Nnyenska Ne 00205-1C 15 ¢espana 2021 roga

Paspewenne Ha einyex JIIT Ne 169
(s cooreereromn ¢ lpunomennem 16 cGMP)

Permission o release products (in accordance with Appendix 16 cGMP)

Hazpaune nponyvira /
Name of the product

Hosokoke®/Dolocoxd

MHH /
INN

Dropukoxend/Etoricoxih

Jlexaperrennas dopya /
Pharmaccutical form

TabJCTEH, NOKPRITHIC MICHOYNOH 0600UKoi/
film coated tablets

Jlomponka / 90 sr /90 mg

DOBe . femons

Tun ynakorkn / 1O wre, /1 kowrypnag sueiixoBas yNakoBka / navka kapTommas ”
Package tvpe 10 PCs / 11blister pack / cardboard pack

Homep cepuin /
Bach number

DO3030523

Jlara npousnoactsa /
 Date ol manufacture
Cposk roanocty / lNojen 1o
Expiry date

130.042026

03.05.2023

Pasmep ceprin /
Bach size

32 713 ynakopor/ 32 713 packs

Crpana naznaucuns /
Destination country

Pocena/ Russia

Pernerpaunonioe vaocTrosepeHne
/ Marketing authorization

JUI-006935 or 13.04.2021
JITT-006935 from 13.04.2021

Hopmarusuulii 1okyMent /
Normative document

JITT-006935-130421, man. No 1, 2/
JI1-006935-130421. variation Ne 1, 2

[TpON3BOACTRBO rOTOROT
aexkapetieHnoil gopsnl / Finished
dosage form manufacturing

OBLueetBO ¢ ‘fa-il:fllaiin'l-rqcn HOIT OTBETCTRERHOCTLIO "MAKH3-
DAPMA" (000 "MAKH3-DAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Aapec /
Address:

109029. r. Mockpa, AsromoBuibietit npoes, 4. 6. crp. 4. c1p. 6. crp. §/
109029, Moscow, Avtomobilney Proyezd, 6, bld 4, bld 6, bld §

Hepannas ynakoska /
Primary packaging

OOmecTro ¢ OrpagHICHNO] OTBETCTECHIOCTRIO "MAK3-
DAPMA" (000 "MAKH3-DAPMA")/ Limited liability

Anpee /
Address:

company "MAKIZ-PHARMA" (LLC "MAKIZ-PIIARMA")

109029, r. Mockusa, AgromMoluaLHLI npoes. 1. 6, cip. 4. crp. 6, ctp. 8/
109029, Moscow. Avtomobilney Proyezd. 6, bld 4. bld 6, bld §

Bropuanas ynakoska /
Sccondary packaging

OBweeTB0 ¢ Orpanniennoi oTreTeTRCHNOCTLIO "MAKHM3-

DAPMA" (000 "MAKM3-GAPMA") Limited liability
company "MAKIZ-PHARMA" (LLC "MAKIZ-PHARMA")

Ajpec/
Address:

109029, r. Mockea, AsromobiuibHptil ipoesn, . 6. crp. 4, ¢ip. 6. cp. 8/

109029, Moscow. Avtomobilney Proyezd, 6, bld 4. bld 6, bld 8
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Rartie e ni DAPMA" (OO0 NARN3ADAPNA™Y annted [abilies
CQualty Conpel o csampany "MAKIZ-PHARMA" (LLC "MAKIZ PHARMA")

Adped

Naddress

FOROZY, 1 MockKa, Aosoo i i PO L L o e S crp b, erp. 8
HORO29, Moscow, Aviomohine Provead, 6, bld 4, bld 6, bl <
Hansmie A ' Dropioreno Floreosih

