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Mpeancnoewne

Lanu, ocHOBHLIE NPWHLWNSLE 4 NTOPALOK NPORSaeHrA padoT No MexrocyJapeTRaHHOR CTAHAADRTHAA LA
yveTawoenedel NOCT 1.0—92 «MewrocyJapcTaeHian CHCTeMa CTaHIapTHaaUMy. OoHOBMHLIE NoONOKeHHA» M

M2CT 1.2=2009 «MexrocyJapcTEEHHAA CHCTEMA CTAHOADTHIALWA. CTAHOADT MEXToCyAapCTEEHHBIE, Npa-
BINA K PEKOMEHOALKMK MO MERrocy AAPCTEEHHOA CTasgapTHaayud. Npaeuna paspatoTeM, NDUHATHA, NEMMe-
HEHWA, CDHOBMEHAA K OTMEHEI D

CoeneHHA o cTaHgapTe

1 NOANSTORNEH SengpaneHbM rOCylapoTBEHHEIM YHUTADHLIM NRPEONPHUATAEM «BoepoCCHiCEMA
HAYYHO-MCCNEQ0BATENLCKMIA  MHCTATYT  CTAHZADTHIAUKK KW CepTROHEALMM B MALWKHOCTROEHKW:
(BHMMHMALL)

2 BHECEH degepanesHeimM aradTCTEOM N0 TEXHUYSCKDMY DPEMNNIHPOEAHKIO WM METDONar kY PoCcCtcroi
denepaumi

3 MNPUHAT MexrocyaapCTBEHHEBIM COBETOM N0 CTAHLAPRTHIALUMKK. METDOMNOTHK W CepTHEMKaLWMA (NpoTo-
konm o7 24 man 2012 1. Ned1)

3a NpUHATHE CTAHOADTA NPOrooCoBaani;

KEH'!!."JE HEMMEEIEIHNE STREHE f‘:ﬂ,ﬂ_ CT e CDKDHU&EHHDE HAMMOHADEEHAS HAGMDERNBHAORD OpriaHa
e B (WSO 31667 Q0487 o MK WSO 31885 004 —G7 MG CTAHGAETH R L WA

Azepbaanwan AZ AZCTEHOAPT

Benapyce BY MNococtangapt PecnyEnuwen Banapycs

HasaxncTaH L MocecTagapT Pecny@nuen Kasaxctad

Kalprei3cTad KRG KHpreacTadgapT

WMongoea pD Mongoea-Crasgapt

Fococvackan denepauna R PoccTaHOapT

I BAHHENCTaR Td TagsxuicTaHgapT

¥aferuoTaH uz YICTEHGART

4 Mpukaszom PegepansHoro areHTCTES Mo TEXHWYSCKOMY DEryNMDoBaHMIe K MeTRanoriy ot 1 HosBpa
2012 1. Me B52-CT MEXroCy JapeTEEHHEIN cTangapT MOCT 315872012 predeH B QEACTEWE B KAYECTEE HALHO-
HaneHore cTasgapra Poccuickol deaepaumin ¢ 1 Aneapa 201571,

5 HacToAWMWA CTaHZapT NOAroTOaNEH Ha OCHOBE NpuMeHeHrs TOCT P 517112001

& BEBEJEH BMNEPEGLIE

Mughoprsalug 08 UIMOMEMURX K HAacmOoAwWwewy cmandapmy aydnukyemcs @ exezodno uadagacMom
UHO0MALLOMHOM YRAZIMEans ¢« HaLUoHa ML LIe CINandapmed s, 8 MEKCHT UIMeHSHUl U NONPIeoK — 8 GHeME-
CAYHO UI0FEAEMOM UMBODMALUONNOM YEazamens «Hayboramnsbblie cmakdapmsiy, B ciyydas nepecMompsa
{3aMeibl] WY OMMENE HaCmosweso cmakdapma coomeaemaomayiowee yeedounanue Sydam omybnukaaano
& EHEMECAYNO UIFSE2EMOM UHDODMALUOHHOM YRa3amens « Hayuonanblsie cimandapmeds. Coomasimcimg -
MIHAR UHhopMALUA, Yeed0MNeHUE U MEKCITIE DEIMELLISITICE Mak¥E 8 UMopMa L LIoHEGL cUomaMe ohleas
AoNEIEAHUA — M3 GhuyuansHom caime DedefansH020 S2eHMCITEs M0 MeXMUYSCKoMY eS|y UDOSaHLII0 U
mMemponosy 8 cemu Mumeapwem

