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Document Number: JH-ERA-19126V01
BAFRERZO&, RIH-ERA-19126V00RE A £ 2% 4.
Thisagreememwillbeva”:dforSyearsﬁ'omlheﬁrsltinePaﬂyA‘sCEoertiﬁwtewasissued. Party
A assures to provide the CE certificate above to Party B within 30 days after issuance of CE
certificate, and register the start time of the appointment of EU Representative. If Party A fails to
pmvideCEoerﬁﬁcatetoPMwaithintheabovepeﬁodorPaﬂyAshallnotobtam CE certificate
within two year from the date of signing this agreement, this agreement will be terminated
automatically. it & [a] E FF A7 CEIE 1358 — I35k 2 Hie 5 BUW NS5, B R7ECET BELFIOK N
LIT R FRCEES, 3 St MfC BT mehn fa, R BITE LR MRR  A 2T R ILCEIF e A
= RERZ HEZENPFHERBEECETER. MASEHMER.

Part A (8 77)
- Name(% ). YingTai (Suzhou) Medical Technology Co., LTD.
Add(Hiit): No. 390, Yongjin Road, Miaogiao, Tanggiao Town, Zhangjiagang
City, Jiangsu Province, China.
Zip Code(i#i4%:): 215615

Contact Person(ik % A): | Cheng Dongpo
TelFax(BX R iFHEH). | 86-512-58528750

E-mail( i #): 1491771677@qqg.com

Party B (Z. /1)

Name( % &) Luxus Lebenswelt GmbH
Add(hl): Kochstr. 1, 47877, Willich, Germany
DIMDI Code: DE/OD00047791

Tax Number: DE305829099

Contact Person: Lin Sun

TelFax: 0049-1715605732

E-mail: info.m@juxusiw.de

Party A hereby appoints Party B as the authorized European Representative for their Medical Device
with CE mark, Party B accepts the appointment to be the authorized European Representative for
Party Ain the market of European Union (E.U) , EEA and Switzerland, Turkey, Both parties enter this
agreement as follow, the appointed product categories set out in below form:

I EGr L77 NCEBEST 7= BK BB E, LHEZBEHIEG NPHERS. EEA. B+, AlLH A
M BMCEEEST ™ M B E AT B8 PRI BN SN T &:

No. | Product Name//= i 48 Models/ % & Classificati
on/45r %
1 Disposable Circular | YTGWA-DxH (D:17 mm, 19mm, 21 mm, 23mm, | lib

Staplers 26 mm, 29 Qmu3Bmm, and 34 mm. ,H:4.8,4.0)
2 | Dispdigitaly signeddpyoBelaalring/ T GZ. 4, YTGZB-32, YTGZB-34 |lib

Ddtc. V. 17UG.O7. U2 Lo
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stapler

3 Disposable laparoscopic | Trocar: YTTC-A/B/C (A: Diameter:5,10,12,15; Ha
trocars Trocar Length: 65, 150;
B: Diameter:5,10,12; Trocar Length:65,150;
; C:Diameter:5,10,12,15;Trocar Length:100;
Veress needle specification:120,150)
Kit:
YTTC-65 A/BIC/DIE/FIGIHIJIKILMINIO-A(BIC)
YTTC-100A/B/C/D/E/FIGIHA/IKILIM/N/O-A(B/C)
YTTC-150A/B/C/DIE/F IGIHMIKILMIN/O-A(B/C)
YTTC-65 D/E/FIGHJK/ILM/N/IO/P-A(BIC) /120
€150)
YTTC-100 D/E/FIGHJK/LM/NIO/P-A(BIC)
/120 <150)
YTTC-150 D/E/FIGIHAIIKILMN/O/P-A(BIC)
120 (150
4 | Disposable laparoscopic | Stapler: YT QJA/B- 60/160/260 b
cutting staplers
5 Disposable linear cutting | Stapler: YTQG- LxH (L:55,75,100;H:3.8545 ) | lib
staplers Assembly YTQGR - LxH
(L:55,75,100;H:3.854.5 »
6 | Disposable Circumcision | YTBP-DxH (D:11,16,18,21,27,29,30,35: H: |lla
Staplers 3.0)
7 Rubber Surgical Gloves 65,7,7.5885 ia
8 Sterile surgical procedure | A o
kit
9 Surgical gown 110cm*130(M); 115cm*135cm(L);115cm*140cm(X | I*
L); 120cm™140cm(XXL)
I. Obligations and Liabilities of Party A
PITHR B R L 5%

