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OBIIASA XAPAKTEPUCTHUKA JJEKAPCTBEHHOI'O ITPEITAPATA
COTJIACOBAHO

| T ———

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA
IMUKJIO®EPOH, 125 mr/Mi, pacTBOp AJIS BHy TPUBEHHOTO ¥ BHY TPUMBIIIEIHOTO BBEICHHUS

2. KAYUECTBEHHBIU ¥ KOJITMYECTBEHHEBIN COCTAB

JlelicTByIomiee BEMIECTBO: METTIIOMUHA aKpHIOHAIIETAT;

B 1 M1 mpenapata comepxutcs 125 Mr MermoMuHa akpHIOHAETaT B IEPECUETE HA aKPHIOHYK-
CYCHYIO KHMCJIOTY, IIOJXy9E€HHEIH 110 CIEAYIOMEH IPOIUCH:

aKpuIOHyKCycHas kucnoTa — 125,0 mr, mermomMuH (N-MeTHirmokamMuH) — 96,3 mr.

ITomHbrii IICPEYCHB BCIIOMOT'aTCIIbHBIX BEIICCTB ITIPUBEACH B pa3aciic 6.1.

3. JEKAPCTBEHHASA ®OPMA

PaCTBOp A1 BHYTPHBEHHOT'O H BHYTPAMBIIICYHOT'O BBEICHHUA.

Hpo3paqHasI XKUIKOCTH OT XKEITOro JO 3€JICHOBATO-XEITOrO IBETA.

4. KINHUYECKHUE JAHHBIE

4.1. Iloxa3zaHns K NpAMEHEHHIO

Iloxa3aH x IpEMEHEHHIO Y B3POCIIBIX U JAETEH B BO3pacTe OT 4-X JIeT.

¥V B3pOCIIbIX B KOMIUIEKCHON TepaIuu:

— repreca ¥ IUTOMETATIOBAPYCHOMN HHOEKIHH;

— HeHpouHpexmmii: cépoan-me MEHMHTUTH U SHIehaTuTHl, KiemeBoi Goppemno3 (6one3Hb
Jlaiima);

— BTOPMYIHEIX HMMYHOJIEQHIMTOB, ACCOMUMPOBAHHEIX C OCTPHIMH M XPOHHIECKHUMH OaKTEPHAIL-
HBIMH U TPHOKOBBHIMU HHPEKIHASIMU;

— XJIaMATARHBIX HH}EKITi.

Y nereii crapme 4 JeT — B KOMIUIEKCHOH Tepariy TepreTHIecKoi HHPEKIHH.

4.2. PexxaM N03MPOBAaHASA H CHOCO0 MPUMEHeHHS

PexxnM no3upoBaHus

Y B3pOCHBIX
IIpu repriece ¥ NUTOMETAIOBHPYCHOM HHGEKINM KypC JIedeHnst COCTONT 13 10 MHBeKImii mpemna-
para mo 250 Mr ¢ HHTEpBaJIOM MEXIy HHbeKIuaMu 48 dacos (depes neHs). Pa3osas 103a cocras-

nsget 250 mr (1 ammyna), KypcoBas — 2,5 r. Jleuenne nauboinee 3¢hdeKTHBHO B Hadase 3a60jeBa-

HUA.
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[Tpu HeliponH(pEKIUIX KypC JICYEHHS COCTONT U3 12 MHBEKIHIf IIperapara ¢ HHTEPBAIOM MEXITY
HHBEKIMIMHE 48 JacoB (depe3 IeHb) B COUeTaHUH ¢ STHOTPOIHOM Tepanueii. PazoBas qo03a cocras-
et 250-500 mr (1-2 ammynsr), kypcoBast — 3,0—6,0 r. [ToBTOpHEIE KypCHI IPOBOJIST IO Mepe
HEOOXOAUMOCTH.

TIpu MMMyHOIE)HIUTHEIX COCTOSHHIX KYpC JICYEHHS COCTOMT U3 10 BHYTPHMBIIICIHBIX HHBEK-
nui npenapata mo 250 Mr ¢ HHTEpBaJIOM MEXIy WHBEKIUIMH 48 dacoB (depe3 neHs). PasoBas
no3a cocrasiieT 250 mr (1 ammyina), KypcoBas — 2,5 1. [IoBTOpHEIH Kypc IpoBOASIT depe3 6—12
MECSILIEB. .