B CradgapTaHdopi, 2013

B Poccuickol Qegepauvd HAcTOAWMA CTAHZADT He MOKET Dbl Th NONHOCTEKD MK Y3CTHYHO BOCIPOMIBRE-

OeH, THREMWPOBAH M PACNPOCTRAHEH D KAYSCTEE OPUUMANEHOrD WIQaHHA Bed paspewerna DedepanksHong
AreHTCTEA MO TEXHHYECKOMY DEryNMpODaHMI 1 METRONOTHM
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M E X 0 C ¥ O APUG CTIBTETUHH B W C TAHIOIAPT

NMH3B! KOHTAKTHEIE MAMKWE OKPALLUEHHLIE

OBuwme TEXHUYECKHE YCNOBKUA

Cokoured soft contact lenses. General specificabons

Oata eeegedus — 2015—01—01
1 OBnacTb npUMeHeHWA

HacToAwMA CTaHZapT pacNpocTPaHASTCR HA ONPALUEHHEE KOHTAKTHLIE MATKME NWHIL [(Danes — Nls-
34}, NPEOHAIHAYEHHEIE ONA NALWEHTOR, HYHO2I0WMACH B WX NDHMEHEHHH N0 MEOHLWHCKMM, Npodeccroiant-
HEIM W SCTETAYBCHIAM MOESI3HIAAM.

CradgapT ycTasapnveaer oblwwe TpeboeasduA, cobnodeHye KOTOpRIX QONMHO oBecnedyweaTecA NpK
paapalboTke, NPOM3BOACTRE M NOCTABKE NMHI.

2 HopmaTHBHLIE CCLINKK

B HACTOALEM CTAHAADTE UCNONLIOBAHL] SCLIMEW HA CNEOYIOLWE MERIOCY JaRCTREHHBIE CTAHIA DT

M2CT 15.013—86" CucTema paapabtoTid W NOCTAHOREE NPOSYELKA HA NpoMansacTeo. MeouuuHckde
H3Oen«A

MoOCT IS0 100993-1—2011 Manenya MmeddyuHckde. OueHEa SWONOMHecsors DeCTERS MEdHUHMHCHHMY
H3OenHA. HacTe 1. DJUSHES W HCCNEeZ0BaHKe

MOCT 28956—91 NMdHak KOHTAKTHRE. TepMUHE M ONpeOenesna

MOCT 315862012 THH3Bl KOHTAETHRIE MATKRE. DEWLKE TEXHWYSCEHME YCNoBKA

I pAM24aH®e — |-||:lrf- MON=3IDEIHAW HECTORLWHM CTAHOAPTOM IJBJ'IEEEIEIEE-FIEEH:I OpOBEpHTE OSACTEME CORAON-
#bIX CTAHAGPTOE NO YEa3ATENN «HauwoHanbHE e CTEHOER T D, COCTEENEHHOM Y MO COCTORH M Ha 1 AHBERA TEKYWEraroga,
W N0 COOTEETCTEYHILWMM HEOOPMEUWOHHEIM yEa3aTemam, on :|I'51'IH KEOBESHHBIM E TELYWEM NSOy, Ecnwn cosinoqHeld cTaHga pT
ZAMEHEH [MIMEHEH ), TO NPH NONbICEAHMY HECTORLY MM CTAHGERTOM CNeayeT PYKOBOACTECEATECR IAMBHA DLW MM {HZMEHEH-
HIM ) CTAHGAPTOM. Ecnu CobNOYHsIR CTEHAERT OTMEHEH B3 383MEHBl, TO NONOCHEHNS, B KOTOROM J8HA COENKS HE el
TPHMEHAETCA B HECTH, HE 38TRAr4EaK WE R aTY CohlNKy.

