Jnuersua Ne 00205-71C 15 despana 2021 roga

Paspemenue na Beimyck JIT Ne 322
(e coorsercrsun ¢ [Tpunokennem 16 cGMP)
Permission to release products (in accordance with Appendix 16 cGMP)

Hassanue nponyxra /
Name of the product

i s~ )
t Jonokoxe®/Dolocox®

MHH /
INN

Dropukoxcud/Etoricoxib

JlexapcTeennas popma /
Pharmaceutical form

TabJIeTKIL, OKPBITHIE TUICHOYHON 000I0UKOI/
film coated tablets

Hozuposka /
Dose

60 Mr/ 60 mg

Tun ynakoskwu /
Package type

10 wr. /1 xoHTYpHas siueiikoBas YIakoBKa / nauka KapTOHHAsl
10 PCs / 1 blister pack / cardboard pack

Homep cepun /
Bach number

D02020923

Hara npousroncrsa /
Date of manufacture

21,09.2023

Cpox roanocty / osen 1o
Expiry date

30.09.2026

Pazmep cepun /
Bach size

47 749 ynaxoBok/ 47 749 packs

Ctpana HasHauenwus /
Destination country

Poccusti/ Russia

Perncrpanuonsoe yiocropepenie
/ Marketing authorization

JI1-006935 or 13.04.2021
JII1-006935 from 13.04.2021

HopmaTyuBHBIH JOKyMeHT /
Normative document

JI1-006935-130421, u3m. Ne 1, 2/
JIT1-006935-130421, variation Ne 1, 2

[Tpor3BOACTBO rOTOBOIT
JexapeTBeHHol opmel / Finished
dosage form manutacturing

OB11ecTBO ¢ OTpAaHUYEHHON OTBETCTBEHHOCTEIO "MAKI3-
DAPMA" (OO0 "MAKH3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Agnpec /
Address:

109029, r. Mockea, ABToMOGHILHLLH 11poes, 1. 6. ¢Tp. 4, eTp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

[TepBuunas ynaxoska /
Primary packaging

{06(1160'1’130 C OIPaHUYEHHOH OTBETCTBEHHOCTHIO "MAKI3-
| PAPMA" (000 "MAKU3-OAPMA")/ Limited liability
| company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec /
Address:

109029, r. Mocksa, ABTOMOOMIBHEL TIpoe3, 1. 6, crp. 4, crp. 6, cTp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Bropuunas ynakoska /
Secondary packaging

OBurecTBo ¢ OrpaHMYEHHON OTBETCTBEHHOCTLIO "M AKI3-
DAPMA" (OO0 "MAKHN3-OAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Ajnpec/
Address:

109029, r. Mocksa, ABTOMOOHIBHBIH IpoesL, 1. 6, ¢Tp. 4. cTp. 6, ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8




Jnuensna Ne 00205-/1C 15 despans 2021 ropa

| Beimyckarommit KoHTpoIH
KavecTna /
Quality Control

O61mecTBO ¢ OrpaHHUeHHON OTBETCTBEHHOCTEIO "MAK(3-
DAPMA" (OO0 "MAKM3-PAPMA")/ Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Anpec/
Address:

109029, r. Mocksa, ABTOMOOHILHBIN poes, 1. 6, c1p. 4, crp. 6. ctp. 8/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld 8

Hazpanue ADC /
API name

Stopuxoxentd/Etoricoxib

[poussoxurens ADC /
API manufacturer

Xetepo Jlabe Jumuren, Mnaus/
Hetero Labs Limited, India

Homep cepun ADC /
API Bach number

EX22010002

HacTosmumM ToATBEPIKIAI0, 4TO JanHas cepust Noe DO2020923 [lonokoke® tabnerin,
MOKPBITBIC IUIEHOYHOR 060s10uK0#, 60 M Ne 10, macropt Ne 335/23 ot 25.10.2023, 6puta
[IPOU3BEACHA H MPOKOHTPOIMPOBAHA B COOTBETCTRUH ¢ JeicTByiomnmu Ipasmiamu
Hannexaineif mpoussoicTBeHHO IpaxTHKH Eppasutickoro Dxonomuueckoro Cooza w1
TpeboBAHMSMI PerHCTpallmoHHOTO T0ChE, & TAKKE B COOTBETCTRIE CO crienqnpuKAITHIMY
3aperuCTPUPOBAHHOTO [IPOLAYKTA.

