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AHAJHUTAYECKHUH MACIOPT Ne 43

Pexorsan®, pacTBop Alsl BHYTPHBEHHOI0 H BHYTPHMBIMIETHOr0 pBenenns, 500 mr/4 ma

CTpaHa-NpOH3BOIHTENb!
Homep pericTpatoHHOro
YHAOCTOBEPEHHA:
Jl03¥pOBKa/aKTHBHOCTb:
JlexkapcTBeHHas dopma:
PasmMep 4 THII YNAKOBKH:

Homep cepuH:

Kony4ecTBO YIIAaKOBOK B CEPHH:

Jara MpoH3BOACTRA:

I'opeH no:

[NpouzBoMTENb JIEKAPCTBEHHOTO
CpencTBa (Haséanue u adpec npoussoo-
cmBeHHOU oW adKu):

[1poM3BOACTBO FOTOBOMH JIEKAPCTBEHHOH
GopMbl, IEPBHYHAA YTTAKOBKA:
BTOpHuHAs YNAKOBKA, BBIIYCKAIOLIHA
KOHTPOJIb KadecTBa:

[Tpou3BOACTBEHHAN IHISH3UA:
3aKMOYeHHe O COOTRETCTBHH ITPOH3BO-
IUTENA JeKapcTBEHHBIX CpeAcTB Tpebo-
BaHMAM [IpaBH) Hajnexamiell Npous-
BOJICTBEHHQH ITPAKTHKH:

KounTpons NpoBe/ieH Ha COOTBETCTBHE:

Poccuiickaa Peaepauns

JI1-003259 ot 20.10.2015 1.

JlaTa 3aMeHBbl PErHCTPALHOHHONO Y0CTOBEPEHUS 31.08.2016 1.
Pexornan 500 mr/4 ma

pacTBOp ANS BHYTPHBEHHOTO H BHYTPHMBILIEYHOT0 BBEEHHS

[lo 5 amny.] B KOHTYPHYI0 f4eHKOBYIO YNAKOBKY M3 IICHKH NOJHBH-
HUIXJIOpHAHOH M0 1 KOHTYPHO#H A4eliKoBOH YNaKOBKE ¢ MHCTPYKUHed
No NpUMEHEHHI0 B NAYKY H3 KapToHa

51117

25 746 ynakoBoK

11.2017 r.

11.2020r.

®IVI «MockoBckuii IHIOKpPUHHBIH 3aBoa», Poccus, r. Mocksa, yi.
HosoxoxoBeKas, A. 25, crp. 1, crp. 2

000 «'EPO®APM», Poccus, Mockosckas 06aacTh, CepnyXoBCKHH
MYHUUHNANLHBIA paioH, ropoackoe NoceieHue O6oneHcK, paloH p.n.
O6oaenck, crp. Ne 5; crp. Ne 5, kopr. Ne 1

000 «TEPO®APM», Ne 00107-JIC ot 16 nious 2017 roga

No GMP-0037-000183/17 ot 21 asrycra 2017 r., npukas Ne 2840 or
21.08.2017; Ne GMP-0037-000184/17 ot 21 asrycra 2017 r., npukas Ne
2833 ot 21.08.2017, BbiaaHHble MHHHCTEPCTBOM MPOMBIILIEHHOCTH H
toprosan Poccuiickoii @egepanuu. JeficTBUTENLHBI 10 06 urons 2020 r.
JIIT-003259-201015, u3M. Ne 1 o1 31.08.2016 r., n3m. Ne 2 oT 27.06.2017 r.

HaumenoBaHHe
nokaszaTeJied

TpeGoBaHHA HOPMATHBHOH JOKYMEHTAUMH

Pesy/IbTaThl HCIBITAHHIH

Omucanye

Tpospaunas GecrBeTHas KHAKOCTh. BusyanbHeIH.
(T'd Xlil, ODC.1.1.0001.15)

CoOTBETCTBYET

TlopnuHHOCTE

BpeMs yICpKHBAaHHS OCHOBHOTO THK2 HAa XpOMATO-
rpaMMe HCMBITYEMOTO PacTBOpa AO/DKHO COOTBET-
CTBOBATH BPEMEHH YIEPKHUBAHWA OCHOBHOTO MHKa
Ha XpOMaTorpamMMe CTaHIapTHOro pactsopa B (pas-
nen «Konmuectsensoe onpeneneHuey). BOXX

