
OBWA51 XAPAKTEPIICTIIEA JIEKAPCTBEHTHOFO ITPEIIAPATA 

1. HABMEHOBAIJifE JIIEKAPCTBEIIHOTO ILPEHAPATA 
['ep6HoH cupon HCJIHCK0F0 Mxa, 150 Mfl, CHpOII 

2. ECTBEHHIi H KOJILPWCTBEfflThI COCTAB 
LIeicTBy}owee Beluec'rBo: fycToi BoHHf 3KCWKT (16 - 18:1) xa icnawcxoro 
(Cetraria islandica (L.) Acharius s.1., cJIoeBHwa) 

B 1 Mfl cpona COP)KHTCSI ryCToi BOHbIii )KCWaKT (16 - 18:1) rixa HCJIJ CKOFO 

(Cetraria islandica (L.) Acharius s.1., cnoeBllwa) 6 Mr (3KBHBaJ1eHTHO 96 rvrr - 108 r 
HcJIaH,cKoro Mxa). 

BcrloMoraTeimnble BewecrBa, HJ]iIP1H KOTOPBIX na,io y'IHTbrBaTh B C0CTB 

sieicapc ermoro npenapaTa: cop6HToil ici imif, H1H$1 6eH3oaT. 

I1OJIHbI nepeen BWCTB IIHB.EH B pa3.reJIe 6.1. 

3. JIEKAPCTBEIU1AI DOPMA 
CHporl. 
)KWIKOCTh OT )KeJILToBaTo-KoplliIIeBoro O K0IItIHB0F0 gBeTa, ciierxa 

onaileClWpylOwasl, Co CIIeIIi4HEeCKMIM 3flXOM H BKycoM. MoeT na6iioamcsi 

He3HatIHTeJILHbIii oCa,LoK, xapaKTepllbrii JI5I HpHpO.LJHB]X Cy6CTaHIWiL 

4. KJIfflIWIECIUIE AllHibIE 
4.1. lloKa3anHii K HHMHHHIO 

Fep6HoH CHOIT HCJIHCKOFO Mxa IIKMH5ITC5I B COCTB KoMnJ1eKcHO1 TC IIHH JI$I 

o6nerieHLsi: 

- cyxoro, pa3paKa1owero  KfflJI$I 

- OCHLJTOCTH n 6oim B ropne 

4.2. PeHM O3HOBHHH H cnoco6 HHMHC 11I 

PeIuM i[O3HPOBBi I 

B3pocilbze u noôpocmKu cmapwe 16 jiem: 15 MH cpona 4 pa3a B CYTKII (trro 

3KBHBJLHTHO 360 Mr FYCTOO 3KCTKT MXa ucnaH.rcKoro). 

0c06b1e 2 flflbl naquenmoe 
,Lfrmu 
)JeTH B BO3 CT OT 10 o 16 neT: 10 MH criporia 4 pa3a B cyiui (irro KBHBJIHTHO 240 Mr 

YCTOO 3KCTPKT Mxa ncnaHcKoro). 

I!i1eTH B BO3 CT OT 4 o 10 ner: 5 Mfl cnpona 4 paa B CTKH ('no 3KBHBaneHTHo 120 Mr 
rycoro 3KCTPKT iixa HcnaHCKoro). 

)i1eTH B BO3PCTC OT 1 roa o 4 ner: 2,5 MH cpona 4 paa B CTKll ('no 3KBHBJIHTHO 60 
Mr rycoro 3KCTKT MXa HCnaH,ICKoro). 

1IeT$LM B BO3PCT OT 1 roa o 4 neT ripenapa MOXCHO ripHMeHsIm TOJThKO nocne 

KOHCYJIbTIWII paa H ero peKoMewaIwrI. 

fep6lioH CHPOfl HCnaHLcKoro MX He PeKOMeH.IOBaH K I1HMHHHiO y HOBOO)ILHHL1X H 

FPY}ibJX .LeTei B BO3PCT .iO rora. 