JIOKYMEHTBI MO MPOM3BOACTRY (TIPHMEHUMbBIM CTA MM ) 1 KOHTPOITIO KAYECTRA IIPOBEPEHLT 1

0100peHEL.

JIrobrie oTkIOHEHES pacciieoBaHbl B COOTRETCTBUH C BHYTPCHHUMH IpOoNCoYPaMH U OILC'(S}')C‘!HBI

VIOTHOMOYEHHBIMHI NTHIOM /

I'hereby confirm that this batch was produced and controled in accordance with the current Rules
of Good Manufacturing Practice of the Eurasian Economic Union and the requirements of the
Marketing dossier, as well as in accordance with the specifications of the registered product
Documents for production (applicable stages) and quality control are verified and approve.

Any deviations are investigated in accordance with internal procedures and approved by ar

Authorized Person.

Beperenuukora B.K./ ( A 50

YTIOTHOMOYCHHOE JTHI0
000 «MAKHU3-OAPMA»

«& wne oo 2003 v
: .

MIT




NACIOPT Ne 335/23 KK-006/38
cTp. 1 u3 2
OTAEN KOHTPOJIS KAYECTBA
Azenimds) Tnyensnn Ne00205-J1C ot 15.02.2021 r
PR RAT HAMMEHOBAHUE Honokoke® Tabnevku, NOKPLITbIE NSIEHOYHOM! OBONOYKOM,
MPEMAPATA: 60 mr
..M .
Ao I Moskes HOMEP CEPWUW: D02020923
npoesA, A.6, OATA MPOU3BOOCTBA: 21.09.2023
it FOAEH J0: 30.09.2026
cTpoetie 8. OBbEM CEPWN: 47 749 yn. Ne10
Ten.: (495) 981-00-88 AHANNW3 Nno: J1M-006935-1 30421, M3M.N91, Ne2
XPAHEHME: lpu TemnepaType He Bblle 25°C,

Ne HanmveHoBaHue
6
nl . I Tpebosanus HI PelynbraTkl aHanuaa
n
1.| OMUCAHKUE [BoskoBbINyKNbIE Tabnetiku A610KOBNAHON topmbl, | [lBosKOBbINYKNble TabneTkn AGIOKOBUAHON hopmbt,

MOKPLITEIE NNEHOYHON OBono-kon cepo-ronyboro ugerta, ¢
rpaBUPOBKOR «97» Ha OFHOI CTOPOHE W «J» Ha APYroit.

Ha nonepeudom paspese BuAHbI AB2 CNOA: ALPO MOYTH
Benoro useta 1 ofonoqka cepo-ronyboro seta.

NOKPbITbIE  NNEHOMHOW  oBonodkol  cepo-rony6oro
LBETa, C rpaBMpOBKON «97» Ha OAHOW CTOPOHE 1 «J» Ha
APYron.

Ha nonepeyHom paspese BUAHBLI 4Ba CIOR: SAPO NOYTI
Genoro useTa u oboroyka cepo-rony6oro LseTa.

2 [ MOANWHHOCTE

BOXX. Bpems yaepxvBaHus  OCHOBHOIO nuka  Ha
xpomararpamme UCMBITYEMOro pacTsopa AOMKHO
COOTBETCTBOBATL BPEMEHW YAEPXNKMBAHWS OCHOBHOIO NiKa Ha

Xpomarorpamme CTaHaapTHOro pacrsopa (pasaen
«KonuyecTeeHHoOe onpegenexmey).
Y®-cnekrpooToMeTpuUsn. Y®-cnekTpbl nornouweHua

UCNbITYEMOro pacTeopa W CTaHAapTHOro pacrsopa s obnactu
o7 200 0 400 HM AOMKHBLI UMETH MaKkCUMyM rMornoLeHus npy
234 + 2 1M,

BOXX. Bpems yaepxusaHuwa OCHOBHOrO nuka Ha
Xpomarorpamme UCMLITYEMOro pactBopa
COOTBETCTBOBYET BPEMEHU YAEPKUBAHUS OCHOBHOrO
nuka Ha Xpomartorpamme CTaHAapTHOrO pacTeopa
(pasgen «KonuuecteeHHoe onpegenexue).
Y®-cnextpodioTomMeTpus. YO-CnekTpsl NornoLUeHus
UCMBITYEMOro pacTsopa M CTaHAapTHOrO pacteopa B
obnactu or 200 go 400 HM umeloT MaKCUMyM
NOrnoweHnaA nNpu 234 + 2 Hm.