3 OnpepeneHun

3.1 B MacToAwem cTaHiapTe NpMMEHAIDT TEpMdHbl KW COOTEETCTEVIOWWE WA ONpegeneHddA no
MoCT 28956

4 Knaccu¢MKauua, OCHOBHbIE NapaMeTpbl M pasMmepkl

4.1 KnaccHiprKalua

4.1.1 Nukak ENaccyi Uy pyioT B 3aBMCHMOCTH OT:
HAIHASEHWA !

= nedebksle,

= KODERIADYIOWHE,

- KOCMETHYECKHE,

= KOMBUHHpOBAHHEE,

* Ha Tepputopdn Foccwdckol Peiepaudd gedcteyeT FOCT P 15S013—9d «CncTema paspaloTe @ NOCTEHGERE
TPOAYKLMH HE NpoUazogcTED. MeguUuHHOKME Ra0enuea

MagaHuwe o dJH UHANEHDOE
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BOIMOMHOCTH HOPDEHLMH IpEHMA
- CTUTMATHYBCHHE,

- ACTHIMATHYBCKAE,

- CNOH3MATHYECKHM JeHCTBUEM,

CTENEHA THAPATALMA [ COAeDAHKA BOg R

- © BRICOKWSM COOepHanes soge (Bonee 50 9%,

- © HAZKWM COOepHaHien BOOkL [MEHE WNK pasHsn 50 %),
HACTA ONTHYECHA X I0H KODDEKLHMK!

- QOHOROKANEHEIE,

- BMOKANEHBIE,

HCMONHEHIXA CHDACKH!

- NONHOC TR OKpALEHHELES,

- C MACKHPOBAHHON pagysHol obonowkoi,

- C MACKHPOBAHHEIM 30AYE0M,

- C KOMEMHHDOBAHHSEIM OKDALLMBIHHEN.

4.2 DCHOBHBIE NAPAMETPEI M PAIME DI

421 TpefopawwA K OCHOBHMBIM MADAMETRAM MAHI  J0M#HE  COOTRETCTREOEATE TpeDoBaHWAM
MOCT 31586 © AoNONHEHHAMK M yTONHEHH SMK, HANOKEHHBIMA B HACTORLWEM DAIOENE.
4.2.2 Bk MCNONHEHWA CKPACcKK NHHA |—IVa QonxHe CooTEETCTEOEATE RPUBedeH HbIM Ha DRCyHES 1,

Buaow HENONHEHHAR OHKPACKH NHHE

L k]
."‘ amgt T BTN
P ]
e M T
i W S L |

FrcyHox 1
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HMononserne | — NonHoe OEPaWHBAHME (CKPAWEHE BCE 30HE! MAHIG ).

HMenondenne [l — mackkpopadHan pagyHan ofonodsa rnasa (DapHoMEDHS OEDALEHS 20Ha NHH3G,
MACEMDYIWLAN pagyssHyo obonoqsy rnasal.

HMononsedie la — MackipoBaHHan pagykHan oDOnoYka C MMAUTALWE W DHCYHES DADYEHOA OD0no- .

WMenonuwennea |l — mackvpoRadHBii 3paYo {okpalleHa 30Ha MMHIE, MACKMPYIoWan 3padqos rmaaa).

HMononsedre [V — HoMBUHEpOBaHHOE OKpAKEAHKE (KOMOWHALWA pPaiHbIX UBETOE DABHOMEDHON
CHpAcKK pagyHol 0DonNousK 1 apadyka).

WMenonuedue IVa — KoMOMHMpoBasHoe OHpaLnMBaHne (KoMBWHALKA pasHBE LBETOR OEPackE pagy=HoKn
CBONOYKH H 3PaYKa C HMATAUMSA DUCYHES pagysHoR obonoukK raaa).

4.2.3 HoMuHaneHsid guameTp O 30He, MAcKHpyoWed pagysHyin oDonodky rnasa, He JOMMeH OThd-
4aTeCA oT obwera guameTtpa 0o Bonee den Ha 2 M.

4.2.4 NuameTp 30Hsl 3padka [ nonwed BeiTe HE MEHEE 3 1 He Bonee 5 Mm.

425 NuHasl oryT DwiTe OEpaWEeHs B UBETA, COOTBETCTEYVIOWME KOHCTRPYETODCKON OOKYMEHTILMK,
YTRELHOSHHOA B YCTAHOBRNEHHOM NOPROKE.

