COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.04 2023 N2 8199

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO TIPERAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

LedTazunum-AKOC, 0,25 1, HOpPOIIOK Ui MPUTOTOBJICHUS PAacTBOpa JJsl BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOT'O BBEICHUS.

2. KAUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JeticTBytoiee BemecTBo: nedrazuanm.
Kasxprii daxon comepskut 0,25 1 nedrasumuma (B Buze edrasnanma MeHTaruapara).

BcrnomorareabHbIe BCIICCTBA, HAJIMYMC KOTOPBIX HAA0 YUYMTBHIBATL B COCTABC JICKAPCTBCHHOI'O
npenapara: HaTpuii (cM. paznen 4.4).

[lonHbIii epedeHb BCOMOTaTelIbHBIX BEIIECTB PUBEIEH B paszere 6.1.

3. JEKAPCTBEHHAS ®OPMA
ITopomok AJis PUrOTOBIIEHUS PACTBOPA /11 BHYTPUBEHHOI'O U BHYTPUMBILLIEYHOTO BBEICHHUS.

Benpiii nmn OeNbIi ¢ )KEATOBATHLIM HIIH JKCJITOBATO-KOPUYHECBATBIM OTTCHKOM ITOPOIIOK.

4. KIMHUYECKHUE JAHHBIE
4.1. Illoka3aHusl K IPUMEHEHHUIO

[Mpenapar Ledrasunum-AKOC moka3aH K NpPUMEHEHHIO Yy B3pochbix Hu nereid or 0 et
JUIS JICYCHUT MOHOMH(EKIMA MM CMEMIaHHBIX WHQEKIHH, BBI3BAHHBIX UYyBCTBUTEIbHBIMU
K 1ieprazuiuMy MEKpOOpPTaHH3MaMH, BKITIOYas:

® TsDKenble MHQPEKIUH, TaKhe Kak CENTHIeMus, OakTepuemus, MH(EKIHUU y MalleHTOB
¢ UMMYHOAe(pULIUTOM;

e (OaxkTepualbHBIH MEHUHIHT;

e (peOpmibHas HEUTPONEHUS BCIIEACTBUE OaKTepHaIbHON HHPEKIUY;

® HO30KOMHAJIbHAs THEBMOHMUS;

e OponxojerouyHas OakTepuanbHas HHPEKIHS IPU MYKOBUCIIHJIO3E;

e wuHbpekuu JIOP-opraHoB: XpOHMYECKUN THOWHBIM CpEIHUN OTUT, 3JTOKAYECTBEHHBIN
Hapy’KHBIN OTHT;

®  OCJIOKHEHHbIE HHPEKIIUU MOYEBBIBOJSAIINX MyTEH;

®  OCJIOKHEHHbIE HH(PEKIIUHN KOXKH U MATKUX TKaHEeH;

e UHQEKIUH KeyT0YHO-KUIIIEYHOT'O TPAKTa, XKEeTUEBbIBOJAIINX My TeH;

®  OCJIOXHEHHbIE HHTPAaaOIOMUHANIbHBIE HH(EKIINH;

e HH(EKIUHN KOCTE! U CYyCTaBOB;

® [ICPUTOHHUTHI, CBS3AHHBIE C MPOBEACHUEM TI€MO- W IEPUTOHEAIBHOIO JUalu3a U
C HEMIPEePBIBHBIM aMOyJIaATOPHBIM IEPUTOHEATHHBIM THAIN30M;

e npoduIaKkTUKa MH(YEKIIMOHHBIX OCI0KHEHUH PU Onepanusax Ha IpeacTaTebHON jKeese
(TpaHCcypeTpaibHasi pe3eKIIHs).
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Hedrasumum-AKOC MoxeT Ha3HauyaThesl Kak npenapég'%i;i@gp;ﬁ “E&ﬂy’& it Tp‘é%%%mla

Ha 63KTepI/IOHOFI/I‘-IeCKyIO YYBCTBUTCIIbHOCTD.

LledTasunum MoKeT OBITh HCIONB30BaH B KOMOHMHAIUM C OOJBIIMHCTBOM JApYrux Oeta-
JaKTaMHBIX aHTUOMOTHKOB, a TAKXKE C aMHUHOTIIMKO3HIAMH.

UyBCTBUTENBHOCTh OakTepuil K Ie(Ta3suauMy BapbUpyeTCs B 3aBHCHUMOCTH OT PETHOHA H
C Te4eHHEeM BpeMeHHU. Tam, Irzie 3T0 BO3MOXKHO, JOJKHBI ObITh IPUHATHI BO BHUMAHHE JIOKAIbHbIE
JTAaHHBIE 110 YYBCTBUTEIBHOCTH (CM. pa3zaen 5.1).

4.2. Pe:xuM 103UPOBAHMSI M CIIOCO0 NMPUMEHEHUs

PexxuM J103upoBaHus

o3y mpemnapara yCTaHaBJIMBAalOT WHIAMBUAYAJIBHO B 3aBUCUMOCTHM OT TSDKECTH TEUYEHUS
3a00JIeBaHUs, JIOKAIHM3AINK, BUAA BO3OYAUTENs U €ro YyBCTBUTEIHHOCTH K HedTazuaumy, a
Tak)Ke OT BO3pacTa MarueHTa u (yHKIUU TOYeK.

B3pocnvie
[To 1-6 r/cyTku B 2 unu 3 BBeJCHUS BHYTPUBEHHO WM BHYTPUMBIIIEYHO.

e Ilpu OponxoneroyHoi OakTepuanbHOW HHPEKIUU NPU MYKOBHCIHMI03€ HA3HAYAIOT
o 100150 mr/kr/cyTku, B 3 BBeneHuUs (MaKCUMalbHasi CyTOYHAs J103a COCTaBIsAeT 9 r)l.

e Ilpu  ¢eOpwIbHOW  HEUTPONICHWU  BCIEACTBHE  OaKTepuaabHOH  WH(OEKIUH,
HO30KOMHAJILHOW ITHEBMOHUH, OaKTEpHaTbHOM MCHHHTUTE, OaKTepUEMUN HA3HAYAIOT 110
2 T KaxJple 8 4acoB.

e [lpu uHpekuusx KOCcTeil 1 CyCTaBOB, OCIOKHEHHBIX HH(PEKIUIX KOXKH U MITKHX TKaHEH,
uapekmusx  JIOP-opraHoB, OCJIOXHEHHBIX  HHTPAAOIOMHUHAIBHBIX  WH(EKIHIX,
MIEPUTOHUTAX, CBS3AHHBIX C IPOBEJACHUEM TI'eMO- W IEPUTOHCATHHOIO JHaIH3a U
C HETPEPHIBHBIM aMOyJIaTOPHBIM TEPUTOHEATbHBIM TUATM30M Ha3HayalT mo 1-2 r
Ka)kJble 8 4acoB.

o [lpu nHDEKIHIX KeTyJOUHO-KHIIIEYHOTO TPAKTA U JKETUEBBIBOIAIINX My Tel — | T KaxkIble
8 yacoB wiu 2 T Kaxble 12 gacoB.

o Ilpu TsKENbIX HHQPEKIUAX, OCOOEHHO y TMAalMEHTOB CO CHIKEHHBIM HMMYHUTETOM
(BKJTIOYAst MAIIMEHTOB ¢ HEUTpOIIeHUel ) o 2 T Kaxk/ple 8 niau 12 yacoB, Uiy 1o 3 T KaX/ible
12 gacos.

e [Ilpu ocnoxHEHHBIX UHOEKIHUIX MOYEBBIBOISIINX MyTe PEKOMEHIYeTCs BBOAUTH MO 1—
2 T Kaxpie 8 mwiu 12 Jacos.

e C uenpio Npo(UIaKTUKY IPU ONepalusiX Ha MPECTATEIbHON Kele3e (TpaHCypeTpaabHas
pesexuus) npemnapat Lledprazuaum-AKOC nHasnawaroT B 103¢ 1 T BO BpeMs BBOJHOTO
HapKo3a M BTOPYIO 03y BBOSAT MPH YJAICHUN KaTeTepa.

Pedicum npoonennoti unghysuu®

[Tpu ¢ebpunpHON HEHTpONEHUH BCIEACTBUE OakTepHalbHOM HHGEKIUH, OPOHXOJETOYHOMN
OakTepraTbHON MHGPEKIMH TPU MyKOBHCLU03€, HO30KOMHAIbHONW THEBMOHUH, OaKTepHaIbHOM

1V B3pOoCIIBIX MAIMEHTOB C HOPMANIbHOM (QYHKIHKEN MOYeK IpH BBEIECHUH IPENapaTa B 103€ 10 9 T B CYTKH HOOOYHBIX
3(h¢hexToB He HAOIIIOJATOCE.