Cnoco6 np eeimsi 

Hpenapa'r Hpe.1wa3Ha'ien [IsI nepopan oro nplIMeHeirnsI. 
Hepe npireneirne Heo6xonMo xopomo BCT51XHTh 

d2naxoH. 
Cpa3y e nocne npnea CUpOHa He CJi L T ynoTpe6n5Im nuwy HJIH HaIIHTKH, IIOCKOJIbKY 

3T0 MO)KT YCKOPHTb meerie npenapaa Co CJ11H3HCTO1 O6OJIo1KH POTOBO IIOJTOCTH H 

ropna. TeM He MeHee, BO BpeMi neensi peKOMeH.LLyeTCsI yrro e6nsim 6oimmoe 

KOJIIPCTBO 'iasi 113111 TeriJTEoli )KHZU(OCTH, HO H cpa3y nocne npea CHpona. 
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Hpo.roJDKwreJmHocm ieerniii 3BHCHT OT xapaxepa H TSDKCTH 3a6ofleBamllsl, IO3TOM 
neeirne MWKCT fl OOJDKThCM HeflpepLllBHo B eiernie 6o.Tlee )JIHTJThHOO nepoa 
BCMCHM (7-14 Hei). 
PeKoMeHyeTc5i npojomie e ripea riperiapaa B eqe e HeCKOJThKTIX nocne 
HCe3HOBeH1151 K HH KflX CHMIITOMOB. ECJIIH CJ1IMIITOMr,I cTaHoBTc.a 6omee 
BLI )KHHHMH lUll He tIPDXOWIT 3a 7 .iwet, cieye 06pammc51 K jieiiawey Bpay. 
4.3. HpoTnBonoKa3aunil 
- rHrleptlyBcTBllTeiu)HOCm K 

BWCTBY 1111111 K JIlO6OMy 113 
ncrIoMoraTeimHw( BeuecTn, nepeluicjleHrnilx B pageiie 6.1. - 6epeMeruiocm 11 nepoi slalCTaIWH 

- TH B BO3 CTC O 1 roa 
- nawleHml C HaCJ1eCTBeHH0i enepeocnocmio d2pyKTO3bI 
4.4. 0co6iie yaaiuui 11 MepM 

fl lf UHMHCJ1I1II flpH HJJ1tIHH 3a6oJTeBaH14t1 L1XaTeJrbHbJx rlyTe, COflpOBO)K.galOLW1XC5l 3aTpyHeHHItM 
WdXa'meM, HOBLUHeHileM eriepaypu Teila, xpOHWieCKffl4 KaBuleM, OCHIIJIOCTh}O lUll 
BLTCJICHIIM MOKPOThI C KOBI}0 cneiye eewieiro flP0KOHCYJThTH0BThC$1 C 
ieair BpatlOM Hepe,L II1p11MeHeHI4CM 3TOFO npenapaTa. Ecim COCTOsIRHe He YJi iLU TC5l B TeeHHe 7 .riHe nocie Ha'laiia neqernli5l, peKoMewiyeTc5I 06paTHTLCSl K ieamey  Bpa'Iy ,Lemu 

)eT5rM B B03 CTC OT 1 roa o 4 meT riperiapa MO)KHO lHMH5lTh TOJThKO noene xOHcy1mTawIH 11 pexoMeH.Lawnl apairla. 
lipHeM npenapaa I'ep6lioH CllOIL HcmaFueKOrO Mxa y eTet ciieye OCYWCCTBJISITh 
TOiThKO ThO KOHTOCM pogwrejiek HiI B3pOC3ThD(, 0CYWCTBJI$IIOIWIX yxo,g 3a HHMH. Bc1wMo'ame.mnbie i3e1qecrn6cz 
Fep6oEI CHpO1I HC.flaHmcKOfO MXa COep)K11T B COCTaBe c0p6}lToJ1. HaLWeHTaM C pelJKOt Hacne.nCTBeHHO neriepenocimocmo 4pyKTO3l.I He cme,rweT 1HMH5ITb 3TOT J1eKRpCTEeHHWf npenapaT. 
Cop6HToM MO)KCT BbI3bIBaTL tryBCTBO HcKOM4OpTa Co CTOOHbI Opl'aHOB eiyoiiio-icmequoro Tpalcra. a aioe OXaThIEaCT yepenoe nocma6mmouee ecTrnle. fl penapai coepKuT 11113K0C KO.1lNeCThO 3THOJ1 (crnpTa), eee 100 Mr H OH O3y. IlpellapaT comepicwr 2,0 Mc HTH 6eHoaTa a 1 Mm. 

