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MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUICKOM ®EEPALIUU
UHCTPYKLIUA
10 TPUMECHCHHUIO JICKAPCTBCHHOTO ITpEHjapaTa Uit MEAUITHHCKOTO MPUMCHCHHUS
TAPJACHJI®
(GARDASIL®)
PETMCTPALIUOHHEIIA HOMEP:
TOPI'OBOE HA3BAHHUE: Iapnacun®
MHH I/IJII/I FPYHHHPOBO‘{HOE HASBAHI/IE BammHa NPOTHB BUpYCA NAIHILIOMbI
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Knunun4ieckast 3pdexrusHocTh
Ha ocHOBaHMU NPOBEJACHHBIX McclienoBaHuil y 24 358 XeHIIMH U eBovek oT 9 1o 45 et u 'y

4055 MYyXYMH W MaIbYMKOB OT 9 10 26 JyeT ObUT MOATBEPXKAEH BHICOKHMA mNpoduib

s¢dexTHBHOCTH 1 6E30MaCHOCTH BaKI[MHBI Tapnacun®.
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-paka WIeHKH MaTKH, BYJIbBBI, BIAraluilia M aHaJbHOro KaHana, Bei3BaHHoro BITY 16 u 18

THIIOB;
-aHOTEHHUTAIBHEIX KOHAWIOM (condiloma acuminate), Bb13BaHHBIX BITY 6 1 11 Tunos;

-IIEPBUKANIBHOM BHYTpHonuTenuainbHoit Heomnasuu 1/2/3 crenenn (CIN) M aneHOKapIHHOMEI

ek MaTkH in situ (AlS), spr3Bannbx BITY 6, 11, 16 u 18 Tinos;

-BHyTpHONUTenHansHoit Heomnasun BynbBpl (VIN) u Bmaramuma (VaIN) 1/2/3 crenenn,

Bei3BanHoit BITY 6, 11, 16 u 18 Tvmos; -

-

,-BHyTpnanuTennanLHon HEOILIa3HH aHANLHOTO KaHana 1/2/3 creneHu, BEI3BaHHOMH BH‘-I 6, 11,

‘ 4 + . *
¢ P .. N N » s ’

Coe 161418'mnon. S o o K r'.r'
. , N ' N O . - . . ’ b
Bammna I‘apnacmx® TOKa3aHa K NPHMEHEHHUIO MaNbYHKaM H MyxcanaM B BO3paCTC oT.9 no . '

., - 26 ne'rnnxnpenynpexmenm' o, L ‘ '

-paka aHaJIHOTO KaHaJIa BBI3BAHHOTO BI'I‘I 1618 mnoa, ,’ ’ 1 . ‘

-aHOTCHUTABHBIX KOHIIPUIOM (condzloma acuminate), BbI3BaHHBIX BH‘I 6 11 THIIOB; ‘

by é s
., -npenpaKOBmx JII/XCIUIaCTI/I‘ICCKHX COCTOHHHH, " BHYTpHSIII/ITCJ'II/IaJIBHOH HCOHJIaSHH aHaJ'IBHOI"O -

RSN KaHaJIa 1/2/3 creneny, BBI3BaHHI:D(BHq6 11, 16, 18Timos. . ... . T

4 . N P

M “
. L

I N

e TIPOTYBOTIOKA3BAHUS ° B

LN

"WI_?IHCP‘IYBCTBI/ITCJIBHOCTB K aKTHBHBIM KOMHOHCHT&M H BCIIOMOIraTCJIBHEIM BCIIICCTBaM BaKHHHbI

’lefl B03HPIKHOBCHI/IH CHMIITOMOB mﬂep‘IYBCTBPITCJIBHOCTH NnoCJIC BBCACHHMS BAKIIHHBI-

- I‘apnacnu® BBCIICHPIC nocne,uymmen RO3BI BaKIIHHBI npomBonoxa3aHo. ! . N

. o~ Lrep e
1 )
4 1 - 3 veo LR

RN

. Hapymemm csemeBaemocm KpOBH BCJICIICTBPIC reMO(anmM TpOM6011PITOHCHPIH mm Ha (boue o

.

npnema . aHTHKOﬂl"}'JIHHTOB ‘o }IBJUIIOTCH , omuocumeﬂbubm N npomaonoxasanneM K* .

