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[Mpeoucronme

I PAIPABOTAH H BHECEH Texumueckus KomuteToM o cTammaprisaunn TR 11 «Meanumn-
CEMe NpHOOpE B annaparthis, KOMUTZTOM N0 HOBOH MeaduruHckod Texnnke Munaapasa Poccun, Jakphi-
ThiM akuuoHepHEy obwectaos «BHHHMIT-BHTA=

2 MPHHAT H BBEJLEH B AENCTBHE [octanonrennes Docerannapra Poccmt ot 17 mas 2000 1.
Mo 14d)-cT

3 Paaoen 5 HAcTOMIETO CTAWIANTA NPEICTARNAET COSOM AVIEHTHYHE TekeT npuackenns 9 dupek-
THEE 93/42/EEC or 14 mons 1993 1. «MelHUuMHCKHE MIOeaHHs

4 BBEAEH BIIEPBLIE

3 MEPEM3IAHWE. Owradpe 2005 1.

& MK Hagarenwerno crangapron, 2000
& Cranpapridgops, W5

Hacrosnuuii crasgapT He MOXeT O TE NOMHOCTRI0 WIH YacTHYHO BOCIPOHIRSIEH, THPAKWPORAH W
[RCOPOCTPAadEH B KAavecTne o uHaTsHoro H3tanua Ged paspeire Hs ";DE]]EIJEI.I'II;IIDJ'D AMEWTCTEA M0 TEXH-
YECKOMY PErVIHPOBAHMK B METPOIOMHH
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FOCYJZAPCTBEHHB A CTAHIAPT POCCHUACKON GEAEPALNM

Haneana e HOHACKHE
KIACCHOHEAIIMA B 3ABHCUMOCTH OT NOTEHUMANTBHOI PHCKA IPUMEHEHHA

Ofmme Tpebosanna

Medical progducts. Classification in accordance with potential sk of using.
Cieneral requirements

Nara spegerna 2001 —07—01

1 ObnacTe npUMEeHEHHA

Hacroswmii cranuapr:

~ PACOPOCTPAHAETCHE Ha MeOHUMHCKHe wanenwms (ganee — MM) oreuectmennors w zapybexuoro
NPOHIBOACTER, MPeAHAIHAYNSHEEIE DA TIPHMeNeHE B MeIHUHHCKHX Lenax ua Tepputoprn Poccuiickod
DenEpalEm;

- VCTAHAGRTHBAST MPaBHIa ¥ Mopalok kiaccHgurkaund MM © 3apicHMOCTH 0T TOTEHUHANLHOTD
PUCKD HX TIPUMEHSHHA,

- MPHMEHAINT NpH nposeterus pervcrpaany MM Munanpanor Poccun 1 npu cepridinkanmn MK
6 Cxcrese cepridirauny [OCT P oas onpegeneHis ofLeMon padoT, MPapul 1 Npoueqyp KOHTROIH HA
cooTReTcTEHeM MM B cHcTeM KavuecTia HX NMPOMIBOACTEA TPEGOBAHHAM HODPMATHEHBIX TOKVMEHTON;

- HE pECIPOCTRAHASTCH Ha TEKARCTREHHBIE H A2 IHHPHIHPYIOWHE CpeACcTha.

Tpebopanud HACTOAMENO CTARIAPTA ARTAIOTCH OO BT TRHE MH.

2 HopmaTHBHBIE CCHIIKH

B nacrosmes cTaLIapTe HCNOJLIDEAHE COLUTKH Ha CAeIvIoUmMiE CTANIADT:

OCT P L5039 Creresa paspaloTER B NIOCTAHOBEM OPOIVELHKE Ha Npod3soacTeo. Meanunn-
CKMe WATeIHa

3 Onpeneneuns

Ana uened HACTOMIIETD CTANAAPTA HCMNONBIOEANLEL HHXSCIENVIOUIHS TEPMANEE © COOTRETCTRYROIIMMH
OnpeIeneHHAMHA!

30 METHUHACKHE HITENEd (HIMETHA METHINHCKOTD NATHAYCHAS B MeHUHNCKAS Texnaea); [1Tpubop,
ANMAPATE, HHCTPYVMEHTE, YCTROHCTEA, KOMIUIEKThL, KOMILTEKCE, CHCTEME C MPOrpaMMHLIMHE CFICTBIME,
GOOPYIORIITHE, NPHCTIOCOGNEHNA, TIEPERAZ0YHLIE M IUOBHEE CPEACTREY, CTOMATOIOIHYSCKHE MATEPHATLL,
HabOPLl PeareHToR, KOHTPOOIBHEE MATEPHAIL H CTAHIAPTHRE ODpasukl, MIASART M3 NOTHMEPHLIX, PEIH-
HOBBIX H HHBLIX MATEPHANOE, KOTOPEE NPHMEHSA0T B METHLUMHHCKHX LETHY MO OTEEILHOCTH HAM B COMETAHHK
MERTY CODOMN 1 KOTOPLIE MpedHasHateHsl 1

= MPUPUAAKTHER, IHATHOCTHER, Tevenua 3abonesanuil, peabiiHTalni, NPposeaeHMA MeTHIHHCKNHY
MPOUEIVE, HCCASAoRIITHH MEIHIHHCKON XapakTepd, JaMens HIH MOIHHEALNNA YacTel TKanel, oprajos
H OPradysMa 9efoneka, BOCCTAHORTEHHA WIH KOMOCHCALHH HAPYILEHHEIXY HIH YTRPaYeHH X (DHaH0I0rH-
YeCKMX (WHKIHA, KONTPOS HAT 3aUaTHeM .,

- BOATEHCTEMA HA OPTaHHEM YENoBeKd TAakMM 00PAzoM, YTo X QYHELHOHAILHOS HalHAYEHHE He
PEATHIVETCH MYTEM XHMHYECKOrD, (apMikoTorHueckory, HMMYHOIOrHYECKOrs MaH MeTaboaHuuec Koro
BIAHMOIEACTEHA C OPrali3MOM Yel0BeKa.