IIpu xnamunuiinol wHeKnMu Kypc jgedeHus coctout u3 10 mabekmuii nmpemapara mo 250 Mr ¢
HHTEPBAJIOM MEXTy HHBEKIMIMHE 48 gacoB (depe3 AeHb). Pazopas moza cocraemser 250 mr (1
aMITyna), Kypcosas — 2,5 r. IIoBTOpHEIH Kypc jtedenus npoBoasat depe3 10—14 mueii. Lenecoob-
pa3Ho cogeranue npenapara [{UKJIOOEPOH c¢ anTnOnoTHKaMy.

VY nereii crapmie 4 net

PazoBas noza cocraBnser 6—10 mr Ha 1 Kr MacchI Teja.

IIpu repneTrdeckoi HEQEKITUHE Kypc JIedeHHs COCTOUT 13 10 HHBeKIuif mpernapara ¢ HHTEPBAIOM
MEXIy HHBEKIHAMHE 48 9acoB (depe3 AeHb). [Ipu cOXpaHEeHHWH PEeIUTHKATHBHON aKTHBHOCTH BH-
pyca JedeHHre IPOJOIDKAIOT IO IOINEPKUBAIOIIEH cXeMe: BBEICHHE IIpenapara OfUH pa3 B TPH

JHA B TCYCHHC ‘{eTI)IpéX HCACIb.

Coocob nmpuMeHeHus

BHyTpuUBEHHO WM BHYTPHMEIIIIETHO.

4.3. IlporuBonoxazanus
° bepeMeHHOCTS U IepHOJ rPyTHOTO BCKapMIIMBaHUS (CM. paszen 4.6).

® rI/IHep‘IyBCTBI/ITCJILHOCTB K MEIMIOMHHA aKphuooHANETaTy HIIM K J'IIO6OMy U3 BCIIOMOra-

TCJIBHBIX BEIIECTB, IICPECUUCIICHHBIX B pa3cil 6.1.

® HI/Ipp03 IICYCHHU B CTaJUH OICKOMIICHCAITUH.

4.4. Oco0ble yka3aHHAs H MePHI IPEXOCTOPOKHOCTH NPH NPHMEHECHAH
ITpu u3MeHeHUM IBETA PaCTBOPa M 0OPa30BAHHUH OCa[Ka IPUMEHEHHE IpernapaTa HeJOIy CTHMO.
IIpu 3a0oneBaHMIX MMTOBHIHOM JKeNe3bl HEOOXOIUMa KOHCYNBTAllMs Bpada-3HIOKPHHOJIOTA.

Bo3moxuaO OKpallIBaHHUC MOYH B (I)I/IOIICTOBO-CI/IHI/Ii;I OBET (JI[OMHHCCHCHIII/IH).

4.5. BzaumonelicTBHE ¢ APYTHMH JIEKaPCTBEHHBIMH NPENAPATAMHA H JpPyrHe BHIbI B3aHMO-

nercTBHSA
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IMUKIIO®EPOH coBMecTHM U XOpOIIO COYETAETCS CO BCEMH JICKAPCTBEHHBIMH IIpellapaTaMH,
TPaIUIHOHHO IPAMEHSIEMEIMHE TIPH JICYCHUH YKa3aHHEIX BEIIIE 3a001eBanui (MHTEphEPOHEL, XH-
MUKO-TEPaNeBTUIECKHE JIEKApPCTBEHHbIE CPEJCTBA U JP.).

VYcunuBaet qelicTBHe HHTEP()EPOHOB K aHAJIOTOB HYKJIEO3HI0B. Y MEHbIIAeT N0O0THEIE 3¢ HEeKTH

XIMHAOTEpANNH, HHTEPHEPOHOTEPAIHH.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTH H JAKTAIASA

bepeMmeHHOCTE

[MUKJIO®EPOH npotuBonokazas Bo BpeMs OepeMeHHOCTH (cM. pazzen 4.3).
Jlakranus

[MUKJIO®EPOH npoTrBOMNOKa3aH B IEPHO]] TPYAHOTO BCKapMIIHBaHUS (CM. pa3znen 4.3).