AP namie

Hpan e menn, Ad
ML mamu lueturer Hetero Labs Limied, India

Hostep coprr At ' FNC 01000
VI Bawh number

Hac rastims noJrnepacie, nro wiiag cepst Ne DOJOIOS2I Joaokone B radae ik,
HORPBITLIE HACHOSHON aGoa0ukain X0 s No 10, gaenopr No 16823 ot 23 03,2023, Hiria
HPHERCICHU W IIDOROTTPOIHDOTCHE B COOTRETCTRIN © Aciicrrsotam Hpameiasm
b e st tieti ipoirsisoaac seunoin a1k Enpaaniickoro “ronoaieesaro Coroun i
IPL‘t_'H'H;'IIIIIIH\HI Perie FPALTHOHHOTG J0CHYE, D TaRe 1 COLTRSTC TR Co L.‘IJL‘HIlff'll”\'.'.lllll.’u!\”l
HIDCERCIPHPULISIHIOLO 3P0 KT

d [u'h‘_\ MO Ho o HREGIC TN CHPRNCHIINT LIS CTi ) 3 BOL PO WO e G OB 1
UAOPEHLL,

THOGRIC CLRIONEHIH PUCCICHORINILE 1 COOTHET CTRINT ¢ RIMTPCHTHNIE TIPOUCIN PANH 0, 00 Peii
NUCAROMOMCHULIA L 10

hereby confinm that this bateh was produced and vontroled in secordance witl the cuarpent 1€,
of Good Manutacturmg Practice of the Furasian Leonomie Union and the requirements of the
Marketmy dossier, as well as i accordance with the spectfications of the registered product
Documents for production applicable stiges) and quahity control are vertied und appros ed
Any deviations are investigated in accordance with interial procedures and approsed by an
Authorized Person.
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o R KK-006/308
MACTIOPT Ne 168/23 SRTTE
ﬂ%& OTAEN KOHTPONA KAYECTBA
Nuuonaua Ne00205-1C or 16.02.2021 r
KKHIDAP -
MAKUI®AIMA | HAUMEHOBAHVE Donokoxc® TabneTky, NokpbIThle NACHOYHOW
s RPERAPATA: oBonoukoit, 90 mr
AptomolunuHuii HOMEP CEPWMI: DO3030523
npoeag, 40,
CTROMNG 4, OATA NPOU3BOACTBA: | 03.05.2023
st FOMEH [0: 30.04.2026
OBBEM CEPUM: 32 713 yn. N210
T [(40%) 001-00-80 Y
€n.. | ==
i} NPOU3BOOWNTEND: 000 «MAKU3-QAPMA»
AHATV3 NO: NM-006935-130421, N3m.Ne1, Nam.Ne2
XPAHEHME; Mpu TemnopaType He Bbiwoe 25°C.
Ne HanmeHoBanue -
il i ‘Tpfzﬁuaarfin_ HA PoaynbsTaTe! aHanuia
1. | ONACAHWE Apankonsinyinue tabnativ AGNOOBKWAHOA thopmbl, | dooAkopeinyiible  TabneTkw  AGNOKOLRAHON
NOKPWITEEG nneHounon obonoukoW Genoro uwbeTd, ¢ | chopMbl, MOKPMTHIG  ANEHaYHOW  alionoukon
rpaouponroid «398» Ha oAHDW cTOpoHe W wl» WA | Genoro UPeTa, . rPaBUpoRKOR «BBy WA OAHOIR
APYrow, CTORPOHE H «Js HO Apyroi,
Ha nonepewdom paspele owaHs ADA cNoA: sAPo | Ha nonepeyHom pRapeac auAHe AnA CROK: AAPO
| nauru Genaoro ypeta v oGonouka Genoro unaTa, noutu Gonoro yneta u aSonedka Genoro WpeTa
2. | NOANUMHHOCTL BIMX, Bpeun YACDKADOHWA OCHOBDHETO nuka Ha | BIMX. Bpema yACPHUDOHWA OCHONHOMD nuKa
XPOMATOTPAMME  WUENbITYEMOrO  PACTHORA  AOMKHO | HO  XPOMNTOPAMME  UENLITYEMOrO  pacTpopa
COOTAOTCTROUATEL CPAMEHW YACPMUDIHAR CCHOBHOrO | COOTOGTCTHOUYET  OPEMEHW  YAOpkWBAHMA |
MAKD WO XpOMITOrPaMME CTaHLAPTHOrD PACTDOPa | OCHODHOre AWK Ha XpomaTarpamMme |
(pasgen «KonW4ocTooHKOR ONPoAENGHUEY), CTOHAQRTHOrQ pacToopa (paaaen |
Y@-cnoktpothoTomMeTpMA, YO-cnokTps nornowenwn | «KonuyecToeHHOE ONpeaBneHes), I
MCNBLITYEMOTO pacToopa U CTOMADPTHOMO pacToopa © | Y®-cnoktpodioTOMETPHA. Yd-cnenTpo
obnacty ar 200 o 400 HM AGNKHL! MMETL MAKCUMYM | MOFNOLEHWA  WEABLITYEMOre  pactoopa
NOrNOWeEHnA npu 234 & 2 1M, crampaprHare pactoopd n obnactw or 200 no
400 HM UMEIOT MIKCUMYM NOrNOLWOHKA npu 234 |
T . - »
CPEQHARA MACCA O7 298,30 4o 316,76 Mr (307,53 mr+ 3 %), 3043 mr |
re Po
4. | PACTBDPEHME YD.cnokTpoeToMETPHA, He Menee B0 % (Q) or (104%)
JAABACHHOM KOAMMDETRA STOpUKoKEDD vepea 30 MUH 103.7%
e po 104.4%
106G,3%
103,3%
106,7%
i o