3.2 npuuanaespocTd; Tlpeasernl, cCaMocToaTe A0 He anadomrecd M H 1 no uene somMy Hadlaqde i
npustergeske cormMecTio ¢ MM anto g sx coctape wia toro, ytobe MH uvormoe OETE RCOOILIOEING B
COOTHETCTRHM C NenenbiyM HasHAYeHHeM

Hanamne odmunaikmnoe
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3.3 MM gparoepesensore npasenenna; MM, KxoTopoe npH HOpMAUILHOH 3KCIIvaTauWd nperiasia-
YeHO 1A HETIPePRBHOND MPHMeNeHHA & TedeHHe He Gomnee 6l MHH.

34 MH spemensoro npaMenenas: MM, koTopos npd JKCIIVATALHM B COOTBETCTOHH C MHCTPYELEHEH
MpeIHATHAYe O 118 HeNPEPRIBHOTD NPpHMeHEHMA b Tedene He HGonee 30 cyr.

3.5 MH pawrenenoro npavenenas; MH, KoTopoe NpH OKCTUIVATALME B COOTEETCTEHM C HHCTRYRLIHEH
MpelHAIHaYe o 119 HENPEPRIBHOID NMPHMEHSHNA B TedeHHe Gotes 3 cyT.

3.6 mueazwenoe MH: MM, £0Topoe NOAHOS TR0 K YACTHYHO BEOOAT B TER0 Yeped erd NoBEpXHOCTE
WIH Heped AHATOMHYECKHE NOAOCTH B TERE, 3 TAKAKE NOCPSICTEOM XHPYRTHHECKOND BMEIUATE LT WK
G CHATH © HHM,

3.7 newmnpazmemee M MM, ue npegpazgadenios H 9ACTHMHOTD MIH NOTHOM BEENSHAA B TeN0
Yeped erd MORSPXHOCTE H AHATOMHMSCKHE NOIOCTH B TElE WiH NPH XHPYPTHYECKHN BMEIUATENLC TR,

38 anaTOMHSeCEAN NIOCTE, ECTecThe AR NOAoCTE: B TEAE, 8 TAKME BHSLIHAN TIOR2PXHOCTE [IA3HOT0
AMIOKD WIH MOCTOAHMGAA MO0CTE, COZIAHHAS ONEPaTHRHLIM TTYTEM (CTOMA).

3.9 xmpypraveckn Hnpazenoe MH: Musasunnoe MH, xoTopoe BEOOAT B TRAHH W OPrads opraidisa
MALHEHTA Yepes NOBEPXHOCTL EM0 TeNa MOCPEACTEOM XHPYDTHYECKOND BMEe IHATENLCTEA WIH B CRI3H ¢ HHM.

300 amanarmapyessoe MIH: Hupasuswoe MM, npernnazpadenioe L8 SECTHUMOR MM DOm0l 3a-
MEHE! OPTAHA WIH TEamed ¥ (MIH) LA 9AcTHMHOTS WIH OOOHOMD BOCCTAHOBREHNHA (hHIHONOrHYecKHX
W HEIHA Oprasmyisa.

11 akrmeenoe MH: MM, 110 geficrsrs KoTopors HeoDXO0IHMO HeNOILI0HHE JHeprymM, oTIHY o
OT MPOHIROHMON YETOGREKOM, HIH CHIB TARECTH.

312 akTwenoe repanesrHuYeckoe MH: AxTunicoe MH, xoTopoe npeiHAIHAYEHO ATH TOTO, 4TO0E
COXPRHATE, W3MEHATE, JAMEHATE HIH BOCCTAHARIHEATE DHOAOrHYeC KMe (DVHELHH WIH CTPYKTYPLL B CBATH
C AedeHreM WiH obnerderies GOMeIHY, paHeNHA WIH HABUTHIHOCTH.

303 askTmence amarmocTiueckoe MHM: Axtuepoe MH, xoTopoe npeiHazHaueHo LIA TOMD, WTO0R
MPeIoCTARIATE HHQOPMAHIO 0 THATHOCTHKH, KOHTPOEE HIH HIMeHeHHA QiaHonorHHeckorns cocrog-
HHA, COCTOAHNA 12000 EHEE WIH BPORIEHHEY JedeKToR.

304 xupypruvecknii wnerpysent: MM, npeiHasuaveMHBe 08 XKHPYPIHUECKOND BMELUATENLCTEL:
pesalud, CRepUIEHHA, NUACHHA, UAPANaHLs, CKOOIeHHR, CKPerieHs, PasioUraHgs, CRATHBAHWA HIH
MPOKATLIBARHA 0 T.TL XAPYPTHMeCKHS HHCTPYMEHTL MOTYT GLlTh OIHOPAZOEON0 H MHOTORAS0BOT0 WD k-
IOBAHHA. OOHOPATORLIE XAPYPTHYECKHE HHCTRPYMEHTL HCOOIRIYIOT OIHOKPATHO, MHOTOPIS0OREE MOTYT
BRITE HCMOTLEIOBANE IOCHE NPORSISHHA COOTRETCTRYILANY NPOUEeIyD.

305 ueATpAILNAA CRCTEMA KPOROODPAMenEE (104 HACTOALETD CTAHAAPTR): IaMKEHYTAS HIHOIOTH-
Yerkas CHCTEM:, BEIOMaas & ceDAa cepiale, OTXOAHILHE OT HerD M BOAIAILIHE B HEMD KPOBEHOCHLE
COCYIILL.

306 ueHTPAILHAA HepBHaAd cHCTeMa: [ oUIoBHOW i CIHHHHOR MOIT, B TOM YHCIE MOIT0BLE ODOA0Y KN,

317 mpen: Hameceune yuepda NauMenTy, NepooHany, obopyIoBaNHIo WK OKPYEAIoIed cpene.

308 onacuocte: [1oTeHUHANEHBH HCTOMHHAK Bpela.

319 puek npusenenna MH: Bepoariasg 4acTora ROSHHKHOBEHHA OMACHOCTH MM BepOSTHOS YCHIE-
HHE CTEACHH TAKECTH COCTOSHHS OT TIPHYHHSHHOID BPeEa.

320 dezonacmwocte MH: CoporkvRHOCTE HopMupyveMelx cooiicTe MM, olecnesusammmx npeioTepa-
e HHe Beda NpH npaseHenud M.

3.21 zassmreas: DUaHYeCKOE HAH IOPHIHMECKOS JIHID, KOTOPOE MNOAAET B VCTAHOBISHHOM MOPAIKE
saapky 8 Mumanpan Poccus wa perscrpause MH.