426 B 3@aBHCHMOCTI OT NNOTHOCTH OKEAWKEAHKA (CRETOROMD KOOpMUHENRTA NPONYCEAHWA) NHH3EI
OOM#HE MArOTARNMEATECA B TPEX BADMAHTAXN:

A — BECOKAR NNOTHOCTE,

B — cpeaHAR NNoTHOCTE,

iz — cnabad nnoTHOCTE.

2HaYeEHHA CEETORRIX KOAHPKHUMEHTOR NPONYCKAHHA MIHHS, B 388WCHMOCTH OT NACTHOCTIA OKPALWBAHKS,
OONMHEl COOTEETCTEOBATE YEAIAHHEM B Ta0NHUe 1.

Fraénuwga 1

MnatHacTe DERSWHBAHAS Coetonai kpadubuynent nponyceansn, %
A o7 10 ao 35
5] o7 35 ao 6O
C 0T 60 ao 80

4 2.7 OpawenHan NoBepxHocTE NHHS D0MHHA GLTE 0OHOPOOHOE, 23 NATEH 1 NOBPEEIEHNA.

4.2.8 JonycsaeTcA DAcnonomeHHan No KoHTYRY NWH3kl CNAGWHAR WK NPEPLIBHCTAA HECKDALWEHHARA
KOMBUBEAA I0HA C BHYTPEHHWM AuameTpom D=0 - — 2 D wmm, roe .|':I'nEM — HOMWHAMNEHOE aHaYeHre chwero
OUAMETPE NAHIBL, MM,

5 OBbwme TexHu4yeckue TpeboBaHuA

5.1 Dbwke TeXHHYECKHe TPeGOBaAHHA K NHHIaM DOMEHE COOTEETCTEOBA T TpeGoBaHHAM TOCT 31586 ¢
SONCOHEHMAMK W YTOYHSHMAMK, AINCHEHHLIMA B HACTOAWSM pasgene.

5.2 TpeboBaHWA K MaTEpHany
521 Nuuasl 4on#Hs GbiTe 3aperMCTRAROBaHE B YCTAHOBRNEHHOM nopagee no FOCT 15.013.
5.2.2 Marepwan, ¥2 KOTOPOro MaroTaRNWEIOT NWH3L!, AonHed BuiTe npoaepend no T OCT 120 10983-1.

523 NMuuakl AONMHE GkiTe OKPAWSHE ORMEHWYSCHAMA EDACHTEMAMM W MATMEHTAMK, NPOWETLIWMIA
CAHMTADHEE W TOKCHHONOTHYRCERE WCNBEITAHWA W PAIDELWEHHEIMW K NPHMEHEHWIO B YCTAHOBNEHHOM NopAIKe.

5.3 TpeboBpaHWA K HAOBMHOCTH

531 Cpeaduwi cpok cny#bel NWH3, YCTAHAANMBAEMEIA MAroToauTenem — o7 1 gua 4o 8 mec 8 3aguci-
MOCTH OT KNAcCHHEALIKIA NHHA.

332 KpPMTEPWA TOOHOCTI UM NPUHUBMEKNT COOTEETCTEME NMue Tpeboeamuanm 4,26, 4. 2.7 4acToAwero
cTawpaptaw MOCT 31586,

54 MapHipoBKa M ynakoBga

54.1 MapkypoBKa NWHI SOMHA CO0TRETCTRCRATE Tpebopadyan [OCT 31586 ¢ oononHEHHAKMM, Mano-
HEHHEIMK B HACTOAWEM NOAPa3aeEna.

5.4.2 Ha dnakoH (koHTERHED) C NMHI0H AoNHHE GhiTe HAKNEEHA 3THESTKA, COLepMawan:

- TOBADHBIA 4K NPEQNPUATHA-KAroTOBMTENA,

= HAHMEHOBAHHE NHH3E,
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- NApamMeTpLl NUHILI (3A0HAR BEpLUMHE pedpakyy, 3304 A LEHTDANLH IR ONTHYECKMA paguyc, ohua

OHaMeTD),

- MaTepuan, i3 HoTOoRoro A2roToaneqa NMHia,

- COOEPMAHNE BOOkLI B NI,
- UBET;
- BU[ MCNONHEH KA ORpackl cornacko 4.2 8,

-« BARKWAHT MNOTHOCTA OKPALLKBAH A CornacHo 4 2 6

- THN PACTEORA, COAepwaLLerocA B0 pnakoHe (KoHTe AHepe);

- YHAIAHWE CPOKA FOOHOCTIA (MECAL M rog);
- 0h0aHaYeHVe HACTOAWETD CTaHOapTa;
- OTMETHS O CTEPWMTEHOCTH.