4.5. B3aItloeicTnne C IIpyFHMH .J1eXapCTBeHHbIMl1 npenapaau H ipyrne BWL1I 
B3auMO1xen CTBHH 
JaHHb1e 0 BSIIJJIHIII4 Fep6HoHa cporra HCflWiCKOfO MX Ha xpyre JICK CTBHHMC 
ripenapami oTcyTCTBy1oT. Cneuaajmrnrx uccJIeJIoBa1-rHi Me)KJIeKapcTBeHFnrK 
B3aHMOmeiCThlf He rIpoBommOcb. 

4.6. DepTHi1buocm, 6CpCMeHHOCTb H maicraxnsi fiepeMenHocmb 
B CBSI3H C He.lOCTaTOtrHocTb}O KjumgqecKllx llHL1X Fep6llOH CHOU HCJIaHCKOrO Mxa He cmeye rip ensim BO BpeM5I epeMeHHocn4. Kopiwzenue 2pyôb10 
B CB$I3H C HeOCTaTO1mOCTMO KJIIIIHH'IeCKHX LJamIrIx FCP6HOH CHOT[ HCJ1aHrCKOFO MX1 ne cne.IJyeT II HMCH$ITb B IICPHO J1aKTaWill. epmwi ocm 
)IaHHMe 0 BJIII$tH11H npenapaa Ha depTHJThHOCTh enoea OTCYTCTBYIOT. 
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4.7. Birninne na CLIOCO61IOCTh ynpaflu1ftTh TpaIICnOpTHbIMH Cpe.LCTBaMu 11 pR6OTRTb C MCXaHU3MaMU 
Tep6ToH cHporr HcnaHc1(oro Mxa He oKa3bIBaeT BJIHs11rFI5I Ha CIIOCO6HOCTh ynpaiim THCI0TH&MII Cpe.LCTBaMH H pa6oTam C MexaHH3MaMH. 

4.8. HeeJ1aTeJ1bHb1e peaiairn 
KoJm'iecmeHii 1e KI4T HH qaCTOThI He)IceJJaTeL1mHb1x peaiw H KJICCHHKU$5I HC)KeJ1aTeJIbHb]X peaKJHit B cooTReTcTBaH C cHcTeMHO-opraHHo KJ1aCCH4HIcagHe H C c[acToToi nx Bo3HmcHoBeHHsI. (OnpefJe7eu ue Yacmombz no6ornblx izeiieuuü npoeoôumcii e c00m8emcnwuu cc c!1eOy1oup.tu KpumepuYMu: o1eHb iacmo 1/10), acmo (0m >1/100 ôü <1/10), HC1QCmO (cm> 1/1000 ôo < 1/JOQ), peôKo (bm> 1/10000 &o < 1/1000,), oieub peÔKo (< 1/10000,), 11eu3ecrn1w ('ueeo3Mo3!cHo oijeuum a OCHO6HUU wweiozquxci âarn/blx,). 

Heu36ecmHo (neeo3Mod!duo oijeum na ocnoeanuu uiiie!ozquxc.si ôaHnbzx) 
- ameprirecxiie peaiw Ha KoMrioHeHmI rieapc emroro cpecma, riporBinouwecsi XO)KHbIM 3y,L0M, CbfflMO, 3pHTeMO1 Hull 3aTpy.LIHeHHeM )MXHWi - yepe oe riocria6nsnorree ) CTBHC (B CBSI3H c co,repicaHHeM cop6nTona), tIBCTB0 )HCKoM4opTa Co CTOOHLI OFHOB )Ke 1y)oimoIdume1IHoro TpaKTa 

Coo6meHr o 1reej1aTeumIthrx peaicuriix Bax<uo coo6am a noizopeuaeiix ne)ceJiaTeJmH]x peaKwi>Ix ilocuic penicpawin Jik CTBHIflOFO npenapaTa c rieuriio ooednetIeHir[ I-ierrpepbmrioro MOH14TOIIHF coomoffleHiril ((rroilE.3a-pHclo> HT( CTBH}1OFO npenapaTa. Me21flJ3J4HCK14M pa6OTHHKaM coo6wam a uro ix Iioro3peBaeMbIx He)ceJIaTemFIbrx peaKwisr( .ueKapcmeHHoro npenapaa '-1epe3 Ha1uloHajrbHbje CHCTCMIh1 coo6TIeHir o He)TceJTaTeummrx peaiuwsiix rocyL[apcTB- IeHoB EEpa3H3cKoIo IcOHOMa'reCKOrO c0f03a. 