4 O0mHe MOJA0KeHHA

4.1 Bece MM noapazaensioT B 3aRHCHMOCTH OT CTENEHH NOTEHUHATEHOTD PHCKS HX NPUMEHEHHA B
MEOHUHHCKEHY Lenqax Ha YeThIpe Knacca. Kaacchl HMewnT oboanadernnus 1, 2a, 26 1 3. Creneds notTedumn-
AMBHOrD pHcKa apesvene s MM podpacTaer B yKa3aHHoM NOPpAIKe NeperdHcienda Knaccon, Kaxaoe MM
MORET BLITE OTHECEHO (CM. NTPpHAoKeHHe B) TONLKO K OOHOMY KI2CCY:

= K knacey 1 — MH ¢ nu3koil cTenensin pHCKS {HEKOTODLE HEMHEATHEHBIE WIEKTPOAL, DAA XHPYVD-
rHYECKHY HHCTPYMEHTOR, HEKOTOPOS MEITHUHHCKDE 0DopyIoRaAHME W T.1.);

- K knacey 2a — MM co cpepdedl crenelbio pUcKa (IHAMHOCTHYECKOE VILTPAIBYVEORDE ODOPYI0na-
HHE, HEKOTOPLE NEPEeRaIoUHEIe CREACTEL, HEKOTORLIE PealreHThl KPoBH, (MIHoTepanebTHYECKAS atnapa-
TYpa M T.A.);

= K k1accy 26 — MH ¢ nopeimeHiol creneHe0 pHCKA (aNNAPATEL 04 AHECTEIAW, ANMapatsl 1
BEETEHHA TEKAPCTE W T.0.);

= K Knacey 3 — MH c puicokoll cTenedsid pUCKa (HMINAHTHRYEMEE KIPIHOCTHMYIATORE, HCKYC-
CTREHHEE CepleuHbie KIANAHL, ANNaPATYPA LTH reMOTHATHED M T.J1.).

2
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Habopil peareHTon MOryT DETE OTHECSHE! K B1accas 2a, 26 WiH 3 B 3aRHCHMOCTH OT NOTEHLMATLHOTD
PHCKA PEIVIRTATOR HX HCTIONLIODAHHA.

4.2 [py knzcendimkauny MM yuRTHBARDT BX PYHEIHOHATLEMOE HAIHAYSHHE H YCIORHA MPAMEHE-
HHA.

4.2.1 Kpurepun knaccudmeanmn MK

Mpy kaacerdmrkanny MH Do HacTogiesy cTAaHIAPTY YYUHTLIBANT COSIVIOWHE KPHTEe PHIM;

= JTHTEALHOCTL npiseHes MM,

= HHBAZHBEHOCTE MH;

= HATHYHE KOHTAKTA ¢ YelOBREYSCKHM TENOoM WIH BIauMOCHATH © HHM;

= cnocod predenda MM B Teno (uepes aHATOMHYECKHS NMOMOCTH WITH XUPVPIHYeCK M TIyTeM);

- NMPHMEHEHHE U HAIHEHHD BAAHLY Oprason (Cepale, UeHTPAlbHAH CHCTEMA KPoBooDpaleHts,
LHEHTPAILHAA HEPBHAA CHCTEMA)]

< TPHMEHZHNE HCTOUHHEOER JHEPrHH.

4.3 llpouenypa Kaaccu(UEAHE

4.3.1 Kmace MM vKasppaeT afBdTeldlh NPH OpeicTamieHnn 6 Muniipas PoccuM 3aaBkH B J0KY-
MeHTOR Ha perucTpauro MM (cs. FOCT P E5013).

4.3.2 [na puosk paspatateisaebiy MM knace o 3apHCHMOCTH OT PHCEKA HX MPHMEHEH A VEASLIBAKT
B OPOCKTE TEXHHYSCKHR yoropril {ou. [OCT P 15.013)

4.3.3 Knace MM veranammpaet Muuzapans POCCHH N0 PesviETATAM JKCTIEPTHIE IPSICTARTE HHLIX
JAABETENEM JOKYMEHTOR C YUETOM METOIHE MEIHUHHCKOrD NpHMeHEHHA.

4.34 B cayuae HecoracHd ¢ PETVILTATAMHA IKCMEPTHILL JAARHTE L WMEET NP0 B YCTAHORISHHOM
NOPANKE OTCTAWEATE CEOM NPelToReHls | npeiacTapndats 5 Muniapas PoccHi HeoOX0IHMbLIE MATEPHLTE
ILTA AONOIHATENLHOH 3KCIEpTHSL N0 O Iene HHK K1acca sagnieddorg MM,

4.3.3 OkouarelsHoe pelienue of yetanosiedmy knacca MM npuausaer Muszapas Pocouw,

4.4 3aABHTEN: HMEST TIPane Ha MPOBEISHHE MPOUSTYPLT NEReiaccHiiHKALHN He MEHEE YeM Yeped
2 ropa noche perderpatid MM Wi Jocpodg, eCiiH Ha TO NOABHIHNCL ocHoBaHAA, [lpoueaypa nepenac-
CHIPHEAITHE aHANGrHYHA NPOUeIype Kace misKatiim.

4.5 kKonaccndgwmraumo MM, sapervctpipopanisix Mupigpasos PoccHH 00 BpeleddA B JedcTnHe
HACTOAMIETD CTAHIANTA, NPOBOOAT MPH WX NepeperdcTPpatdi o OKOHYAHHE CROKA TeHCTERA COOTHETCT-
BYIOLIZIs PEerHCTRAHOHHOND VIOCTORSPEHHA HWIH PAHSE FTOTO CPOKA 0 HHHUAATHEE 308 RHTETA.

5 [lpaeuaa KhaccHPUEALNHE MeIHUHHCKHX H3lenni

5.1 Ilpapsna KnaccHHEATAH HEHNBATHRHLIY MEeIRHHACKHX HITeIHR

30 MMpasmno 1

Henwpaznpusie MM otiocaTt g knacey [, ecam TONLKD HE TIPHMEHAKRT OQHO K3 HMAeCTeIyoumx
MPEEA.

2 NMpagwao 2

Henwmpasnaiuie MH, npeinaigadelisie 118 XpaHedHa oprados, 9acTeil oprados WM XpaHedis miH
BREAEHHA B OPTAHHIM NAUHEHTA KPOBH, IPYIHX XHAKOCTE, rajos, DAPOR HIH TEAHEH, OTHOCAT K Kaccy
Z2d, B TOM YHCIE £CIM UX MCNOALIVIOT © akTHRHLIM MM knacea 2a man Goee BLICOKOTD KIacca.