COOTBETCTBYET

[Tpo3pauHocTh

IlpenapaT nombkeH OBITe TpO3padHbiM. Busyams-
i, (T X111, 0DC.1.2.1.0007.15)

TIpospagen

LiseTHOCTB

Ilpenapat noMkeH ObiTh OSCLBETHBIM HIH BBLICP-
)KWBaTh CpaBHEHHE C 3TajoHOM Bo BrH3yanbHBI.
(To X1, OPC.1.2.1.0006.15 «CreneHb OKpacku
suIxocTein, Meroa 2)

becugeren

pH

Ot 6,5 g0 7,5, [IoTeHUHOMETPHYECKHIA.
(F'd X111, OPC.1.2.1.0004.15 «HoHomeTpus»)

6,82

Mexanugeckne
BKITHOUEHHA:
- BHIHMBI€ 9aCTHLEI

JomkeH BRIACDKUBATL TpeboBaHMA. BH3yanbHbIA.
(I'd X111, OPC.1.4.2.0005.15 «BuauMple MEXaHH-
yeckue BKIOYEHMA B JIEKAPCTBEHHBLIX GopMax ang
NapeHTepanbHOTO NPHMEHEHUA M TIIA3HBIX JleKap-
CTBEHHbIX hopMaxy)

BrinepxupaeTt
0 4./amm.

crp. 1 U3 2




- HEBHIWMBIC YacTH-
bl

B oanoit ammyae:

- CPEAIHES YHCTO YacTull pasmepom 10 mkm 1 Gomee e
AOMAHO mpeseimath 6000;

- CPEAHEE THCIO YacTHU pa3MepoM 25 MKM u Golee He
HOJDKHO NpeBbiltaTs Gonee 600,

CuaerHo-poTomerpuuecknii. (Tro X111,

O®C.1.4.2.0006.15 «Herumnmuie MEXaHUYeCKHe

BKTOUCHHA B IEKADCTBEHHBIX (HOpMax iuis napeHTe-

PAIBHOTO IPUMEHEHHA»)

10 MrM - 56 y./amm.

25 MKM - | 4./amm.

TTocroponnue npu- |- 5-uiruamnosan KHCII0Ta — He Gonee 0,2 Y%, 0,01 %
MecH - ypuauuaudocharxonuH - Sonee 1,0 %; 0,06 %
- CAMHMYHAA HE HIEHTHOUUMPOBAHHAS IPHMeCh — He | < 0,05 %
Gonee 0,2 %:
- CyMMa npuMeceii - He Gomee 2,0 %. 0,07 %
Meron obpawuenno-pazosoii HOH-IapHOH BOMCX.
Hzpnexaemeiii 065- | He menee 4,0 M. HHCTpYMeHTANBHBIH. 4.2 Mn

€M

(I'd XIII, OPC.1.4.2.0003.15 «M3enexkaemeiii o6nem
NEKapCTBEHHBLIX (Gopm As MapeHTePAIRHOTO NMpHMe-
HEHHA)

BakrepransHeie 30-
JNOTOKCHHBI

He Gonee 0,175 E3 1a 1 mr maTakonuHa. JIAJT — tecT.
(T'® X111, O®C.1.2.4.0006.15 «baKTepHansHEIe IHI0-
TOKCHHEI, KA4€CTBEHHBIH Iesib-TpoMG TecT, MeTo A)

Mesnee 0,175 ED na 1 Mr uuTrHKOIHHA

CrepunsHocTts

Ilpenapar nomxed 6biTh CTEPHIbHBIM. Meton mem-
OpauHo#i dwisTparmy. (T'D XIII, O®C.1.2.4.0003.15
«CTepHIBHOCTY)

Crepunen

Konuuectrennoe
onpeneneHue

Conepxanue UMTHKONHHA NOMKHO GbiTh oT 95,0 mo
105,0 % ot 3asBnentoro komuuecTna:

500 mr/4 mn: 475,0 — 525,0 Mr/4 M

Merton o6pawmenno-haszosoii HOH-napHoit BOXX.