« \ . _" PR
o BHyTpHMBIIHC‘iHOMy BBCI(CHI/I}O .BaKIIHHBI I‘apnacun®, ecmr TOJ'IBKO HOTCHHH&JIBHBIG foae :

;-

t
- 4 -~
! t i i .

t S 1
f

npenMymecha Baxunnauun He npeammator B 3Ha‘II/ITeJIBHOH Mepe CONpPSDKCHHBIC © HePI pHCKPI :

“1

N .

. L Ecnn 35160p cleNaH B nonmy BaKuuHauun, HEOGXO0MIMMO TIPHHATE MEPEI 110 CHICHHIO pHcKa

gl o6pa3013amm nocmm:emuoxmou reMaTOMLI.. S C . ’ o

. - . t
1

o ECIIPI Yy nauneHTa omeqaercx OCTPOC TSI)KGJIOC meopanoqnoe 33.60J'ICBaHPIe, TO BBCI[CHPIC *

i Noa

L
3 . .

.

Bakuuasl [apracun® cleayer OoTNOXHTb. BMecTe ¢ TeM, Hanuyme JETKoif nmbexm&_n I
HeOOJIBIIIOTO nogseMa TEMIICPATyphl T€jia HE HBJ'U;CTCX NPOTHBOIIOKa3aHHUEM K BaKIIMHAIlKH,
. MPHMEHEHME -TIPH' BEPEMEHHOCTM H; B. ‘IEPHOX. -TPYJHOTO.-
‘" BCKAPMJIMBAHMS CY e Lo

T 5

Her gaHHEIX O TOM, 4YTO BBeI[eHI/Ie BaKIIUHEI Fapnacnn® oxassnsaer HEXCNIAaTCIIBHOC BO3IICHCTBI/I€.

Ha cbepmnbuocrb, 6epemeHHocrb WM Ha nnon, KOTOpEIE. 3acra3mm 651 YCOMHHTBCA. B ee

S ofe 4

6e30nacnocm. CrienpansHo CIUTAHMPOBAHHEIX U XOpOUIO Kom‘ponupyemmx AcCIeRoBaHuii y"
GepeMEeHHBIX XKEHIUH He MTPOBOMMIOCH. JIAHHEIX O PUMEHEHHH BaKIHHEL Tapnacun® Bo BpeMs
OepeMEHHOCTH U O TMOTCHIHAIEHOM BO3EHCTBMH BAaKIHHBI Tapracun® Ha PeNpOYKTHBHYIO

(I)yHKI.U/IlO JKCHIIMHBI U Ha IUIOX Y GepeMeHme HENOCTAaTOYHO, YTOOBI PEKOMCHOOBATEh
3

o ‘ 82251

PR



JIC-002293-231213

UCMONB30BaHNe BaKIIMHEI BO BpeMst O€EPEMEHHOCTH.

Crnemyer NpeaynpeauTh MAUEeHTOK O HEoOXOAUMOCTH IPEOoXpaHeHHA OT OGepeMEHHOCTH B
TeueHHE Kypca BaKIMHAUMH, a TNPH HACTyIUICHUM OepeMEHHOCTH BaKUHHAUUIO CIIEAYeT |
OTJIOXUTH JIO €€ 3aBEPIICHHUS. |
KnuHnueckue HCIBITaHHSA, B XOAE€ KOTOPBIX MpoBepsiay 3¢ ¢eKTUBHOCTh, HMMYHOTEHHOCTD H
Ge30MmacHOCTh BakIMHEL apaacun® y KOPMSAIIMX MaTePel ¥ MIIAICHIIEB, IIOKa3aIH, YTO BaKIUHY
Tapaacun® MOXHO BBOTHTB KOPMSIIIMM )KCHIHI/IHal\:l.
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Bckpritie (GrakoHOB M NpONHERYPY BaKUMHALMK IPOBOAAT MPH CTPOroM cOOMONEHUM MPaBHI
acenTHKH U aHTHcenTHKU. Mecro BBemeHus obpabarteiBaior 70% cnupTOM A0 M TIOCHE
HHBEKLHUH.