T POOCTBERHBIE

BIXKX,

He obHapymeHo

NPAMECH Mpumecs H-ETCRCOT = ve Gonee 0,2 %,
npumack H-ETCRCOZ - ne Gonee 0,2 %, He ngn;'ﬁxmcnn
GAVHUMHAA HOUREHTMHALMPABANKDA NRUMCCH — HE | ks
Gonee 0,20 %; 0.12%
CYyMMAI npumacei = Ha Ganea 2.0 %. il
6. | BOOA He Gonee 6,0% o
Fd PP, MoTtoa K.@uwepa 1.8%
7. | oOHOPOOHOCTE BOMX AV = 15 % (n = 10), acna ycnoowe ne | -
A03WPOBAHKWA nhinonHaeTes, Ta AV £ 15 % (n = 30), v ans 30/30
Tabnetor KONMUUBCTOEHHOE CONGPMAHUE AV w2 B
ACACTRYIOWED OOWECTE  JOMKHO HAXDAMTHCA 0 pa et
uHTepnane 0,75-M = 1,25:M,
o P, cnocot 2 B
8. | MMKPOBUONOMMYECKAR Qbwes yucno apolHbiX MUKPOCPrannamon He Gonog
HACTOTA 10" KOE u 1 r (Mn) MeHee 10 KOED 1T
QO0ujou YMCNo APCHOKEDLIX W NNECHENLIX rpubon - ha
Goneoa 10° KOEn 1 r (Mn) Mewae TOKOEn 1 r
QOveyreToune Escherichlacello 1 r (mn)
e PO, Kateropun 3A He abHapymeHa
9. | KODNWYECTBEHHOE B3IXX. Or 85,50 mr g0 94,50 mr (o1 85,0 a0 1050 % 90,10 mr
ONPEAENEHWE OT 3aANNaHHaro konuuecTna) B TabnoTie (100.1%) szt
10. | YNAKOBKA lpu npouzaademas WURU pachacanke U ynakoaxe Ha | Mpouaaoleman, pacehacooka U ynokoaxa Wi

Q00 ¢MAKMI-@APMAL, Poccur
Mo 7, 10 unu 14 TalneTok 0 KOHTYRHYID ANCAKODYIO

ynaonky  Wa  nnewkn  NBX/NBOX w» donbri
ONIOMAHMEDOR  NEYATHON  NAKUPORAHHOA WNM n
KOHTYPHYIO  ANGAKORYIO  YAAKGRKY w3 chonbra

xonoAnaro chopmonnHua  (MBX-AnoMiHnia-ONA) u
ianury AIGMUHUEBON NEYATHON NAKMPOBRHHORA,

Mo 30 wpw 90 TaGnetok o GaHke ua AONUITUNGHA
HU3KOTC AODNDHMA “nu B Ganke W3 nonwaTunexa
DLICOKON  NNOTHOCTM, YKYNOPEHHOW  KpbIWKOA  ©
KEHTPOMEM Nepuorn BCKPLITHA ANR NEKIPCTOEHHLIX
CpeACTIL,

Cnofiopnon NpocTRAHETDG 1} GaHke npv
HODOXDAMMOCTI  JANONMHAIDT  DATOR  MOAKMLAHCKON
rArpOCKONUHECKaN UMW BATHLIM HryTOM.