518,5 mr/4 mn

Vmakorxa

[lo 40 M1 B GecuseTHnie cTekIAFHLIC AMTTYIIBI
HeATpanbHOre cTekna (rvaponuTHyeckn# knace e
MONOCOH WM TOYKOH Ans pasnmoma. Ha KaXIyI0 aM-
TTy1y HAKIEHBAKOT ITUKETKY CaMOKIEAIIYIOCH (nomyc-
KacTCs HaHOCHTL TEKCT MApKHPOBKH GhICTpO3aKper-
Asomelica Kpackoi MeTonoM rayGokoii neqartu).

[To 5 ammyn B KOHTYPHYIO J9€HKOBYIO YIAKOBKY M3
TUICHKH MONMHBHHHITXIOPHUAHON WIH W3 IUTEHKH TONH-
BHHHIIXJIODHIHOH M QONSIH aTlOMHHHEROI,

OmHy win IOBe KOHTYpHBIE SYeiikOBhie YTAKOBKH ¢
HHCTPYKLHEH 10 NPHMEHEHHIO TIOMEIIAOT B naykKy M3
KapToHa.

IMo 4,0 Mn B GecuseTHbIe cTeKNAHABIE aMITYJIBI
HEHTPANBHOIO CTEKNA C [OA0COH LN pazioma.
Ha xakayio ammyny Hakneewa stuxerxa ca-
MOK/IEALIasACH,

Mo 5 ammyn B KOHTYPHOH f4eHKOBOH ynakoBke
M3 TUIEHKH MOTMBHHUTXIOPUAHON W ¢oasru
aAMHOMUHHEBOM.

Onna koHTYpHas suelikopas YI3KOBKA C HH-
CTPYKIHeH 10 NPUMEHEHHIO B Nauke W3 KapTo-
Ha.

Mapkuposxa

llepeuunasn ynaxosxa

Ha sTukeTke camoKIesinelics yKa3biBalOT HauMeHO-
BaHHE JIEKAPCTBEHHOIO Ipenapara (MexmyHaponHoe
HENIATEHTOBAHHOE W TOProBOE ¢ MpexyNpeaHTENbHOMN
MapKHPOBKOH ®), feKapcTBeHHYIO dopmy, HO3HPOB-
Ky, 00beM Mperapara, HAUMEHOBAHME W TOBApHBIi
3HAK IOPHAHYECKOTO JHLIA, HA HMA KOTOPOro BBIZAHO
PCTHCTPALHOHHOE  YNOCTOBEPEHME, HOMEP CepHH,
CPOK FOJHOCTH.

Bmopuynas ynaxosxa

Ha donsre amomunnesoi ykassisaior HanMenosanue
AICKAPCTBEHHOIO npenapara (MeXIyHapoJHOe Hena-
TEHTOBAHHOE M TOPrOBOE ¢ MPeIYNpEMTENbHON Map-
KHpOBKOH ®), mexapcTBeHHyW (opMy, HO3HPOBKY,
HAHMEHOBAHHE IOPHIMYECKOrO JTHIA, HA MMA KOTOPO-
O BbIJAHO PErHCTPAlOHHOE YIOCTOBEPEHHE, HOMED
CEPHHM, CPOK I'OJHOCTH.

Ha notpe6utensckoll nauke yka3sisaoT HamMeHORa-
HHE JICKapCTBEHHOTO Mpemapara, (MexIyHapoaHoe
HENaTeHTOBAHHOE H TOPrOBOE € MpeLyNpeIHTENLHOMN
MapKHpOBKOH ®), JTeKapCcTBEHHYIO (BOpMy, JIO3HPOB-
KY, KOJIMMECTBO aMIlyJ B yNakoBKe, 0GbeM Openapara,

Iepsuynas ynaxosxa

Ha sTukeTke camokreowmeiics ykasano naume-
HOBAHHC JICKADCTBEHHOrO Npenapara (Mexy-
HApONHOEe HENATeHTOBAHHOE W TODrOBOE C
TIpELYNPEIMTENLHOH MapKHpoBKol ®), nexap-
CTBeHHaA $OpMa, N03HPOBKaA, 0GBbeM npeiapa-
Ta, HAMMEHOBAHHE M TOBAPHBI 3HAK IOpUHUe-
CKOTO JIHIIA, HA HMA KOTOPOTO BBIARHO perw-
CTPalLHOHHOE YNOCTOBEPEHHE, CPOK TOTHOCTH,
HOMED CepHH.