4.7. Binsiane Ha cO0COOHOCTH YIPABJIATH TPAHCHOPTHBIME CPeACTBAMH H padoTaTh ¢ Me-
XaHA3MaMHA
[MMKJIO®EPOH He Ooxa3plBaeT BIUSHUS Ha CIOCOOHOCTH YIPaBISTH TPAHCIOPTHBIMH CPEI-

CTBaMHu H paGOTaTI: C MCXaHHU3MaMH.

4.8. HexesaTeJbHbIe peaKIHA

Pesrome npoduisg 6e3omacHoCTH

PesynsTaThl mpoBeNEHHBIX JOKIHHAYECKIX, KITMHUYECKIX UCCIIEIOBaHUH, a TakKe MOHATOPHHTA
IIEPEHOCHMOCTH IIpelapara, HaXosIIerocs B o0pameHuy, CBHAETENLCTBYIOT O XOpoIIei mepeHo-
CHMOCTH IIperapara. KAHaIfI6OJICC 9acTO PETUCTPUPYEMBIM HEXENATENBHBIM PEAKIMIM OTHOCATCS
KpallMBHUIIA ¥ CHINb. J[aHHBIE HEXellaTeNbHBIE JIEKApCTBEHHBIE PEAaKIMH Pa3BUBAIOTCA damle B
MIepBHIE JHU TEpaIuy, He MPUBOIIT K TSHKEIHIM MOCIESICTBIAM, B OONBIMMHCTBE CIIydaeB paspe-
MAIOTCI CaMOCTOSITENIFHO WM IPH Ha3HAYSHWH JECEHCHOMIM3UpYIOmel Tepanuy, BO3HUKAIOT
gaie y MalueHTOB C OTArOMEHHBIM AJJIEPrOJIOTHIECKAM aHAMHE30M, BCTPEUYAIOTCA OYEHD PEIKO
(ue Gonee vem 1 ciygait Ha 10 000 manueHTOB), HE OKAa3HIBAIOT 3HATMMOIO HETATUBHOTO BO3/IEH-
cTBHS Ha nanueHToB. O4eHb peIKO MOT'Y T BO3HUKATh AJUIEPTUIECKHE PEAKIIUY B BH/IC TOBHIIICHUS
TeMIIepaTypHI Tela, 3yAa, 3puTeMsl (He 6omee yem 1 cirygait Ha 10 000 marmeHTOB).

TabaraHoe pe3roMe HeXenaTelbHLIX DeaKITHi

Kraccrukanus 9acToThl HeXeNaTelbHbIX peakuil OllpefeieTcs ClIeayIomuM o0pa3oM: 09€Hb
gacto (>1/10), gacto (>1/100, o <1/10), HewacTo (>1/1000, Ho <1/100), peaxo (>1/10000, HO
<1/1000), ogens peaxo (<1/10000), gacTtoTa Hen3BecTHA (Ha OCHOBAaHWHM MMEIOIUXCS JaHHBIX

OIICHHUTH HeBOBMO)KHO).



Hexenarensabie peakiuu IpEACTABICHEL B TaGJII/IIIC B COOTBETCTBHHU C CHCTCMHO-OpPTaHHBIM

KJIaCCOM.
CucTreMHO-OpraHHbIi Ki1ace Yacrora pasBHTHA HexenareanHble
HeXXeJaTeIbHbIX peaKknun
peaknuii
Hapywenua co cmoponer kodicu u OYEHb PEIKO CHIIlb, KPAalTUBHUIIA, 3y,
NOOKONCHBIX MKAHEU
2 b € SpUTEMA
Obwue HapyuieHus U pearyuu 6 me- OYEHb PENIKO 03HO0, TOBHIIIICHHE TEMIIEPa-
cme 66e0erUs TypHI Tena, 00JIb 1 ITOKpacHe-
HHE B MECTE BBEJICHHS

CTH
HexenarensHbIe pPCaKIuu, Ha6moz[a13mnec;1 B KIIMHUYICCKUX UCCIICOAOBAHUAX Y HCTeﬁ, HC OTJIM4a-

JIUCH OT peaKI.[PIfI, OTME€YCHHEBIX Y B3POCIIBIX.