2 Tlpum HeOOXOAMMOCTH NPMMEHEHHs MpernapaTa B PeKMME HPOJIEHHOW HH(Y3HM PEKOMEHIYyeTcs IPUMEHATH
npernapatsl nedrasuauMa B 103UpoBKax | ru 2 T.
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MEHUHTUTE, OaKTepueMuu, HHDEKIUAX KOCTeH |1 cyCTagggl:;Jg%%ﬁi}R%pﬁ he 'KIIPB{')JI%%I’(H U

MSTKHX TKaHEH, OCIIOKHEHHBIX MHTPaa0OMHHAIbHBIX HH(DEKINAX, TIEPUTOHUTAX, CBA3AHHBIX C
NPOBEICHUEM TeMO- W TMEPUTOHEATBHOTO JWAlKW3a M C HENPEePBIBHBIM aMOyJIaTOPHBIM
neputoHeabHbIM auanu3oM lledrasunum-AKOC BBOAST B BHJE Harpy304HOM J103bI 2 T C
MOCJIEIYIOIUM BBEJICHHEM Ipernapara B peXuMe NpojyieHHOW MH(]y3uu B g03ax oT 4 10 6 r

Kakble 24 gacal.

Oco0nlie I'PYHOIIbI TAMEHTOB

HauueHmbl noOJ2HCUI020 803pacma

YuauThiBas CHW)KCHHBI KIUPEHC UepTa3uaumMa Yy TMalUeHTOB MOXHIOrO  BO3pacTa,
PEKOMEHIOBaHHAs /1032 Ie)Ta3uuMa He JOJDKHA MPEBBIIIATh 3 T/CYTKH, OCOOCHHO Y MAI[UEHTOB
crapiue 80 mner.

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

I_[e(bTastmM BBIBOJUTCA IMOYKaMH B HCU3MCHCHHOM BUJIC. HOBTOMy ManueHTaM C HAPYHICHHUEM
q)YHKI_[I/II/I IMo4YeK 03y LIC(I)TI/BI/II[I/IMB. PCKOMCHAYCTCA CHU3UTD. HauanpHas J03a COCTaBJIACT 1r.
HOI[I[ep)KI/IBaI-OH_II/IC JO3bI noz[61/1pa10T B 3aBUCHUMOCTH OT 3HAYCHH KIIMPCHCA KPCATUHHHA.

B3DOCJZbl€ u 0demu _c maccou mena 40 k2 u bonee

[Tonnep>kuBatoiue 1036l HePTazsuauMa i MAUEeHTOB ¢ HapylIeHneM (QyHKIIUU OYeK

Knupenc kpearnHuHa Konuenrpauus Pexomennyembie Yacrora BBEACHUS
(M11/MUH) KpEeaTHHUHA B IIJ1a3Me Pa3OBBIC 103bI npenapara
KPOBH, MKMOJIB/JT uedrazuauma (r)
(mr/ )
> 50 <150 (< 1,7) CTaHJapTHBIC J103bI

ot 50 10 31 ot 150 10 200 (ot 1,7 |1,0 Kaxxneie 12 yacos
o 2,3)

ot 30 10 16 ot 200 1o 350 1,0 Kaxxnele 24 yaca
(ot 2,3 m0 4,0)

oT 15 10 6 ot 350 10 500 0,5 Kaxxanie 24 yaca
(ot 4,0 10 5,6)

<5 > 500 (> 5,6) 0,5 Kaxxnple 48 yacos

[MarieHTamM ¢ TsOKENBIME WH(EKIMSAMH PEKOMEHIyeMash pa3oBasi 1032 JOJDKHA OBITh yBEITMYEeHA
Ha 50 % nnm yBennYeHa 4acToTa BBEJICHNS MperapaTa. Y TaKHX IMalMeHTOB CielyeT KOHTPOIHPOBATh
KOHIIEHTpalmio nedrasuamma B TUIa3Me KPOBW; KOHIGHTparms ledrasuamma He JOoIDKHA
npeBbiaTh 40 Mr/m.

I[JIH JeTei KIIMPCHC KpCaTHHUHA PACCUYUTLIBACTCSA B COOTBCTCTBUU C 663)KPIpOBOI>'I MaccoM Tella WId
IUIOMAJAbIO MOBCPXHOCTHU TCIIA.

3V B3pOCIIBIX MAIMEHTOB C HOPMAIbHOM (DYHKIHKEN MOYeK IIpY BBEIECHUH IPENapaTa B 03¢ 10 9 T B CYTKH HOOOYHBIX
3(h¢hexToB He HAOIIIOJATOCE.
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Jlo3bl yepmazuduma 08 nayuenmos ¢ HapyuieHuem 'Mkuﬁ%@é‘k]-g N 'MTﬁb'é'c)'ﬂ%f'mod

UH 3uu4

Kimpenc Konuenrpauus Yacrora BBeieHUS IIpenapara
KpeaTMHHHA | KpeaTWHHHA B IUIa3Me
(M1/MHH) KPOBH, MKMOJIb/JI
ot 50 1o 31 ot 150 m0 200 (o1 1,7 HarpysouHnas 103a 2 r ¢ OC/IeyIOUIUM BBEICHHEM
1o 2,3) .
1-3 r B TeueHue 24 yacoB B peKUME IPOAJIEHHON
nHpy3UU
ot 30 1o 16 jot 200 1m0 350 (o1 2,3 HarpysouHnas 103a 2 r ¢ HOC/IeyIOUIUM BBEICHHEM
1o 4,0) 1 r B TeueHue 24 4acoB B peKUME MPOIJICHHON
nH)Y3UN
<15 > 350 (> 4,0) He oneHuBaoCch

Cnenyer coOm0aTh OCTOPOXKHOCTH TpU  T0a00pe 1103bl. PexkomMeHa0BaH THIATEIbHBIN
KJIMHAYECKHI MOHUTOPHUHT 0e30macHOCTH U 3()(HEeKTHBHOCTH POBOAMMOM TEPATTHH.

Jlemu ¢ maccou mena menee 40 k2

[Tonnep>kuBatoiue 1036l HeTazuanuMa Ui NalueHTOB ¢ HapylIeHneM (QYHKINU TOoYeK

Kiupenc Konnenrparus PexoMeH1yeMbie pa3oBbie 103kl [JacToTa BBEICHUS

KpEaTUHUHA [KpeaTHHUHA B IIa3Me LledTazumuma rperapara

(M/MuB)**  [kpoBH* MT/KT' MacChl TeIa
MKMOJTB/JT (MT/ 1)

ot 50 10 31 |ot 150 g0 200 25 KaskJibie 12 yacoB
(or 1,7 no 2,3)

or 30 o 16 ot 200 mo 350 25 Ka)kaple 24 Jaca
(ot 2,3 10 4,0)

or 15 10 6 ot 350 mo 500 12,5 Ka)kaple 24 Jaca
(ot 4,0 10 5,6)

<5 > 500 12,5 Ka)kble 48 yacoB
(>5,6)

* KOHHGHTpaHI/II/I KpC€aTHHHWHA B IJIa3ME KPOBU SABJIAIOTCA OPUCHTHUPOBOYHLIMU BCIIMYWHAMU,
KOTOPBIC HC MOT'YT YKa3bIBaTbhb Ha OAWMHAKOBYIO CTCIICHb HAPYIICHUSA Q)YHKHI/II/I IIOYECK JJIdA BCEX
MMalMCHTOB.

** Pacuer IMPOU3BCACH Ha OCHOBC IIOIAN MTOBEPXHOCTU TCJIa NI I/I3MepeHI/II71.

V nereli ¢ HapymeHHOﬁ (I)YHKHHCﬁ MOYCK, KJIMPCHC KPCATHHUHA PACCUYUTHIBACTCSA B COOTBCTCTBHUU
C IJIOIIAAbIO TTIOBEPXHOCTHU TEJIa NI 663)KHpOBOI>i Maccoi Tena.

PexoMeHIOBaH TIIATENBHBI KIMHAYECKHMA MOHHUTOPUHT 0€30macHOCTH H  A(PQEeKTUBHOCTH
MIPOBOJIMMOM TEpAITUU.

4 Tlpu HEoOXOAMMOCTH TIPUMEHEHHs TIPENapara B PEXUME MPOJJIEHHON HH(Y3UH PEKOMEHYETCS NPUMEHSTH
npenaparsl nedTrazuauMa B J03UpoBKax 1 ru 2 .
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Peotcum npoonennoi undysuu ons nayuesmos ¢ Hapywendg\h:'cj{;ﬂt%; b‘Jegﬂ EHOCTE 0004)

D¢ dexTuBHOCTS U 0e30MacHOCTh IedTasuarmMa, BBEICHHOTO B PEKUME MPOUICHHOW MHPY3UH Y
Jereil ¢ HapylieHueM (DyHKIIMK TOYeK M Maccoil Tena meHee 40 Kr He M3ydanuch. PexoMeHoBaH
TINATEIBHBIA KIIMHUYECKHA MOHHTOPHUHT 0€30MacHOCTH U 3(P(PEKTUBHOCTH MPOBOANMOI Teparuu.
Ecnu pexxuM mipo yuieHHON HH(Y3UH HCHIOJIB3YEeTCs y ACTeH ¢ HapylIeHneM (YHKIMU MOYEK, KIMPEHC
KpeaTHHUHA JOJDKEH OBbITh PAacCUMTaH B COOTBETCTBUM C IUIOLIAJbIO MOBEPXHOCTH Tela WU
0e3)KUPOBOI Maccou Tea.