33 Mlpasuaoc 3

Henwmpaznpuuie MH 118 vaMeHe s GHOIorH4eckons HIH (PHIHKD - KHMHYeCKOND COCTam H CBoiicTn
KPOBH, APYCAX (PHIHOMOMHYeCKEY XKHIKOCTeH MAH RKHUIKOCTEH, KOTOPEIE D0/KHL MOCTYTIATE B OPrainim,
OTHOCAT K Knaccy 206, OoHako eciH HX JeHCTBHE HMETOUYACTCE TOABKO B MILTRPAUMK, obpaboTke Ha
LHEHTPUMYIE MK raz0- HAH TermoodseHe, To yEaszannue MM othocar & knaccy 2a.

504 lipasuao 4

Heuppazppnesie MM, £0TopLie CONPHEACANTCA ¢ N0BPERISHHON Komkel:

4) OTHOCAT K KIaccy |, ecid HX HCNONLIYIOT KaK MEXaHHYeCKHe DapLepll WIH JUTH KOMOPSCCHH;

O) OTUHOCAT K KRaccy 20, ecaH MY MCNOALIYIT A8 PAH, KOTODLIE MOKHD SANSUUTE TONLED Nocpen-
CTROM BETOPHYHOMD FCHHEIeHHA]

B} BO BCEX HHLIX CAOVHANX OTHOCHT K KIaCCey 24, K UM Takske oTHocaTt MM, koTopsie npemnasiadenin
NPeHMYLLECTESHHG LA BOANe ACTHHA Ha MUKPOCPELY PaH.

5.2 llpapsna EnaccHHEITAH HHBEATHENLIX METHIRHCKAX HIZeTHi

321 Mlpasnna 5

3.2.1.]1 Musasupxme MM, 33 dCEmodeHHes XMPVPrHYeCckH HMHBISHBHEX, APHMEHEHHE KOTORLIX
COAIHO ¢ MOJOCTAMH B TEJE W KOTOPLIE He NPpeiHasHaueHLl 108 NPpUcoeIHHeHHA K akTHeHowy MM,
OTHOCHT K KIAccy’

a) 1, ecnw aro MM kpaTEoBpe MeHIoro IPHMEHESHH;

o) 2a, ecni oo MH Bpesiennore npusedednsa. Ecan st MH BpereHHe IPHMEHAKT B MONGCTH

3
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PTa 00 rOTKH, B COVEOROM MPOX0Re 10 GapabasHoil Nepenodkd HIH B NOTOCTH HOCA, To MY OTHOCAT K
Kiaaccy 1)

B} 26, ecan 1o MH pnwrensiore npusenenna. Ecom st MM HTeALHO NPAMEHAT B MOA0CTH
PTa A0 THOTEH, B CIVX0BOM NPoxate 10 bapaGaniod nepenoiki WK 6 TONOCTH HOCA M OHH He MOTYT BLITE
pesOPBUpYeMhl CITRIHCTOR 0DONOYKOH, TO MX OTHOCAT K KAMCCy 2a.

5.2.1.2 Bee nupazisrsie MM, 32 HeEnoueHMeM XHPYPrHUECKH HHBATHEHEIY, MPHMEHEHHE KOTOPLIX
CRATAHO ¢ IONOCTAMH B TeNg W KOTOPRIE NPeIHaiHavyentl U8 npHcoeInHeid K aktieaomy MM sraccea
2a wn Gonee BLICOKOID KNacca, OTHOCAT K Knaccy Za,

322 [Mpaepwao 6

XUpypradecky HUBainense MM kpaTEonpe MeHioro npHsMeHe RS OTHOCAT K KIAcey 28, oJMHAKO eCIH
OHH:

4) MpeIHASHAYeHB! L8 JHATHOCTHKH, HA0MIoIe N, KOHTPOIA WM KOPPeKLIHH Naronordil cepaa,
UEHTPANBHOE CHCTEML KPOBOOGPAILEHHE WIH USHTPANEHG HEPBHOH CHCTEMLL B NPAMOM KOHTIKTE ©
OPraHaMH HIH YACTAMH 3THX CHCTEM, TO WX OTHOCAT K Kiaccy 3;

O) ALIAKTCH OJHOPAIOREMH XHPYPIHUSCKHMH HHCTPYMENTAMH, TO WX OTHOCAT K Kraccy 1]

B} TMPeIHasHavensl 008 Nepedadd IHeprHd & popse HONHIHPYICWErD HIIVHMeHHA, TO 0X OTHOCAT K
Kaccy 26,

r] [pegHazHadeHs LUT8 TOro, 97006 BLI3WEATE GHONOTHYeCcKHA adrekT, paccackBaTLCH NOTHOCTRIO
WIEH B THAMHTEABHGE Mepe, TO HX OTHOCAT K Knacey 26;

o) Mpeiuaidadedbl 119 BESMEHHA JeKapCTREHHLIX CReACTE Yepes CHCTEMY JOSHPORAHMA, HCMOMk-
IVIOUIYIO TIOTEHLUMATLEHG ONACHLH MEeTOI BESISHHA, TO HX OTHOCAT K knaccy 20,

523 NMpaswuwao 7

Xupypradecks HHpazneHsie M ppesMeHOTO NPAMEHEHEA OTHOCHT K BJIACCY 24, OOHAKD £CIH OHH:

4) NpeIHaAIHAMEHE 178 IHATHOCTHEN, HabMogeHHsds, KOHTPOIE MIH KOPReKUHA NaTogorvil cepiua
WIH LEHTPIUILEOH CHCTEMBL KPOROOOPALEHHA B MPAMOM KOHTAKTE C OPTAHAMM HIH YACTHMM ITHX CHCTEM,
To HY OTHOCAT K KNIAccy 3;

O} HEMOCPEACTEEHHO KOHTAKTHPYIST ¢ UeHTPANLHOH HephiHoid CHETEMOM, TO WX OTHOCHT K Enaccey 3;

B} TpeaHazHadeHLl 018 Nepefsdy IHEPTHH B (opMe HOHHIHPYISIETD HITYHMeHHA, TO HX OTHOCAT K
Kiaaccy 20;

r} NpeqHasHAYeH: 1A TOrO, 4To0E BEISEEATE GHONOTHYeC KM 3duperT, paccachiBaTRCH TOTHOCTEIO
HAH B IHAYATEILHON YACTH, TO X OTHOCHT K Kiaccy 3:

o) NPeTeplestnT B Tele XHMHMSCKHE HAMEHeHHA WIH BROIAT JeKapcTReHHLIE CPemcTia, TO HX
OTHOCAT K Kiacey 26, 38 HCKMOUSHHEM MMITAHTHPYEMEY B 3vGe MH.