1. Party A assures to provide the updated technical files of each product category with CE mark to

Party B. If Party A can not provide the required technical file to Party B within 30 days after

approval of CE certification or before using CE mark for “self declaration” products, this agreement
will be terminated automatically, Party A shouid take on any aftereffect by itself. The technical files
should be the electronic copy (PDF/AWORD/JPG/ vision), the written copy would be submitted if
required by the competent authority. Detail of the requirements of the submitted files as following:
BHHEEREAES RGO RIS - CRFCEREF M. BFFEA R, DRBHEINES
KRBERLZEMI0ORA, HEHRAH T SAEFHCERC L, HRRARMLELHTFEEKR
MICERA RN, A Bz, BHARMAARIIENHERR. PHAFREETF N, L
£} 5] UL PDFWORD/JPGHE X BME R — . BEUFREGEREYREFHEHEN A REZT.

B E BN B RERT T

(i) Declaration of conformity, 7 &4 it
Page 2/8
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(i) Copy of the label, packagingandinsﬁucﬁonsforuse(hanlanguagesmquestedbythe
;o;ﬂ;m where the device is marketed), ##%. 3. BHPRA (Fih FHERXERYES
GRAD

(iii) Notified Body certification (where relevant), 25 HLKIES GERIE)

(iv) Post market surveillance process and data, vigilance reports and complaints, processes and

data, FiiERELENEE. SRIREUARF. SEAEE

(v) Technical documentation relevant to market surveillance investigation being undertaken by the

Member State, SRCEIMAE Eiili BRES XHHAH
(vi) Relevant clinical data / notification, 8% ¥l B S 4l
(vﬁ)Detailsofanydish’ib(norslsuppﬁersputﬁngmeCE marked devices on the market,
LRPHCERERT BRNS AR T MY

(viii) Incident reports and comrective actions taken. H&IR & & FRNA Tt

2. Before each product listed in this agreement is placed into the EU market, Party A must notify

PanyBamWMePMyBMmthbaingmedaMdeBisofmydisﬁibmomlsuppﬁem

in EU, otherwise this agreement will be terminated automatically, Party A should take on any

aftereffect by itseif.

&tiniﬁ’n& B84 P & (E&Mﬁﬁifﬁfiznﬂ PHLAEMET LT, FHNR TR ET
P bR CIF RIS MBS R, SRABREAR, PHRRGBET RN ER.

3. Ifﬂmmaremwmangesdmwsanmdatem&edrﬁwﬁe.MAshanmwmeBm
change notification in electronic copy as soon as possible. Party A shall send relevant information
to Party B's email listed as below within one week upon changing information: info.m@luxusiw.de.

e HEE, ERIFUEESN, PHRECERGEESEE - HZ AR TN EEX
fa BRIEH 77U FeFEER: info.m@luxusiw.de.

- If any accident/near accident of products(incliuding any serious adverse event during clinical
investigation in premarket stage)(see clause A1.5 e of “Guideline for Authorized
Representatives(MEDDEV 2.5/10)(January 2012)") happens within boundary of E.U.,EEA and
Switzerland, Turkey, Party A shall help Party B to investigate the reason in time, and complete the
initial report together with Party B. Party A shall present the investigation result and final report to
Party B according to MDD 93/42/EEC (MDD products) ,IVDD 98/79/EC (IVDD products) and the
Guidance of vigilance system. If the accident of the product happens out of E.U., Party A shall
notify Party B as soon as possible, and Part B should make decision whether to report to
competent authority or not.
If the above mentioned accident/near accident of products was known by Party A at first, Party A
must send notification to the email of Party B as stipulated in Article 2 hereof in two calendar days
and provide the complete report of the investigation, analysis and disposal result of the
accident/near accident to Party B by E-mail or other effective means in writing within one week
aﬂer relevant accident happened.