Temoouanus
Bo BpeMst remojirain3a rmeprot moJTyBbIBEICHHS COCTABIISET 3—5 4acoB.

[locne kaxaoro ceaHca TIeMOAMAIN3a BBOAAT IIOJUIEPKUBAIOINME JI03bl  Ledrasuanma,
B COOTBETCTBHH C ITPUBEACHHOM BbIIIE TAOIULIEH.

HepumOHeaﬂbelﬁ ouanus

Ledrazugum MOXHO TPUMEHATH BO BpPEMsl TEPUTOHEATHHOTO JUANIN3a W HEMPEPHIBHOTO
aMOyJIaTOPHOTO TMEPUTOHEATHLHOrO JHanu3a. B JomoiHeHHMEe K BHYTPUBEHHOMY BBEICHHIO
nedTazuaumM MOKHO T0OABIISATH B pacTBOP I auaiu3a (00brdHO B 03¢ 125-250 Mr Ha 2 auTpa
pacTBopa IS AUAIIN3a).

JIns manyeHToB ¢ MOYE€YHON HEIOCTAaTOYHOCTBIO, HAaXOAIIUXCS Ha HEMPEPHIBHOM I'€MOIHAIIN3E
C UCIIOJIBb30BaAHUCM apTepI/IO-BCHO3HOFO HIYHTa, NJIIN JJIA INannucCHTOB, HaXOAIINUXCs
Ha BLICOKOCKOpOCTHOfI FeMO(l)I/IJII)TpaIII/II/I B OTACJICHUN I/IHTGHCI/IBHOI;'I Tepam/m, peKOMeHIIyeMaﬂ
71032 COCTaBJISIET | I/CyTKU €XKeTHEBHO (B OJTHO MM HECKOJBKO BBEJCHHH ).

Jl1s manMeHToB, HaXOASIIUXCSl HA TEMOQUIbTPALIUU C HU3KOH CKOPOCTBIO, PEKOMEHIYIOTCS TAKHE
e J103bl pernapara, Kak Ipyu HapyleHUH (QyHKIHUU TOYeK.

HaLII/IeHTaM, HaxXoOAMMMCA Ha reMoJualin3c HUIIN FCMO(I)I/IJ'IBTpaI_II/II/I C HCIIOJIBb30BaHHUECM BCHO-
BCHO3HOI'O IIYHTA, pPCKOMCHAYIOTCA NO3bI, IPCACTABIICHHBIC B Ta6nnuax HHWKC.

ﬂ03bl ued)mas’udwwa Y nayuenmoses, HQXO()}IWMXC}I HA eeMoqbuJmepauuu C NPUMEHEHUEM BEHO-

6E€HO3HO20 WyHna

Kimupenc kpeatununa, ([lognepkuBarorias 103a (Mr) B 3aBUCUMOCTH OT CKOPOCTH
M1/ yIbTpapuIbTpanuu (Mi1/MUH)*

5 16,7 33,3 50
0 250 250 500 500
5 250 250 500 500
10 250 500 500 750
15 250 500 500 750
20 500 500 500 750

*Honuepmmawmaﬂ J03a Ha3Ha4YacTCA KaXXIbIC 12 gacos.

® [lpu HEOOGXOAMMOCTH NPUMEHEHHUs MpENapara B PEXHUME MPOJJIEHHON HH(Y3UH DEKOMEHIYETCS NPUMEHSATH
npenaparsl nedTrazuauMa B J03UpoBKax 1 ru 2 .
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Jlo3bl ued)masudwwa Y nauuermoe, HaXOaﬂI/L{MX(}Z HAa Herigg;b:ttsl%};';éWOEQJEEgQ:J@J@éIQQAueM

B6E€HO-6EHO3HO20 UlyHma

Kiupenc [ToanepxuBatoras 103a (Mr) B 3aBUCUMOCTH OT CKOPOCTH JAHan3a™
KpeaTHHUHA, MJI/MUH

1,0 n/gac 2,0 n/g9ac
Cxopocts ynbrpadribrpanuu (01/49) |{CKopocTh yabTpaduabTpamuu (J1/9)
0,5 1,0 2,0 0,5 1,0 2,0

0 500 500 500 500 500 750

3) 500 500 750 500 500 750

10 500 500 750 500 750 1000

15 500 750 750 750 750 1000

20 750 750 1000 750 750 1000

*[TopneprkuBaroIias 103a Ha3HaYaeTCs KaxKapie 12 Jyacos.
Tlayuenmsi ¢ HapyweHnuem yuKyuu neveHu

CornacHO MMEIOIIMMCS JAaHHBIM, HET HEOOXOJUMOCTH B KOPPEKLHMM pEeXuMa JO3UPOBAHUS
y MaIMeHTOB C JIETKOM M CpeAHeH CTemneHblo HapymieHus (yHKuuu nedeHu. OTCYTCTBYIOT
pe3yJIbTaThl MCCIEIOBAHNN C y4acTHEM TAIMEeHTOB C HapylIeHHWEM (YHKIUU MEYCHU TSDKEITON
cTenieHd. PexkoMeHayeTcss TINATENbHbI KIMHUYECKU MOHUTOPUHI  O€30MAaCHOCTH U
3¢ (eKTUBHOCTH NPOBOAUMON TEpAIUH.

eTH
Jlemu ¢ maccout mena 40 ke u 6onee

Pexum AO3UPOBAHUA Y JeTe ¢ Mmaccod Tena 40 kr u Oollee HE OTIMYACTCA OT peKumMa
A03UPOBaHUA A1 B3POCIIbIX.

Jlemu cmapwe 2 mecsayes ¢ maccou mena menee 40 ke

e Ilpu uHQpeKUMIX KEITyAOYHO-KUIIEYHOIO TpakTa M KEeMYeBBIBOAAMIMX IyTed 30—
100 mr/kr B cyTKH B 2 UM 3 BBEICHUS.

e Ilpu wuHpexknusx JIOP-opraHoB: XpOHMYECKOM THOMHOM  CpE€IHEM  OTHTE,
3]I0KQYE€CTBEHHOM HApY>XHOM OTHUTE, OCJIO)KHEHHBIX HMH(EKUUSIX KOCTe M CyCTaBOB,
OCJIOKHEHHBIX HHPEKIUAX KOXKH U MATKHX TKaHel, 0CII0)KHEHHBIX UHTpaaOJ0MUHAIIbHBIX
MHQEKIUSIX, MEPUTOHUTAX, CBSA3AHHBIX C IPOBEACHHEM TI€MO- M MEPUTOHEAIbHOIO
JIaTN3a 1 ¢ HeTIPEPBIBHBIM aMOyJIaTOPHBIM NepUTOHEATbHBIM truann3oM — 100—150 mr/kr
B CYTKH B TPU BBEJCHHS, MAKCUMAJIbHO — 6 I/CYTKH.

e Ilpu ¢ebpunbHON HEUTpoNeHUH, OpPOHXOJIETOYHOW OakTepuanbHOW HHQPEKIUU MpU
MYKOBHUCIH/103€, OaKkTepUaJbHOM MEHUHTUTE, TSKENbIX HWHQPEKUUAX, TaKuX Kak
cenTHUIeMUsi, OaKTepreMusi, MHOEKINH y MallUeHTOB ¢ UMMYyHoaehuuToM — 150 Mr/kr
B CYTKH B TPU BBEJCHHS, MAKCUMAaJIbHO — 6 T/CYTKH.
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(NOCNEQCBATENEHOCTE 0004)

Peorcum npoonennoti undysuu®

[Ipu ¢eOpunbHON HEHTpONEHNH BCIICACTBUE OakTepUAIbHOW HH(EKIHH, OPOHXOJIErOYHOM
OakTepuanbHOU MH(EKIMH MPU MYKOBHUCIIH103€, HO30KOMHUATHHON MHEBMOHUH, 0aKTePHATEHOM
MEHUHTHTE, OaKTepUEeMUU, HHPEKIUAX KOCTEH U CYCTaBOB, OCIOXHEHHBIX HHPEKIUAX KOXKHU U
MSTKUX TKaHEW, OCIOKHEHHBIX MHTPAa0JOMUHATBHBIX WH(EKIHIX, IEPUTOHNUTAX, CBI3AHHBIX C
MPOBEJCHUEM TE€MO- U MEPUTOHEATbHOrO JHaiu3a U C HENpPepbIBHBIM aMOYJIaTOPHBIM
nepuToHealbHbIM uanu3oM lledTtasunum-AKOC BBOIAT B BHJIE HArpy304HOW 103b1 60—
100 mr/Kr ¢ mociaeayomuM BBEICHUEM TIpenapara B peKUMe MpoIeHHOW nH(y3uu B 103e 100—
200 MI/KT B CyTKH, MAaKCUMAJIBHO 6 T B CYTKH.