Pecny6iluKa Ka3axcmaH 
010000, r. ACTaHa, pa4oH EaKOHbIp, yui. A. J41iaHoBa, ,L. 13, EU <.HypcayJIeT 2>> PUll Ha IIIXB xHaIwoHwmHI i LHT 3KCIITH3}J JIK CTBHIIL1X Cpe,1CTB H MeHU1mCKHX ir3,eJmb> KOMHTeTa MeLufwn{cKoro H KOHTOJI MiirrncTepclBa 3paBooxpaHeHHsr PeCIIy6uHKH Ka3axcTaH Teui.: +7 7172 235 135 
Mpec 3J1. noqmi: fann@dari.kz 
Bth CatT: www.ndda.kz 

PoccuücKa c2eâepaijwi 

1090 12, r. MocicBa, CJIaB$1HCKa5I rul., r. 4, ci'p. 1 
ce.repaJmHasi cilEy)xöa rio H)3OY B Cdepe 3,zpaBOoXpaHeHwI Teur.: +7 (800) 550 99 03 
Apec an. rioriI: phann@roszdravnadzor.gov.ru 
Be6 caiT: https://roszdravnadzor.gov.ru 

Pecnyô.izuica Ee.lzapycb 
220037, r. MHHCK, ToBapnwecK1ri riep., r. 2a 
PeCrIy6JIIIKaHCKOe )HHTHO npe.rrIpwJTire <<Lerrrp 3KCllPTH3 H HCrIJ,JTaHff B 3,TpaBOOXpaHemiH>> 
TerieoH o eria apMaKoHa)3opa: +375 (17) 242 00 29; daicc: +375 (17) 242 00 29 Apec an. rromr: rcpl@rceth.by, rceth@rceth.by 
Be6-caT: wwwrceth.by 
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Pecny6wa ApMeu u.$I 
0051, r. EpeBau, rip. Ko]riiraca, ,r. 49/4 Haymiii IHT 3KC[JepTH3JA JIKCTB H M 1WHHCKHX TeXHOJIOFH! HMHH axae xa 
3. Fa6piiewiira 
Teir.: + 374 60 83 00 73 
Apec si. rioqmi: adminpharm.am, vigi1ancepharm.am, 1etters pharimam Be6-caii'r: http:!fwwwpharrn.am 

Kbp2b13ck-asi Pecny6iniia 
720044, 4ycxa o6slacTb. r. Buinxex, yn. 3-si JIHHHISI, ,z. 25 

JTeKapcTheHiTh1X cpe.zcm H MeHWII1CKBX H3emi Ten.: + 996 (312) 2192 86 
A.pec ai. noqmj: d)smi pharm.kg 
Be6-caT: www.pharm.kg 

4.9. ll epeontpo a 
He cnie.aye'r 11pHMeR)Th upenapa B .fl03ax, npe imaioigux peKOMeH)OBaHHMe. )IaHHL1X 0 uepe.1o3HpoBT(e npenapaa He il0J[) HO. 

5. IDkPMAKOJ[OdHLWCKI1E CBOITCTBA 5J. bapMaKo.1nHaMLI9eeK}te cBoitcTBa ctapMaIcoTepaneBTF1LIec1casi rpynna: Hpenapami, fl KMH$IMM IIH amne H upOCTy.uRb1x 3a5oJTeBaHHsx. fl po oamneBBIe nperiapami, HCKJIIOiSI KOM6HHaWIH C OTXKHBIOIIHMH npenapaTaMli. HpOTHBOKaUIJIeBbIe ripenapami rIpome. Ko ATX RO5DB 
MexaHH3M ekCTBHsi 
Fep6HoH CHOII HC3IHCKOFO Mxa npe.zcTaBmsIeT CO6O TpauiwiOmibrn npenapai CTHTJThHOO npoHCxO)KIeHHsi, peKOMeH)0BaHHHi LI$i o6ileflleHli$I cyxoro KamiLci, 0XpHLIJ0CTI1 14 6oim B ropile. 

