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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAHUMEHOBAHHE JJEKAPCTBEHHOTI' O IIPEITIAPATA
I/I6yM6T®, 325 mr/400 mr, TabIeTKH, TOKPHITHIE IIEHOYHOH 000104KOH.

2. KAYECTBEHHBLIN M KOJUYECTBEHHEIN COCTAB

Kaxnas tabnetka conepsxat 400,0 mr ubympodena u 325,0 Mr napaneramorna.
BermomorarenbHble BEIECTRBA, HATTMYHE KOTOPBIX CAEIYET YUHTHIBATH B COCTABE JIEKAPCTBEHHOIQ
IpemnapaTa: KpaCHTeNb anelbCHHoBbIH xenteii E 110.

[lonHbIA ImEpeveHb BCIIOMOTATENBHBIX BEINECTB, BXONAMIMX B COCTAB JIEKAPCTBEHHOI'O
npenapara, IpeJcTaBieH B pazaene 6.1.

3. JIEKAPCTBEHHASA ®OPMA

TabneTku, MOKPHITEE IEHOYHOH 000109KOH.

Kpyrible IBOSKOBBITYKIIBIE TaOIETKH, [OKPHITHE MICHOYHOH 000I0YKON OpAaHKEBOTO IBETa,
JONIyCKaeTCsl ISTHUCTAS HJIA MpaMOpHas HEOIHOPOTHOCTE OKpallMBaHHA H CIHHHYHBIE
BKpAIlIeHHs.

4. KJIHUHHUYECKHUE JAHHBIE

4.1. Tloxa3zaHud K NPHMEHEHHIO

BpeMeHHOe OOJNErdeHue JNETKOM W yMepeHHOH GONM IIPH MHIPEHH, ToJOBHOH Gomu, Gomu B
cImHe, 3yOHO# G0omH, MEHCTpyaTbHON GOMH, PEBMATHYECKHX H MBIIeYHbX Oonel, Oonei npu
HEOCIIOKHEHHBIX W/HIM HeTsuKelbIX (opMax aprpura, 001M B ropie, OONEBBIX CHHAPOMOB IIPH
BOCHIanHTENbHEIX 3a0oneBanusgx JIOP-opranos.

[Ipenapat I/I6yM6T® peKOMEHAyeTCs IPHMEHATh B ClIydasx, KorJa HEeJOCTaTOYHO
aHamsreTHIecKoro addexTa Ha GoHe MOHOTEpANHH HOYTIPO(YEHOM HIIH NapareTaMoIoM.

4.2. PexuM I03UPOBaHHS H cNI0C00 NpHMeEHEHHS

Pestcum oozuposanus

[penapar npegHasHadeH TOIBKO A% KPATKOCPOYHOTO HCIIOIB30BAHM.

Tlepen mpEeMOM IIpenapara H6YME:T®, [allHeHT [O/DKEH CHadalia [oIpoOoBaTh IPHHATH
uOyTpodeH HIH mapaneTamoll Uit 00e300IMBaHys B COOTBETCTBHH C HHCTPYKIIHEH K IPENapary
B [IEPBbIN [IE€HE ICUYEHHUS.

Ecmu 6oib He KymupoBanack HOynpodeHOM MM [apaneTamolioM B TEYEHHE IIEPBOTO AHS
JeYeH s, TO Ha CIeOyIOIIMH eHb MOKHO IIPHHATE Ipernapat I/I6yMeT®.

Bspocnvie

B3pocnsIM mpenapat I/I6ymeT® 00bIYHO HazHayaroT 1o 1 Tabnetke 2-3 pasa B I€Hb IIOCIE €IBL.
MaxcuMalbHas CyTodHas 7032 - 3 TAGIeTKH, HHTepBal MEeX/y NPHEMaMH He JOIDKCH OBITh
MeHbme 8 wacoB. Ilpemapar He ClefyeT NpHHMMAare Oonee 5 [He#l B KaueCTBe
06e360IEBAIOINEr0 CPeNCcTRa. IIpy COXpaHEeHHH CHMITOMOB B TeueHue Oonee 3-X IHEH HIH
YXYAMICHHA COCTOSHHS IalUeHTa HeoOXOMUMO [ePeCMOTPETh JMArHo3 W TaKTHKY BENCHHA
nanuenta. C IeIb0 MAHAMH3AIMMA PHCKOB PA3BHUTHS HEKENaTeNBHEIX peaknuit uOynpodeH
cleNyeT Ha3HAYATh B MHHHMAaNbHOH >(Q(EKTHBHOM 103 M HA NPOTAKEHHA MUHHMAIBHO
KOPOTKOTO IEpHONIa, HeOGX0MUMOr0 MUl JOCTIDKEHHS KIMHUYECKOro s(dexTa.

Ocobule epynnel NAYUEHMOE

JIvilia OKHIIOTO BO3pacTa

TUiist TOMKHJIBIX TAIHEHTOB OOBIYHO He TpedyeTcst KOPPEeKTHpOBKa A03bL JlaHHas KaTeropus
TAIIHEHTOB IIOJBEP/KEHA MOBBIIEHHOMY DHCKY CEPBE3HBIX IIOCHEACTBHA HEKEIATETBHEIX
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peakmnuit. EcnM IpuMeHeHHe NpenapaTra Bce-TaKH HeOOXOZHMMO, TO CJIemyeT HazHadaTh
MUHHMAIBHYIO 5O GEeKTHBHYIO 103y ¢ Haubolee KOPOTKHM IepronoM ledeHus. Heobxomumo
PEryJispHO TNPOBOAHTG MOHHTOPHHI BO3MOJXKHOIO DA3BHTHA IKEIYIOYHO-KHUIICUHBIX
KPOBOTEYEHHUI HA NPOTSHKECHHH BCETO IIEpHOIa IPHMEHEHH S IIpelIapara.

Hemu

[IprMeHeHHE IeKapCTBEHHOTO IIpenapara 116yMer” IpOTHBOIIOKA3aHO B BO3pacTe 10 18 neT.
Cnoco6 npumenenus

Jl1st mpreMa BHYTPb.

C 1ebI0 MUHUMUA3AINA PHCKA PA3BUTHS HEXKEIATEIbHBIX PEaKIMH PeKOMEH/YETCs IPUMEHSITh
npenapar M6ymer® oXHOBPEMEHHO ¢ IPHEMOM ITHIITH.

4.3. Ilporusomnokazanus

— THIEPYYBCTBUTEIBHOCTE K JMEHCTBYIOIIEMY BEIIECTBY H/WNH K MOOOMY BCIIOMOTATETBHOMY
KOMITIOHEHTY JIEKapCTBEHHOr0 IIpernapata (M. paszuen 6.1);\

— HalWyMe B aHAMHEe3e PeakKipii TMIEepPUyBCTBHTENBHOCTH (OpOHXOCHA3M, KpallMBHHUIA, acTMa,
PHHHT, CBIIb ¥ OPYTHE &UIEPIHYEeCKHe CHMIITOMBI) NIPH NPHMEHEHHH aleTHIICATHIMIOBOMH
KUCJIOTHI WITH JPYTHX HECTEPOHIHBIX poTHBoBocnamuTensHsIx cpencts (HIIBC);

— OCTpas s3Ba OKeNy[OKa WIH KUIIEYHWKa; TaCTPOMHTECTHHANBHOE KPOBOTEYEHHE WITH
mepdopaliys, a Takke NalUeHTHl ¢ JaHHbBIME 3a00NeBaHHAMH B aHAMHE3e, B TOM YHCIE
ceazanHbMHE ¢ ipreMoM HITBC (cM. pazzen 4.4);

— 3abo/IeBaHMA CHCTEMEI KPOBH, 1e(EKThl KOaryIsaIHOHHOIO IeMOCTasa,

— TsbKenad IeYeHOYHas HEeJOCTATOYHOCTD, TSDKENas IIoYedHas HeJOCTATOYHOCTh HIIH TsDKenas
cepreuHas HenocTatounocTs (kinace IV mo NYHA) (eum. Pasnen 4.4).