Bmopuunas ynaxosxa

Ha donere amomunuesoit ykazauo naumeno-
BAHHE JICKAPCTBEHHOIO TNpenapata (MeXTyHa-
PO/IHOE HENaTeHTOBAHHOE M TOPrOBOE C TIpe-
AYNMPEAATEILHOH MapkHpOBKOH ®), nexap-
CTBeHHast (OpMa, NO3HPOBKA, HAMMEHOBAHME
FOPHIAHYECKOr0 NIHIA, HA WMA KOTOpPOro BhIa-
HO PErHCTPALMOHHOE YNOCTOBEPEHHE, HOMEp
CEepHH, CPOK I'OJHOCTH.

Ha notpeGutensckoil magke yxasawo Hamme-
HOBAaHHE JIeKAPCTBEHHOIO mpemnapara, (Mexcy-
HAPOJHOE HEMaTEeHTOBAHHOE M TOPTOROE ¢
ApeayNpeANTENLHOH Mapkuposkoit ®), nexap-

CTBEHHAs GOpMa, JO3MPOBKA, KOMHIECTBO

CTp.2 w3 3




«[pousseneno: OIYII «MockoBCKHil HIOKPHHHBIA
3aBon», PoccusA», HAHMEHOBAHHE, TOBapHBIH 3HaK,
alpec W CaiT IOPAIHYECKOTO JHNIA, HA HMA KOTOpOTro
BHIIAHO PErMCTPAlMOHHOE YHOCTOBEPEHHE, «thapma-
LEBTHUECKAaS KOMIAHUS», TenedoH ropaued JHHHY,
«(3BOHOK mo Poccnn BecTUaTHBIA)», COCTaB mpenapa-
Ta Ha OnHY ammyiay (4 i), «Cnocof nNpUMEHEHAR: B
COOTBETCTBMH ¢ WHCTPYKUHEH MO NPUMEHEHHIO?,
YCIOBAA OTIYCKA, YCNOBHA XpaHEHHA, «XpaHaTh B
HemOCTymHOM [ia JeTel mectely, «He npuMeHaTH
flocne OKOHYAHMA CPOKa TONHOCTH, YKa3aHHOTO Ha
ynakoske!», «CTepUIbHOY, HOMEP PerHCTPALHOHHOTO
YIOCTOBEPEHMA, MTPHXOBOH KOI, dapmakos, HoMep
cepun, cpox roguoctd. Llpndrom Bpaiina Ha pa4ky
sanocaT nupopmao «Pexornan 500 mr» uan «Pe-
koruas 1000 mMr».

Ha fHuEBYIO CTOPOHY NAaYKH HAKIIEHBAIOT roaorpam-

MY.

amImy7 B yTaKoBke, o0beM mpenapara, «I1po-
wpeneno: OIVIT «MockoBCKAH 3HIOKPHH-
Hblii 3aBOA», PoccHA», HAMMEHOBAHWE, TO-
BapHBIW 3HAK, anpec M caiT IOpPHAHYECKOro
JHLE, Ha MM KOTOPOTO BHIIAHO PErHCTPALIK-
oHHOe YyIOCTOBepeHHe, «(hapMaleBTHIecKas
KOMNaHUAY, Tededor ropauel THHUH, «(3B0-
Hok o Poccuy GecruraTHBIN)», COCTAB Npe-
napaTta Ha OXHY aMIymLy (4 w), «Crnocob
TIPUMEHEHAS: B COOTBETCTBAH C WECTPYKLHA-
eii N0 TPUMEHEHWIO», YCIOBHA OTIYCKa,
yCIOBHA XpaHEHWA, «XpaHWTe B HEIOCTYT-
HoMm ana gereit mecrel», «He DpUMEHATH 10-
clle OKOHYAHWA CPOKA TOJHOCTH, YKa3aHHOro
pa ynaxoeke!n, «CTepHIbHO», HOMEp pert-
CTPALHOHHOTO YIOCTOBEPEHHH, OITPUXOROH
Kof, hapMako[, HOMEp CEpHH, CPOK TOJHO-
CTH.