324 Mlpapsnno 8

HMumumanrapyeseie MM, a raske xupyprovecky uusasuense MM mmrensiioro npuMeHe s, oTHO-
CHT K KAACCY 20, 00HAKO eclii OHM:

) MpedHasHadeHb 8 HMITAHTAUHE B 3%06, TO HX OTHOCHAT K KI3CCy 2a;

0) HEMOCPEICTBEHHO KOHTAKTHPYIOT ¢ CEPILEM, LEHTPATLHOH CHCTEMOH KpoBCODpAlIeHHA WK
UEHTRANEHOE HEPEHOH CHCTEMOT, TO HX OTHOCAT K Kiaccy 3;

B) MpeaHasHavelhl 008 TOMD, YT00E BLIILGATE DHOMOrHYeCKHH MMPeKT HAH paccacliBaTLCH TIoa-
HOCTERY WAHM B 3HAYHTENLHOH Mepe. TO MY OTHOCAT K Kiacey 3;

r} npeTepneianT o Tene XHMHYeCKEe HIMEHSHHA WIH BEOOAT B OPTAHAIM Ma0HEHTA JeKApCTheHHER
CPERCTRA, TO HX OTHOCHT K KI2CCyY 3 (3 HCKIHUEHHeM HMILTAHTHPYeMBEX B 3y0n M)

5.3 JlonoannTeabHLE NPABHAa U1 AKTHBNLX MeIHIHHCKHY H31eTwil

531 MMpaswuao 9

) AKTHEHLIE TepanenrHieckie MM, koTopee npeiHatHadeisl 079 nepegadit JHEPriH Wil 3HepTo-
oOMEHD, OTHOCAT K Kiaccy 2a. (aHako ecid Nepedadya JHEPTHH e 0BEYMECKOMY OPraHHinMy HIW odnMeH
AMEPrHed ¢ HHM NPLICcTARIAET NOTSHUHATLHYID OMACHOCTE 10 TPHYITHE XapaKTepukx ocobenacTed MH
C YUETOM BOZMEMCTEMA HA YACTH TENa, K KOTOPEM NPHETLABMBAOT IHEPTHIS (B TOM UMCIe — AKTHEHLIE
MH, npenyasHageHiBLe 1708 COTTARRA HOHHIHPYVIOLLETD. HUTVHEHH, TYHenoil TEPamiu), TO HX OTHOCAT K
Kiaaccy 20.

o) Bee akrvpueie MM, npexyasyaqense 1 Toro, S9rols VIIPARIATE AKTHRHLIMA TePaneBTHME -
kv MM knacca 26, otdocat g snacey 20.

332 Mpapwmno 10

AETHEHEE OHarHocTHY2ckiHe MM oTHOCAT K knaccy 24, eciid OHH NpeIHasHaveHL 1iA;

a) nepesaud IMEePTHH, NOTAOWAEMO YenonekonM, oaHako ecau dvikuneil MH apnaeTca oceewenye
TeNa NANHEHTA B BHOMMOM IHANAIOHE CMEKTPA, TO HX OTHOCHT K Kaaccy 1)

O) NpeIcTARNeHEA PACNPeIeneHiA PAAHODAPMAKAIOIHYECKHY CPeICTh, BEENeHHLX B OPTAHHIM Ma-
UHEHTE;

B) ofecredeHHA NMPAMOH OHACHOCTHEY WIH KOHTPOIS MHIHeHHO BaXHLN (PYHEOHE opradHiMa,
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OOHAKO ECIH OHH NPeIHazHauedd And KOHTPOMA KHIHeHHO BRKHLIY (hHIHOIOTHYeCKHY MAaPaMeTOn,
HIMEHEHHA KOTOPKX MOMIH 0Ll MPHBECTH K HEMOCPENCTBEHHON ONACHOCTH N8 NaUMENTd, HANPHMED
HaMeHeHHe YHEUHH Cepaua, TLXalHa HIM AaKTHEHOCTH WeHTRILHON HepEHOH CHCTEML!, TO HMX OTHOCHT
K Emaccy 26,

r} Bee aktamnue MH, npeodasHaueniie 408 TOM. YTOO0L YIPARIATE AKTHENLIMH IHATHOCTHYEC-
kv MM knacca 26, otaocat g knaccy 20.

333 Mlpasuno 11

Axmiedie M, npegnasyHayedLie 008 BEeIeHHS B OPraHdIM MAanHelTa TeKapCTReHHEIY CPeacTn,
HHIMGIOrMUECKHY RKHIKOCTEH WITH APYTHX BELWECTE W (MAM) BLIBSIEHHS MX W3 OpTaHdIMa, OTHOCHT K
kaacey 2a. OnHako eciy MeTon BRSISHHA (BLBSIeHNA) NPEICTARTACT oDl MOTEHUHATLHYIO ONACHOCTE
C YUETOM BHEA COOTESTCTEYIIILHY B2IIECTR, YACTH OPTAHHIMA B METOIHKH NPAMEHEHHA, TO WX OTHOCHT K
Klaccy 20,

534 MMpasuno 12

Bee opyrue aktuedisle MH oTHOCAT K Kaacey 1.

5.4 Ocobuie npasmnia

341 MMpasuno I3

Bee MM, B CcOCTABHEE YACTH KOTOPRMX BXOAHT BELISCTREO, MOTVINSE NPEICTARRATL CODOM MeKapcT-
BEHHOE WM M0 GHOIOTHYECKH AKTHEHOS CPEeICcTED H BOITeHCTEORITL Ha JYeloBedMecKHil Opranissd B
oonoeadeHye ¥ podnefictemn MM, oriocar k knacey 3

342 MMpaswuno 14

Bee ML, npeaHasHateHHbIe UTH KON TROTA 3a9aTHT HIH 17T BI0HTE OT 30060 TeBaH i, mepelapaesLix
MOMOBLIM NYTEM, OTHOCHT K KRacey 20, oiHaKo ecid OHE ARTAI0TCA HMITTAHTHDYEMLIMH FUTH HHBATHBH LI MM
M LadTeNLHOrS NpUMEHEHHA, TO HX OTHOCHT K KJ8CCy 3.