— cosmecTHOoe mnpumeHenme c¢ gapyramu  HIIBC, Bxmowas wuarubutoper IIOI-2 u
AlETHICATHIIMIOBYI0 KHCIOTy Oomee 75 MI/CyTKM — TOBBINAETCS PHCK pasBHTHA
HEXeNaTeIbHbIX peakiuii (cM. paszmen 4.5);

— COBMECTHOE NIPUMEHEHHE C IapalleTaMoI-CoAepKAMUMH TIpenapaTaMyi — NOBLIIIAETCS PHCK
pasBHTHS HEXKeNaTelbHbIX peakiuii (cM. paznen 4.5);

— TochegHHH TpEMECTp OCpeMEeHHOCTH M3-32 pHCKa IpeXn
apTepHaTbHOr0 IPOTOKA IUI0/IA ¢ BO3MOXKHOM JIErOUHOM THIIEPTCHS

— Bo3pact 10 18 ner. "

4.4. Oco0ple yKa3aHAs H MephI NPEI0CTOPOKHOCTH
He cnenyet nmpeBbIaTts peKOMEHIYEMYIO J03Y.
Heobxonumo oOpaTuThes K Bpady, €CIIM CHMIITOMBI COXPAHAIOTCA MM YXYIIIAIOTCA, WIH ECITH
ecTh HeOOXO0AMMOCTE IIPUMEHSTE IIpernapar bonee 3 THEH.

IlapaneramoJ:

OnacHOCTh MNEpeNO3WpOBKH TapaleTaMoNna BhINE Y IANHEHTOB ¢ HEIMPPOTHYECKOH
AKOTrONLHON GOlNe3HBI0 MeyeHn. B crydae mepeno3upoBKH cleayeT HEMEIEHHO 00paTHThCA K
Bpady, Ha)Ke eCllM MAlHeHT YyBCTBYeT cebs XOpoIno, M3-3a PHCKA OTCPOYCHHOTO CEphe3HOT0
MIOBPEXICHHUS [TCIEHH.

He crnemyer npwHMMars IIpemapaT U6ymer® ¢ IpYrHMH TIpeNapaTaMH, CONEPKAllUMH
mapaneraMmorl. B aToM ciydae claedyeT HEMEIIEHHO o0paTHThCA K Bpady, HaXke €CITH MalHeHT
9yBCTBYET ce0st XOPOIIO, TOCKOJIBKY 3TO MOXKET IIPHBECTH K Nepeqo3upoBKe (cM. pasaen 4.9).
HNo6ynpoden:

Hexenarenpubie 3(QGexTs] MOXHO CBECTH K MUHHMYMY, IpPHMEHAS CaMyl HH3KYIO
> MHEKTHBHYIO 03y B TEYEHHE KpaTdalInero nepuoia BPEMEHH, HEOOXOIUMOro Ui KOHTPOJLT
CHMIITOMOB, & TaK)e IpH [pHeMe TallHeHTaMH 035l [IperiapaTa BO BpeMs elikl (CM. paszen 4.2).
Iloscunsie nayuenmel