apMaKo.imiaM1PiecKHe 4d2exm1 
Oci-ioHbm1i KoMIrOHeHTaMH 3KCTpaKTa 51BJ15110TC51 CJIH3I CTHTJThH00 flPOHCXO)iVHH5i ii rromcaxapfl.Ib1. fl onariaa Ha CJTM3HCT}O o6onorixy BepxHiix ,zb]XaTeJrbm,Jx nyrek, oim o6pa3yIoT 3aIUHTHbIH csioi, KoTopblit noMoraeT n01aBHTb KIIIJIBO pe4JIeKC, BbJ3BaHHbI BHCJ]iEHHMH H MCHbHJCT BM )KHHOCTB cyxoro KamJI5I. Cnmm paeTiejmHoro upolicxolctIeHw1 TaKxce yiiaare pa3,rqDaxceHHylo H cyxyio CJIL(3HCTyIO 060110'iKy p0T0B0I i10J10CTH ii ropiTa. 
KnumiecKa 44eKT1IBHOCTh H 6e3OrIacHOcTb 
Jawni nexapcme i npenapa [IffMH5CTC5i HCKn[O'fflTejlbnO Ha 0CH0BHH14 orone ero oni,rra ll liMHHWI H 4apMaKonori ecKHx arn1L1x, KmniwecKi1x HCciIeoBaHHi CHPOfl He fl OBOHOCI. 

5.2. cocma 
Hii41opMa1n 0 CBO1CTBaX 3I(CTKT HCJIWCKOF0 MX He H0JIyt1CHO. 

5.3. Zaurn,ie ojanrniqecjo 6e3onacuocTu )i1aHHNe OTcyTCTBy}OT. 
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6. DAPMAIEBTHLIECKII1E CBOhCTBA 
6.1. ll epeeHb BCnoMoraTe.JILHMX BCWCTB 

Cop6liToJ1 iciziu (HeIcpHcTw 43yEouuIiic5L) (E420) 
Kaiegr, KCaHTaHOBasI (E415) 
HarpHsl 6eH3oaT (E211) 
KHCJIOTM JIHMOHHO MOHOTH) T (E330) 
Bo,ra OMWHH5I 

JTHMOHHL1 POMTH3TOP (cocTan: MCJ1O J1IHMOHHOe, 3THOJI (El 510), Boa, MCJIO 

JIatMoBoe, apoawiecne cy6cTanwrn, WITPJIL HT paJmH1i 3KCTPKT Litsea cubeba) 

6.2. ll ecoBMecTul%locTi, 

He npnernio. 

6.3. Cpow FOJLHOCTJI (cpoK xpaneHHn) 

2 roa. 
HepHo IPHMHHH$I rlOcJle BCKB1TH$I 4J1aKOHa - 3 Mec. 

6.4. Oco6ble MCbI IIpe)LOCTOpOCHOCTH npn xpauellnH 

XpaHHTh r1p1 enepaype He BbIIH 30 °C. 
He xpam B XOJ1OHJThH( O H nocie BCKB1TH5I 

JIaKoHa. 

6.5. XapaK'rep Ii coepxane llepBHqfloui LIKOBKH 

Ho 150 Mfl cpona IIOMWIOT B CTKJI5rHHM 4J1aKOH}il H3 TeMHoro CTKJT c 

HaBIIII1fBaeMOt1 IIJ1acTHxoBOi KpbUuxOk C K0HT0J1M neporo BCKpbITHsI. 

1 4naxoH C MepHoik J1O)KKO II JIHcTKoM-BKJ1abuneM IIOM1I1OT B lla'iKy H3 KapToHa. 

6.6. Oco6ble MCbI npeocTopoKuocTn npn HHTOICHHH HCHOJ1b3OBHHOFO 

JIK CTBHHOFO npenapaa HJIH OTXOOB, noiiyenix IIOCJIC HHMCHCH1I11 

JIK CTBCHHOFO ilpenapara H pyrne MHHHYJIiIJILHH C fipenapaToM. 

CnewaJmHMe Tpe6oBalrnsl K YTHJIH31Uffl OTCyTCTByIOT. 

Tho6o HeHCIIOJTh3OBaHHbIi npenapa HJIH OTXOWI 

Heo6xOKMO THJTM3HOBTh B COOTBTCTBHH C MeCTHMMH Tpe6OBaHHsJiMu. 