543 Mlpasuno I5

3431 Bee MH, npeavazuavennee 1A obeanapasupannd ME, oTHOCAT K Kaaccy 24, oOHaKD ecin
OHA TIPEIHATHAMEHE! A4 OUMCTEH, NPOMBABKK, 123HHGEeKUIHE KONTAKTHLLY THES, TO HX OTHOCAT K KIaccy
2.

44 Mpoaouwano 16

Heakrnpunie MM, nenoaesveseie 08 NOOYYEHHEA THATHOCTHY2CKHY PEHTIEHOBCKHY CHHMEOR, OT-
HOCHT K K1accy 2a.

545 MMpasunao 17

Bee MH, koTopie GBROH HIMOTORTEHE ¢ HCMOILIOBANHEM OMEPTRICHHLIN TEAHEH HUDOTHRIX WIH
MPOHIBOOHEY IR, OTHOCAT K KIaccy 3, OUHAKO BCciid OHH MpelHasHaYeliEl 118 Torg, Yrobll conpH-
KACATLCH TOUILKO C HeMORPERISHHOH Kosel, TO HX OTHOCHT K Knacey 1.

546 MMpaswuwno 18

Kontelideps I8 KPOBH, NPeNapaTon KPOBA H KPOREIAMEHHTENEH OTHOCAT K Kaaccy 20,

5.5 Ecnn MH npegsasHauedo 178 HCIOALIOBAHKA B coueTaHuy ¢ apyvrus MM, o npasina knac-
CHPHEALHH NMPHMEHART OTEEILHe K Kasmony MH.

5.6 g nporpaMMHON0 CREaCcTha, SATIOIENOC] CaMOCTOATEILHEM MPOIYKTOM M HCTIOALIVEMOID ¢
MM, yCTaHanmUEmoT TOT #e Kiace, YTo W 1nd casmoro M.

5.7 Echm c yuyeToM NPSICTARTEHMLIY 3A9BHTENEM cBegerMid K ganuomy MM sosHo npHMeHBTh
HECKONBED MPABKA, TO NPHMEHAINT MPAGHI0, BCIEICTEHE KOTOPOrs YeTadarnueawT knace MM, cooreer-
CTEVIOLHE HauBoIpIel CTENneE NOTeHLMATEHOTD PHCKDL.

6 Meronuka npuMeHeHHS NPABHA KIacCHMUKANNH

6.1 TMpu knaccwdgreannn MH no Hactosmesy CTaHaapTy GUeHHBAIOT MPHMEHHMOCTE BCEX DPaRIAT.

6.2 knacce MH onpenrendaoT B COOTRETCTAHH C padgetamMy 3 — 3. [IpHMeHHMOCTE KEDOro 1pasHia
KAGCCHP M KALHE VETAHABTHEAIT MYTEM MOAVIeHHA OTBETA HA BOTIPOS, MOIEOUIOWME NPHHEATE pelleHHE
of oTtHecernr MM x cooTBeTcTEMIOWEMY ENACCY MO 3TOMY Opasday, Ecad npandio npHMeHHMo, To
HECHPYIOT NoMeTRol possoxHLi knace MM u nepexomsdar K vkadanHosy pagos ¢ ofoisadenien Kiacca
nyHeETY. B cay4ae, ecad NpUMeHHMO HECKOILKD TTPARHA, T B KavecTne knacca MH yeTanannnealT canuii
BECOKHA Kiace., BO3MosHBR LTropHTy NPOBEIEHHE KTAacCHBHEALNE NPSICTARIEH B OpHIo®eHuy A B
rpafe «Bwpogs tatnuue ALl vkadweawt sace MM no paccdarpisagMmosMy Npasiay B OVHET 3T
TAGMHLE, K KOTOPOMY CASIVET Janee mepeiitu.

OprerTHpoBoUHAA KnaccHbkauna MH, noaydeHHas To Pe3yILTATAM NPHMEHEHHA AMrOpHTME,
npelcTagieda b npuiosedud b,
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MPHACHEHHE A

[ SR HOE |

ANTOPHTM HPOBETEHRA KIACCH KA

Tabnunoa Al

[§ iamin
syt | apamin Brnpoc Oy
¥ Pl D Mepexan k
HEHC Eracdi MYHETY
I I Henneres m M ansasmma® Na — g
Her - 2
2 2 MNpeonazmaueno ma MH ans xpaseHns oprasoR, YEcTei i FY - 3
OPFAHOE M XPaHeHEH  HIH BECACHWH 15 ORTaHEIM Her — 3
THUHEHTE KPOEN; ADYIHY RHAKOCTel, 308, Mapos. Win
TKaHEH?
3 X Henoaesveor ni MM copsectao ¢ MM waacea 2a w Gonee Na Hu ¥
BRICOROND Kiisoca? Her Xa 32
4 3 Mpessasmatueno an MH L wove derm Droaoruecko- i B — 5
PO HAN (PHIHEO- MU ECKOID COCTAR 3 CBOACTE KPOB, Her — f
SPYTHX PHIHOADIHBECK U SHAKOCTER A0 SIKOCTH,
KOTOPEIS QKL NOCTYIRTE B Opradnas?
3 1 Jarruouaercd an aciicrene MH toneko 8 dsTpaasg, Ji Fh 2u 12
OBPADOTIE Hl USHTPHIYES UM TRI0- IR Teruontse e Her 26 12
£ 4 Conpukacastes an MH ¢ nospesieHHoi komei? M - 7
Her 1 £ ¥
7 4a Henonbavior i MH xag siexasdsecsnii Gapsep, s Ha i 12
KOMIPECCHI HAH 20 abeophuns skoyaanon? Her - A
b3 46 Henaneavsor an MM npensyiiecrseHRe A0H pae, koro- e i 12
Ja1 PhIE MOHHO BRSTHTE TOALKD [HOCPEACTROM BTODIH HOI Her* el 12
A’
9 3 Hanueren m vesazuanoe MM xapypricdecknm? Aa — 5
Her - 10
10 5 Mpeasazseauero an MH oo nprcocansenns K aktia- Na AL i
Hosy MM knacca 2a s Gonee sscokore gnacca? (3.2.1.2) Her — 11
il 5a MNpeanaszmaueno an auswaneroe MH mm kparkospe- i FY 1 12
MEHHOMD P Her — i2
13 S Mpegsasmadens aw wasansioe MH o9 spesennoro Ma — 13
[T ME HEHBA Y Her - 14
13 h1i} MpsovenawT an MH 8 nonocme pra oo choTew. B Hda 1 12
CHYXOBOM Npoxdde 20 DapabEMHOl. EperioHEn Wi b Her g 12
HOCOB0H nosocTH?
14 5u MpsvenawT an MH 8 nonocre pra oo chotem, B Ha 2a 12
CAVEOBOM. Npoxaie a0 OppadaHHO NEpenoHER Mwie B Her 26 12
HOCOROH  moaocT W e o momer an MH O Gurree
pesopiHpyesD COHIMCToil olonooi?
15 [ [Mpeanasiate o an xupypriteckos wHnazussoe MH 1as Na — 16
KT RO B M HHOID IPHMeHE s Her - 2l
i6 fia Mpeanaszieueno an MH ann anarioctixn, satusoie- Ha 3 12
HMH, KOHTPOH, KOPPeKUMA  namonornil cepaua, Her — 17
UEHTPUTBHOI  CHETEMEL KPOBOODPALIEHHA B [IPSMOM
KOHTHEETE ¢ 3THMH 9acTasi Tena?
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lpedoaxcenne mataum A1