HNcnonn3zoBanne GpaakoHOB ¢ Pa30Boii 1030l BAKLHHBI

Ha6epute cTepunsHOil HII0# B 0HOPa30BBIi cTepuiibHbI mnpuil 0,5 M1 B3BecH u3 ¢iakoHa ¢
Ppa3oBoii 1030i1 BakuMHEL BBeauTe Beio 103y. PIakoH C 0OCTaTKaMH BaKLIUHBI BEIOPOCHTE.
Hcnoab3oBanne MIIPHIEB ¢ PA30BOi ﬁosoﬁ BaKuHIlgxl ’

Beenute COZCPKNMMOC IIIpHUIIa ITOJTHOCTBIO.
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BaKIUHY I‘apnacrm H npeBLIma.na TAKOBYIO Yy JIHI, KOTOPhIM BBOJAHIH rmaueGo, HCpC‘IIfICJICHH

HHKC B COOTBETCTBUH C CHCTCMOH OpI‘aHOB/ KJ1acCOB.
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Yacro: nupeKkcus.

Cremyioliue MecmHble peaxyuy BCTPEHYATUCH Yalle B Ipynie, KOTOpOoi BBOAWIACH BaKUHHA

I'apnacun®, 10 CpaBHCHHUIO C MOOBIMH npenaparaMy, COACPXKAMMMMHU aabIOBAaHT alllOMHHUA
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rugpokcudocdara cynbpar aMopdHBIl, UM O CPAaBHEHUIO C IPYMION, KOTOPOHl BBOMUICH

pacTBOp mianebo.

OueHb YacTo: NOKpacHeHue, O0Nb ¥ MIPUITYXJIOCTb.
YacTo: 3yn, remaroMa.

BonpmmrHCTBO MECTHBIX peakuuii ObUTH JIETKOI CTENICHU TAXKECTH.

‘
s

Hapywenus co cmoponbst ObixamenbHoli Cucmembt, Op2aHo6 2pyOHOU KNemKu u cpedocmenus

Kpome Toro, 6poHxocnasMsl, Kak cepbe3HbIe N0604HbIe 3G PEKTHI, OBUIN OYEHDB PEAKMMH.
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'

nnqxopmaumx o pasBUTHH" y nppmmmx CIEAYIOLINX HEXeNATebHBIX peaxiuii, JOCTOBEPHO .

OIICHHTB qac'rory KOTOpI:IX H CBSIBB c HpHBHBKOI/I HC I'IpeL[CTaBJUICTCﬂ BOSMO)KHBIM. oL T

.

¢ . ot

P

'

Hm[)elcquonubze u napmumapnbze 3a6wze6anwz (bnerMoua. . '

t i YA et "
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Hapyuteuwz ‘co cmoponbz .Kpoeu u leugbamulteckou cucmemvl: nnmbanenonama,

1 W o v

: WIMONaTHYECKA Tp0M6oumorernqecxax nypnypa., e e e ‘
g yoou ! o ) ‘ . e ou Y

Hapymeuwi co cmopoHbL Hepenou cucmembl: TOJIOBOKpPYXKEHHE, TOJIOBHas OOllb, CHHAPOM
I'uitena-Bappe, ocTpelit pacce;IHHbm 3Hueq)aJIOMHenm, 0OMOpOK, MHOTAA CONPOBOMXKAAEMBIi