7. EP)1CATEJTb PEUHCTPA11HOHHOTO YOCTOBEPEI11LI51 
AO <<KPKA, ju., HoBo MCTO>> 

lilMapbellrKa ieca 6, 8501 HOBO MecTo, CJ1LOBeHH$1 

Teji.: +386 7 331 2111 
cIaKc:+3867 332 15 37 
A,iipec rrotjTbi: info@krka.biz 

7.1. ll peIcTaBnTeJ1b PCF11CTPUHOBHOF0 YIOCT0BPCHHH 

HpemeH3uu nompe6umeizeü anpaeizim no aôpecy: 

Pecny6iiwca Ka3axcman 
TOO <<KPKA Ka3axc'raH>> 

050040, r. A.nMamI, MHKpOpaOH KOKTEM-1, .LOM 15A, 04HC 601 

Teii.: +7(727)3110809 
A,pec au . norrbI: info.kz@krka.biz 

PoccuücKaii '1eôepa quit 

000 <<KPKA-PYC>, 143500, MOCKOBCKa5I o6JT., r. FIcrpa, yn. MOCKOBCKaJ1, . . 50 
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Ter: +7 (495) 994 70 70 
1aKc: +7 (495) 994 70 78 
Apec i notm1: krka-rus@krka.biz 

Pecny6wka fieJlapycb 
HpeiieTaBTeJucTBo AKiwoHepiloro O5IleCTBa <KRKA, mesto> (PecnyIHKa CJroBeHHisi) B Pecny6JuTKe Benapycb 220114, r. Mrn•ici, yji. 1HIfl1MoE1oBa, ,r&. 25F, 04iic 315 Teii.: 8 740 740 92 30 
taxc: 8 740 740 92 30 
A,zpec au . riolimi: info.by@krka.biz 

tovama zdravil, d.d., Novo 

Pecnyöiiw..a Apiieuwi 
11peJeTaBffTeLumCTBO <<KpKa, HOBO MeCTo> B Pecny6mwie ApMeHH51 0001, r. EpeBaH, yn. Hai1i6aHu, . 106/1 (CA51T-HOBA>> BI43HEC-LIEHTP), odiic 103 
Teji.: + 374 1156 00 11 
Mpec aui. norrM: info.am@krka.biz 

Kipbt3cKw1 Pecny6fl wa 
fl pe.LCTaBHTeJThCTBO AO KPKA, TOBPH 3JpaBHJ, , HOBO MCTO)> B KMprbi3cTaHe 720040, ricizar o6iacm, r. BHunceK, 6y3m8ap )pTu!HjiiaK, . 71, 6310K A Tem.: + 996 (312)6622 50 
A.ipcc au. nowrM: info.kg krka.biz 

8. HOMIEP PEFITCTPAWIOHHOFO YOCTOBEPEII1I51 

9. LATA HEPBWIIHOII PEFHCTPAWill 
PEFHCTPAWIII, HEPEPEFIICTPAIWIH) 
,)JaTa nepo pedlicTpawrn: 2. 4eBpans1 2022 r. 

10. ATA II1EPECMOTPA TEKCTA 

HOfLTBEP)KEHLII 

O6ma eicapcmeiioro iipenapaa Fep6Hon CHOfl HcMaHcIcoro Mxa OCTflH Ha ml43opMalwoanoM nopaie EBpa exoro xoHoMHqecxoro ccuoa B 
HH4uOpMauHOano-KOMMyHmca1woHnOt Gem (<I4HTCpHCT>> jitp :Lieec .eaeunion. orgl 

ЛП ГП СОГЛАСОВАНО



T
1
rI

JI
rE

H
, H

O
M

IP
J
IE

B
E

H
 )K

H
E

 F
IO

P
M

E
H

 
B

E
K

IT
IJ

IF
E

H
 / 

II
P

O
U

if
iT

O
, r

rP
o

H
Y

M
E

ro
B

A
ft

t 
M

 
2K

P
E

II
JW

H
O

 

_
_

(i
i 

___
___

_g
 

/ J
E

U
C

T 
' 

K
Y

H
I 

/ 
_
_
_
_
_
_
_
 

_
_
_
_
_
_
_
_
_
_
 

ЛП ГП СОГЛАСОВАНО


