7)) ik, WA O EL %%, TDH
E. MEOERONENZEA LR THN
. WITNOEOEHZERIEICLTEFRL
THb, & LIKIC, HEAFEEONEN DD
LIARLTHZHLVHIDTHNIR, TERL
LT, MHFEHEEZSENLEE T 5548 L
T. HFEAOEMT, HEAEOFHELICAK
FHIO L E 2 —Z T8, REKIOBZEDHHE

FHEE LA THZED) —HNLA A
v (BHRERE) Z2IEREE. TORNMN 2%
. ZTONREMELZS 2T, HFHEE
ZHEIGEICT 2 W HEDND %, T DRRIC
. RLHEOAEDMICIEE ST, B2HEK
X d s, MifE. BERE GEXe) O
B EICDOWVWTE, HFAEETREDKS
IR - S B o DER—nH)VAY
VeI —DRRERDBRXETH B,

SR TYU DR O THNXHEMNIEIC D E
BT 2R EIE RO, AR O (B
i) OVWINTERERELZD, »WInb
b E T B R VIEEICE,. BT THS
R B LWV D THEDFE DT Y
WCEBETHS LRENS o, HEIED S %
BRI NRNETH A9,

B165% (fhF)

ARELIIN S SAIATLKNC IR L T, HHEMNICHEST B T ENH 5T XTOMF amdt X Id DM
EiE. IOV ANTH 2 L Eid. HARERGUCIT 5 —MEHTEN H ARG FAPE G = O RIS
P TAMIT K D ZHHHIIANTH B L Eid, @EICHT 2 @DMEFHANCHKE > 7 fEic Kb, %

NENRENCTIRR S NS B D E T 5,
Article 16 (Arbitration)

All disputes, controversies or differences which may arise between the Parties hereto, out of or in
relation to or in connection with this Agreement shall be finally settled by arbitration in Tokyo, Japan, in
accordance with the Commercial Arbitration Rules of The Japan Commercial Arbitration Association in
case where the respondent is X or in [ in accordance with the Commercial Arbitration Rules of [ in case

where the respondent is Y.
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FHTHOMEMET-NDE T L. @HPUCH
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FHETOFRD (FEEE) LHELTL,
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THITT B 7zdicid, SAEHRIROARE - BT
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IMEVOIROFREIZUTHE), KoT. #
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W5,
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DHIREHNITT B, & SICHEOE NI
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IKR@EZETHAS (Lidva. HEOEH T
. BUTRIRSEIC & O MPECkIr O WA £ 37
BADTL BT ENHZDT, TORITIETH
I 20ENH5),

M7 2K# (Independent Contractor), ##i%
£ 1l (No Assignment) , 73 B AT HETE (Severability) .
FERIDARHEE (No Waiver) . Z 5 (Modification)
ZH A (Cost) @K1 (Notice) ., 5t (Entire
Agreement), ##JIESC (Original Text). A3
##% (Consultation in Good Faith) 550D —f&SIE N
G DV TE, MEE DRIk & NDA ICKEA D
LOTRAENT NS, AMBLIZT &2 7K
Wz,
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(EFEENT]
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RRAFEFRERE
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SIS EEEHAR

T 102-0085 ERREBTFHHX7ZEHET 13-12
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XK[E FDA DN EIZLEFAERDIRIR

K FDA OAMEBLEP (overseas establishment, foreign pharmaceutical manufacturer) #8%¢

KEEHAREE UKD IRz A UESE
Mz BE L TH D, milld 1 > F & HIEIC FDA
DHBE 2RI ERZIT> TV S, FDAIC LS
A} [ B3 7T 0O 25 %213 Division of Emergency and
Investigational Operations/Office of Regulatory
Operation O % i @ [ 1Z & % the International
Operations Branch (ITOB) D& & TH4EETE
I T I LIFEmENTNS

BAE SR O R 3K RS D 80% ClEHEE

\}ﬂ; \\\

%
FDA2016 FE 3 NDA 55 HE

Y R e ftaEn, #ED S L RERPHAICDL
fHEN T3, A FEHENSZNZTNN
600 fE T O BEFTN FDA IC BTN TV 5, 4
J10 CPhI Japan T¥# & 117z EAS Consulting O
Fish KD 7 — &2 K% &, 2015 4£ICId FDA &
A > FCHKI 200 [B] & HETHI 130 O &S 21T
WV, ZTDIFEAERFEROEEMTH >z, HA
TEHEE A 2 FOFEROFEDIE D S ¥hnd
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MIRIREN TV BT, directed HE X721
for cause A %¢ (FFICHIEAREL, &b 5 W Iid A
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£ | htttp://www.fda.gov/downloads/ICECI/ComplianceManuals/ComplianceProgramManual/UCM125404.
pdf#search="FDA+Manufacturing+Site+interval+for+pharmaceutical+inspection'
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SHEE DA O
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fefldd S feh\ 1TED SIFHADEESELN,