Coo0menne 0 MOa03pEBAEMEIX HEXKENATEIBHEIX DEAKITHSIX

Baxxso coo0mars 0 m0/103peBacMbIX HEXENATENbHEIX PEaKIsIX IOCIIE PETHCTPAITHH Iperapara ¢
[eNBI0 00eCIeYeHUs] HeTIPEPHIBHOIO MOHUTOPHHTA COOTHOIIEHHUS «ITOJIb3a — PHCKY JIEKAPCTBEH-
HOTO Ipemnapara. MenuIHCKuM pabOTHHKAM PEKOMEHIYETCsS cOO0ImaTh O JIOORIX IOH03peRac-
MBIX HEXENATENIbHBIX PEaKIHSIX JCKapCTBEHHOTO Nperapara 9epe3 HallHOHATIBHEIE CHCTEMEI CO-
0OIIEHHUS 0 HeXENATeNbHBIX PEaKIHsIX TOCYIapCTB — WICHOB EBpa3zniickoro 5JKOHOMHIYIECKOTO CO-

I03a.

Pecnybnuxa benapyce

Anpec: 220045, r. Munck, np. J[3epxuHckoro, 1. 83, xopm. 15
PVII «llenTp 3KCHEpTH3 U UCHBITAHUN B 3APaBOOXPAHECHUM )
Temedon: +375(17) 242-00-29

OnexTpoHHas noygra: repl@rcth.by

https://www.rceth.by

Pecnybnuxa Kazaxcman

Anpec: 010000, r. Hyp-Cynran, yin. Amanrensas imanosa, 1. 13

PI'TI na ITXB «HaruoHansHEBIH HEHTP SKCIEPTU3BI JICKAPCTBEHHBIX CPEICTB M MEAUIUHCKAX H3-
nenuity KoMutera MeTUITTHCKOTO U (bapMaueBTqucxdro KOHTPOJIS Mm{HCTCpCTBa 3IpaBoOOXpa-
Henus Pecrrybmiku Kazaxcran

Tenedon: +7 (7172) 78-98-28



OnexrponHad nogra: pdlc@dari.kz

https://www.ndda.kz

Kuvipavisckas Pecnybnuka

Anpec: 72044, r. bumxex, yi. 3-g muaus, 1. 25

JlenapTaMeHT JIEKapCTBEHHBIX CPEJCTB M MEIMIUHCKHUX H3IeUi Mpr MEHHCTEpPCTBE 3paBo-
oxpaneHus KeIprenckoit PecyOmuku

Tenedon: +996 (312) 21-92-88

OnexrponHas nodra: dlomt@pharm.kg

http://www.pharm kg

Pecnybnuxa Apmenus

«Hay4Hblif IEHTp SKCIIEPTH3EI IEKapCTB M MEAUIMHCKIAX TEXHOJIOTHY nMeHH Axanemuka . [a-
Opuensaay AO3T

Anpec: 0051, r. Epean, np. Komuraca, 1. 49/5

Tenedon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82 +10 50

OJIeKTpOHHAs MOYTa: naira@ pharm.am, vigilance@pharm.am

http://www.pharm.am

Poccuiickas Dedepayus

Anpec: 109012, r. Mocksa, CnaBsuckas modra, 1. 4, ctp. 1
OenepanbHas ciryxoa f[_o HaJ[30py B cdhepe 3apaB0OXpaHEHUST
Temedon: +7 (499) 578-06-70, +7 (499) 578-02-20
OnexkTpoHHas mogrta: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.ru

4.9. Ilepeno3upoBka

CaeneHns 0 mepefo3HPOBKE IIpenapara OTCYTCTBYIOT.

5. PAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoquHAMEHYECKHE CBOCTBA

DapMaKOTepaneBTAIeCcKas IPyIIIa: HIMMYHOCTUMYJIITODPEL; JAPYTHE HMMYHOCTHMY IITODEL.
Koxg ATX: LO3AX

MexaunsM nelicTRus




ITUKIIOPEPOH sBnsieTcst HU3KOMOJEKYJSIPHEIM HHIYKTOPOM HHTEpEpOHa, U9TO OIMpEeAeiseT
MIAPOKUH CHEKTP €ro GHOIOrnIecKoil aKTHBHOCTH (IIPOTHBOBHPY CHOM, HIMMYHOMOIYIUPYIOMIEH,
IIPOTUBOBOCHAIUTEILHON U JIp.).