Hosopooicoennvie 6 6o3pacme om () 0o 28 oweii u demu 6 gozpacme om 28 Oweil u 0o 2 mecayes
[To 25—60 MI/KT B CyTKHU B 2 BBEJICHUSI.

Peoicum npoonennou undysuu

bezonacHocth W 3pQEKTUBHOCTh HepTasuauMa B pPEXKHME TMPOUICHHOW WHPY3UH Yy
HOBOPOXAEHHBIX OT 0 10 28 nHEl u AeTeil B Bo3pacTe OT 28 qHel A0 2 MECSLEB HE U3yYallH.

Cnoco6 IIPUMCHCHUA

[Ipemapat BBOJASAT BHYTPUBEHHO WM INIYOOKO BHYTPUMBILIIEYHO B OOJIACTh BEPXHEHAPYKHOTO
KBaJpaHTa OOJIBIION ATOJUYHOM MBIIIITHI WJIU JIATePaTbHOM MOBEPXHOCTH Oepa.

PacTBOp medrazuarma MOXKHO BBOJIUTH HEMOCPEICTBEHHO B BeHY WM B TPyOKy MH(Y3MOHHON
CUCTEMBI, €CJIU MallMEeHT MO0Jy4yaeT UHPY3UOHHYIO TEPAIUIO.

WHCTpYKIMM TIO TPUTOTOBJICHHIO (PacTBOPEHHIO) JIEKAPCTBEHHOI'O TIpemapara Iepen
IPUMEHEHUEM CM. B pazjeie 6.6.

Hepez[ IMPOBCACHUCM BHyTpHMBIHIC‘IHOﬁ HMHBCKI NN He(1)Ta3I/I,Z[I/IMa C UCITIOJIB30BaHHUECM JIMAOKAKHA,
HCO6XOI[I/IMO HCKIOYUTh HAJIU4YHC HpOTHBOHOKEBElHPIfI K JIMAOKAaWHYy. HpOTI/IBOHOKEBaHI/IfI K
MNPUMCHCHUIO JIMAOKAWHA IIPUBCACHBI B HWHCTPYKIUHW 110 MCAUIMUHCKOMY JIIPUMCHCHUIO
JINAOKanHa. PaCTBOp, coz[epxcanmﬁ JUAOKAaHNH, HCJIb3s BBOOAUTH BHYTpI/IBeHHO!

4.3. IlpoTuBONOKa3aHUS

e [ UnepuyBCTBUTENBHOCTD K MEPTA3UAUMY WU K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEPEUHCIICHHBIX B pa3zzaene 6.1;

o [ UnepuyBCTBUTENBHOCTD K IPYTUM 11€(halOCIOPUHOBBIM aHTHOMOTHKAM B aHAMHE3E;

o TspKenble peakuu TUIEPUYyBCTBUTENBHOCTH (HampuMmep, aHapUIAKTHUYECKUE PEaKIUu)
K JIpyTuM OeTa-JIaKTaMHBIM aHTHOAKTEpHAIbHBIM MIperapaTaM B aHaMHE3e.

4.4. OcoOble yka3aHusl M MepbI NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

[Tepen nauanom sedenus npenaparom Lledgrazunum-AKOC Heo6xoanMo cobpaTh MOIPOOHBIM
aHaMHE3, KacaloUIMiicsl MpEAIIECTBYIOIIMX PpPEaKUWi  IOBBILIEHHOWM YYyBCTBUTEIBHOCTHU
Ha 1eTazuaum, 1edaiocnopruHbl, MEHUIMIIIMHBI WA JpyTUe MpernapaThl.

Oco0oe BHUMaHHE CIIeTyeT 0Ka3aTh MalMeHTaM C IPEIIIECTBYIONIEH HETSKEIO0N alljiepruueckoi
peaknuell Ha TNEHUUWUIMHBI WM Jpyrue OeTa-lakTaMHble aHTuOMoTUKH. [Ipu passButuun

® Tpu HEOOGXOAMMOCTH NpUMEHEHHUs MpENapara B PEXUME MPOJIEHHOH MH(Y3UMM DPEKOMEHIyETCS TPHUMEHSATH
npenaparsl nedTrazuauMa B J03UpoBKax 1 ru 2 .
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aJIepru4ecKoi peakuuy K nedTasuauMy mpengpar cneﬁl;]e';f:%gﬁglfggh%@kd@%{%ﬂ&%ﬁmx

ClIydasix MOXKET MOTpeOOBaTHCs MPUMEHEHUE SMTUHEPpUHA, THIPOKOPTU30HA, AHTUTHCTAMHHHBIX
IIPEnapaToB UiM IIPOBEACHUE IPYTUX IKCTPEHHBIX MEPOIIPUATHH.

[edTazumum ciieqyeT ¢ OCTOPOKHOCTHIO MPHUMEHSTh Yy MAIMEHTOB C SI3BEHHBIM KOJIHTOM
B aHaMHeE3e€.

OpnHoBpeMeHHOE MpHUMEHEHHE 11e(aJoCOPUHOB B BBICOKOH 03¢ € He()POTOKCHUYECKUMU
npenapaTaM, TaKMMH KaK aMUHOTJIMKO3UAbl WIM JIUYPETUKU C BBIPAKEHHBIM JIEHCTBUEM
(nanpumep, GypocemMu1), MOXKET OKa3aTh HEraTUBHOE BIMSIHKUE HA (YHKIUIO TTOYEK.

[TockonbKy 11edTa3uIuM BEIBOJUTCS TOYKAMH, Y MAIIMEHTOB C TIOYEYHON HEJJOCTATOYHOCTBIO €ro
7032 JOJDKHA OBITh CHHMJKEHAa B COOTBETCTBUU CO CTEICHBIO HapyHIeHUS (QYHKIMH TOYEK.
Coo0mmanoch 0 HEBPOJIOTHUSCKUX HAPYIICHUSX Y MAIMEHTOB C MOYEYHOW HEIOCTATOYHOCTHIO
B CJTy4JasiX, KOTJa J103a He Oblia CHIKeHa (cM. pa3zenst 4.2, 4.8).

Onucanbpl ciayyad BO3HHUKHOBEHHS IICEBJIOMEMOpPAHO3HOIO KOJUTAa HpU HPUMEHEHUU
AHTUOMOTHUKOB, CTENEHb TSHKECTH KOTOPOIO MOXET BapbUpOBaTh OT JIETKOH /10 yrposkarolei
#u3HU. [103TOMYy Ba)XKHO YUUTBIBaTh BO3MOKHOCTh Pa3BUTHUS IICEBIOMEMOPAHO3HOTO KOJIUTA
y MalMeHToB C Juapeed BO BpeMs WM Iocje MpUMEHeHHs aHTHOumoTukoB. Ecnm nmapes
JUINTEIbHAS WM UMEET BBIPAXKECHHBIN XapaKTep, WIKM MalUEHT UCHBITHIBAET CIa3Mbl B )KMBOTE,
J€YCHHE JOJDKHO OBITh HEMEUIEHHO IPEKpallleHO, M IAlMEHT JOJDKEH OBITh 00CIeN0BaH.
IIpenapatrsl, TOpMO3SIIKE IEPUCTATBTUKY KUIIEYHUKA, IPOTUBOIIOKA3aHBbI.

JlirenpHOE TPUMEHEHHWE AHTHOMOTHKOB IMUPOKOTO CIICKTpAa ICHCTBHS, B TOM YHCIEC U
neTazumMa, MOXKET MPUBECTH K YBEIMYCHHIO POCTa HEYYBCTBHTEIBHBIX MHUKPOOPTaHHW3MOB
(mpeumytectBenHo pomoB Candida u Enterococcus), mpu 3ToM MOXKET MOTPeOOBATHCS
NpeKpalleHhe JICUCHHs] WM IPOBEICHHE COOTBETCTBYIOIIEH Tepamuu. Bo Bpems JedeHus
HEOOXO0JIMMO MTOCTOSIHHO OIICHUBATh COCTOSTHHE MAIMCHTA.

Kak u mpu neueHun napyrumu 1edaniocnopuHaMH M TMEHULIWUIMHAMHU IIHPOKOTO CIIEKTpa
NEHCTBHUS, TPU HCIONB30BAHUM IMePTa3uauMa Yy HEKOTOPHIX H3HAYAIbHO YYBCTBUTEIBHBIX
mrammoB Enterobacter spp. u Serratia Spp. MokeT pa3BUBATbCS PE3MCTEHTHOCTH, MOITOMY
IIpH JICYCHUH WHQEKINH, BBI3BAHHBIX 3THMH MHKPOOPTaHU3MaMH, CIIEYeT TEPHUOIHYSCKU
MIPOBOJIMTH MCCIICIOBAaHNE HA TYBCTBUTEIHHOCTh K AaHTHOHOTHKAM.