P TERKEIE AN B EEA B+, L H B2 R SN H iR CRREE L el fiRiRiE AT B
/‘1’-?-‘.‘?’}[‘“'}54‘ R #if (). Guideline for Authorized Representatives ( MEDDEV 2.5/10) (2012 %
1 A)Y). BHEANESZTEAERN. FELT &R HERiGiReG. FhRE (BHtREEK
B4k %) #: MDD 93/42EEC (MDD 7= %) X IVDD 98/79/EC (IVDD /=) Rl (&M A%
fid) FUEMME AR ARG EES RARLIRE. W% CE HEN™ &, K. MEERE
ERCEIGSr, FHRMRRENLT, FHLARERETHNEELSHME.
iR B R, ERSRET R REEMEEN,. PHACEERS R AR TR AK
EE PRBE2R PR FHED. FREMNEE. AEANES. W aems Ry,
ek BE T LTS - RRBRLT.
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5. PmtyAshaﬂber%pusbbfmawbtsh&ssdsmﬁemhtethmo@dpmﬂems,s@as
medical accidents or claims for compensation concerning quality that arise after sale. Party B shall
assislPaﬂyAlohandlethedispmeinaccomancewiththeauthoﬁzationofPaﬂyA.Anthe
expensesmmdwtsideﬂmdﬁmma‘ﬂmdeamBsmmmmmmushwbe
bome by Party A. Party A should pay all of the cost of the traffic and other allowance for PART B's
employeeoradvisorinmectinamaimandformeneedofinvesﬁgaﬁon, analysis and disposal of
the accident. Party B is entitied to require Party A to pay in advance. Before Party B receives such
payment Party B is entitled to refuse to pay on behalf of Party A or take relevant measures.

FIT R R S AR SR B T MR SRS S A f ik LTTRER AN
PR AL, EREER D, 2 REESA AR, MPFHENG BRI,
R T EE. REREEF. SUNLBHOHE, 278 Asstin et b Bk e TR,
SOETEEI LR, PR, 2770 DLER P A A B A S, fEG RGP Bk
LITIRER" 2R, CAEBRHEBA A R E BRI

6. PartyAshomdkeepthecompletesalesﬁstdaﬂofﬂnepmdudsexporhgmmyareaof&u, EEA
andSwitzeﬂand(incmdingtheOEMprodtnds)byelewiwldowmetnsinEngﬁshatleastSyears,
inordertobepmvidedbmenyormeusingtobetmsferredorhspectedmmerelevam
competent authorities of E.U., EEA and Switzerland, Turkey Party A assures the accuracy and the
validity of the data.

FOTH X REEAMER L. PHEZ A ARHSEE (EHOEMIMEES) . 5
RS SR, BAMECE. BT URERARE B ER. L2 B B THCE % EEA
MR BEAMEA. BE. PHEMEMMOBEEBRIE. Thf#.

7. PartyAmustmﬁoePanmeemmplaimmmmemmOfdsposdmmeaoddeMd
products immediately, and Party A should save, transfer, check-up any of the record according to
the 5 article on the above.

BIHMBELS MR AEREEERNRE. RBCEAGEBEE, BT R &N Z TS
BrHiCRMRE. . B, BB LRESE45HHE,

8. Party A should appoint one persons as the primacy linkman who connect with Party B and deal
with the normal daily grind according to this agreement. Information of both Parties’ linkman should
be written in Page one. The information delivered to the primacy linkman who connect with Party A
by Party B shall be deemed as delivery to Party A and the instruction provided by the primacy
linkman who connect with Party A shall be deemed as the instruction from Party A.

HhAmAE A, (FEAR, ZUFWME-KEA, FERGRSZAEERE. SEABILESR
EEEARERE L. WFKkE ARRKSE T ACREABUNE T, 2% ASBETRE AN
BREEEG P, PHREASHOAERIE P HAHUNER.