PucK pasBHTHS HEXKeNaTeNnbHBIX peaxunuit, ocodenHo co cropoHel XKT (kpoBoTeueHue,
nepbopanus) y DaHHOH KaTerOpPHWM MAlHEHTOB BBIIE, B CBA3HM C YEM IPH HCIIOJIB30BAHHH
IpenapaTa peKOMEHJ0BAHO COOMIONATE OCTOPOXKHOCTE (CM. pazzen 4.2).
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3abonesanus opzanoe dvixanus 1033 b 201 o
HIIBC MoryT BhbI3BIBATH OpOHXOCIA3M Yy TAaUHeHTOB ¢ OpOHXWANBHOH acTMOH MM
AJNICPrHYECKUMHE 3a00/1eBaHHIMH.
Cucmemnusle 3a60neeanun
Y NanueHTOoB ¢ CHCTEMHOM KpacHOH BOIYAHKOH U APYTHMHE 3a00I€BaHUAME COEIUHUTEBHOMN
Tkanu HIIBC MOryr ypenmymBaTh PHCK DasBHTHS acelNTHYECKOrO MEHHHIHTA (cM. pasmen
4.8).
Kapouosackynapnsie u yepeoposackynapusie Ihpexnivt
HIIBC MOTyT BEI3EIBATH 3a[€PIKKY KHAKOCTH M OTEKH, B CBS3H C UM BO3MOXHO YXYOIICHHE
COCTOSHMA MAlHCHTOB ¢ apTePHAbHON IMIIEPTEH3HEH H/HIH CEpPIEYHON He0CTATOYHOCTLIO,
JaHHbIE HEKOTOPBIX KITHHUYECKAX HCCIIETOBAHUMH TT03BOISIOT IpeAnonarars, 9T0 JIHTEILHOE
HCTIOIb30BanKe uOympodeHa, OCODEHHO B BBEICOKHX 033X (2400 Mr/cyTkn) MoxeT
NPUBOJUTE K HEOONBIIOMY YBENHUCHHIO pHCKA Da3BUTHSA apTepHansHOro Tpombosa
(manpumep, uHQApKTA MEOKAp[a WM MHCYIHTA). DIHIEMHOTOTHYECKHE HCCIIEIOBAHUS He
TPCAIIONATA0T HATMIHs CBA3H MEXIY NPHEMOM HH3KHX 103 ubympoderna (< 1200 MI/CYTKH)
M TOBRINICHHBEIM DHCKOM BO3HHKHOBEHHS apTEPHANBHLIX TPOMOOTHUECKHX SBICHHHE. Y
TAIIHEHTOB ¢ HEKOHTPOIUPYeMOH T'HIIepTeH3Hel, 3acToiHOM cepledHOi HemM0CTaTOYHOCTEIO
mo xnaccuduxammy NYHA II-III, ycTaHOBNeHHOH wumeMEYecKodl GONE3HBIO ceprua,
3a00NeBaHUAMY TIepH(EPUUECKUX apTepHit Wiu 1epeOpOBaCKyIISIPHEIME  3a60T€BAHUSIMHE
Ha3HAYaTh HOYNPOQEH ClenyeT TOIBKO HOCIE TIATEMLHOMN ONeHKH MOTeHIHAILHOr0 pHCKa H
crexyeT u3berath HasHAYEHHs IPENaparta B BEICOKHX 034X (2400 Mr/cytku). Jlo Hauana
OTUTCIBHON Tepanuu HMOYympodeHOM, 0COOEHHO BHICOKHMH IO3aMH (22400 wmr/cytxn), y
MAIHEHTOB ¢ (PAKTOPaMH PHCKA PAa3BHUTHUS CEPAEYHO-COCYAHCTHIX OCTOMKHEHHE (Hampumep,
THIEPTOHKA, THICPIHITHICMHUS, CaXapHEIH AHabeT, KypeHHe H Mp.), HeOGXOMUMO HPOBECTH
TIATeIbHYIO OLEHKY COOTHOIIEHHS II0IB34/PUCK.
Hapywenua gpynryuii nouex, nevenu u cepoeyHo-cocyouUcmoii cucmemol
[Ipumenenne  HIIBIIT  MOXET  BBI3BATH  [I0303aBHCHMOE  CHIDKEHHE obpa3oBaHus
IPOCTAarNAHIHMHOB H BBI3BATH NOYEHHYIO HENOCTATOYHOCTE. [TalMEHTE ¢ HAaHGOIBIIHM PHCKOM
Pa3sBUTHSL STOH pPEaKIMH - 3TO NAUHEHTHl C HApyIICHHEM (GYHKIHH [10YeK, CepAeyHoit
HEJIOCTATOYHOCTEIO, NUCQYHKIMEH ITeUeHH, IPHHUMAIOIIHE JUYPETHKA W TOXUIbE THONH, Y
TaKHX [AHCHTOB CIENYET KOHTPOIHPOBATEL DYHKIHMIO Todek (cM. Pazzen 4.3).
Kenyoouno-rkuuieunsie napyuwienus
HIIBIT cremyer ¢ OCTOPOXHOCTBIO Ha3HAYATh IAIMEHTAM G eIy NOYHO-KHINEYHBIMH
3a00/I€BaHUAMH B aHaMHe3e (A3BEHHBIH KOIHT, 60Je3Hb Kpona), Tax kax 3TH cOCTOSHMS MOTYT
yeyryomarecs (cM. pazgen 4.8).
HIIBC Moryr BEI3BIBATH KPOBOTEUEHHS, S3BBI H nepdopanmio XKKT, B Tom wmene y
[TAalHEHTOB, HE HMMEBIIMX paHee yKa3aHWH B awamuese Ha 3abomepamus JKKT. Puck
BO3HUKHOBCHHA NaHHBIX OCIOXHEHUH BBIIIE Y MALMEHTOB C OTATOMICHHBIM aHAMHE3OM, NPH
HCIOnE30BaHUK BRICOKHX 103 HIIBC, moXHNBIX nanueHToOB, B CBSA3M C 4eM B JaHHOH rpyiie
PEKOMEH/IOBAHO  HAYMHATL TEPAallHI0 € MHHHMANBHOH  pEKOMEHIOBAHHOHW  [O3EL
KomOunupoBaHHas Tepanusi ¢ 3alIUTHBIMH areHTAMH (HampEMep, MM30NPOCTON HIH
MHI'HOUTOPLI IPOTOHHOH TOMITBI) TOJDKHA GBITH pACCMOTpPEHa IS 3THX NAMEHTOB, a TAKXKe It
allHEHTOB, KOTOPEIM TPeOyeTes COIMyTCTBYIONIAs aleTHIICATHIIHIOBAS KHCIOTA B HU3KHX 038X
HJIH IPYTHE IPEIIapatsl, KOTOPBIE MOTYT YBEIHYUTE JKETyIOUHO-KHINEYHBIH PHCK (CM. HHKE U
4.5).
[lanuesTsl, HMEIOIINE B aHAMHE3€ SIH30MbI XKeTyI09HO-KUIEYHEIX KPOBOTEUEH M, TOMKHEL
OBITE NPOMH(YOPMHUPOBAHE! 0 HEOOXOIUMOCTH COOBIIATE TeyaImeMy Bpa4yy O BO3HHKHOBEHHH
MO0BIX HEOOBIYHEIX CHMNITOMOB ¢0O cTopoHs! JKKT, ocofeHHO Ha HaYanbHOM STame TEpaIuy.
Crenyer coGmrofiaTh OCTOPOKHOCTD Y TAIHEHTOB, HOMYYAOMHUX CONYTCTRYIOLIHE I[IpeTaparsl,
KOTOpBIE MOTYT YBEJIHYHTH PHCK 00pasoBaHHS SI3BBl HIIH KPOBOTCYCHHS, TaKHE Kak
[IepOpallbHbIE  KOPTUKOCTEPOHMIBI, AHTHKOATYJIAHTEL, TaKMe Kak BapdapHH, CeleKTHBHEIE
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HHTHOUTOPE! 0OPAaTHOTO 3aXBaTa CEPOTOHHHA, WA ammponaﬁol@ﬁpﬂme*cpe‘iﬂc%af IKHE KaK
aneTHIICAIHIIMIOBas KUCnoTa (cM. Pasnern 4.5).
Ecme y nanwentos, momywarompx —mpemapark, comepxamme uHOynpodeH, BO3HHKAET
AKEITY NOHO-KHINEYHOE KPOBOTEICHHE K U3BSA3BICHHUE, ICYCHHE CIIENYET IPEKPATHTS.
HAepmamonozuueckue napywenus
Ilpy npuMeEHEHHH HECTEPOUIHEIX IPOTHBOBOCATHTEIEHEIX JICKAPCTBEHHBIX IIPENAPATOR PEIKO
COOOIIATOCs O DPa3sBUTHH CEPHE3HBIX KOXHEIX pEaKiuii, HEKOTOpPBIE M3 KOTOPEIX MMENH
JIETANBHBIA HCXOI, B TOM YHCNE CIIy4aH PasBUTHS 3KC(HONHATHBHOTO NepMAaTHTa, CHHAPOMA
CruBeHca-/XOHCOHA H TOKCHYIECKOTO SIHICPMATBHOr0 HEKpoIH3a (M. pasnen 4.8). [aruenTs!
IIOIBEPraioTCs HAHOONBIIEMY DPHCKY HAa PAHHHX CTATHIX TEPAIlHH, B GOTBIIHHCTBE Cllydaen
PCaKiliil BOSHHKAIOT B TCHEHME IIEPBOTO MeECANa IpHeMa mpenapaTa. CoobIIamoch Takke o
PasBUTHH  OCTPOTO TCHEPANM30BAHHOTO JK3aHTEMATO3HOTO IyCTYIE3a IIpH IPHMEHEHHH
HOYIpOhEH-CONEPKALIAX  TEKAPCTBEHHBIX npemapatoB. [lpy mosgsnenws npmsmaxos wu
CHMIITOMOE CEPBE3HBIX KOXHBIX PEAKIMH, TAKAX Kak KOXKHAS CHITb, HOPAXKEHHAS CIH3HCTHIX
0bomouek WK MOOX IPYTHX NMPH3HAKOB THIIEPTyBCTBUTENBHOCTH, [IPHEM IIpEriapaTa Clemyer
[IPEKpaTHTE.
MacKkupoexa cumMnmomoe 0CHOBHO20 UH(eKkyuoHN020 3ab01e8anun
Ipiem mpenapata U6ymer® mosxer MaCKUPOBATh BAXKHBIC CHMIITOMBI HHOEKLUH, YTO MOKET
IPHUBECTH K yIIHHEHHIO CPOKOB IIOCTAHOBKY MPABUIILHOTO JHATHO3A W OTCPOYCHHOMY Havaily
aJCKBATHOH Tepamuu, W yYXy[IIEHHIO HCX0na HHGEKIHOHHOTO 3a60IeBAHMS. Yxynmenwue
HabIIoanocs Ha QoHe GakTepmanbHOM BHEGONLHHYHON THEBMOHME I IpH OakTepHATLHOM
OCIIOXHCHHH ~BETPSAHOH oCmbL. B  cnywae HasHademws mpemapara U6ymer® npu
HHQEKIMOHHOM 3a00NeBAHMH U CHUKEHHUS TEMIIEPaTYphEl Tela Wi obierdedus Gonw,
PEKOMEHIYEeTCA ~ ODeclledeHHe  MOHMTODHHTa  HHGBEKIHOHHOTO  3a60JIeBaHHS. Ha
amMOyJIaTOpPHOM 3Tale, B ClIy4Yae eCNH CHMIITOMBI COXPAHSIOTCA HIM YXYIIIAIOTCS, Bpauy
CIEAYET MEPECMOTPETE AHATHO3 H TAKTHKY JICYEHUS TAI[HEHTA.
Hapyuwenue scerckoii pepmunvuocmu
WwmeroTcs  orpaHHYEHHBIE OaHHBIE O TOM, YTO NpeTapatel, HHIHOHPYIOINHE CHHTE3
IHKJIOOKCHI€Ha3bl/IPOCTAIIAHANHA, MOTYT HApyIIaTh (DEPTHNBHOCTE Y JKEHINHH, BIHAA Ha
OBYJUILHMIO, M HE DEKOMCHAYIOTCS JKCHINMHAM, MBITAIOMAMCS 3a0epeMeHeTs. DTO SBIeHHE
o0paTuMO TIpH OTMEHE JIeYeHHs. Y JKEHIIHH, KOTODBIE HCHBITEIBAFOT TPYIHOCTH C 3a4ATHEM HIIH
TIPOXOJAT OOCIeNOBaHME IO IIOBOLY OECTIONMS, CIEeLyeT PaccMOTPETL BOIpoc 06 OTMeHe
[Ipenapara.
Ankozonw
Bo wusGexxannue BO3MOXKHOTO TeNaTOTOKCHYECKOrO NeHCTBHS npenapara  KU6ymer®
DEKOMEHIYETCA BO3EPKUBATECA OT YIOTPEOIEHHS aJIKOTOJIA BO BPEMSI JIEIEHHA,
Benomozamensuvie eeuyecmea
JlexapcTBeHHbIH IIpenapaT CoAEPKUT BCIOMOTATENLHOE BEIECTEO KpacHTENb alellbCHHOBBIH
xentei# (E 110), xoTopoe MOeT BBI3BIBATE AINMEPTHYECKHE PEAKIIHH,