[edrazuaum He BIUSET HA PE3yJIbTATHI OMPEACIICHUS TIIFOKO3bI B MOYE C TTIOMOIIBIO (hePMEHTHBIX
METOJIOB, HO MOXET BBI3BaTh CJ1a00€ WCKKEHUE pe3yJibTaTOB aHallM3a, OCHOBAaHHBIX
Ha BoccTraHoBieHuu meau (benennkra, @enunra, Knuaurecr).

L[e(l)TEBI/II[I/IM HC BJIMACT HA KOJIMYECTBCHHOC ONPCACIICHUC KPCATUHUHA HICIIOYHO-IIMKPATHBIM
MCTOA0OM.

HeATpoTOKCHYHOCTD

CoobOmamoch 0  ciaydasx pa3BUTHS  HEUPOTOKCHYHOCTH, CBA3AHHOHM C  JIeYCHUEM
nedamocnopuaamu. CHUMITOMBI BKJIIOYAIOT JHIE(DATONATHIO, CYJOPOTH W/WIM MHUOKIOHYC.
®akTopel pUCKA BKIIOYAIOT TMOXKWJIOW BO3PACT, MOYEUHYIO HEIOCTATOYHOCTH, 3a00JICBaHUS
LHEHTPaJIbHOW HEPBHOW CHUCTEMBI M BHYTPUBEHHOE BBeleHUE. [Ipu MOsBIEHUUM CHUMIITOMOB
HEHPOTOKCUYHOCTH CJIEAYET PAaCCMOTPETh BOIIPOC 00 OTMEHE Mpermapara.
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Harpwuit

Hannsiii npernapat cogepxut 0,475 mmons (unu 10,85 mr) Hatpus Ha drakoH. DTO HEOOXOIUMO
YUUTBIBATH MALIMEHTAaM, HAXOSIIUMCS Ha JIUETE C OTPAHUYCHUEM MTOCTYIUICHHS HATPHSI.

4.5. B3anMojgelicTBMe C JAPYrHMH JIEKAPCTBEHHbIMH TMpenapaTaMd M JApPyrue BHJbI
B3aNMOJAEeHCTBUSA

OnHOBpEMEHHOE BBEJICHHE BBICOKHX /103 e TazuanMa 1 HepOTOKCUUECKUX MPENapaToOB MOXKET
OKa3bIBaTh HEOIArOMPHUATHOE BO3AEHCTBUE HAa (QYHKIMIO ITOYCK (cM. paszen 4.4).

LledTasunum, Kak U Ipyrue aHTUOMOTHKH, MOXET HapyllaTh KUIICYHYIO MHKpPOQIIOpY, YTO
MOXET TPHUBOJUTh K CHIDKCHHIO peabcopOIMy SCTPOTeHOB W CHIDKEHHIO 3(PPEKTHBHOCTH
KOMOWHHUPOBAHHBIX IEPOPATEHBIX TOPMOHAIBHBIX KOHTPALICTITHBOB.

Xnopamdenukon aeicTByeT IN Vitro kak aHTaroHUCT Hedrazuauma u Ipyrux nedaiocrnopruHOB.
Knunnueckass 3HaAUYMMOCTh JAQHHOTO SIBJICHHS HE M3BECTHA, OJHAKO IPH OIHOBPEMEHHOM
BBE/ICHIH HEOOXOAMMO yYUTHIBATH BO3MOXHBIH aHTarOHU3M JICHCTBUSI.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTALHS

bepemeHHOCTD

Her opanHbIX, [NOATBEPXKIAIOIUX OSMOPUOTOKCHYECKOE WJIM TEPATOI€HHOE JIEWCTBUE
nedrazuauma, oxgaako mpemapar ledrazuaum-AKOC crenyer ¢ 0CTOPOKHOCTHIO MPUMEHSTH
JKCHIIMHAM B IICPBBIC MECAILbL 6epeMeHHOCTI/I. HpI/I HCO6XOI[I/IMOCTI/I MNPUMCHCHUS IIpCIiapara
HedTtazugum-AKOC mipu 6epeMeHHOCTH ClIeIyeT COU3MEPATH OKUAAEMYIO TIONB3Y JIJIsl MAaTEePH U
MOTEHLUAIBHBIA PUCK IS IO/,

JlakTauus

LledTasunum BbIAEIAETCS ¢ TPYJHBIM MOJOKOM B MajOM KOJHYECTBE, [MO3TOMY HEOOXOJMMO
coOJII0/IaTh OCTOPOXHOCTh HPU MPUMEHEHMH Ipernapara KOpMALIMM >KeHIIMHaMm. B ciydae
BO3HUKHOBEHHUS HEONaronpusTHbIX J(PQGEeKToB y JAered, HaXOASAIMIUXCS Ha TPyJHOM
BCKapMJIMBaHUH, HEOOXOJUMO MPEKPATUTh I'PyTHOE BCKapMIIMBAHUE.

4.7. Bausinue HA CHOCOOHOCTD YIpPaBJIATH TPAHCHOPTHBIMHU CpPEACTBAMH H paﬁoTaTb
C MEXaHU3MaMHU

HOCKOJ’ILKY He(l)TaIﬂI/II[I/IM MOKCT BbI3bIBATH TOJIOBOKPYIKCHUC, H606XOI[I/IMO npeaynpeauTb
ManueHTOB 0 MEpax MPEAOCTOPOKHOCTHU IIPHU YIIPABJICHNUU TPAHCIIOPTHBIM CPECIACTBOM HUJIA pa60Te
C ABMXXYIIUMUCA MEXaHU3MaMHU.

4.8. HexkesaTelbHbIEe peaKkIUH

PesroMme HexxenaTeabHbBIX PEAKIINT

Jlist onMcaHusl 9acTOTHI HEXENNaTeNbHBIX PEaKIMi MCIONb3yeTCs CIAeAyIoas KiacCupUKaIus:
oueHb yacto (> 1/10), gacto (> 1/100, no < 1/10), mewacro (> 1/1000, Ho < 1/100), peaxo
(> 1/10000, HO < 1/1000) 1 ouens penko (< 1/10000), Bkitouasi enuHUYHBIC ciiy4au. Kareropuun
4acTOThl OBUTM C(HOPMUPOBAHBI Ha OCHOBAHWUHM KIMHHYECKHX HCCIICIAOBAaHUHN ledTazuauma u
MOCTPETHUCTPAIIMOHHOTO HAOIIOICHHS.

HexenarenbHple peakiuyd CrpynmupoBaHbl B COOTBETCTBHU C KJIACCAMH CHUCTEM OPTaHOB
MEIUIIUHCKOTO CIIOBAps /Il HOPMaTHBHO-TIPaBOBOi aestenbHoctn MedDRA.
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Hngpexyuu u uneazuu

Heuacro: kanaumo3 (BKIOYas BATMHUT U KaHIHMI03 TOJIOCTH PTa).
Hapywenus co cmoponbl cucmembvl Kpogu U IUMPAMUIecKoll Cucmembul
Yacro: 203uHOGMINS, TPOMOOITUTO3.

Heuacro: nelikonenus, HEUTPONIEHUS U TPOMOOLUTOIIEHUSI.

Ouensb peaxo: TMM(OIUTO3, FTEMOIUTHYECKAs aHEMUS, arpaHyJIOLUTO3.
Hapywenus co cmopoHbl uMMYHHOU CUCmeMbl

Ouyenp peako: aHaQUIAKTUYECKUME peakIuHu (BKJIOYas OpOHXOCHAasM W/MIU CHIDKEHHE
apTepHaIbHOTO JaBIICHUS).

Hapywenusa co cmoponul HepeHotl cucmembl
Heudacto: ronoBHast 60716 ¥ TOJIOBOKpPYKEHHE.
OueHb penko: mapecresus.

Yacrora HEM3BECTHA: CYAOPOTH

Coo6manoc5 0 ClIydasXx HEBPOJOIHYCCKUX HapymeHI/Iﬁ, TaKUX KaK TpPEeMOp, MHOKJIIOHH:,
CyAoporu, SHHeQ)aHOHaTI/IH, KOMa, KOTOPbIC OTMCHUAJIMCH Y IMAIIUCHTOB C HAPYIICHUECM (1)YHKI_II/II/I
IMOYCK ITPH HEAOCTATOYHOM CHHUIKCHUHU I03bI He(bTaSI/II[I/IMa.

Hapywenus co cmoponul cocyoos

Yacro: hnedut umu TpoMO0¢IeOuT Mpu BHYTPHBEHHOM BBEJICHHH.
Kenyoouno-kuuieunvie napyuenus

Yacro: nquapes.

Heuacro: TomnoTa, pBoTa, 60711 B )KHUBOTE M KOJIUT.

OueHb peaKo: HEMPUATHBIN BKYC BO PTY.