000 eMAKNI-DAPMAN, Foccun

Mo 10 TaGnetox O KOHTYDHOW AHCEKOBOW
ynakonke w3 nnerkn NBXMBAX w donbri
ANKMUHIENOR NEYATHOR NAKUPGIANMAR
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cTp. 2 M3 3

OTOEN KOHTPONA KAYECTBA
Mudeinn He00205-NC o7 15.02,2021 ¢

HAMMEHOBAHWE
MPEMAPATA:

oBonoukon, 90 mr

HAornokoke® TabneTku, NOKPbITLIE NACHOYHOMA

| HOMEP CEPIW: 003030523 S T
OATA NPOW3BOAOCTBA: | 03.05.2023 . -

FOQEH Ao: 30.04.2026 _ -
_OBBEMCEPUVM: | 32713 yn, Ne10 o -

TIPOV3BOOUTENb:

000 «MAKW3-©APMA»

AHANU3 NO:

NN-006935-130421, Wam.Ne1, Uam.Nad

XPAHEHUE:

Mpu TeMnepaTtype ve soiue 25°C,

"Fla1

Lona T Diken pMecte o MHCTRYRLINAE DD ADUMEN G i 1)

L MDOWANOSETBA W' RAMDINT)  SATY WETEVE I

- MANKY KIDTOHHYD.

MTepausman ynpnoasa

Ha moMmppeot susisonsi yankoaxe [Gaocsmn)
PYCTRDA Rahise VR Ir i m TOPraneG
HORMBHODINKE Npenapata o NPCAYNRCANTURLHOY
MADKUPOHKCH L MOsAYHIROAHD HEANTEHTON HMA
HARMEREIGHIE  NARIDCTARHRY HOpM Y ADIMDOnKY
HANMOHOWINMD  ODUARMECHENG  UUa, Wi MMe
FOTORDED UnAHD DOFUCTEALEO s O YARGTORCDRHAR
ROraTEn sprnavita OEVHIRCTH NI NRAaANUWE=He
ROIDGTHONHDMD  NBRrRADATE HOMAD  oepae qany
MOManDAcTLd (Mpy acoike wa OO0  WIAAKMAE.
GAPMAR aaty noowaneacTaa we  wakaen:) ATy
HETEUEHUN CROKD TDANDETH

MBI (BraKcan et s PYSEROM HALiKD
PROTNGAdRIT TORIOROE ARMeNDIa e npatkpath ¢
NReAYIPEAUTENLHOK MApHARGnNDY E
MP_"-V.,')\.,'N..IED.‘]MDI_‘ MU NATOHTO AR MO BRI  HAT
AMIDIUKY  DOMOTIN YOMAAMIY  QEVILETHAIGIL G
Latslelels FLECTEENTET S MNCTOOMNONE Apenapara
HAMMEMDOOHRE  NDSANPUITEN-NRORINDAUTERN  ere
ETRONY HAMEA O it oAt uEe
APMETHYRIINTT

NQERHITOF
tabinnror o
NPRM e N

Fla

HIGUEETHA 0 madne TARHA thie
nianupunoy ohonoukan KN HueCThD
YOARDNRD YENAGRUA ¥RAMHRO

AReAYARAWTE N0 W ARG
AlIPMMERITL 00 WEaHIeaRIG (PN cogepeeT
BT WMOHOFMAPATY  wXPAMUTR § HEADCTYNHOM
AT ARTOG MECTES HOMED Crpie, AdTY POVIRDACTOG

e apamanagatne va 000 sMAKWI.GARPMA anry

MOCWANGATTAN We WANGEITY ATy e v Al
fasvonTe «'gae o,

Ma o atimeTey AWM moryT Btk HARELCHN
TATHELRCRU (PRSI0 LETHes s Kagm
(PR e s e LI Wiin Ui umiie)
hapueng

fpu pacoexe  wi QOO «MAKIS-GAPMAN
AQNCAHUATEN LG QI T HARSIHOIAH e
NPEARDUATAN  NROWINOARIETD  dhanonsy ¥ ofo
ETpaMy