B s
Husiep Howuep Bonpad Ditisir
NYHETI npitiHaa =
! Ofurnnae Mepesan x
HEHS ERIcdi MYHETY
17 (it Amnmerca oM xupypratdeckos  psmcaasioe . MM Ha 1 12
QUIHOPABOHLM XUPYPEMCCKHM WHETPYMeEHTOM ) Her — s
18 T3 [peanasmateno am xupyproveckoe uesmsHos MH am Ha 26 12
MEEPEIAtH SHEPEHR B POqme oMY HIIE o Hanyaesmna T Her — 9
19 Br MNpessasaateno ma xpypriodeckoe wesasnaEoe MH 1am Ma 26 12
Torg, HTobh BEAREITE BROACrHMeCKRi bl i Her - H
PECCECHIBITECH MOAHOCTLE) WA B IHAMHTEIRHOE Mepe?
20 fi1 [MpeanaszmaieHo 1 Kupypravcckos nHaazuesoe MH 1 Ha 26 12
BEEACHIA CKApCTBEHHGIX  CPEACTE  Yepes  CHctemy Her 2n 12
JOAMPOBELHES, HCTOTRIVHHUYHE OTEHIHATEHG GIACH R
MeTOn BREICHIRET
2 7 Mpeasazsateno s xupypruseckoe nhsazuaxoe MH aas Ha - 2
BRCMEHHOTT TPHMEHCHIE? Her - 28
22 7a MNpeasasmateno am oupypriveckoe uuaaznesoe MH 1aa Ma 3 12
MHAFHOCTHEH, HADEOASHIH, KOHTROIS N KOPPekKuHn Her — 3
ETEIOTIHE COPRUE BITH LS H TP BHOH CHETEMEL KPO8005-
I HEE 1 TIPAMOM KOHTHETS © STHMI JacTRM I Tena’
23 6 Henompsyerr an xapyprivaeckos duspansnoe MH & Ha 3 A2
MPEMOM KOHTAKTE C UEHTPAIBHOE HEpRHOM cHeTeMOmY Her — 24
24 ! MNpeasazpaueno a8 xupypriieckoe nasasiaEoe MH 1am fi b1 L] 12
MEPEIad SHEPrHs B (POPMe NOHEEHPVILIeTD Hye- Her — 25
HHH?
25 ir [Mpessasmaueno an xupyprimeckoe uaaasiasoe MH 19 Ha 3 12
TOrG, 4Tobbl BelILELTE Deonoradsckai sbipert Her — X6
PACCACKIBATLCH NOTHOCTEEY AW 8 IHAMHTEILH0H mepe?
26 T Mperepoesaer an xupypruvcoxoe uasaziaEoe MH s Ha - n
Tee KHMBFECKNE MIMEHCHHA NI BEOAHT BeRADCTBEH- Her Xa £ ¥
Hele cpeacTea’
27 T Huannerea nw MH asnaanmpyeses B oaybem? i P11 2u 12
Her X5 12
28 Ba Humnawrnpyior an MH  (HHB33HEHOC  LARTCIEHTIT i FY Iy 12
TP MEHEHEA W EMILIEAHTHPYeMOE) & ay0m? Her - X
29 B Henoneavsor e MM B npssos sOHTEKTe © Copames, Ha 3 L7
LEHTPELBHO CHETE M EpOBEoODpaIcHER HITH Her — 0
LEHTPATEHOI HepaHOi CreTesnil?
30 BE Npeosazmatgens o ME ana moro, wrobsl BsCasEETs i EY 3 12
CHUIOrHYCCKHE SdupesT M PACCACHI BETRCH THNTHOCTRID Her — 3
AN B IHaMETeAsHOR wepeT
31 Hi Mperepnesaer n8 MH B Tese SEsMBueCEie WIMCHEHEH, Ha E| 12
13 ncenEseHwes Taknx MM, xoropue gonxae GrTh Her 26 12
HMIUTAHTHpORREL, B 3vDel, win spoawr s MH
NEKAPCTREHHBIE CpeacTaa’
32 4 HArnneren i MH axruwannm? Fi Y — 13
Het - 46
33 9 Heannercn maakmaeHoe MH repanesrnveckms? Ha —_ M
He - LT
34 ba MpeanazsedieHo i Aktaanoe tepancareckoe MH oas i — 35
MEPEAAiE SHEPIHME IWIH 3deprocdyeHa? Her — 16
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lpedoaxcenne mataum A1

B s
Husiep Howuep Bonpad Ditisir
NYHETI npitiHaa =
! Ofurnnae Mepesan x
HHE ETCdi MYHETY

35 Ua lMpeacrapiner AW nepenadd IHEQOHN MEAOBEHECKOMY Ha 20 44
OPFEHIIMY M ODMEH IHEPIHEN © HUM OTEH LHATLH Y Her — 36
OTEACHDC TS 110 P HYHHE XAPRETERHES ocobeHoereil MU
COYMETOM BOACHCTEHA B MACTH TERA, K KOTOPRIM
NMPHERAALBANT SHEPIUE (B TOM YHCIE — GKTHEHBEIE
MH, xoropsie  ApeiHasHAMeHL  G0E CosIAHHE
MOHHEHPYIEN) WUy eHRE, Ayesoil tepainm)?