9. Party A shall fully realize the risk of selling its products to EU, EEA and Swiss, Turkey market

without product registration to relevant competent authority of E.C. If it caused by Party A, such as
delay, admittance or conceal of files submission, Party A shouid take the aftereffects such as
waming, penalty or even the resulis that the CE certificate will be withdrawn, and the distribution of
its products in EU, EEA, and Swiss, Turkey market will be prohibited.
BhmEASARBARE ™GB TEE. 3R, RRRERETERT HREFICEERMEK
S5k EEA R+, THEZ HEFRARK. mBHTPRAMNER, RE-SREG5 0850
#EARCE & EEA B+ i), BB AETR. 8% BEEEZ 048 CE SRR
HARETHL EEARNE L. THEZNER.

10. Party A shall notify of the intention to Party B to carry out a clinical investigation for MDD or
AIMDD, and the intention to carry out a performance evaluation for IVDD performed in EU, EEA
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0' Medical Kochstr. 1, 47877, Willich, Germany
and Swiss, Turkey.

P77 RLE R LT fERCE . EEA Agit B b B O BRI T B E A R S 57 B TR RiRae
bR, PARS RS AR AT M B TR I .
11‘PanyBisreleasedbyPa|1onfanyliabiﬁtyrelamgtomemedcaldevieesmanufactwedby
Party A.
BHEW, LAAXMBHERET SROERERBEA R
12. PanyAwmbeﬁNymsmnsuemmepeﬁmmmofitsmedsandwmhmdethamless
agamstmyﬁabﬁnydafmarismgmmeuseofmepmduasmMWadwedbyPanyA.
PRI SRR S B RAE, IR Z 7 AL R B 007 e 6 P A e = A T
fof e AE R R T ARIH AR k.
1&Anyﬁaﬁﬁﬁesfwdamagetommhdpa1yambmadtosewhesmmmedhmmwby
Party B, PmtyAshdlbeaallﬁabﬁhisforhmageaMundemmtoexemmanyrespmsbiﬁﬁes
of Party B to any third party. If it is required for Party B to employ any expert and counsel,
especiaﬁytoemploylegalumumenopmvidewxsmaﬁonandlegalagency. Party A shall bear all
relevamfeesmusedbytheemploymentandpaysuchfeeshadvancemonrequ&stofPaﬂyB.
R LT R P A BN SORE R 5 T 7 A A = ARG S AR, TR 5 A BRI LS AT,
FREBRLTTAMMMTAE. WMBLFT TR ER S LB, $RERBi RS a5 LM,
FIRAMLAREM = ENMASENN, ZaNERPTRIECRAL

li. Obligations and Liabilities of Party B

CHMIRHR LS

1. About the register for Party A’s products with CE mark to relevant competent authority of E.C.,
Party A shall apply it in written to Party B and supply all the files and forms needed. Party B shall
review it within 7 working days, and submit to competent authority of the country in which Party B is
located (Germany) within 5 days. If Party A’s application is returned/rejected by Party B or the
competent mnhaityfamecommdmesbnmtedﬁes,meabovesmedmewmberdjusted
accordingly.
if it needs any expenditure by the competent authority, only after getting Party A’s approval, then
Party A can take on the payment. If Party A’s products register fails by Party B's reason, according
to Germany/EU relevant laws Party B will be given a waming, penalty and even the qualification of
the European Representative will be revoked.

AR P s CE frER Mk A E L AHEHR CE - SEF C&EM. FhhPH
R RE, FREFENSIERHFRERIERE, 2208 WaE, HZFRAE 74T
fERER#TE, SATHEHARZZTFEREEEELRERPIETCERN . BRBTHY
R CHATTEMREE L ARE SRBBEHEERSEE, AEhH R¥EZ 5.
BREEENATE LR ILERFEEOUEXRAN, FLPFEEFTaLTRAEN. Wi
HT2LHAMERER, PARRESFICEE FEAMmER ML & IEFEARETSY. R8EE
WA RN, 2B%RRE. TR RfBaReEREERfen.

2. Party B shall reserve technical files of each category of party A's products with CE mark. The
technical files shall be reserved for at least ten years after manufacturing of the last batch of
products. Once competent authority needs the technical files (including new edition of the technical
files which had already registered) of each category of part A’'s products with CE mark. Party B
should send them to competent authority within ten workdays.