Bmopuwuan yaaronwg
FI KODENOHNEIL Q9K 10 DYEEHEM DARKE YRS S0
Tapranet LR LN TR noennETa £
AREAYOREARTEARNSe MApRUPOVaY 1
LS LR T R R T TR T HEDOTPHTONII RO bR
ADTHARNGY  HAMENEI T H e MIRWAMNACEQrG NIy Wi
ity snTORN [ P H R TR IO TR
YADCTONE ey e Ll CIpanY HOME
DetnCpaunaHLarn FARLTIONEDOMM roraran
O Nae SCYILOCTN IO Wl sl T TR T (]
AGKARCTUGMMGTD npenapaTa
AL NDIOTUR NPOWING ATy

ApernosaToe Hil Qo0

PRSI STpAKy  ropoa)
CAACDMIS  QCACTHIOUITD NelecTHA 6 MO0
AN THe e S TR RSV ] WSO afahiauine
O IRAST 1y g RS ATRR o 1T " YOOEGRRE ¥ oA
ADHCHNA CILEOL NOUMOHEHWY, YERODEN DTRvEka
NOCLYNPCARTENRHGIS  w3A0MEN  oMpumesaTe  Ae
HUADH A D (1l el M #1ilaled IR RbTE IR
MERUTAATAT 8w XDARM L B RAACETYIROM 41 T
MPCTEN  (DADMIFOTCINSNT NG TNy TR
KOA.  woMap  nepud aaty npovANnACToD (Nl
apoanozeTne Ha D00 «MAKNIL.BARMA

Bro napuc
IMAKN I GAPMA,
HAUMBHOD e
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HODTOMMYE

Mepuusban yrakone

M RoMmMypRoG mueroeog VRO ED i
Fal el 1Y} RIS VWA TaRIONDe
HINMBRO AN noenannT :
NPEAYARCAMTENRHK MADsRDOnE Oy

LA LR s T MO TR ETON e
HORMEHTL G A PR RETIE A (1S TaLCH]
Acavpan«y MOAMBATH DN A (st =l R AL AT LW TS
WL Hal R warapars
POTRCTPOUNOMHOE YAGGTORAR e GETSILE
MMM CEYLWSRRTHAMGLLEY  DROA st ate
NEKIDCTAEHMOMG  RERA[GI S0sieps Sepse
AOT0 UOTEUCHEY COOK 1 DAHO T

Bmopuinan ynakoara

Ma wapmongn nagke AyLoxone T

YRAAANO TONTON S HAPRASHOFGSEEE NRefafiic o -
npeEdynpearTen.
MEMAYHADDIN e HETTEEN ORI e
LH I AT TH T Adavpouag AR 1 b e
WDWAMMECEDOND LNE 11 Bk VETODOMD gm0
PUTHETDOUNQHHDN YAOCIONNDONME 7T 2T0mA
HOMED  DEFUSTRAMONNAIN YAGETONRDENER
agrotun EOMRI M OCYILBETIHOL W
AROADMMEHIG  ACHARCTOCHHAS npenap
HANRAS O v ApeinpenTen NEAWINGS Ty
=14+] STOIMA 11k [a7H MR HOR e e "
COREDMANME AeXCTNY WIS NELesTHg B R TIIT

MO E A e

TAGAFTHG  DORDWTON  ANEROMMOE  CRa s g
HERVURETHE TINNOTOr 0 yravonue g noen
e CITSTTIT Y] crodan PR A b s R ESTITL L]
OTNYVERD APCAVIREAMTE Minie TREL
aMTpwmeuaTs, no HAIHAUE 0 NAm e
HCG,']I"I'M'H' AARTOI AT WARAT . 0 A BauuTy i

MO Ty o Alu FTiv
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MACMOPT Ne 168/23