Ilpudrom Bpaiing wa nmauxy HaHeCeHa HH-
¢opmarms «Pexornan 500 mr.

Ha nuueBoii CTOpOHE NavyKd HakneeHa rono-
rpamma.

XpaHeHue

XpaHuTs [pY TEMNEPATYpe He Bbime 25 L.

CpoOk roxHOCTH

3 rona

3AKJIKOUEHHE OKK: JlexapcTeHHbIH npenapar Pexorsan®, pacTsop A/iA BHYTPUBEHHOrO H BHYTPUMBIIIETHOTO BBEJCHHNA,

500 mr/4 mn cepus’ S13T

31.08.2016r.. 1
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CTOFTIMM NONTBEPKAAI0, YTO NPHBEJEHHAS BbILUE uH(opManus ABIAETCH 10CTOBEPHOH

H TOUHOH. ﬂauaﬁ’%ﬁiﬁ VKUHMH NpoH3BeleHa (BKMOHAs YNaKoBKY/MADKHPOBKY H KOHTPOJIB Ka4ecTBa) Ha
BbilieyKa3aHHOH TPOH3BOACTBEHHOH NJIOWIANKe B MOJHOM COOTBETCTBHH ¢ TpedoBaHuavu [paBun Hagexauei
POM3BOACTBEHHOM NPAKTHKH, 2 TAKKe B COOTBETCTEHH €O cnenHpUKANHAMH, COIEPRKAMMMHUCH B PETUCTPALHOHHOM
noche. 3aMMCH TI0 NPOM3BOACTBY, YNAKOBKE H aHA/NH3Y NMPOBepeHE! H YCTAHOBJIEHO HX COOTBETCTBHE TPEDOBAHMSAM
TipaBuJ Hanaexale NpOU3BOACTBEHHOH NMPAKTHKH.

VY HOJTHOMOYEHHOE THIO _— W.B. HukuTHHA

7
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Nara noanucanus: 28.03.2018 r. '
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OEKNAPALIUA O COOTBETCTBUM

JEKINMAPAHT, NPUHUMAIOLLIUA OEKNAPALINIO O COOTBETCTBUM:

000 "TEPODAPM", MexpalioHHas MHCNEeKUUA MenepanbHof Hanoroson cnyxBbl Ne7 no Canxr-NeTepbypry.
OrPH: 1027810343417 ot 27.12.2002 r., agpec: 191119, Cankr-NeTepbypr, yn. 3BEHUIOPORCKaAA, a.9. TenedoH:
(812) 703-78-75.

B nuue: eHepanbHora AvpexkTopa Poauorosa M.

OoseperHoe nuuo: Cepatokosa E.A.

[oseperHocTb N2: 20 oT 01.01.2018r.

3ASABNSET, YTO NEKAPCTBEHHOE CPEACTBO:

PEKOMHAH®, pactsop ANs BHYTPUBEHHOMO U BHYTPVMbILLEYHOTO BEEAEHUS 500 mr/4 mn, 4 mn, amnynsi (5),
yraKkosKku RUENKOBLIE KOHTYDHbIE (1), na4ky KApTOHHbIE, per. ya. Ne NN-003259 ot 20.10.2015 (paata 3amexsl PY
31.08.2018), sbigano OO0 "TEPODAPM", Poccus, cepus 51117, rogeH Ao 01.11.2020, napTus: 25746 ynakosok.

Koa OKNOz:
BbINyCKaeMoe U3roToBuTenem: 21.20.10.236
®YT] "MoCKoBCKWiA aHAoKpuHHBIA 3asog», 108052, r. Mockea, yn. HoBOXOXJTOBCKER, 4.
25, ctp. 1, €Tp. 2, IHH 7722059711/ OO0 "TEPO®APM", 191118, 1. Cankr-NeTtepbypr,
yn. 3senvropoackas, A. 9, MHH 7826043870, crpana: Poccus
COOTBETCTBYET TPEBEOBAHUAM: e