5.5 KomMnmekTHOCTE

551 B E0BMNNEKT NOCTARKM MAHS A0MMHE BXOAMTE:

- MKAHAA;
- (hNakoH C pacTBOPOM,

- npoBka NNacTMaccoaan N pe3uHoRanR;
- KOMMEY0E SMH HAE B

JonyckaeTcs Qpyron KOMMNEKT NOCTAEKK, PASPEUeHHEIR B YCTAHOBNEHHOM NopAgke. K kaaod napTim

NHHA, HANPABRNAEMEX B OOHH a0pec, Qon¥Ha DTk NEENoHeHa MHCTRYELWA No 3KCNNyaTauxH.

& MpaeunanpveMku

6.1 Mpaepuna npyesMKE NAH3 GoMEHR CO0TEETCTRORATE TpeborarnAwm [OCT 31586 ¢ oononHEHHRRME M
YTOYHEHHEMH, WANOMEHHLIMA B HECTOALYEM paszgens.
6.2 MNouemMo-coatodHbe | NepUoguHEckrE WCNEITAHKA SOMEHL COOTBETCTECRATE YEAIAHHLIM B

MOCT 31586 co cnegyiowy e SoncnHeHnaAMK, NEMBELeHHsIM B Tabnuue 2.

-

Tatinwua 2

Homep nynera nactoswero

R Mene Tanun
HanmeHasasme npose o
TEEHHY S CEHE METODOOR MpHEmD NEpNOaMHBECHAE
rpaganaHnR MCHE THEERA EOATOYHEE 1 paandr.)
1 nFIEEEFIHE BUAA UCNoONseHEUR OLpBCKA b r.2 + +
z nFII}EEFIHE O#AMETRa Z0HH, ME:I:HFI}'H:IUJE.:'C 4.2.3 4.2.4 LA + +
IPEHOK ¥ pAdyHEYHD oBonoq Ky
3 MNpoBepHE OLPaWHBARHA W C2ETOROMD KOAd)- 425 426 7.4 + +
MUYHE=TS NpoOnyYCEAHUA MKs3
4 |"||:IGEE|:IHE COHOPOOHOCTH OXpaLesHIH no- 427 4218 ] + +
EEPEHOCTH
5 MNpoeepre MaTepuana 52,541 G — +
& MNpoEepke MEDKWPOEEA W YNAK0BEM L T + +
£ NpoEepHE ROMNMNEETHOCTH 8.5 ) + +

OWTCR

NMpdMmEYaHs e — ZHEK xtB OIHBEHIAT, 4TO NPOBEPEA NPOBSANTCA, 3H3K v —# OIHAYEEST, HTO NROSEDEA HE NZOEO-

7 Metonbl KOHTpONA

7.1 MeTodk KOHTPONA MMM QoN¥HEl CO0TEETCTROBATE NpHBEdeH M a TOCT 31586 ¢ LONONHEHKAM M M
YTOHHEHHAMM, MANOHKEHHEIMK B HACTOAWE M pa3aensa.
7.2 Mpopepey BIAOA WCNONHEHWA CEPACKKH NPOBOGAT BAIYANBHO MYTEM CRPABHEHHE C 0DDa3L0M-3TAND-

HOM MENONHEH A OEDACEH.

a
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7.3 MNpopepky QHaMETRa 30HLI, MACKMDYIOWER panyHHys oDOnodsy 1 3padqor, NEoBCOAT © NOMOLWLED
WabnoHa © NorpeuHcCTeE, HE NPeBbiuanwed £ 05 MM, Mg Goyrone cpeqcTea HIMEepeHHs © Tawkod we
NOrPeWHOCTRID,

7.4 MNposepky 4EeTa KW CBETORCMD KOadPHUKMENTA NPONYCKAHMA NPOBOOAT NYTEM BHIYANEHOND CoaBHe-
HKA NKH ¢ oBpasyaMH-aTanoHamMy UBETA NNGTHOCTA H PUCYHES paay=Hoi obonodky. Npopepry NpoBOOAT HA
fenom oHe NP OCERLEHHDOCTA NNCGWAOKK, H3 KOTOPCH PACTCNATARTCA HCNBITYemMan nuHaa, ot 200 ao 300 Nk,
NPK 3TOM NKH3A JOMHHA HAX0OWTLCR Ha pAcCToAHMA oT 250 oo 300 pMM 0T rNaza KoHTponepa.