LHTRRER R KXES CE FEFHMEAH, ZHEESREFERE Wl B+
., ~HREEESEHEES CE R RIEA U (AEEXNBERIHNTRA . 277
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fisife 10 A LfEH RB R 848,

3. Upon receiving the CE technique files, Party B shall gave a electronic receipt to Party A within 3
working days. It's the evidence that Party B have received all the required files. Party B would not
bemspmsibbhrﬁmﬁeoaﬂem.mmem“mms.swhassdesﬁstmmm“
deemed confidential information; Party B have the obligation to send them to competent authority if
necessary. Part B should maintain and keep them secret.

LTTH AP RIICER AR OSN3 TEHA, MR HEE RIS RIS 2,
FRBPARLN, WA CHRNERE. 2B RRONEER. BRORT ). Ok
AR AR R A RE . RENRIE.

4. Party B shall notify any information about the products with CE mark within the Boundary of E.C.,
including anydaimsofmstanersandmeoonmeﬁﬁonmmpanymatprodmeMesameCE marked
products, to Party A.

LT HK CE P Sh{ERCES AL ME B(REE A RIFNEILE S S RI@ P .

S. If any serious accident of products happen within boundary of E.C., Party B shall notify Party A
within two calendar days of complaint or feedback on Party A’s products and assist Party A to
execute vigilance system of medical device products, and also make the initial report together with
Party A. Party B shall then present the initial report, investigation results and the final report to
competent authority of country in which the accidents happen.

WAEH CE FEM™=SERESARESESN. 2 REREE LB RNRERRBES
AAEAHAEMP, FEPANBSZ FEEER, FPF - RhixRiGRs. 2 ik
ARG . AL RS R B SRR,

6. Party B shall appoint one persons as the primacy linkman whose responsibility is to connect with
Party A and deal with the normal daily grind according to this agreement. The information of both
Parties’ linkman was written in first page of this contract.

LAmE—A, fFAR. ZUHRNE-BEA, FEEFESPHLEDHE. SR AhILESH
EEENEHTETE. OTKE ARSI READIUNE .

7. Party B shall assist Party A to comprehending the condition of the same products within boundary

of E.U, and send the related information to Party A in time.
LTTOMINR T T RECE BRI SIS R. IF R RSB

8. Party B shall keep all technical files and information of Party A’s in confidentiality.
LT B A MR RE.

Il. SERVICE FEE B% R
Party A shall pay the service fees to Party B separately according to the agreement for the relevant
service provided by Party B.

FLOTTRAFEMMEXRS, MYEBERKE R ZTRS M.
Provided that Party A requires Party B to provide the service beyond scope stipulated herein, both
GIRPHBRELTRUEEE AU E ZANES, B 20078 250k BT R E L.

iV. Others
1. Wiritten Form Clause i
Amendments to this Contract shall only be valid when given in writing. The requirement of form

Page6/8 C01/v5-20190401
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may only be waived in writing. Verbal collateral agreements or modifications are not valid.
ARFBUAEAES S AR URERRHET. X MEEEETALZE CETRERLD
Mz, BT Sk issoE 2.

2. Contract Language & [6li5 =
This agreement exists in English and Chinese language. The Chinese version is an exact
duplicate of the English version.
A O SCRSE ORI AR, PR AR R AN B S — .

3. Severability clause o 43 ## £ 3
If any provision of this agreement or a provision incorporated herein at a later date is or shail
become invalid in whole or in part, or if this agreement or any modification thereof is found to
have a gap, this shall not affect the validity of the remaining provisions. It is, however, the
expmsshtenﬁonmmepaﬁesmmdnta&nﬁmvaﬁdnymmmherMOfMagmemem
under all circumstances. In place of any invalid provision or to fill a gap, a valid and enforceable
provision shall be agreed which most closely corresponds legally and economically to that which
mepm'ﬁesiMendedmmumhavehﬁendedwmﬁnmemeaﬁngmdmposeofmeagmemem
mdanyhtamomuw,ﬁmeyhadmnﬁdemdmisisswwhencmdudngmeagmemm.
lfﬂeimaﬁdﬁyofanywovisbnisdntoameasuedpafmmaﬁne(ﬁn&ﬁmﬁmdate)
statedﬂterein,amswedpafamameﬁﬁd\mostdoserywnespuustounoﬁghal
measure in 2 legally admissible way must be agreed for this provision.
MEADPHRREE LA TOAREERER, KBS AZHEE, SRR ENT
BHUAFRKIETE. BHUFHEER, ERTSBARR N TRLHESELERS AR
FEES EATB AL RS, AR KES, DR SEFR L TFRERAA
HRELFA AR BR, BEEAPPEETBINRE, ERAANIRERE, USRELHERRS
BN B R