TOHHYECKH-KJIOHHYECKIMH CYIOPOraMH. oo
1 0t N ¥ b ¢ . L
Hapymeuwz co cmopoubz o:cezzydowo-xuwequozo mpaxma. TOMIHOTa, PBOTA. ", NI

1 “ 4
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Hapywenwz co' cmoponbz llMMyHHOll cucmesz pCaKIIPII/I I‘I’IHCP‘*I}’BCTBPITCJIBHOCTI/I,“BKJUO‘{a}I

aHaqmnaKTmIecxne/aﬂa(bnnax'ronnﬂme peax(unn OpoHxocnasMm u KparmBHnuy . a

- . [ ¥ i
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HEPE,IIO3I/IPOBKA L e e e
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Hmennco cooﬁmeﬂna 0 CiydasdxX BBCIACHHA BaKIIHHBI Fapz(acwx B J03aX, l'IpeBLIIHaIOHIPIX
PE€KOMECHIOBaHHBIC, B nenom XapakTep H BBIPAXCHHOCTH HEXKEIATCIBHBIX SBJICHUH npu

. « i 7
,nepenosnpOBKe SBUIPI COHOCTaBHMBI C TaKOBBIMH IIpH ‘BBCJICHI/IPI*pe!(OMeHHOBaHHBIX Pa3oBBIX:

« I . 7 . r
N 4 . . . . % '

103 BaKIHHEI I‘apnacun D . , ‘ - N
B3AI/IMOL[EI/ICTBI/IE C JIPYI‘I/IMI/I JIEKAPCTBEHHBIMH IIPEIIAPATAMI/I

Hpnmeneﬂnecnpymmn Balcuuuamn . R e

' e ¥
N I , - ' -

.

BaKume Fap,uacnn MOKHO BBOlIIdTB OIlHOBpeMCHHO (8 mpyroit pexome}moaaﬂﬂbm y4acTok
Tena) ¢ peKOMOMHAHTHOH BakKUMHOM NPOTHB rematuTa B, ¢ BakuWHOM MEHHHIOKOKKOBOIA,
KOHBIOTHPOBAHHOMN ¢ Au(TEepHiiHBIM aHATOKCHHOM, ¥ C HHAKTHBUPOBAHHOH BAaKUUHOH NMPOTHB

nupTepun, CroA0HsKa, Kokmoma (OeCKIeTOYHBIH  KOMIIOHEHT), BaKLMHOH  IPOTHB
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TOJIHOMUENUTA (WHAKTHBUPOBAHHOI).
IIpuMeHeHne ¢ pacnpocTpaHEHHBIMH JIEKapCTBAMH
IIpuMeHeHHE aHANBreTHKOB, IIPOTHBOBOCHAIMTENBHEIX IIpeNapaToB, aHTHOMOTHKOB H

BUTaMHHHBIX IIPE€IIapaToB HE BIIHANIO Ha B(DCI)CKTI/IBHOCTI:, HUMMYHOI'€CHHOCTb H 0e30MmacHOCTh

BaKITNHEI.
Hpnmeﬂeﬂne € FrOPMOHAJIBHBIMH KOHTPAUCNITHBAMH

HpPlMCHeHHC TOPMOHAIBHBIX KOHTPAICIITHBOB HE BIIUAJIO HA Q(b(l)eKTPIBHOCTB, HMMYHOI'CHHOCTD

' ., 1 6e30aCHOCTh BaKIHHEI ; I‘apnacun®.
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06& npl/I pCIlICHI/II/I Bonpoca 0 BaKIIHHaI.IHPI HCO6XOIIPIMO COMOCTaBUTH B03M0)KHBIH pPICK OT f
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oo prCJII.IIeCTBYIOHICI‘O 3apa>1<eunx BH‘{ u: HOTCHIIHaJIBHyIO nom;sy oT- BaKunHalmn. Bammna