NMAH3Y CHMTAKT BblQepaBled NRPOBSDKY, BCNW 68 CERETOBON KOMDDHUMEHT NPONYCKAHKA HAXOOAUTEA B
npedenax, orpaHdYeHHBIX CRETOBRMK Ko3DdUUMeHTaMu NpONYCKaHia Jayx 00paluoR-aTanoHos, pasHbLIx
COOTBETCTEEHHE HAMBONLLWEMY M HAMMEHBLBMY J0NYCTHMEIM IHAYSHHAM, YEK33aHHBIM B TaGnMue 1, & puoy-
HOK DAgY#HOHA 0S0NoYEH COOTRETCTRYET 0bpaily-aTanomy.

HouTpone ceeToBbx kobduumeHToR Nponyckadwa obpalyoe-aTanoHos NPoecdAT © NOMOLWLED Cresk-
TROQCTOMETDA C NOrPEWHCCTRN MAMEDEHKA £1 % HE pEske 0OHOM pasa B rod.

KoHTpONe CeeToBRY K0aHUHEHTOR NDONYCKaHHWA Ha CNekTpohoTOMETDE NPOROOAT Ha 0GpasUax-3Ta-
nodax | Braa MCnonHeH A CKEpacki.

7.5 lMNpopepky OQHORPOOHOCTH OKPALWSHHON NOBEDXHOCTA NPOROOAT BHAYANLHEIM CCMOTDOM Ha BENoM
oHE NPK OCBRWEHHOCTIA oT 200 go 300 ne.

FPaamep HEOKDPALWEHHOHA KONEUEB0R I0HE! HA KR NMH3E NPOBERAIT NPK NMOMOWK WatnoHa ¢ Norpeaw-
HOCTEW He Gonea £ 0.5 sM MNK Oy Toro CPeacTEA WAMBDEHWA © TAKOH He NOrpe U HOCTBI0.

7.6 MNposepky MATEPAANa NEOBOOAT NPH BXOOHOM KOHTROMNE CNWYMEHHEM C CONPOBOSMTENEHON JOKy-
MEHTALWEA.

7.7 Npoepky MAPKHMDORKE, YNAKORKA M EOMNNSEKTHOC T NDCROOAT NYTEM BHELHETS SCAMOTEE W CINHYEHN-
& C QOKYMERTAUHER,

B TpancnopTupOoBaHWe U XpaHeHue
8.1 TpaHcnopTHpoRaHKMe M spadedwe — no FOCT 31588,

9 MNapaHTHKW U3roTOBUTENA

9.1 apauThd karoTopuTens — no FOCT 31586,
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YK 681.735:006.354 MKC 11.040.70

Knoqeanle CNoBa; NAHSE KOHTEKTHEIE MATEKHE OKPaWeEHH be, obwHde TexHidecsne Tpebosanur, knaccrdmra-
LKA, OCHOBHEIE NAPAMETDE, METOOL HCNBTAHKA, NPAEKNA NPHUEsKK, TRAHCNOPTHDOEAHME W XPAHEHWE, rapaH-
THH HIFOTORMTENRR
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Pagarrap O.M. Kyrsawyroad
Texsnmssckms pagasrag O.M. Snacesa
Koppeoap A.C. Hepnayoasa
Eosnsmrepsan pepotka A H. Sonomapeaod

Coana s nabop 21082013, Nognecano o medare 25082013, dapmar B0=Bd ,H Fapnuryps Apuan
Yononew no 1,400 Yuewsagon. DTS Tepas 5% a3 3ac BBE.

YT aCTAHDAPTUHSOPMx, 1235995 Macxea, Mparatewmn nep., 4.
www . gostinfa.ru infe@qaztinfz.ru
Hafipana aa dMYN s CTAHOAPTHAHEOPM na M3IEM.
Ornavartaro g granwsne YT aCTAHOAPTHH®OPM» — 7an. eMockoscknd newariaes, 105062 Mackea, Nanun nap., 6.
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