This agreement is subject to the requirement specified in the <EU 93/42/EEC Directive 1998>, <EU

2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV 2.12-1 REV.8

January 2013>. Should there be any conflicts between this agreement and <EU 93/42/EEC Directive

1998>, <EU 2007/47/EEC Directive 2007>, <EU 98/79/EC Directive 2003> and the < MEDDEV

2.12-1 REV.8 January 2013> shall be followed as standards. If the regulation above update or

change, Party A and Party B should actively negotiate and communicate to ensure that the

requirements of the new regulation are met.

A BT CRRIEARC T B AT 38 93/M2/EEC 154) , (HR3L#X TBIT B HMN2007/47/EEC 154,
(R TSNS IR T BRANGBITIEC 14 Al (B BmBMAREE) 2. WAPUER
5 (2D B0 (R #hR. B (464) M (Jam) . W ERZHRRAEEHREE, PLIR

Bt A, RN RN ER.

During the implementation of the agreement, this agreement will be terminated automatically when:

EPFIIT BRI . TR0 By AU B a2 B 8.

(a) The day upon Part A’'s CE Certificate be withdrawn temporarily, be closed or be recalled by the

notified body.

{(When the above mentioned things happen, Party A is obligated to accomplish the foliowing

processes to avoid the further consequences:

P77 CE il FlA S8 A T E N A AR .

(LEBL-BRE, BAFENMRESLMEUTER LE, HMEABEBT AAMEAREBEALSTR
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P I BT
- Brief statement in written about the reasons why CE Certificate being withdrawn, being closed or
being recalled by the notified body. -1k fa] 2 i% B i 14 /7 85/ AR R . AREERAEN
RS,
- WRlenstaanemmﬂm»sabsHﬂmeaempmdudsmuewﬁhdrm.dosedamcaued
CE Certificate exporting to EU, EEA and Swiss, Turkey market, or if there are products exporting,
awrittenstatementofsai&swmﬂdberequiedwiththesal&sﬁsts,riskass&ssmentsamthe
measures and timetable to cover the risk.)
TR A BB FICEE BT A BTl SR 6 24 TR i 5 LU B EEARIRS + tHRZG
. mBEE, EEABESE, mEY, SH EROSEEs, =l 1 5 VP44 B 0] R4
LR 7 Bk B 77 A ok R RS RO Bl 2. )
(b) PanyAcannotprovidemerequfmdtedmmmetoPanwaithinSOdaysaﬂerapprovaloﬂhe
CE certification or before using CE mark for “self declaration” products. During 60 days from the
date of this agreement terminated, Party A could transact the routine affairs as the authorized
European RepresentaﬁvewhilePanonouldappoifnnewEuopean Representative and change
the CE certification. Party B should report the invalid agreement to the notify body for record.
FHENES ERBERZEN0EAN, RE HRAW S EFHCERIT 25, PiREHRMRS
LT EERMCERA BN, ABiEsER. AR HEN60K A, MRS EPRT vosees
BIEFNKERR R ESCEEREME LI, Z L ASETHRBREHEES. LTFTBi%
5 RTRBNBG BB A SIKREE.
(c)PmtyAdoem’tpayoﬁmesembefeemrdingtoﬂﬁsageammmfusetoeprinmm
deadline.
T H B OIE MRS MR AAHERER E RS 2. XAEEEN.

Nootherﬁgh(soroﬂigaibnsamapplkdtoPatoneryBothermanspeciﬁedinleagfeement.
BRABIUE, B ZAUHAR T HAEBRR LS.
PART A: YingTai (Suzhou) Medical Technology Co., LTD PART B: Luxus Lebenswelt GmbH
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