I‘apz(acpm HE npenHasnaqua IIJISI JTC“ICHHH CJICAY}OHIPIX 336OJICBaHPIH' paK HICHKH MaTKH,

Bynmsm wm snaramuma, CIN, VIN, ValN mim akTuBHBIT KOHAMIOMATO3 — M BBOJAUTCH

’ Ll chmoqmenwo c npocbnnaxmqecxon nenmo. BaKunHa ;IaneTca. npodmnaxmqecxon oL
: - npem{amaqeﬂa ,wm NpeXOTBPAIICHUS nmbnunpOBaHm TCMP[ THIIaMH BITY, xoTopbix HeT y

, .  manueHTa. BakuuHa He OKa3bIBaeT anmwx Ha TeUCHHE aKTHBHBIX HH(eKuuit, Bh3Banubx BITY. .

Kax M NpH BBEXCHUM moboit npyron BaKunHm, npn nppmeuennu npeuapara l"apnacun HEY . -

!

- ‘4 ot '

coA BCex BaKuanpyeMle ynae'fcx MOJNy4YHTb 3ammm>1ﬁ UMMYHHBIH OTBeT. I'IpenapaT HE 3anmmaer - v
oT 3aboneBaHuii, NepeaarolUXCs TMOJOBBIM IIyTEM, APYroil STHONOTMH. B cBa3uM c aTuM
BaKIMHUPOBAHHEIM MalHeHTaM CJIEAYET PEKOMEHIOBATh NPOJIOJNKATh MCIONIB30BAHHE JIPYTHX

npoqmnam'{ecmx CPE€ACTB 3allHUThI.
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IMoax0XHOE ¥ BHYTPUKOXHOE BBEJICHHE BaKIIMHBI HE H3YYaATIOCh M IIO3TOMY HE PEKOMEHIYETCS.

Kak u npu BBeeHHH 000 BaKIHMHEI, B leueOHO-MpodHIaKTHIECKOM KabHHETe BCEraa Hy>KHO
HMETh HaroTOBE COOTBETCTBYIOIIME JICKAPCTBEHHBIE CPENCTBA Ha Cilydail pa3BUTHS DPEOKOi
aHaQMIAKTHYECKON peakuWH Ha BBEJCHHE BAaKIMHBI M CPEACTBA HEOTVIOXKHOH U
NPOTHBOLIOKOBOH Tepanuu. HemocpencTBeHHO mocyie BBENCHUs BaKIMHEI B Tedenue 30 MuH 3a
MAIMEHTOM OCYIIECTBIAETCS MEIUIMHCKOE HAOMOAEHHE C IIENBI0 CBOEBPEMEHHOTO BBIABICHHA
IIOCTBAKIMHANBHEIX peémmﬁ M OCJIO’KHEHHI M OKa3aHHUs 3KCTPEHHOM METUIMHCKOM IMOMOIIH.

. HpPI nposez(emm JIIO6OI/I Baxunuaunu MO)KCT Ha6IIXOI[aTBCX 06M0p0K 0COOEHHO y IIOI[pOCTKOB ,
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' . . PI MOJIOLIBIX )KCHIILI/IH. , . Lo " syt ‘ ) : o ‘\ ) ‘

‘ 1
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’ 7 s ‘
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(cM. «B3AI/IMOI[EI/ICTBI/IEC JAPYI'UMHU IIEKAPCTBEHHI)IMI/I HPEI'IAPATAMI/I») o
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‘ I BaxunnnpyeMHx cnez[yer TNIPENyNPEAUTE O HCOGXO,IIHMOCTPI cooﬁma'rb Bpady WIH MCI[CCCTpC o ..
MOGHIX Hexcenatenbﬂmx peaKuusx, a T&K)Ke 0 TOM, YTO Baxunnaum HE 3aMEHSCT H HE OTMEHSET,

. py’rmmmx CKpHHHHI‘OBBIX OCMOTPOB. Jns, JIOCTH)KCHPI}I a(b(beKTnBme pezynLTaTOB Kypc.