4.5. BsanmopeficTBHe ¢ APYrHMH JIeKapcTBeHHLIMH npenapaTaMd H [pyrue BHOBI

B3aHMOJeHcTBHS

[Tpenapar M6ymer™ (kakx u mroGble APYTHE IIPENaparthl, CONEPXKAIIHE IapaleTamon)

TIPOTHBOMIOKA3AH B COYETAHNHN C IPYTHUMH IIPENapaTaMHy, COAEPIKAIMMH TApaeTaMoNT B CBS3H C

[TOBBIIICHHBIM PHCKOM CEPhE3HEIX HeXKENATE/BHEIX Peakiuit (cM. pasmen 4.8).

Ipenapar U6ymer® (kak u mobie APYTHE Tpenapartsl, coxepxamme ubympoden u HIIBC),

NPOMUBONOKAZAH 6 COYEeMAHUY C:

— AUCTHJICATHIUIOBOH KUCIOTOH, KPOME HH3KHX 03 ANeTHICATHIMIOBON KHCIOTE] (e BeImE
75 MI' B CYTKH), TaK KaK 9TO MOYKET YBEUYHTD PHCK HEXEATeNbHBIX PEAKIHit (CM. paszensl
4.8);

— OKCIICPHMCHTANBHEIE [JaHHBIE CBHJETENBCTBYIOT O TOM, 4YTO ubynpoden moxer
HHTHOMpOBATh [HEHCTBHE HU3KHX 0 OF—KHCHOTE Ha arperammio
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TPOMOOIMTOB IIPH OJHOBPEMEHHOM IpuMeHeHuH. TeM He MEHee, OTPaHUYCHHOCTD JAHHBIX H
HEOIPEICICHHOCTE SKCTPANONANMH PE3YJIbTATOB MCCIENOBAHUS B YCIOBHS KIHMHHUECKON
TIPaKTHKH IPHBOIUT K HEBO3MOXHOCTH CHENATh BHIBOX IS DETYISAPHOTO HCIIONB30BAHAS
ubynpodena. Knunndeckas 3HAYHMOCTD JAHHOTO a¢dexTa 1t 0OHOKpPATHOrO IpUMEHEHHS
penapara CYHTaeTCs MalOBEPOSATHOI;

npyrumu HIIBC, Bxmrouas ceneKkTHRHEIE HHTHOWTOPE! IUKIOOKCHTEHA3El 2 THIA, T.K.
BO3MOXHO TIOBBILICHHE PHCKA HEXKENATEIBHBIX PeaKIyii (cM. paszen 4.8).

®
ITpenapar M6ymer™ (xak u mobble apyrie TIpenapatsl, COAEPKAIKEe NapauneTamon) credyem
UCHONIL308AMb C OCHMOPOHCHOCMBIO 8 COYEMAHUU C.

XOJECTUPAMHUHOM: YMCHBIIAETCS CKOPOCTh abcopOuuu mapaneramona. Ecmu TpeGyercs
MaKcHManbHoe 06e3060/IMBaHKe, XOTECTHPAMUH HEOOXOMMMO IPHHAMATE He paHee 4eM uepes
yac Ioce nprema rpenapara U6ymer®;

METOKIIOIPAMHOM ¥ JIOMIEPHIOHOM:  yBENHYMBaeTCs abcopbuMs — mapaneramona,
Heobxonumo u3berath COBMECTHOro NpueMa KaKOro-mubo H3 JaHHBIX IpenaparoB M
mapareramona;

Bapapunom: apdexr BapdapuHa u ApyrEX KYMapHHOB MOXKET YCHIHBATHCS [IpH
ATATENBHOM PETYIIAPHOM IPUMEHEHUH ITapaneTaMolia ¢ MOBBIICHHEM PHCKa KPOBOTEYESHHS.
OnHOKpaTHOE IIpUMeHEHNE He OKA3BIBAET CYIIECTBEHHOTO BITUSHHMS.

Ipenapar U6ymer® (xak u mo6sie ApYTHE TIperapartsl, coxepxainue ubynpoder u HIIBC)
credyem nPUMEHAMb ¢ OCIOPONCHOCMBIO 6 COYeMAHUL C.

anTiKoarynautamu: HIIBC Moryr ycummeaTh [neiffcTBHE aHTHKOAIyISHTOE, HarpuMmep

BapdapHHa;

QHTHTUICPTCHSHBHEIMA  [pENapaTaMH  (WHTHOMTOpaMH  aHIHOTEH3HWIIPEBPAINAIOIIEro

depmenTa [AIID] 1 aHTaTOHHCTAMH PELENTOPOB AHTHOTEH3HHA II) u muyperuxamu: HIIBC

MOXET YMEHBIIHTE 3QMEKTE 3THX MPEnaparoB. Y HEKOTOPHIX HALHEHTOB C HapylIeHAEM

DYHKIMH IOYeK (HaNlpUMep, Y NerMAPATHPOBAHHBIX MAIHEHTOB AIH TIOXUITHIX IALHEHTOB C

HAPYIICHHEM (QYHKIMH 10YeK) COBMECTHOE NpUMEHEHHE uHaruburopa AIl® wm

GHTarOHHMCTa  DEHENTOPOB  aHTHOTeH3HHa I W mpemapaToB,  HHTEOHDPYIONIHX

[HKIIOOKCUT€HA3Y, MOXKET IIPHBECTH K TANbHEHIIEMY YXYAIECHHIO QYHKIMHU MOYeK, BKIFOUAL

BO3MOXHYIO OCTpPYHO MOYEHHYIO HEJOCTATOYHOCTh, KOTOpas, Kak MpaBHIO, oOpaTuMa.

Hanuele KoMOWHAUME CENyeT HA3HAYATE C OCTOPOXKHOCTBIO, OCOBEHHO B IIOIKHIIOM

BospacTe. [[anMeHTEl MOMKHEI [OANEPXUBATE ANeKBAaTHEIH BOIHLIH GagaHC B OpraHu3Me.