Konur wmoxer Obith Bb3BaH  Clostridium  difficile u  Moxker mposBisThCs — Kak
TICEBIOMEMOPAHO3HbIH KOJIUT (CM. pasnen 4.4).

HapymeHuﬂ CO CNOPOHbL NeYeHUu U DfC€ﬂ’{€6bl60a}llxl4uX nymezZ

YacTo: TpaH3UTOPHOE TMOBBIIEHHE OJHOIO MM 0Oojee «IEeYEHOUHBIX» (EPMEHTOB:
anannHaMmuHoTpaHcepassl (AJIT), acmapraramunoTtpancgepassl (ACT), nakraTaeruaporeHassl
(JIAT), ramma-rnyramunrpancnentuaassl (I'TTII) u menounoit pocdarazsr (LLD).

OueHb peKo: Kenryxa.

Hapywenus co cmopoHbl Kodicu u nOOKONACHBIX MKAHEl
Yacro: msITHUCTO-NAIyJIe3Hasl ChIIlb WIIM KpalMBHUIIA.
Heuacro: 3ya.

OueHb PEAKO: aHI‘I/IOHCBPOTI/I‘{eCKI/Iﬁ OTCK, MHOFO(I)OpMHaSI opUTeMa, CUHAPOM CruBeHca-
I[)KOHCOH& 1 TOKCUYECKHUM Z-)HI/IIIepMaJIBHHﬁ HCKPOJIN3.

Hapywenus co cmoponsl nouek u mMouesvbi800awux nymeti
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OueHb PeIKO: HHTEPCTHIIMATBHBIA HEDPHUT, ocTpast nmé%gg%g@%o@gﬂﬂf:cT: 0004
pex pcTun pHT,

Obwue napywenus u peakyuu ¢ Mmecme 68e0eHUs.

UYacrto: 6011 1/UiTK BOCTIAJICHHUE MTOCJIC BHYTPUMBIIIICYHOW WHBEKITUH.
Heuacro: nuxopazaxka.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

YacTo: nojoxuTenbHas npsMas peakius Kymoca.

Heuyacro: IMPEXOAAIICE MOBBIMNICHUEC KOHICHTPpAIU MOYCBUHBI, a30Ta MOYEBUHEI B KPOBU /U
CBIBOPOTOYHOTI'O KPpCAaTHHHUHA.

[TonoxxurenpHas peakuusi KymOca Habmronaercss mpuMepHo y 5 % ManueHToB, IPpU 3TOM MOTYT
HaOJII01aTHCS COOTBETCTBYIOIINE U3MEHEHHS JTa00PATOPHBIX MTOKa3aTeseil KPOBH.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0maTh O TIOMO3PEBACMBIX HEKENATEIbHBIX PEAKIUSAX I[OCIE€ PEerucTpanuu
JIEKApCTBEHHOTO Tperapara ¢ Hellbl0 00eCTIeYeHNsT HePEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MenunuHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo0Iare O JIIOOBIX MOJ03PEBACMbIX HEXKENATENbHBIX PEeaKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HALMOHAJIbHBIE CUCTEMbI COOOILEHUS O HEXKEJIaTeNIbHBIX peakUsIX ToCydapCcTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOro COr3a.

Poccuiickasa ®@eoepayus

OenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBraanazop)
109012, MockBa, CnaBsHCKas 11omas, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(bOpMaHPIOHHO-TeHeKOMMYHHKaHHOHHOﬁ CE€THU «I/IHTepHeT»Z
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CumMnToMbI

Hepez[oznpOBKa MOXET TPUBECTU K HEBPOJIOTHMYCCKHUM  OCJIOXKHCHHAM C PA3SBUTHUEM
sHIe(DaTONaTHH, CYJIOPOT U KOMBI.

Jleuenue

CO,[[ep)KaHI/IC I_Ie(l)Ta3I/II[I/IMa B IJIa3M€ KPOBU MOKHO YMCHBIIWUTL C ITOMOIIBIO TEMOJUAIN3a UIIN
MNEPUTOHCATILHOI'O JUaJIn3a. CuMnroMaruyeckas TCparus.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBa

dapmakoTepaneBTUUYECKass TPYIa: aHTHOAKTEPHAIbHBIC CPEACTBA CHUCTEMHOTO JICHCTBUS,
Ipyrue OeTa-TakTaMHbIe aHTHOAKTepUATIbHBIE CPEICTBA; IE(PATOCITOPHHBI TPETHETO MOKOJICHHUS.

Kox ATX: JO1DDO02
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MexaHu3M IeHCTBUS

edrazumum sBisiercs nedanocnopuHoBbiM  aHTuOMOTHKOM Il mokomenus. Oxa3biBaeT
OaKTEpUIIUTHOE ICHCTBHE, HAPYIIast CHHTE3 KIIETOYHOU CTEHKU OaKTEpHUH.

dapmakoguaamuyeckue d3PHeKTol

PacnpoctpanenHOCTs TPUOOPETEHHON yCTOMYMBOCTH OakTepwii K medrazuauMy BapbUpyeTCs
B 3aBUCMMOCTH OT PETMOHA U C TEYEHUEM BPEMEHHU, Y ONPEEICHHBIX BUJOB MUKPOOPTAaHU3MOB
YCTOWYMBOCTh MOXKET OBbITh OYEHb BBICOKOH. lIpennmouyTHTEeNbHO HUMETh JIOKAIbHBIE JTaHHBIC
[0 YyBCTBUTEIBHOCTU M PACHPOCTPAHEHHOCTH MHUKPOOPIaHU3MOB, MPOAYLHPYIOIMX OeTa-
naktamassl pactupertoro crekrpa (bJIPC), ocobeHHo npy Tepanuu TAKENBIX HHPEKITH.

Hwxe npuBesieHa akTHBHOCTB 1edTazuanma in Vitro.
Bakmepuu, 06vb1uno uyecmeumenvhuie Kk yeghmazuoumy

I pamnonoorcumensvvie Cl3l706bl

Beta-hemolytic streptococcit
Staphylococcus aureus (ITaMMbl, 4yBCTBUTEIbHBIE K METULMILIHHY)!

Koaeynaszonecamuenvie cmaguioxoxku  (IITaMMbI, UYyBCTBUTENIBHBIE K  METHUIMILIIHNHY)
I pamompuyamenvhvie aspobwvi

Haemophilus influenzae, Bkmiouas ycToifunBble K aMIMUMIIMHEY ITAMMBI

Haemophilus parainfluenzae
Neisseria gonorrhoeae
Neisseria meningitidis?
Pasteurella multocida
Proteus spp.!

Providencia spp.

Salmonella spp.

Shigella spp.

baxmepuu, Ons xomopwix eepoamna npuobpemenHas pe3uUcmeHmHoCms K yeghmazuoumy
I pamompuyamenvrvie aspoobi

Acinetobacter spp.

Burkholderia cepacia

Citrobacter spp.!

Enterobacter spp.*

Escherichia colit

Klebsiella spp., Bkmouas K. pneumoniae?
Pseudomonas spp., Bkitouas P. aeruginosal

Serratia spp.!
12
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Yersinia enterocolitica

I pamnonoorcumensvvie 03D06bl

Streptococcus pneumoniae’
Viridans group streptococci

I pamnonoorcumenvuvie aHa3D06bl

Clostridium spp., e Bximouas C. difficile
Peptostreptococcus spp.
Propionibacterium spp.

I pamompuyamenvhsie CZHCZSDO6bl

Fusobacterium spp.
baxmepuu, obradarowue npupooHoL YCmoudusocmoio K yepmazuoumy

I pamnonoorcumensvvie Cl3l706bl

Enterococcus spp., Bkiarouas E. faecalis u E. faecium
Listeria spp.

Fpamompuuameﬂbele a3p06bl

Campylobacter spp.

I pamnonoorcumensvivie ClHCl3l706bl

Clostridium difficile

I pamompuyamenvhsie aHa3D06bl

Bacteroides spp., Bxirouas B. fragilis
IIpouue

Chlamydia spp.

Mycoplasma spp.

Legionella spp.

! — JIA JaHHBIX 63KTCpPII>i KIIMHUYCCKasa 3(1)(I)GKTI/IBHOCTB

MPOACMOHCTPHUPOBAHA B KIIMHUYCCKUX UCCICAOBAHUAX.

5.2. ®apmakoKuHEeTHYeCKHUE CBOHCTBA

AOGcopOnus

nedrazuauma  ObLIa

[Tocne BHyTpuMBIIIEYHOTO BBeeHUs HedTazuauma B 1o3e 0,5 r u 1 r B mazme KpoBH OBICTPO
JIOCTUTAIOTCSl MaKCUMaJIbHbIE KOHLIEHTpaluu npernapara (18 mr/m u 37 MI/a cOOTBETCTBEHHO).
Yepes 5 MUHYT 1ociie BHYTPUBEHHOTO OOJIOCHOTO BBE/IEHUS MpenapaTa B 1o3e 0,5, l rumu 2 v
€ro Mja3MeHHbIe KOHIIEHTPALUU COCTABIAIOT 46 Mr/i1, 87 mr/i u 170 Mr/in cOOTBETCTBEHHO.