OAI : Official Action Indicated (G&H¥&EBIER)
BAGIERED DY TBHEEDL ES5NS,

T DMDIFEICINA A, OTC, Z DD B,
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Office of Medical Products and Tobacco
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Products and Tobacco Inspections (DMPTI) 734%
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Food and Drug Administration

Office of Surveillance

Office of Product Quality

Center for Drug Evaluation and Research
Building 51, Room 4316

10903 New Hampshire Avenue

Silver Spring, Maryland 20993-0002.USA

HEEE Form 483 I % [mIE = &2 2
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At % e-mail © EROSIAB@FDA HHS.GOV I
KT %, XU FRLOEFTC AT 5,
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HUCFIHT %,
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FDA Warning Letter (WL)
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CDER Office of Compliance (OC), Office
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Warning Letter (&53) > Untitled Letters (WL
R L K RWENEE) 2 OMOIEECEZ K
U ERLE EFITENTS B,

0C & OMQ (F RIS U THETBZED JHFED
HBINAHE, SHAOBREOES. BINERD
2T %,

W H 15 L3 HLINIC FDA (R & 2 ZRk LT
W5,
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Inspection Report (EIR) WA SN 5, #EK &1
BEHIRVWEDTE, MEEEDNSEEDDIERIC
' Untitled Letter A EH T N5,

S | http//www.fda.gov/ICECI/EnforcementActions/WarningLetters/
https://en.wikipedia.org/wiki/FDA_Warning_Letter

FDA Form483
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OAl DEEDLE I EN HEF NS,
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H5,
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H¥H X % &, FDA document Guidance for
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AZXEEZESHS 25



BZEi K[E FDA OHNESLEFRERORK

WD B

Iy
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Import Program
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Total Lines* of Products Imported into the U.S. per Fiscal Year
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*A line is a distinct product within a shipment. A single shipment may include multiple lines.

SR | http://www.fda.gov/For Industry /ImportProgram/

FDA BEE T OB, & H D4Rl A 3

Percentage of Imported Lines* by Commaodity for Fiscal Year 2015

HUMAN FOODS,
33%

TOBACCO
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RADIOLOGICAL _— .
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ANIMAL FEED,
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FOOD-RELATED
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COSMETICS, 8%
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*A line is a distinct product within a ship . A single ship 1t may include multiple lines.

Import Alerts 4

il N5 78 FDA OB 53 B O BT LU THE
HENZEENDH %,
ZTOHME :
1. (BEROMREZL) KESEFEIGHEA LK
WZ EMHAL 2SS

26 HZAEEELSH=R

2 KEINTEROAHENEDA 2 852 il &
BTNEIICT B

3. FDA 04 FE OB BRI S LIMMOMESEZ D
El

4. EENCH CH# 2R



Import Alert 2} & 1% & DWPE (Detention
Without Physical Examination) D% D #i#i7x L
TFDADELWLEERN, WMHDZ DX S &akll
D& BN HBERRETH %,

BARTHEHOMEN R I NG EYHEZ
JRIK & 9 2 P O AL 0 fa i 7 B2 T A

T3 X 5 &g, FDA @ Division of Import
Operations(DIO) & B339 % Center Office | d#%
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S, | http://www.fda.gov/Forindustry/ImportProgram/ActionsEnforcement/ImportAlerts/default.htm

Import Refusal Report
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SR | http://www.accessdata.fda.gov/scripts/ImportRefusals/index.cfm
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2 | http//www.raps.org/Regulatory-Focus/News/2015/10/20/23438/Asia-Regulatory-Roundup-India-
Looks-to-Raise-Drug-Inspection-Standards-20-October-2015/#sthash.ngjzaCbG.dpuf
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28 | http://www.cdsco.nic.in/writereaddata/Drug-Alert-for-the-month-of-October-2015.pdf
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2B | FDA Form 483s from India: A Deep Dive Into the Problems
http://www.raps.org/Regulatory-Focus/News/2015/11/09/23562/FDA-Form-483s-From-India-A-Deep-Dive-

Into-the-Problems/
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