CPE[HAA MACCA Ot 196,82 n0 213,22 mr (205,02 Mr + 4 %). 206,40 mr (+0,7%)
e P
4.| PACTBOPEHUE Y®-crexrpocoTomeTpus. He menee 80 % (Q) ot (93%)
3aABNEHHOro konuyecTsa aTopukokenba Yyepes 30 MuH 93%
o PO 93%
93%
92%
93%
96%

5. POOCTBEHHbIE

| BIXKX.

He obHapyxero

NMPUMECHU Mpumecs H-ETCRCO1 - He 6onee 0,2 %;
npumecs H-ETCRCO02 — He Gonee 0,2 %; s ogHoaepn)lmeHo
EANHNUHEN HeuAeHTUMULMPOBaHHaA npuMeck — He Bonee e
0,20 %; 0
CyMMa npumecei — He Honee 2,0 %. 0i22%
6. BOOA Fo PO, Metog K.®uwepa He 6onee 6,0% 2,6%
7. OOHOPOAHOCTb AV <15 % (n = 10), ecnv ycnoBue He BLINOMHAETCS, To AV <
OO3UPOBAHUA 16 % (n = 30), u ana 30/30 TabneTok KONWYecTBEeHHoe
copepaHue AenCTBYIOEro BEWECTBa 4OMIHO HAXOAUTLCS B AV16=50%
nHtepeane 0,75-M - 1,25-M.
n '® PO, cnocob 2
8. MUKPOEWONIOTUYECKARA | Obuiee uncno aapobHbIX MAKPOOPTaHW3MOB He bonee 10° 70KOEB 1T

YUCTOTA

KOE B 1 r (mn)

Obuiee 4nCo APONOKEBLIX W NNEcHEBLIX rpubos — He Bonee
10° KOE B 1 r (Mn)

OtcyTcrsmne Escherichia coli s 1 1 (mn)

r® PO, Kateropusi 3A

MeHee 10 KOEB 11

He o6HapyxeHo

9| KONWYECTBEHHOE
OMPEJENEHUE

B3XX. Ot 57,00 mr go 63,00 mr (ot 95,0 a0 105.0 % or
3aABMEHHOrO KONUYECTBA) B TAbNeTKe.

62,20 mr
(103.6%)

10| YNAKOBKA

lpu npoussodcmee u/unu pacgacosxe u ynakoske Ha OO0
« MAKN3-QAPMA», Poccus

Mo 7. 10 unu 14 TaBneTok B KOHTYPHYIO AYENKOBYIO ynakosKy
13 nnenkn NBX/MNBAOX v onerv anioMUHUEBOIR NEYaTHOR
NakupoBaHHOI MU B KOMTYPHYIO SYEMKOBYIO YNakoBKy W3
thonbrn xonogHoro dopmorarus (MBX-AniomuHuin-OrNA) u
ONbLIM ANIOMUHUEBOW NEYATHON NAKUPOBAHHON

Mo 30 nnn 90 Tabnertork 8 GaHke U3 NONUATUNEHA HU3KOrO
A@BNEHUA nn B BaHKe M3 NONUITUNEHA BLICOKOM NNOTHOCTH,
YKYNOPEHHON KPBIWKOIA C KOHTPOIIeM NEPBOro BCKPLITWS ANs
NEeKapCTBEHHbIX CPEACTB.

CBoBoaHOE NPOCTPAHCTEO B OaHke npu  HeabxoanmocTn
3aMONHAINT  BaTOW  MEAMUMHCKON TUIPOCKONMYECKONW  Mnn
BaTHbLIM XKTYyTOM.