Pacnopenenenune
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B mnasme KpoBH COXPaHSIOTCS TEpaneBTUUYECKU 3@¢é%ﬁﬂ1@%ﬁgﬂ§ﬁﬁ'&ﬁ)ﬁéh luma

yepe3 8—12 yacoB mocie BHYTPUBEHHOTO WM BHYTPUMBIIIEYHOTO BBeAeHUSA. CBs3b ¢ OenkaMu
I1a3Mbl KPOBH cOCTaBiIsieT 0koJio 10 %.

KonnenTpanuu nedrazuanma, IpeBhIIIAl0NINe MUHUMAIBHBIE HHTUOMPYIONINE KOHICHTPAIIUU
JUTSE OOJTIBIIIMHCTBA PACIPOCTPAHCHHBIX MTATOT€HHBIX MUKPOOPTaHU3MOB, MOTYT OBITh JIOCTUTHYTHI
B KOCTHOW TKAaHM, TKaHSAX CEpALA, KETYH, MOKPOTE, CHHOBUAIBHOMN JKUJKOCTH, BHYTPUIJIA3HOU
KUJKOCTH, B IJIEBPAJIbHOM U NepUTOHEANbHOM xuAKoCTAX. Lledrazunum erko mpoHUKaeT yepes
IJTALEHTY U BBIIEISAETCA C IPYJHBIM MOJIOKOM. IIpu OTCYyTCTBMM BOCHAIMTEIBHOTO IpoLecca
B MEHUHT€aJIbHBIX 00004YKax HedTa3uIuM IJI0XO MPOHUKAET yepe3 reMaTodHIealndecKuit
Oapbep, KOHIICHTpalus Tmpemapata B 1epeOpocnuHanbHol xkuakoctu (LICXK) Hu3kas.
[Tpu menunrure B LICX gocturaroTcst TepaneBTHYECKHE KOHIIGHTpanuu medrasuamuma,
cocrapmsitonue 4—20 Mr/a v BbIIIE.

Buorpancdopmarus

LedTazuaum HEe METaOOTU3UPYETCS B OPraHU3ME.

OIUMUHALKSA

[TapenTepanbHOE BBEJEHHME MO3BOJISET JIOCTUYb BBICOKMX KOHILEHTpalMi B IUIa3Me€ KPOBU
B TEUCHHE [UIUTEIBHOTO BPEMEHM, KOTOPbIE YMEHBIIAIOTCS C IEPUOJOM IOJyBBIBEJCHUS
OKOJIO 2 9acoB. Y HOBOPOXKICHHBIX B Bo3pacte oT 0 no 28 aHei u aeTeld B Bo3pacrte ot 28 qHeH u
70 2 MecsleB TepHo]| IMONyBBIBEACHUS IedTasunuma MoKeT ObITh B 3—4 pasa BhIIIE, YeM
y B3pOCIIBIX.

[ledTazuaum BBIJCIACTCS B HEU3MEHEHHOM BHJE MOYKAMH IyTeM KIyOOUYKOBOHW (hHUIBTpaIny,
npuyeM okosio 80-90 % oOT BBEIEHHOM J03bl BBIJIENACTCS MOYKAMU B TedeHUe 24 4acos.
Menee 1 % BBIBOAUTCA C JKEMYblO, B pe3yjibTaTe YEro uepe3 KHUIICYHUK BBIACIACTCS
OTpaHHYEHHBI 00BEM Mpemnapara.

IloyeuHas HEAOCTATOYHOCTh

VY manmeHToB ¢ HapyIHIeHHOH (pyHKIMeH MoYeK CKOPOCTh BhIBEACHUS IedTazuauMa CHIKaAETCs,
MOATOMY 703y CIEyeT YMEHBIIUTH (CM. pa3aeinsl 4.2 u 4.4).

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
Hatpus xap6onat

6.2. HecoBMecTHMOCTD

JIaHHBIN JNE€KapCTBEHHBIM MpernapaT He CIeayeT CMEINBaThb C JAPYTMMH JIEKapCTBEHHBIMU
IpenapaTamu, 3a UICKJIOUYEHNEM YIIOMSIHYTBIX B paszeine 6.6.

q)apMaHeBTI/I'-IeCKI/I HE COBMCCTHUM C aMHUHOTJIMKO3HUAaMH, BAHKOMUIIMHOM, XJ'IOpaM(beHI/IKOJ'IOM.

[ledTazuaum M aMHHOIJIMKO3U]IBI HENb3s CMENIMBATh B OJHOW WMH(Y3MOHHOW CHUCTEME WU
LITIPULIE.

HpI/I Il06aBJ'ICHI/II/I BAaHKOMHUIIMHA K pacTBOpPY I_IC(I)T3.3I/IJII/IM3 OTMCUYACTCA BbIIaACHUC OCajKa,
MMO3TOMY PCKOMCHAYCTCS IMPOMBIBATH I/IH(i)y'BI/IOHHyIO CUCTCMY MCKAY BBCIACHUSAMU OTUX IBYX

IIPEnapaToB.
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(NOCNEQCBATENEHOCTE 0004)

6.3. Cpok roaHocTH (CpOK XpaHeHMusl)

2 roja.

ITpuroToBJIeHHBINA PACTBOP

CrnenyeT ucnosp30BaTh TOJBKO CBEKEIPUTOTOBIEHHBIE PAacTBOPHI. Hencnoab30BaHHbIN pacTBOp
npenapara MoajaeKuT yTHIN3aUH.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPaAaHEHUH
XpaHUTh B 3alIMIIEHHOM OT CBETa MECTe, IpU TemrnepaTrype He Bbiie 25 °C.

VYcnoBusi  XpaHeHUWs 1mociie  pa3BeieHUs  (pa3OaBiieHHs)  JIGKAPCTBEHHOro  mperapara
cM. B pazfene 6.3.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

ITo 0,25 T nelicTByrOMIEr0 BemecTBa BO (hJIaKOHBI U3 OECIBETHOTO CTEKJIA | THAPOIUTHIECKOTO
KJ1acca BMeCTUMOCTBI0 10 mit minu 20 M1, TepMETUYHO YKYTOPEHHbIE TPOOKaMU PE3MHOBBIMU Ha
OCHOBE OpoMOyTUIIKaydyKa, OOKaThIMH KOJIMMAaYKaM{ aTIOMUHUEBBIMH WM KOJIayKaMu
KOMOWHHUPOBAaHHBIMU ~ QJIIOMUHHUEBBIMU  (M3TOTOBJICHHBIMH W3  (OJIBTH  ATFOMUHHEBOM )
C TUTACTMACCOBBIMU KPBILIIKAMH U3 TTOJIUIIPOTHIICHA.

Ha mractmaccoBoit KPBIIIKE HAHOCUTCA TOBapHBIﬁ 3HaK NpCaAnpusaTus, BBITIOJTHEHHBIN METOAOM
JIUTHA 1TOA, AaBJICHUEM.

Ha xaxpiii (1akoH HaKJICUBAIOT ATHKETKY CAMOKJICSIIIYIOCS.
1 unu 10 ¢rakoHOB € JTMCTKOM-BKIIAJIBIIIEM IOMEIIAIOT B MAYKY M3 KapTOHA.

50 (bHaKOHOB C JHUCTKOM-BKJIaAbIIICM IIOMCIIAIOT B KOpO6KI/I U3 KapToHa JId IIOCTaBKH B
CTalOHApPHhI.

Ha kopoOKy HakJIeuBarOT 3TUKETKY U3 OyMaru STUKETOYHOMN MM MUCYEH MU CaMOKJIESIIYIOCS.
6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH NPH  YHUUYTOKEHHHM HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjde NpPUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHUIyJsIUH C penapaTom

[IpaBuaa OpUroTOBICHUS PACTBOPOB

[Tpenapar UedrazuaumM-AKOC B  ¢dopme mopomka s NPUTOTOBJIEHUS  pacTBOpa
JUISl BHYTPUBEHHOT'O U BHYTPUMBIILIEUHOTO BBEJICHUS HAXOAUTCS BO (pJIaKOHAX MO MOHUKEHHBIM
nasieHueM. [Ipu pacTBopeHnH MOPOIIKa BbIAESAETCS ABYOKUCH YTIIEpOAa U IaBJIeHUE BO (pJIaKOHE
MOBBILIAETCS, TOATOMY B IMOJIYYEHHOM TOTOBOM pPAacTBOpE Iperapara MOTYT NPUCYTCTBOBATh
HeOOoJIbIINE MY3bIPhKU JBYOKHUCH YTJIEpO/a, Ha YTO MOKHO HE oOpalarb BHUMAHHUS.