OcCHOBHBIMH KJIETKaMH-TIpOylieHTaMu uHTephepoHra mocie BBeaeHus npenapara [[UKIIODE-
POH sBnsrores Mmakpodaru, T- u B-mamdomuTsr. B 3aBrcuMocTH 0T THIIA WHOEKITMHA HMEET MECTO
mpeoOagaHye akTUBHOCTH TOTO MJIM HHOTO 3BeHa HMMyHHTETA. [Ipenapar HHAyIHPYET BEICOKHE
TUTPEI HHTEpdEpOHa B OpraHax W TKaHSIX, COACPXKAIINX TUMPOUIHEIE dJIeMEHTEI (cele3éHKa, Ie-
9EHb, JErKUE), aKTUBUPYET CTBOJIOBBIE KJIETKHA KOCTHOTO MO3Ta, CTUMYJIHpPYs 0Opa3oBaHue rpa-
HynormuToB. [TUKJIOOEPOH aktuBupyer T-mrMQOIUTH B eCTeCTBEHHBIE KUIUIEPHEBIE KICTKH,
HOpMaIH3yeT OanaHc Mexay cyonomy My T-xenmepoB u T-cympeccopoB. YcuinBaeT akTHB-
HOCTB 0.-CyIIPECCOPOB U 0-HHTEPHEPOHOB.

B noxnvHMYeCKHX HCCIENOBaHUSIX IOKa3aHO, 9To MpuMeHeHue npemapara [[UKIIO®EPOH na
PaHHMX CTaIUIX HHPEKIMOHHOTO Ipolecca IPHBOIUT K CHIDKCHUIO BUPYCHOU HArpy3Ku (THTpa
BHpYCa) B TKaHAX JIETkuX. [loBEIaeT HecnenuduaIecKyio pe3uCTEHTHOCTh OPraHu3Ma B OTHOIIIE-
HHU BAPYCHBIX U OaKTeprUaIbHBIX HH(EKITHi.

Kinmangeckas 5ddheKkTHBHOCTE U 6€30I1aCHOCTD

[MUKJIO®EPOH gmemoHCTpHpPYyeT NMPOTHBOBHPYCHYIO aKTHBHOCTH B OTHOIICHHH BO30YIHTENEH
KJIEIEBOro SHIe(annTa, IPHUIIa, Tepleca, [UTOMETAIOBAPYCa, BUPYyCa MANMLIOME] H IPYTHX BH-
PYyCOB.

Ycranosnena Bricokast 3¢(heKTHBHOCTS TIperapaTa B KOMILIEKCHOM Tepalliy OCTPEIX ¥ XPOHHAYE-
CKHX 6aKTepHaIbHBIX HHeKwil (HelponHpEeKIUn, XIIaMAINO3E) B KAYECTBE KOMIIOHEHTA HM-

MYHOTEpaITHH.

5.2. @apmakoknHeTHYECKHE CBOCTBA

ITpu BBENEHME MaKCHMAIBHO JOILYCTHMOM JO3BI MaKCHMAaNbHAs KOHIIEHTPAIMS B KPOBH JOCTH-
raeTcs yepe3 1-2 gaca, gyepes 24 yaca npenapart 0OHapyKHUBaeTCs B CIEIOBBIX KojmaecTBax. [Ipe-
OfioNeBaeT remMarosHuedanuIeckuii O6aprep. Ilepuos MOMyBEIBENEHUS COCTABISET 4—5 9acom.

[MUKJIO®EPOH ne obnagaeT KyMyJIITHBHEIME CBOMcTBaMH. He HakamamBaeTcs B TKaHSIX IPH

JJIATCIIPHOM IIPUMCHCHUH.

6. DAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyens BCOMOraTeIbHBIX BEMIECTB

Bona mia maBexImit.