KK-006/398

erp.3ual

OTOEN KOHTPONA KAYECTEBA
TNuuenxaun No00205-N1C or 15.02,2021 r

MAKUIDAPMA :QE‘#E;*STTHHE Donokokc® TabneTky, NOKpbIThbIe NNeHOYHOR
100020, r. Mocwno : o6onoukon, 90 mr
:‘mmunﬂugunwﬂ HOMEP CEPUN: DO3030523
M. a8, =
| picsbnllgy OATA MPOM3BOACTBA: | 03.05.2023
| e TORQEH AO: 30.04.2026
" — QBEBLEM CEPUNA: 32 713 yn. Ne10
ol 00 NPOW3BOAVTENb: 000 «MAKU3-®APMA»
i AHANW3 NO: JIN-006935-130421, Mam.Ne1, Mam.Ne2
b, XPAHEHUE: Mpu TemMnepaType Ho Bbiwe 25°C.
] roAHOCTH.
Ha  kaprodHylo  nagky  MoryT  GniTh  HAHECEHB! | HO KDPTOHHYIG NANRY HAMBCEHL TOXHINEGKAE
TEXHWYCCKAR (NPONIBOACTOEHHEI) KEALL | (NROWIDOACTOCHHLIC)  KOAb!  (rpadivueckne,
(rpachudccrne, GyxnaHHbIE wnm undpponie), | DyKDeHHse W Huthpoasie), hapMriog

hapMKoa.
Ha  wapmonHod  nauke  Ha o anenudokom  S3niKe
YKO3bloaom. ToOpranoe HIWMeHonaHWe NPenapanTn c

NPEAYNPOANTENBHOR MAPKAPOLKON @,
MENAYHOPOAHOE HONATCHTODOHHOE HOMMCHOUAHWC,
LoMponky,  HAPMIKOTEPANGOTUNOCKYID  rpynny;
KOAUUBETRO TAGNETOR I YNIKDDKS,

Mpu ccoawe u  ynakoake wao 000 «MAKMA3-

@APMAD A0NONHWTENLHO YKAILIDIIOT HAMMOHOBANUG
NPEANPUATUA, NPOWIBCAALLOrD HACOBKY W YNaKonxy,
€ro cTRaNY, ropoa; AO0NYyCRaaTen HaOHeCeHWEe CpeacTD
WACHTUEDUKOUMIN  ANK MOHWTOPMHIA  ADUMEHWA
NEKAPCTOEHHBX — MPENApAToR, 0 TOM  Juche
rnoGanbHOro WARHTHUKAUMOHHOMD HOMUBRD TORroDoK
SAMHULG W WHAUDWAYANLHOMO CEpUiHOrD Homepa
TORronoi eAuHULE,

Flpu npousnadcmeas, gucoake U ynokooke Ha QOO0
tMAKIMI-DAFPMA»  AonennWTensHo  gonyekoeren
HAHECHHIE CPOACTH WAOHTUCHUKALIY AnR
MOHWTARVHIG ADWMEHWS NEKDIPCTOEHHBIX NPEnapaTon,
B TOM uuene rnoGansHoro  WAEHTUIDURALIMOHHOrD
HOMOPO  TOPronon EAVHAL W WHAMDWAYANLHOMO
CONMAHOrD HOMERA TORrODOA BAWHALGI,

Ha kapmoKHod Aa8Ke HO AHEALGEKOM 83k
VEUIIHO! TORPrONOG HAUMEHORAHWE NPENARATD C
MPOoAYNPEAUTANEHOR MIPKUPODKOR &,
MONAYHARAAHOO HENATCHTOBAKHOG
HAWMEHONIHWE, ADaWponin;
hapMIKOTORANBBTUYECKAH TRYIINA, KONMHOCTHO
TAONGTOR b YNAKOHAKE,

Mpousnodemoo, chacooxka u ynakoaka na 000
eMAKHM3-DAPMAY A0NonmHUTENLIG HAHCCOMEI
CPEAGTRA WABHTU(UEILUWK ANA MOHWTORWHIA
LBUNEHUA NEKapcTBeMibX NPenapatos, b Tam
YHonae rAOBANLHOrG  WAGHTAGMKALLMOHHOMD
HoMepa Topronoh eANHILB! "
MHAWBWAYANLHOMD COPUAHOTG HOMBPH TOProBoW
AAMHWLIBL
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Haqanhuun GKK

Hara einycka OKK: «23» mag_2023 .
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| Cootseterayer TpeGoBanuam M- 006935 130421, Uam.Ne1, Mam.Ne2
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