KommaectBo
KomnuecTso [IpubnuzurenpHas
nedrazuaumMa Bo Croco0 BBeeHUS
PacTBOPHUTEIIS, MJT KOHIICHTPAITHs, MI/MJI
dbnakone, T
0,250 BuyTpumbliieyHo 1,0 210
BrayTrpuBeHHO
yip 2,5 90
OOJIFOCHO
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(MOCNEODBATENBEHOCTE 0004)

B 3aBucHMMOCTH OT KOHLEHTpALMM, BUAA PACTBOPUTENA U YCIOBUM XPAHEHUS, MOJYyYECHHBIN
pactBop mpenapata lledprazunum-AKOC MOXET UMETh I[BET OT CBETIO-XKEITOTO JO0 YKEITOTO.
Ecnu cobmioieHsI mpaBuia pa3BeieHus pemnapara, To ero 3QQpeKTHBHOCTD HE 3aBUCUT OT OTTCHKA
pacTtBopa.

Cosmecmumocms

[Tpenapar Iedprazuagum-AKOC coBmecTuM ¢ OOJBIIMHCTBOM HauOOJEe PacHpOCTpaHEHHBIX
pacTBOpPOB ISl BHYTpUBEHHOro BBeneHus. OpHako nedra3uguM MeHee CTaOW/IeH B pacTBOpe
OukapOoHaTa HaTpHUsl, IO3TOMY €ro HEe PEeKOMEHAYEeTCs UCIOIb30BaTh B KAYECTBE PACTBOPHUTEIIS.

[ledrazugum B KoHIEHTparuu oT 1 mr/mu g0 40 MI/MI COBMECTHM CO CIEAYIOIUMHU
PacTBOPUTEISMHU:

e 0,9 % pacTtBOp HaTpus XJIOPHUA;

e pacTBOp XapTMaHa;

e 5% pacTBOp JEKCTPO3HI;

e 0,225 % pacTtBop Hatpus xjiopuaa u 5 % pacTBOp IEKCTPO3bI;

e 0,45 % pactBop HaTpus xjopuna u S5 % pacTBOp AEKCTPO3HI,

e 0,9 % pactBop HaTpus xyopuaa u S % pacTBOp AEKCTPO3bI;

e 0,18 % pactBop HaTpus xaopuja u 4 % pacTBOp AEKCTPO3BI,

e 10 % pacTBOp IEKCTPO3HI;

e nekctpad 40 nia unbekuil 10 % B 0,9 % pacTtBOpe HaTpUs XJI0pUIa;
e nekctpal 40 ns uabekuuit 10 % B 5 % pacTBOpe JE€KCTPO3bI;

e jnekcrpal 70 mist unbekuuii 6 % B 0,9 % pacTBope HaTpHUs XJIOPUAA;
e jekctpad 70 s unbekiuit 6 % B 5 % pacTBOpe IEKCTPO3HI.

Ledrasunum B xoHueHtpauuu ot 0,05 mr/ma go 0,25 MI/mMia COBMECTHM C PacTBOPOM s
MHTpaANepUTOHEAbHOTO AUain3a (JIaKTaT).

J171s1 BHYTPUMBIIIEYHOTO BBEJEHUS B3POCIBIM HEePTa3uauM MOKeT ObITh pazseneH 0,5 % wmm 1 %
pacTBOPOM JIMI0KanHAa.

Hepez[ MMPOBCACHHUEM BHYTpHMBIIHGHHOﬁ NHBCKIINH ue(bTasnzulea C UCIIOJIb30BaHUEM JIMJJOKaAHA,
H€06XOI[I/IMO HCKJIOYUTh HaJIW4YHC HpOTI/IBOHOKaSaHI/Iﬁ K JMAOKanHy. HpOTI/IBOHOKa3aHI/I$I K
MNPUMCHCHUIO JIMAOKAWHA IIPUBCIACHBI B HWHCTPYKIUHW 110 MCAUIUHCKOMY JIIPUMCHCHHUIO
JINAOKanHa. PaCTBOp, coz[epxcanmﬁ JINJOKaWH, HEJIb34 BBOAUTH BHYTpI/IBeHHO!

Eciu I_IC(I)TaSI/IZ[I/IM B KOHICHTpAIuH 4 Mr/mMi CMEIIMBAIOT CO cJIeayronmumMu pacTtBopamMu, TO 00a
KOMIIOHCHTA COXPAHAIOT aKTUBHOCTb:

® TUAPOKOPTU3OH (THAPOKOPTH30HA HaTpusa ¢ocdar) 1 mr/mia B 0,9 % pactBope Hatpus
xJyiopuza win 5 % pacTBope JeKCTPO3bI;

e 1nedypokcuM (1epypokcuma HaTpueBas coib) 3 Mr/mi B 0,9 % pacTBope HaTpus XJI0pUa;

® KIOKCAUWUIMH (KJIOKCAUMJIMHA HaTpueBas conb) 4 mr/mu B 0,9 % pactBope Harpus
XJIOpUJIA;

e remapuna 10 ME/mn unu 50 ME/mMa B 0,9 % pactBope HaTpus XJI0pHaa;

e xyopuna kaymst 10 mOx/n unmm 40 MOk/11 B 0,9 % pacTBOpe HaTpus XJI0pUaa.
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COOTEBETCTEBYET JKCNEPTHOMY OTYETY
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(0,5 T B 100 Mu1) 062 KOMIIOHEHTA COXPAHSIOT CBOIO AKTUBHOCTb.
Ilpucomosnenue pacmeopa 0Jisk HYMPUMBIULEYHO20 ULU 6HYMPUBEHHO20 OOIIOCHO20 86€0eHUs.

1. Urny mmpuma BBecTH BO (DIIaKOH uyepe3 pPE3MHOBYIO MPOOKY M 100aBUTH Yepe3 Hee
PEKOMEH/IyeMO€e KOJTHMUECTBO PACTBOPHUTEIISL.

2. BpIHYTB MUy mIpUIA U BCTPAXHYTH (PIIaKOH, YTOOBI IOTYYHJIICS MPO3PAYHBIA PacTBOP.

[TepeBepHyTh (uiakoH. [Ipy OTHOCTHIO BCTABICHHOM B IIIPUI] OPIITHE MTPOKOJIOTh UTJIOH

4. pe3nHOBYIO MPOOKY (py1akoHA M IPOJIBUHYTH UTITY BO (JJIAKOH TaK, YTOOBI OHA HaXOIUJIACh
B pactBope. HaOpate Bech pacTBop B mmpuil. PacTBop B HINpHUIlE MOXET COJEPKATh

w

HEOOJIbIIINE My3bIPbKU ABYOKUCH YTiepo/a.

s oGecriedeHnss CTEPUIIBHOCTH BaKHO HE BBOJUTH BO (DJIaKOH Wy AJISL BBIXOZA ras3a JIo TeX
0P, ITOKA IOPOILIOK HE PACTBOPHUTCA.

Cne;[yeT HCII0JIb30BATh TOJBKO CBCKCIIPUTOTOBJICHHBIC PACTBOPLIL.

YTunuzauus

Becw ocraBmmiics HeKapCTBeHHLIﬁ npenapar u OTXoAbl CICAYET YHUUTOXUTL B COOTBCTCTBHUU
C YCTAHOBJICHHBIMU HAIITMOHAJIBHBIM 3aKOHOAATCILCTBOM Tpe6OBaHI/I${MI/I.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccniickas @enepanus

OO0mecTBO ¢ OTrpaHMYEHHOH OTBETCTBEHHOCTHIO «buHHOMapMm I'pynm» (OOO «bunHObapm
['pynm»)

115114, r. Mocksa, BH. Tep. I'. MyHUIIUNAIbHBIA OKpYT [{aHunoBckuid, yi. KoxxeBHuueckas, 1. 14,
cTp. 5, atax 3, momemt. 17

Tenedon: +7 (495) 646-28-68
Anpec snekrponHoi moutsl: info@binnopharmgroup.ru
7.1. TIpeacTaBuTeIb J€PKATEIS PETHCTPANMOHHOTO YI0CTOBEPEHHSI

[Iperen3uu norpedUTENed HAIPABIATH 110 AAPECY:

Poccniickas @enepanns

OO6mecTBO ¢ orpaHndeHHOM OTBeTCTBEeHHOCThIO «bunHOMapm I['pynm» (OOO «bunHOdapm
['pymm»)

115114, r. MockBa, BH. Tep. I MyHULIMIAIbHBIA OKpyT JlaHnnosckuil, yi. KoxeBuudeckas, 1. 14,
cTp. 5, atax 3, moment. 17

Tenedon: +7 (495) 646-28-68

Anpec anekrponnoit moutsl: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOTI' O YAOCTOBEPEHUSI
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9. JIATA TEPBUYHON PEMMCTPALIMU (MOJTBEPHIEHNS PEFHCTPATIAN,

INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO6mas xapaktepucTtuka JiekapctBeHHoro mnpemnapara lledrasunum-AKOC noctynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHUKaIMoHHO# cetn «HTepue» http://eec.eaeunion.org/.
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