Heobxonumo Taxske IPOBONHTH MOHHTODHHT (YHKIHH I[I0OYEeK B Hagame COIIYTCTBYIOIIEH

TEpalky ¥ IIEPHOJIHYECKH II0CIe Hee. JIMyPETHKH MOTyT [OBBINATE PUCK He(hPOTOKCHIHOCTH

HITBEG:

Jig3arperaHTaMy ¥ CeNleKTHBHBIMH HHIHOUTOpaMu 00paTHOTO 3axBaTa cepoToruHa (CHO3C):

IOBBIIACTCS PUCK JKETY10YHO-KHINEYHEIX KDOBOTEUEHHH (cM. pasmen 4.4);

cepAcuHBIMH  rimkosuaame: HIIBC  Moryr Be3BaTh  meKoMIeHCAammio — cepmedHOM

HENIOCTATOYHOCTH, CHIDKCHHE CKOPOCTH KIIyOOUYKOBOH (DHIBTPALMY W TIOBBIIEHUE YPOBHS B

IIJIa3Me CEPAEYHBIX TTTHKO3HI0B;

LU KIOCITOPHUHOM: IIOBBIIIAETCS PUCK HEGPOTOKCHUHOCTH;

KOPTHKOCTEPOHIAMH: MOBBIIIAESTCS PUCK HKEIYAOYHO-KHUIIEUHOI0 KPOBOTEUESHHS UM S3BEL;

JTUTHEM: CHIDKACTCSI JIIUMHHAIIHS JINTHS;

METOTPEKCATOM: CHHKAETCS SJIMMHUHAIIHS METOTPEKCATa;

mudenpucrorom: HIIBC He cienyeT McHonn3oBaTh B TeueHue 8-12 mHeH mocie Ipuema

MEGenpucTona, Tak kak HIIBC moxxeT ymensmuts 3ddexT Mubenpucrona;

aHTHOMOTHKAMH TDYIIEl XHHOJOHA: MCCIENOBAHWS Ha JKHBOTHBIX MOKazamw, uto HIIBC

MOTYT YBEJIHYHTDH PHCK CYI0pPOT, CBA3AHHBIX C IIPHMCHCHHEM aHTHGHOTHKOB, IIPOH3BOIHBIX

XHHOJIOHA. Y mauueHToB, npuHuMaromux HIIBC H XMHOIOHEI, MOXET [OBLIIATHCS PHCK

Pa3BHUTHS CyIOpOT;

TaKPOJIMMYCOM: BO3MOJKHO IIOBBIIIEHHE PUCKA HEDPOTOKCHIHOCTH;
COTJTACOBAHO
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— 3UIOBYIMHOM: IIOBBINIAETCS DHUCK I'€MAaTOJOTMYECKON TOKCHYHOCTE. 3aperucTpupoBaHs

Cydau IOBEINCHHS PHCKA reMapIpo3a u remarom y BUY (+) manmenTos c remModuimel,

NPHHEMAFOIMX OHOBPEMEHHO 3HA0BYIUH U HOYIpodeH.
4.6. @epTHIBHOCTH, (EPEMEHHOCTD H JAKTAIMS
bepemennocmes
JlaHHBIE O IPUMEHEHHH YKa3aHHOTO TIpenapaTa B TIEPHOT OEPEMEHHOCTH OTCYTCTBYIOT.
OIHUIEMHONOTHIECKHE HCCIEIOBAHNS PA3BHTHS HCPBHOH CHCTEMBI y JeTel, IOIBEepruIHXCs
BHYTPHYTPOOHOMY BO3ZEHMCTBHIO TapaleTaMoiia, MOKa3ald HeyOeIIUTEebHbIE pE3yIIBTATEL.
Co001manocs 0 BpOXKIEHHEIX aHOMATHAX B CBA3H C npuemom HIIBC y venoseka; omnako omu
HMEIOT HHU3KYK0 HaCTOTY W HE ABIAIOTCS 3aKOHOMEPHOCTBIO. VUHTHIBAS H3BECTHOE BIUSHUE
HIIBC ma cepnedro-cocymucTyo CHCTEMY IJIONA (PHCK 3aKPBITHS apTepHaILHOrO IIPOTOKA),
TPHMCHCHAC B TPeThEM TPHMECTPE NMPOTHBOIOKA3aHO. Bpemst Hawanma pomo MoseT GbITs
OTCPOCHO, 4 MX JUIATENIBHOCTD YBEIMYEHA C TIOBBIEHHOM BEPOSTHOCTHIO KPOBOTEUECHHUS KaK y
MaTepH, Tak u y pedenka. HIIBC me crenyer npuMensts B Teuenue NEPBBIX JIBYX TPHMECTPOB
OSpEMEHHOCTH MM DOINOB, €CTH NOTCHUWANLHAS IIOJIL3A O TalleHTa HEe MpPEBLIIIAeT
TMOTEHIHAILHBIN PUCK IS IIJI0/1A.
B smunemuonoruyeckux HCCnenoBaHuAX Ha (oHe TIPEMEHEHH [apalneTamona y GepeMeHHBIX
KCHINMH B PEKOMECHIOBAHHOH J103¢ KAKHX-THO0 HEXEIATETBHEIX PeaKIiil BAITBICHO He BhII0.
JlexapcTennri npenapar U6ymer™ npotisonoxasan s MEPHOL HEPEMEHHOCTH.
Haxkmauus
Hbympoden u ero MeTaboIHTEI MOTYT IPOHHKATE B HEGOIBIIAX xomrgectrax (0,0008% ot mo3sr
MaTepH) B IpyHOE MOJIOKO. HeraTiueHoe Bo3melicTBre Ha MIIaJIEHIIEB HE BHIABIIEHO.
[lapareraMon oKcKpeTHpyeTCs depe3 TpyOHOE MOTOKO B HE3HAYUTENBHBIX KOJIMYECTRAX.
CornacHo WMEIOIMHMCS JaHHBIM [IPUMEHEHHE [apaneramolla B NEPHON JaKTalldd He
[IPOTHBOIOKA34HO. .
OmHako B CBA3M ¢ OTYCTBHEM JAHHBIX O NPEMEHEHNY KoMOuHanum ubympodena u
napareTamorna, penapat U6ymer® npoTHBOmokasas B TIEPHOJ TAKTALUH.
IIpu HEOGXOMMMOCTH IpHEMa BO BpeMsl JIAKTAIIHE HEOOXOMMMO PELTUTE BOIIPOC 0 TIEPEBOIE Ha
HCKYCCTBEHHOE BCKapMIIHBaHHeE.
DepmunvHocme
Cwm. Paznen 4.4

4.7.  BiausHHe Ha CNOCOGHOCTH YIPABJIATE TPAHCHOPTHBIMH CPENCTBAMH WM paboTaTs ¢
APYTHMH NBHKY IIHMHCS MeXaHH3MAMU

Ilocne mpuema HIIBII BO3MOXHEI Takde HexelaTelbHbIE SBJIEHHS, KaK TIOJOBOKPYKEHHE,
COHJIHBOCTB, YTOMILIEMOCTE M HApYIIEHHA 3peHus. IIpM HCIONB30BAHHK TIEKAPCTBEHHOTO
npenapara M6ymer® manmenty PCKOMEHIYCTCS BO3NEPIKUBATHECS OT 3aHSTHH IOTEHIHAILHO
ONACHbIMH  BHIAMH [EATENBHOCTH, TPeOYIOIMMH NOBLILNEHHOTO BHHMAHHS U OBICTPOTEI
[ICHXOMOTODHBIX PEaKITHi.

4.8. HexenateanHbIe peakuuu
B mamHOM Dpasfene mepedHClEHBI HeXeNaTelbHLIE PCaKlHH, KOTOPbHIE DPa3BHBAINCH IIPH
MOHOTepauy HoynpodeHoM 6o mapameTaMooM.