Mo 1, 2, 3 nny 4 KOHTYpHbIE AYEHKOBLIE YNAKOBKW, WnK no 1
BaHke BMECTE C UHCTPYKUMEH MO NPUMEHEHWIO B nauky
KapTOHHYIO.

lpouseodcmso, pacgpacoska u ynakoska Ha QOO
MAKW3-@APMA», Poccus

Mo 10 TabneTok B KOHTYPHYIO AYENKOBYID ynakoBky U3
nneHku MBX/MBAX v (honbri anioM1MHUEBoi NeyaTHo
NaKnpoBaHHON.

Mo 1 KOHTYpHOI SAYEWKOBOIM YNakoBKke BMeCTe ¢
VIHCTPYKUWEN N0 NPYMEHEHUIO B NadKy W3 KapToHa.

14| MAPKWPOBKA

MepBuunas ynakoska

Ha KoHTYpHOI AueikoBOW yriakoske (BAUCTEpe) Ha pyccKom
A3bIKE YKa3bIBAIOT: TOProBOe HauMeHoBaHWe nperiapara c
NPEAYNPEAUTENbHON  MapkpoBkon ®;  MewgyHaponHoe
HENaTeHTOBaHHOE HaWMEHOBaHWe; neKkapcTBeHHYID dopmy;
LO3UPOBKY; HaUMEHOBaHWE IOPUANYECKOTC NuuUa, Ha uMs
KOTOPOro BblAAHO PErncTpauroHHoe YA 0CTOBEPEHUE; NOroTun
KOMMaHUK, OCYLWeCTBNSIIOWEN NPOABIMKEHNE NeKapCTBEHHOTO
npenapara; Homep Cepun; A4arty npoussoacTaa (Npu (hacoske

MepBU4Has ynakoeka

Ha koHTypHO# sueikoBoil ynakoske (Gnuctepe) Ha
PYCCKOM A3bIKE YKA3aHO: TOPrOBOE HaMMEHOBaHue
npenapara c npeaynpeanTenbHOR Mapkuposkon ®;
MeXAYHapOoAHOe HEenaTeHTOBaHHOE HaUuMeHOBaHue;
nekapcTBeHHas (hopmMa; [03upoBKa; HauMeHoBaHwe
IOPUAMYECKOrO  fMUA, HA WMS  KOTOPOro  BblgaHo
PErucTpaunoHHoOe ya0CTOBEPEHNE; NOTOTUN KOMMaHNK,
OCyWecTBAAWEeN  NPOABWKEHWE  NleKapcTBEHHOro




MACIMOPT Ne 335/23 | JK-006/308 |

CTp. 2 U3 2

OTHEN KOHTPOMNS KAYECTBA
Jinuensus Ne00205-I1C ot 15.02.2021 r

MAKKMIDAPMA

109029, r. Mockea

ABTOMOBHLHbIN
npoesp, 4.6,

cTpoeHue 4,
CTpoeHue B,
CTpogHue 8.

Ten.: (495) 981-00-88

HAMMEHOBAHUWUE Honoxokc® TabrieTky, NOKPbITbLIE NMNeHoYHol obinoykon,
MPEMAPATA: 60 mr

HOMEP CEPWN: D02020923

JATA NMPOU3BOICTEBA: 21.09.2023

FOAEH Jo: - 30.09.2026

OEBEM CEPWIA:

47 749 yn. Ne10

AHANW3 NO:

J11M-006935-130421, Mam.Ne1, Ne2

XPAHEHUE:

Mpu Temnepartype He Bolwe 25°C.