L

BaKIMHALUH AOKEH  OBITH 3aBepIICH no.vmocrmo, ecnu A sToro He MMeeTcH
MPOTHBOIIOKA3aHHIA.

BausiiMe Ha. COCOGHOCTL YNPABJIATH TPANCHOPTHBLIMH CPEACTBAMH: M paGoTath ¢ ...
MexaHmsMamn ' ' o S

“

4

* UccnenoBanuit Bnnm_{fm Ha CHocoOHOCTH YIPaBIATH aBTOMoﬁl/IJ'IeM, a Takxke pabory ¢
x MeXaHH3MaMH HE MPOBOJHIIOCE. - ‘ : o , T,
- @OPMABBIIYCKA® =+ - . . . . ' :
daakon
Iepeuynan ynaxosxa: 1 pmo3a (0,5 mm) B cTepunbHoM ¢nakone (BMECTHMOCTBIO 3 M) H3

GopocunukaTHoro TpyGuaroro crexia, Tui I ®akoH yKymopeH XJIOpOyTHIOBOH npobkoit ¢
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TeQIOHOBBIM TIOKPBITHEM TIOX QIIOMHHHEBOH OOKAaTKOM M 3aKpeIT 3allenKuBaroLieiics

IUTACTHKOBOH KPEIIIKOH.

Bmopuunas ynaxoeéxa: 1 umu 10 (aakoHOB B KapTOHHOH Nayke BMECTE ¢ MHCTPYKIHUEH I10

TIPUMEHEHHIO,
Opnopa3oBblii WNpUIL

Iepeuunan ynaxosxa: 1 nosa (0,5 M) B OAHOPa3OBOM CTEPHILHOM IINpPHIE (BMECTHMOCTBIO
1,5 m) u3 GopocuukatHoro ctexna, Tum I Ilnpun ¢ ycTpoicTBOM U1 6e301macHOro BBENCHHS

(yum 6e3 Hero) OCHaIleH nonnKap60HaTHLm a,namepom BamHTHBIM 6p0M6y'mJI0BI>1M

. vy

KOJIIIa‘IKOM %4 nopmHeM, 3AKPHITEIM npo61<on u3 6y'mm<ayqy1<a, noprrr cmmKOHOM. - T
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"Mepxk lapm u ,IonM B.B,, Hnnepnannm ' .
IPOM3BOUTEID . ' ' '
, Mipoussezeno: ‘4 i o Lo .
MepKU.IapnnlloyMKopn.,CIIlA Lo ' oo AR
Merck Sharp & Dohme Corp., 770 Sumneytown Pike, West Point, PA 19486, USA
Brinyckalomnii KOHTPOJIb KauecTBa:

Mepx Ulapn u Jloym b.B., Hunepnannst
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Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, the Netherlands
MPETEH3UM IIOTPEBUTEJIEN HAIIPABJISITD 1O AJIPECY

PexamManuu Ha KauyeCcTBO BAaKLHUHEIL, a TakXke WHpopManuio o60 BceX Ciydasdx MOBHIUICHHOMH
PEAKTOTeHHOCTH MIIH Pa3BUTHUs NOCTBAKIMHAIBHBIX OCJIOKHEHHH MOKHO HalPaBUTh 110 afipecy:

000 «MCJ] dapMackloTHKANICH
yn. ITaBnoBckas, a. 7, crp. 1, r. Mocksa, Poccusa 115093
Tei.: (495) 916-71-00, daxc: (495) 916-70-94

Coeuuanuct oTaena

1o paboTe ¢ peryIaTOpHBIMU OpraHaMu

000 "MCJ1 ®apmacproTHKaic”

AR
QUCULFTHII OTHET
TENSTRHTLITH SV JARUON]
BERCHI ZOXYMEHTA
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