Hixenpusenenusie HexenarenbHble peakiuy KIIaCCHUIEPOBAHEI 10 OPTaHAM, CHCTEMAM U
I4CTOTE  BOSHHMKHOBCHMS, IpHYeM Haubolee paclpoCTpaHeHHbIe YKa3aHbl IIePBEIMH.
Knaccnuxanus 4acToTsl BOHHKHOBEHHS HekelIaTeTbHbIX peaknui: oueHs wacto (> 1/10);
gacto (> 1/100 u < 1/10), mewacro (> 1/1000 u < 1/100), penxo (> 1/10000 u < 1/1000), ouens
penxo (<1/10000) mu6o wacToTa HeusBecTHA (4acTOTa BCTPEYAEMOCTH HE MOKET GbITh OlLIeHEHA
Ha OCHOBE HMMEIOLIMXCS NaHHBIX). [ KaXIoH 4acTOTEI B TPYIIIIE HEXENaTeNbHbIX peaxiiuit
PACIIOJIOAKEHE! B IIOPSIKE BO3PACTAHUS CEPHE3HOCTH.
Hapy1ienus co cTOpoHE! kpoBE i muM(bATHYECKOH CHCTEME] P
Ouenb pedko — HapyIIeHHe FeMom093a.




HapymmeHns co cTopoHBI HMMYHHON CHCTEMEI

Hexacmo — peakluy TUNePYyBCTBUTEIFHOCTH C KpaUBHULEH THGO 3y oM

04eHb PedKo — TSKENble PeaKIuu THIEPYYBCTBUTELHOCTH, CUMITOMAaMH KOTOPBIX ABIISIOTCS
OTCK JIMIa, A3bIKA M TrOpNa, OMBINKA, TAXHKAPAHS, TUIOTEH3HS (amadumaxcus,
AHTHOHEBPOTHYECKUH OTEK MIIM TSKEILIH 11101{)2.

[lcuxuyeckue HapyIIeHHS

O4eHb PedKo — CIYTaHHOCTH CO3HAHMS, IEIIPECCHs, raJUTIOLUHALIHH,

Hapymienus co cTOpoHE! HEpBHOM cHCTEMEI

Hewacmo — roJIoBHas 60JIb U T'OJIOBOKPYKEHHE;

OueHb pedKo — aCelTHIECKU MEHHHIHT, [IapeCTe3usl, HEBPHT 3PUTENRHOTO HEPBA, COHTMBOCTE.
HapyreHust co CTOpOHE] OpraHa 3peHus

OYeHb pedko — HapyIleHue 3PEHHSL.

Hapyienus co cToposs! ciyxa u nabupuuTa

O4eHb pedko — IIyM B yIIax U BEPTHTO.

Hapymenus co cToposE! cepa

04eHb pedKo — CeplieuHas He[0CTATOYHOCTE M OTEKH .

Hapymenus co cTopoHE! cocynos

O4eHb pedKo — TUTIEPTEH3HUS .

Hapyimenus co cTOpoHb! AbIXaTeTbHONR CHCTEMBL, OPArHOB I'PYIHOH KIETKH W CPENOCTEHHS
OueHb peOKO — acTMa, YTSIKENIEHHE TeISHUS aCTMEL, OpoHxoCmasM, MHCIHOS .
ZKenynouHo-KuIIeynple HapyIIeHs

wacmo — OOIM B XHBOTE, PBOTA, AHAPES, TOLIHOTA, IHCIICNICHS HITH XKEJIY JOYHO-KHIIIEYHBIH
IHcKoMbOopT;

Hewacmo — s3Ba KENyNKa, [ephopalus HIH KelyIoUHO-KHIIeIHOe KPOBOTEYEHHE, MEIeHa,
KpoBaBas pBoTa’, A3BEHHEI CTOMATHT, OOOCTpPEHHE S3BEHHOIO KOJNHTA W GONe3HH Kpoma’,
TaCTPHT, [TAHKPEATHUT, METEOPH3M H 3aII0p.

Hapyruenus co cTOpOHb! EYEHH U SKeTIeBEIBOISIIHX nyTei

O4eHb peOko — HapyIlleHHe QYHKIHH IeUeHH, TelaTHT, KenTyxa’,

HapyIeHns co CTOpOHE! KOXH M [OIKOKHEIX TKAHEM!

Yacmo — THIIEPTUAPO3;

Heuacmo — ChIllb Pa3TUYHBIX TAIOB;

ouenb pedxo — cunmpoMm Crusenca-/IxoHCOHA, MYIbTHQOPMHAS SPUTEMa, TOKCHYECKHt
SMUAEpPMATBHEIN HEKPOIH3, 9KCHONMATUBHEIN IEDMATHT, ITypIIypa, (oToceHCHOUTH3AIMS;
4acmoma  Heussecmna — peakUMH (OTOYYBCTBHUTENBHOCTH, OCTpBIH reHEepanH30BaHHbIH
OK3aHTEMATO3HBIH IIYCTyNe3, JEeKapCTBEHHAS peaKius ¢ J03HHOQUIUEH H CHCTEMHBIME
cumnromamu (DRESS-curnpom).

HapyIienus co cTOpOHBI IOYeK ¥ MOYEBBIBOAAIIHX IYTEi

OueHb pedko — He(GPOTOKCHYHOCTE B PA3IHUHBIX dopmax, BKIFOYAS WHTEPCTHIHATLHEIR
HEQPUT, HePPOTHYECKHI CHEAPOM, OCTPYIO 1 XPOHHYECKYIO IIOUETHYIO HENOCTATOYHOCTE, .
OOf1nne HapYIIEHNUS U PeakIIHK B MECTE BBEIEHMS

O4eHb pedKo — yCTAIOCTh W HEIOMOTaHHeE.

JlabopaTopHBIe B HHCTPYMEHTAIBHEIE TAHHEIE

“acmo — TOBBINCHUE allaHMHaMHHOTpaHchepass! 1 ramMma-riIyTaMHITpancdepassl, HapyeHue
TECTOB QYHKIHY [IeYeHH, IOBEINIEHHE YPOBHS KpEaTHHHHA H MOYEBHHEI B KPOBH;

Hewacmo — — - TIOBBIIEHHE  acapTaTaMHHOTpaHc(epassl,  IETOIHON docharazer  u
KPEaTHHHH(OCHOKNHASEL, CHUKEHHE [eMOTTIOBHHA, YBEIUYEHHE KOIHIECTRA TPOMOOIHTOB.

: HapymeHHe reéMOII033a BKIKOYAET drpaHyJIOIHTO3, aHEMMIO, aIITaCTHYECKYIO0 aHEMHIO,

TEMOJIHTHYECKYIO aHEMHIO, JICHKOIICHHUIO, HEHTPOIIEHHIO, MaHIUTONIEHHIO, TPOMOOIIHTOIIEHHIO.
[lepBHYHEIE CHMTOMEI: naxopanka, 6Gole B ropre, IIOBEPXHOCTHEIC H3BEI BO pTY,
TPUIIIONOA00HEIE CHMIITOMBI, CHITBHOE HCTOIIEHHE, DeCIpUUHHHOE KPOBOTEYEHHE, FreMaTOMEI U
HOCOBOE KPOBOTEYEHHE.

| COr'JIACOBAHO
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Coobmanocs 0 pasBUTHN PEaKIAH THIEPYYBCTBHTENLHOCTH. OHM MOTYT TIPOSIBIATECS B BHIE
HECICUU(QHICCKAX ~AIEPTHISCKUX Peakuuid U  aHaQUIakcHy, HapyIIeHHS bysKIHit
ABIXaTENBHBIX MyTEH, HAlPEMEpP aCTMEL, 00OCTPEHHS acTMbl, GPOHXOCTA3MA HITH OJIBIIIKH, HITH
PasIYHBIX KOXHBIX PEAKIWH, BKIIOHAd CBIIb PAa3TUYHBIX THIIOB, 3yJ, KPAallUBHUIY, IYPIYDY,
aHTHOHEBPOTHYECKHH OTEK H, PEXe, 3KCQONMATHBHBIE ¥ OyNIe3HBIE NEpMaTO3El (BKIIOYAs
TOKCHYECKUH OTHANCPMaTbHBIH Hekpomus, cubnpoM CruseHca-/[KOHCOHA, MHOTO(DOPMHYIO
OPHTEMY H OCTPbIA IeHEPATM30BAHHEIH 3K3aHTEMATO3HELH 1IycTynes).