«opeH goy.

undposkle), hapmkon.

acosky 1 ero cTpany.
BropuuHas ynakosika

u1cposekle), thapmkog,

naeHTuUKauuK Ans

Ha 000 «MAKU3-GAPMA» aaTy nponssoactea He HaHOCAT). | npenapaTa; HOMep cepuu; Aata npb13BORcTea. aata
AaTy UCTEYEHNSA CPOI@ FOAHOCTY. :

Ha aTvkeTke dnakona/BaHku Ha PYCCKOM AA3bIKE YKa3biBaloT:
TOProBGe HaUMEHOBaHWE npenapata C NpesynpeanTEnsHOIl
MapKMpoBKOA  ®;  MEXAYHAPOAHOE  HEenaTeHTOBAHHOR
HaumeHoBaHwe, [03UPOBKY.
ocyliecTBnsoLen NPO/ABKEHNE NeKapcTBEHHOro
Npenapara, HauMeHOBaHWe npeanpPUATUS-NPOU3BROUTENS,
€ro CTpaHy, HaWmeHOBaHWe W COAEPN@HWE AefCTBYIOLIEro
BEWECTBa B OAHOW Tabnetke, NOKPLITOM NNEROYHO
0BonouKkoi, KonmMuecTso Tabnetok B yNaKoske, ycnosus
XpaHeHws, cnocol  NpUMEeHERWs,  NpeaynpeauTenbHole
Hagmen «MpUMeHsTs © HasHayenmio Bpayay, «Cogeput
NaKTO3bl. MOHOTUAPAT», «XPaHUTL B HEAOCTYNHOM AMS nervedn
MecTe», ~ HOMep  cepus, AaTy npouseoacTEa  (Mpw
npoussogctea Ha OO0
NPOU3BOACTBA HE HAHOCHT), AATY MCTEUEHMA GPOKA FOQHOCTY -

Ha atukeTky Gamkm MOryT 6LITb HaHECEeHb! TeXHu4eckue
(nponssoacTBEHHBIE) KOAbI (rpachuyeckure, GykseHHbIE nu

Mpu chbacoeke Ha OOO»MAKU3-GAPMAS» AONOMHUTENLHO
YKasblBaloT HaumeHoBaHWe NpeanpusTWs, NPOU3BOASLIEro

Ha kapToHHoil nayke Ha pycckom siabike YKaabiBaloT: ToproBoa | Ha KapTOHHOM nauke Ha PYCCKOM 'siablke  yKasaHo:
HaumeHoBaHue npenapara
MEpKMPOBKON ~ ®;  MEX@YHapOAHOE  HEenaTeHTOBaHHO: NPEAYNPEAUTENLHON MapKUPOBKOH ®); NieXyHapoaHoe
HanMeHOBaHWE; A03MPOBKY; HaUMEHOBAHWE I0PUAHYECKOrD HenaTeHToBaHHoe HaumeHoBaHMe; .  poauposka;
nMua, Ha  MMA KOTOporo
YAOCTOBEPEHUE, ero  CcTpawy;
YAOCTOBEPEHWSA,  NOroTMN  KOMNaHUW,  OCYW|ECTBASIOLLEH CTpaHa; HOMep PEervcTPaLMOHHOMO yAOCTOBEepeHUs:
NPOABWMKEHWE NEKapCTBEHHOro npenapara; HavMMeHoBaHWe | noroTwn KOMMaHIM, OCYLECTBNAIOWEA NpPOABUNKEHME
NPEANPUATUA-NPON3BOANTESNA, ero anpec (Mpu NPOU3BOACTRE NeKapCTBEHHOro npenapara; HaumeHoBaHue
Ha 000 «MAKN3-bAPMAY yKasblBaloT CTpaHy, ropoa); NPEANPUATUA-DOV3BOAUTENA, ero A1pec, CTpawa,
HanMeHoBaHne u coaepxaHne AeiCTBYIOWEro BewecTsa s OPOA; HaWMeHoBaHWE M coaepkaHWe nefcTByloWero
OAHOW  TabneTke,  MOKPLITOW
KONMYecTBO TaBneTok B ynaKoBKe; YCNOBMA XpaHeHus: oGonoqkoﬁ;xonuqecrsomﬁnemksynaa(osne; yCrnosusi
CNocob MpvMeHeHUs; ycnosus otnycka; NpeaynpegnTenshble | XpaHeHus; cnocob npuUMeHeHs: YCI2BUA  OTryCKa:
Haanmen «lpuMeHATL No HasHaueHuio Bpauay; «Coaepxut | npeaynpesuTenbHbie Hagnuen  «MpumeHsTs  no
NaKTO3bl MOHOTUAPAT»; «XpaHUTL B HEAOCTYNHOM AN AeTel | HasHaueHUIo Bpayay; «CopepriIt naKTo3b
MecTe»;  chapMakoTepanesTMYEcKylo PYnny:  WTPUX-KOR; | MOHOrMAPATY; «XpaHuTh B HEAOCTYNHOM 4NA AeTen
HOMEp Cepun; gaty npoussoscTsa (MpM NpoOM3BOACTBE Ha MecTey,; hapmakoTepanesTMieckan fEynna; wrpux-
000 «MAKUB-dAPMAY A8Ty NPOM3BOACTBA He HaHOCAT); | Koa; Homep Cepuu; para NCTeYeHWUs CPCKA rOaHOCTY.