6.2. HecoBMecTHMOCTD

Henpumenumo.

6.3. Cpok rogaocTH (CpPOK XpaHEHHN)

5 JerT.

6.4. Oco0pIe MepBI IPEAOCTOPOKHOCTH IPH XPAHEHHH

XpaHuTs. B 3aIIXAIIEHHOM OT CBETa MECTE IpH TeMIeparype He Beime 25 °C.

6.5. XapakTep H cofep:kaHue NePBHYHON YIAKOBKH

ITo 2 M1 B aMITy 1ax M3 KOPUIHEBOTO CTeKIIa. Ha aMIry ity HakIeMBarOT STHKETKY CaMOKIIESITYFOCS.
ITo 5 ammyn moMemaroT B KOHTYPHYIO SYefKOBYIO YIIAKOBKY U3 IUIEHKH IMoimMepHoit. KonTyp-
HYIO STY€MKOBYIO YIAKOBKY TEPMOCKJIEHBAIOT C MIEHKOM MOKPOBHOM MITH OCTABILIIOT OTKPHITOM. 1
KOHTYPHYIO SYE€HKOBYIO YIIAKOBKY BMECTE C HMHCTPYKIMEH IO MEIUIIMHCKOMY IPHUMEHEHHIO
(TCTKOM-BKIapIIIEM) IIOMEMAIOT B KAPTOHHYIO MadKy. J{JIs1 KOHTPOJIS IEPBOTO BCKPHITHS (0-

KOBBI€ KJIATIaHbI ITA9KH MOT'yT OBITH 3aKJICEHEI 3TUKETKAMH.

6.6. Oco0bIe MepBI MPETOCTOPOKHOCTH NPH YHAYTOKEHHH HCIOIb30BAHHOIO JIEKAPCTBEH-
HOT'0 IpenapaTa Wik 0TX00B, 0JTy49eHHBIX 0C/Ie IPAMEHEeHH IPenapaTa u pyrae MaHH-
IyJISIHAH ¢ HpenapaTom

Oco0Oble TpeOOBaHUSI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOTI'O YIOCTOBEPEHHU A
Poccuiickas @eneparus

000 «Haytmo-fexnonom%cxaa dapmanesTrgeckas pupma « [IOJIMCAH»
(000 «HTO®D «ITOJINCAHY).

192102, r. Carxt-IletepOypr, yn. Canosa, a. 72, KopiL. 2, IuT. A.

Tenedon: +7 (812) 448-22-22.

OnexrporHas nogra: info@polysan.ru

7.1. IlpencraBuTes Aep:KaTeIs PerACTPANHOHHOIO YAOCTOBEPEHHS
IIperen3un noTpebuTENEH HAPABISITE IO AAPECY:

Poccuiickas @enepanus

00O «Hayuno-Texnonoradeckas papmanesrudeckas pupma «[IOJIMCAH» (000 «HTOD
«IIOJIUCAHY»)

192102, r. Canxr-Ilerep6ypr, yn. Canosa, 1. 72, KopiL. 2, IuT. A.



Tenedon: +7 (812) 448-22-22

OnexTpoHHas nogra: safety@polysan.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. TATA IEPBUYHON PETHUCTPAIIMI/IIOATBEPKIEHUS PETUCTPAIINM (IIE-
PEPEI'MCTPAIIMN)

Hata nepBoit perucTpanuu:

10. TATA ITIEPECMOTPA TEKCTA

O6mas xapakTeprcTHKa JekapcTBeHHoro npenapara [[UKJIO®EPOH poctynHa Ha uHGOpMAIy-
OHHOM mopTaiyie EBpasuiickoro 5K0HOMHYECKOTO COr03a B HHPOPMAIMOHHO-KOMMY HUKAIAOHHOM

cetu «MHTepHET» http://eec.eaeunion.org/

®IBY

s




BEPHO

HToro B HaCTOSIIEM JOKYMEHTE

[POLINTO, MPOHYMEPOBAHO,

CKpEILICHO TIEYaTEIo % &M nucta(oB)
JIOJDKHOCTE:

3aMeCTHTEIb TUPEKTOPA N0 HAYKe M0 HHHOBALMIM

C.B. BrnacenkoBa