Nr-003259-201015, uam. Net,2
HEKI'IAPAUMH NMPUHATA HA OCHOBAHWU

MpoTokon ucneiranui Ne 128 ¢ ot 30.03.2018, 000 UL "PAPMOBOPOHA", atTecTar akkpesuTaluna. POCC
RU.0001.21®0140 ot 07.07.2016 r., CepTrdukaT COOTBETCTBAA. POCC RU.®B14.C52441 oT 02.04.2018

OATA NPUHATUA OEKNAPALUMN: 02042018

nAa o COOTBETCTBUWU OEUCTBUTENBHA [O: 01.11.2020
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CeegeHus 0 perucrpauuu geknapauun O COOTBETCTBUH

3AD "TexkavyecTeo", 108044, r.Mocksa, yn.[JrHamosCkas, A 1A, od.400, Ten. (495)676-52-54, haxc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OPH: 1057745285189 Atrecrar per. NePOCC
RU.0001.119B14, degepansroi cnyxbol No akkpeanTayui.

[aTa perucrpaumn: 02.04.2018

Peruc OHHbIA HOMEep AeKnapauuu: POCC RU.0B14.167961
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e CHCTEMA CEPTI/I(DHRAILI/II/I FOCT P
_ (DE,H,EPAJIBHOE ATEHTCTBO IIO TEXHWIEGM)MY PEIYIIMPOBAHMIO U METPOqomH

soStaamnes CEPTMCDMKAT COOTBETCTBMH

N"' POCC RU ¢B14 C5244‘|

“Brnpuka’” : Cpox AeHCTBnﬁ e 02_0_4__2013 1no

L | = ne 0282827
OPTAH 1O CEPTIKICDI/I.KAI.II/IH

per N° POCC RU.0001. 11@814
BAQ ‘"Texxauec?ac 109044 r.Mocraa, yn.ﬁunamoacxasa B: 1A c(b 400 :
: _'ren..(495_)576—-52— , thakc: (495)6?6-54 -1 7 WWW, tehkechestvo ru, tehkacheswo@gmail com

HPO;A,YKIIHH

J'lexapc'raemoe cpeacTeo: PEKOFHAH@ pacmop Aans: BHy’I'pHBEHHOI'O v BHyprMbu.uequro g \ kop OK
-~ BeeaeHusi 500 mr/4 mn, 4 M, aMnynst (5), ynaKoBKi § ﬂqeﬁmaue KOHTyprle (1), Nadky KapTOHHLIE, . | :
per.yA. Ne NM-003259 ot 20.10.2015 (gata 3aMeHsl PY-31.08. 2016); Bup,aﬁo Q00 "FEPO‘DAPM i 21.20.10.236

Poccmi cepus 51117, roAeH po: 01.11.2020, napmsq 25746 YNaKoBOK.

COOTBETCTBYET TP__EBC)_BAHHﬁM_-_ HOPMATI/IBHBi_-X AOKYMEHTOB
e ; : - e . : xop THB3A
; Ar-003259-201015, nam. Net,2 : ;

hid nerTOBnTm -

‘ G:I"yﬂ "MOCKOBCKUIA 3HAOKPUHHbIA 3asonw. 1(}9052 r- Mockea, yn Hosoxoxnosckas, A KZS cfp 1, cTp. 2, UHH 7722068711/
z OOO "FEPO®APM", 191118, . CaHxT—ﬂeTepﬁypr Vit Saeuumpo.qcxasa ,u. 9, HH ?8260439?0 cTpaHa:Poccust

CEPTH(DHKAT BLI,A,AH

: 000 "TEPODAPM”, Memauﬂaﬂaﬁ uﬂcnexuun megepanhunu Hanoroaasd cnyx(ﬁu Ne7 no Caamﬂempsypry ;
“OFPH:1027810343417 o1 27.12. 2002 Ty a;:gpec 19“1'319 Cammﬂerepﬁypr. yn SBEHMFOBOACKBR 0.9. TenedoH: (812)
- 703-79-75. P i y

" HA OCHOBAHUMU

ﬂporoxcn UCTIBITEHUA Ne128 ¢ ot 30 OSZO%S OOG Mu “CDAPMOEQPOHA"
¢ arrectat. aKkKpeauTaLAn: F’OCC RU. 0001 -21 ¢f?40 o1 07 07 2016 R
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