AaTy UCTEUYEHUS CPOKA roAHOCTH.
Ha kapToHHylo nauky mMoryT 6biTs HaMeceHb! TeXHUdeckve | Ha  kapTOHHYlO nadky  HaHeceHs! | TexHuueckue
(NPOU3BOACTBEHHbBIE) KOAbI (rpacbuueckue, GykseHHsble wnn (MpoussoacTeeEHHbIE) KOAbI (rpacbuyecile, GykseHHble

Ha kapToHHOM nauke Ha aHmuiickoM siabike YKa3biBaloT: | Ha KapTOHHOW nauke Ha aHrAMICKOM # 3bike yKkazaHo:
TOProBOE HaUMeHoBaHne npenapata ¢ NpeaynpeanuTensHoN TOprosoe HaumeHosaHue npeiapara c
MapKMPOBKOW  ®;  MEMAYHaPOAHOE  HenaTeHTOBAHHOE NPEAYNpeAUTeNsHON MAapKMPOBKOI ®; NihiaYHapopHOe
HauMeHoBaHWe;  AO3NPOBLY;
rpynny; konuyecTeo TabneTok B ynakoske, hapmakoTepanesTudeckas rpynna; KONMYecTBo
Mpu npoussoactse, thacoske u ynakoske Ha OO0 «MAKW- | Tabnertok s ynakosxe.

yckaeTtca Havecenwe cpeacts | Mpu npouasopcTee, ¢acoske u ynakzske Ha OO0
MOHUTOPUHTE ABMKEHUSR «MAKIN3-DAPMA Y AOMONMHUTENLHO HaHeCeHb!
JIBKAPCTBEHHbIX Npenapatos, B TOM Yucne rroBanbHoro CPEACTBA  wpeHTUUKALMM  ANS | | MOHMTOpUHTa
MAEHTUUKALMOHHOTO  HoMepa
MHANBUAYaNLHOTO CePUIAHOrO HOMePa TOPrOBOM EAUHULIb. rMoBanbHoOro UAEHTMAUKAUMOHHOMO HOM 2pa TOpProsoi

OAPMA» AONONHUTENBHO aon

NCTEYEHUA CpoKa rogHOCTH.

norortun KoMnaHui,

«MAKU3-GAPMA»  pary

Bropmman ynaxkoesxa

C  MpeaynpeamuTensHoi | Toprosoe HauMeHoBaHue np2napara (o

BblAaHO  pEerucTpaumnoHHo: HalMeHOBaHWe PULUYECKOro ninua, Hil UMA KOToporo
HOMEp  perucTpaumnoHHoro BblAaHO  perucTpaumoHHoe YAOCTOBEpeHue, ero

NNEHOYHOW  ODONOMKOA; | BewecTBa B OfHON Tabnetke, NOKPLITOA MNEHOYHON

v unpossie), (hapmkop,

cbapmaxorepanesmuemyso HenaTteHToBaHHOe HaumMmeHoBaHue; AO3MpOoBKa;

TOProBou EAVHUULI 1 ABMKEHNSt NEeKapCTBEHHbIX npenaparos,' B TOM yucne

EANHULLI 1© uHAVBUIYanNsLHOro cepuiilioro Homepa

3aniouenme:

-
i
i
i
i
i

i;émHallarleMK OKK:

| CooTBetcTayeT TpeGoBs;

TOPrOBOM eANHULILI.

HOata Beinycka OKK: «25» OKTAOPS 2023 .
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