[laToreHeTHYECKHH MEXaHH3M MEIMKAMEHTO3HOIO ACENTHYECKOr0 MEHHHIHTA 10 KOHIA He
m3yder.  OJHAaKO HMEIOIMECs [JaHHBIE OTHOCHTENBHO  ACENTHYECKOTO  MEHHHIHTA,
unyrEpoBanHoro npuMenenrneM HIIBC, yKa3bIBaroT Ha peakUWio THIEPUYBCTBHTEIHHOCTH
(0OYCIOBIEHHYIO BPEMEHHOM CBA3BIO C NPHEMOM IpENapaTta H HCUE3HOBEHHEM CHMIITOMOB
[ocjie MpEeKpalleHHs IpueMa npenapara). Bo Bpems nedennss uGynpodeHOM oTMEYaIuCh
CAMHUYHBIE CIyYad PAsBHTHS ACENTHYECKOTO MEHWHIUTA y IALUEHTOB ¢ ayTOMMMYHHBIMH
safoneBaHuAMH (CHCTEMHAs KpacHas BOMYAHKA W CMEINaHHEIE 3a60IIeBaHMS COETHHUTENbHOMN
TKaHH), KOTOPBIE COMPOBOKAANKCH TAKUMH CHMITOMAMH, KaK PHTHHOCTE IIEH, TOJIOBHAs GOIb,
TOIIHOTA, PBOTA, MXOPAJKa HITH AE30PHEHTAIH.

* Jlanusre HEKOTOPBIX KIIMHHYECKHX HUCCICMOBAHUM TO3BOISIOT [IPEAIIONATaTh, YTO IIHTEIBHOE
HCIIONIb30BaHke HOYpOdeHa, 0COOEHHO B BBICOKUX 103aX (2400 MI/IEHB) MOMKET IPHBOIHTE K
HeOOTBIIOMY YBEIIMYCHHIO DPHCKA DasBUTHS apTepHalbHOTO TpomGo3a (HampuMep, mHMapKTa
MHOKap,E[a MIIH HHCYNbTa) (eM. pa3gen 4.4).

OTMeqaeMme HEXXE/aTebHbIE PEaKI[MH CBSI3AHEI C KeNTyI0THO-KHIIEYHBIMA HAPYIIEHHUIMH.

I/[Hor,t:a C JIETANbHBIM HCXOLOM, B OCOOCHHOCTH Y MOKHIILIX [TAI[HEHTOB.

CM paznen 4.4.

® B ciyuasx mepeno3upoBKY BO3MOXKHO Pa3BHTHE OCTPOH MOYEYHOH HENOCTATOYHOCTH, HEKPO3a
IIEYEHH, ITOBPEKICHNE NIeueHH (cM. paznen 4.9).

? B 0COBEHHOCTH IPH THTEAEHOM [IPUMEHEHHH, CONIPOBOMKAAFOIIEMCS TOBBIIIEHHEM MOYEBUHEI
B CBIBOPOTKE KPOBH M OTEKAMH, TAK)KE BKIIFOYAS MAHIISIPHELT HEKPO3.

Coo0menne 0 HesKeJIaTeNbHBIX peaKIHaX
BaxHo coofmare O IOHO3pEBAEMBIX HEKENATENBHEIX DPEAKUUAX [IOCHE DErHCTPALHH
JIEKapCTBEHHOTO IIperapara ¢ UeNnbio 00ECTIEYeHNs HENPEPEIBHOTO MOHUTOPHHTA COOTHOLICHHS
«IIOJIE3a-PHCK» JIEKAaPCTBEHHOI'O Ipernapata. MeIMnuHCKEM pabOTHHKaM pEKOMEH/IyeTcs
coo0mats 0 JOOBIX MOT03PEBAEMEIX HEXETATEIbHEIX DPEaKIMAX JEKAPCTBEHHOrO Ipernapara
gepe3 HallMOHAbHBIE CHCTEMBI COOOIIEHHS O HEXETATeNBHBIX PEaKIHAX [OCYdapCTB-WICHOB
EBpasuiicKoro 3KOHOMHUYECKOTO CO03a.

Pecniybnuka Benapych

PecniyOnukanckoe  yHuTapHoe —mpednpustHe «LIeHTp 9KCHEpTM3 M WCHBITAHHH B
3JpaBOOXpPaHEHHHY

220037 r. Munck, ToBapuineckuii ep., 2a.

Tenedon otnena dapmaxonamsopa.: +375(17)242-00-29; daxc: +375(17)242 00 29
OnexTpouHas modra: repl@rceth.by, reeth@reeth.by
https://www.rceth.by

4.9. Ilepeno3upoBKa

llapayemamon

Ilpr npueme 10 r mapaneramona i Goliee, y B3pOCTBIX MOXKET BO3HHKHYTH ITODAXKCHHE

nedyeHu. [IpueM BHYTPE 5 T mapaieramona uik 6oj1ee MOXKeT IPHBECTH K IOBPEXKISHHIO [IEUEHH,

[IPH HAIHYHK Y TalMeHTa OJHOro 1K Gonee GakTopoB pucka:

— MANMTeNbHOE JedeHHe KapOamasenuHoM, (eHoOapbutanoM, (QEHUTOMHOM, MIPUMHIOHOM,
PHQAMIUIMHOM, 3BepO0OEM WM JPYTHMH  IIpENapaTaMd, KOTOphlE HHIYLHPYIOT
Ie9EeHOYHbIe (epMEHTEI;