36 L6 Mpeasaspaueno an aktesgoe MH mm 1or, arobn i B 6 44
YOPELEIATE (MM KOHTPOAMPOBATE)  AKTHEH AN Her 2 44
Tepanesriaecknsn MHA Kiacea 267

37 1 Henneres ny agresaoe MH ouarmocrieckmm? i B — iR

Her — 44

38 10w [Npeosazaateno an BETHERee anardocriaeckoe MH 1am Ha - 39
EPEIANH FHEPTHE, MOCIOMEEMOR Heaoae o Her - 40

39 102 [Mpeanasmaueno an agtiesee anardocriaeckoe MH dan i T 1 44
OCHELIEHMA TAUHWEHTE 8 HIAMOM ML I0HE cnekTpa? Her 2a 44

4 105 [Mpessazrmaueno o asrneroe aardocriacckoe MH 1am i kY 2u 44
MPACTHEIEHHH PRCIPeEIeHHE AU MARGIOTHYC - Her - 41
KHY CPeIcTs, BERSIeHHBY B OPraHEsy nauneHra?

4] 10e Mpeasasseaneno an agrnessce gnardocriaeckoe MH nas Ha — 42
OBECHEIEHHS  PHRMOR IHATHOCTHKH  MH KOHTPOIE Her - 41
SEHEHEHHD BASHEX §vHELNE opranvasa’

471 10e MpeaHasHadeno 0 aKTHBHOS  auariocTHuccko: MH Oa 20 44
CHSLHATEHG L0 KOHTPOUIH RKHIHEHHO s H e (am0- Her 2a +t
MOFHYECKHY MEPAMETPOR, HIMEHEHEH KOTOREX MOT/18 Okl
PHECETH K HENOCPEICTRE HHOE ONBCHOCTH U5 TRk
Td, HANPHMED MIMeHeHHe @VHKLINE COpans, AbIXaHHs
HAN BETHEHOCTH UEHTRUTRHOR . HEPRHON CHCTEMBLT

43 10r [Mpeasazianeno o acrussoe MH ann 1oro, - grobel i §Y i +4
YOPaRIATE AKTHERBME anarsocTiaeckumd MM ccea Het — +t
‘}ﬁl

44 il Mpeanasnaveno aun sxrnesoe MM 1as ssegenns o i — 45

12 OPraH M NEUHEHT  ICKAPCTBEHHEY  CPeICTE, Her 1 46
(PUEHOADMIMECKNS RHAKDCTEN W APYTHY BEIUCCTE |
(MITH) BRIBEICHHA WX W3 OPTaHnma?

45 i1l MNpeocragaser nn weron BEcAcHWA (BLBCAcHMA] (EM. i v A6
MyHeT 44 TOTEHIMARRHYIO MACHOOTE & YHOTOM RIS Her Di 46
COOTECTCTEYROMINY BEMECTE, MACTH OPFAHNEME M BHIL
TP M He HEa Y

46 I3 Hunsercn i ME rakum, w0 B oer COCTEE  EXOLHT Aa 3 47
BELICCTED, KOTOPOE MORKHO PECCMETIHELTL KK NeKapeT- Her — 47
BEHHOE LM HHOe GHOIONPICCK N K THEHOE CRetcTia |
KOTOPOE  MOSCT  BOUCHCTBOBITE  HA  MEI08EeC KT
OPFEHAEM 8 JorHeHRE K Bosieiicrene MH?

47 i3 Henoneavior as MM ans sodTposs soerus Wi aas Ha — 48
AT 0T TEPEIAHH DOMEIHERE MOonps myrem? Her — 449

4% 14 Amnnerca an MM (oyvekr 47) avnaasripyesising . min Na 3 49
HHEAIHEHEM LTHTETEHOMD NPHMeHEHHs T Her el ] 49

49 5 Mpeanazraueno an MM cneumatese ana G e K i — 50
MY Her — Al
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Ououmanue mabiunys A 1

Bramin
Huomep Howep . )
NYHETWL I pamETa B':I”I:II:'L xacy
B OGaanae Mepeson &
HEHE Kol IEYHETY
A 15 Mpeanaspaveso o MM wa aesundesuim, oancren, Na i} 51
CPOMBIBKH AR FHOPOINE KOHTAKTHRY JHH37 Her 2
51 16 Henoasaywr an vesxrnesoe MH cnecupaneno o Hu 2u 52
HAPOTOEACHHE AHATHOCTHYSCKIE PEHTICHOBCKIT CHHM- Her — 52
wn?
52 17 Mposcaseseno an MH ¢ gcooinsomaHHes OMEpTRIEHHLX Ha — 53
THAHSH HUBOTHRX WIH MPOUEBOIHEX e’ Het — 54
53 17 Mpeapasnaseno an M Lm Toro, S Todsl ConpaEacaTEes A 1 54
TONEED ¢ HENOBPERASHHON Kodei? Her 3 54
L= 18 Huwaerca i MM seiisom ¢ Kpoipg, Npenaparos Kposip Ha i Konen
Wikt Kposeaamensresen’ Her 1
* K e rasse orHOCHT MEFL KOTOPRIE. MPSIHATHAMEHED TPEHMYLUSCTHSHHO U0 8O CTEME HA MUEPOCpeLy
pELH,
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MPHAYAREHHE &

[ SO O |

OpHEHTHPOBOUNAA KAACCHHEAINA MeTHITHIICKHYX HLIEAWH N0 CTenend pHCKA NpHMEneTHg

Tadnuwua B.1

Xapastep
CES.EOVH:]

Kaace Bun maaessib

I Hanenms ¢ Hita- |'1Z!-ML"]:IH'IL".'.I]1 HPTEPHELERH DD JARICHAH HEAHTOMATHINPDOBIHHE G, 2By ROPEAKTOTCC-
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