— perynspHoe YHOTpeOIeHHe alKoroJIs CBhILIE 6e30MMacHbIX 03,
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— Ne(QUIUT TIyTaTHOHa, YTO MOKET HAONIONATHCS [PH paccTpoiCTBaX MHINEBOrO IIOBEJIEHNS,
MyKoBucIMn03, BUY-uHbeKINN, rOT0JaHuH, KaXEKCHH.
Cumnmombi
CHMIITOMBI IIEpEJO3UPOBKH TApalleTaMoNa B IIepBEIe 24 uaca BKIOYAIOT GIIEIHOCTS, TOIIHOTY,
PBOTY, aHOPEKCHIO ¥ 60Ib B KUBOTE. 110BpeI/ICHNE IEYESHH MOXKET CTATH OYEBH/IHEIM B TIEPHOL
ot 12 no 48 yacos mocne mpHeMa BHYTPb, KOTA M3MEHSIOTCS (QYHKIMOHAIBHBIE OKA3ATENH
neueHy. MoryT pasBuThes HapyleHue MeTabOIH3MA TITFOKO3El X MeTabosueckuit anunos. [Ipu
TSOKENBIX OTPABICHHAX II€YEHOYHAs HENOCTATOYHOCTh MOXET CIOCOOCTBOBATH DPa3sBHTHIO
HIe(anonaTHy, KPOBOTEUEHUIO, THIIOTIHKEMHH, OTEKY MO3Ta M NPHBECTH K CMEPTH. Octpas
[I09€YHasT HEJOCTATOYHOCTL C OCTPBIM HEKPO30M KaHATBIUEB, IPOSBIAIOMAACT 6GOTBIO B
MOACHHIIE, TeMaTypUedl ¥ NPOTEHHYPHEH, MOKET Pa3sBUThLCS NakKe TIPH OTCYTCTBHH TSKEIOTO
NOPAKEHHSA IICYCHH. 3aperuCTPHPOBAHBl TAKKE HAPYIICHHS DPHTMa CEpANA M DAa3BHTHE
aHKpeaTUTa.
Jleuenue
[lepenosuposka mapaneramona TpefyeT oKa3aHHsS HeMeTEeHHOH MEeIMIHHCKON TOMOIIY Jaje
IIPH OTCYTCTBHMH CHMIITOMOB B DaHHHH Nepuon. Ilepeno3upoBka MOMKET IPOSBIATHCA TOIBKO
TOIIHOTOH HJIM PBOTOH M HE COOTBETCTBOBATH TSKECTH OTPABICHHS WJIH PHUCKY HOBDPEXKICHHS
opranoB. [lpu sedeHnH HeOOXOZMMO pPYKOBOACTBOBATBCS JIOKATHHBIMH YCTAHOBICHHBIMH
IPHHIMIAMH Tepanuy. [[pueM akTHBHpOBaHHOrO yrisi o0g3aTelleH B TedeHHe | waca mocie
npueMa Iapaneramolia BHYTPb. [[nmasMeHHBIE KOHIEHTpaluy napaneraMmona HEeOoOXOMHMO
OLEHHBATh HUepe3 4 4Yaca WM MO3Ke II0CHe IpHeMa Mpemapara (Goliee paHHee ONpenereHHe
KOHIICHTPAlHy HeHanexHo). JledeHHe C TOMOIBI N-ameTHINMHMCTEHHA MOXET ObITh
UCTIOJIE30BAHO B Te4YeHHe 24 4acoB IOCIE IIpHeMa [apamneTaMolid, OJHAKO, MaKCHMATbHEII
3amuTHE 30Q(GEeKT pa3BHBaeTcd NpH IpHeMe N-alleTHINUCTEHHA B TEUSHHE 8 4YacOB MOCIE
npreMa rnapareramona. JhGeKTHBHOCTE aHTHIOTHOTO IEHCTBHS IIOCIIE STOTO BPEMEHH PE3KO
cumxaercs. [Ipu OTCYTCTBHM pBOTEI BO3MOMKHO HCIIONB30BAHHE METHOHHHA MEPOPATBEHO B
Ka4yeCTBE albTePHATHUBEI IIPH HEBO3MOXKHOCTH BBEICHHS AllCTUIIHCTEHHA. BeIeHre Mal{HeHToB
C TSDKETBIM [IOPKEHHEM TIEYEeHH B CPOKH 0osee 24 9acoB IOCIe IpHeMa MapareTaMora J0DKHO
OCYINECTBIATHCH B COOTBETCTBHH C JIOKAITBHOM MPaKTHKOH.
Hbynpodhen
Y nereii mpuem 6osee 400 mr/kr uOynpodera MOXKET BEI3BATE CUMIITOMBI ITEPEI03UPOBKH. VY
B3POCHBIX J0303aBUCUMEIH 3 (peKT MeHee BEIpakeH.
Ilepuon mosTyBBIBENEHUS IIPK IIEPEIO3UPOBKE COCTaBsAET 1,5-3 yaca.

Cumnmombvl
Y OONBIIMHCTBA MAMEHTOB, INPHHSABIOMX KIMHHYECKH 3Ha4uMoe komwdecteo HIIBC,
Pa3BHBAIOTCS. TOINHOTA, PBOTA, OONB B OIMIACTPHM, peXe — Iuaped. BO3MOXKHO TakKke

MOSABJICHHE LIyMa B yIaxX, FONOBHON OONH M XenynouHO-KHIIEYHOT0 KpOBOTeuyeHHs. B Gonee
TSDKEJIBIX CIIy4asx, BOSMOXKHO Da3sBHTHE TOKCHYHOCTH B OTHOINCHHH IEHTPATBHOH HEPBHOM
CHCTEMBI, INPOSBIIOMIEHCS COHIMBOCTBIO, HHOrJA BO30OYXKICHHEM M Je30pHEHTalHeld Him
komo#. MHorma pasBHBaIOTCS CYHNOPOTH. DB TMKENBIX CIOydasx BO3MOXKHO pasBUTHE
MeTabOoNMYEeCKOro — anuaosa, yIJIMHEHHe NpoTpoMOmHOBOTO BpemeHrw/MHO, BeposTHO
CBS3aHHOE C BIMSHHEM Ha LUPKYIHpYIOmHe (akTOpEl CBEPTHIBAHHS KPOBH. Takke MOTYT
BO3HHKHYTB OCTpas MOYEUHAS HENOCTATOUHOCTE U IIOPAXKEHHE NIEUESHH, 0COOCHHO IIPH HAIWIHN
00€3BOXKMBaHMA. Y NAIMEHTOB ¢ OPOHXHAILHOM acTMOH BO3MOXKHO pasBUTHE €€ 000CTpeHH S,
Jleuenue

Jleuenne NOMKHO OBITE CHMITOMATHYECKHM M IIO[NEP)KHBAIOIIAM M BKIIOYaTh B ceOs
TOJIEPKAHHE TIPOXOMUMOCTH IBIXATENLHBIX ITyTeH ¥ MOHHTOPHHI CepAevHOH (YHKUMH H
IPYTHX OKWU3HEHHO B&KHBIX OQYHKIMH 10 CcTa0HIM3aldM COCTOSHHA. PeKoMeHmyeTcs
IIEPOPaJIBHOC BBCIACHHE aKTHBHpOBaHHOFO YI‘JISI B TE€YCHHUE 1 qJaca II0CIIe aneMa IIOTEHLHAJIBHO
TOKCHYHOH H03EI. B TOM ciiydae, eciid CyJOpOrd 4acThle TUO0 MPOIOIKHTENBHEIE, HEOOXOIHIMO
Ha3HA4YUTh JIEYEHHE OUA3eIaMOM HITH JIOpa3eraMoM.

AATACTRPOTE
AHICTEP(

PECIIVBIIA

3OP&E0OXPaHEH

eNILPYCh t




5. ®APMAKOJIOTHWYECKHUE CBOMICTBA
5.1. ®apmaxkoguHaMHYeCKUe CBOIiCTBA
Dapmaxomepanesmudeckas zpynna
ITpOTHEOBOCTIANHTENBHEIE M TIPOTHBOPEBMATHYECKHE npenapatsl. [IpousBoaHble IPONHOKOBO
KHCJIOTEI.

Kox ATX: MO1AES].

Mexanusm deticmsus u papmaxodunamuneckue 3¢pexmsi

Dapmakosiorudeckoe feiicTre uOynpodeHa u mapanetamona Pa3NMHYaeTCs 10 MECTY M CIIOCo0y
AeHCTBUSA. OTH B3aHMOJIOIONHSIONME CIIOCOOB! JEHCTBHS SIBIISIOTCS CHHEPIrHYECKHMH, UTO
OPUBOJUT K OOJIBIIEMY aHTHHOLHLCIITHBHOMY JEHCTBUIO, M OTIENBHEIE AKTHBHLIC BEIIIECTRA.
Ubynmpoden  mpemcramser  coboit  HIIBII, 3Q(deXTHBHOCTE  KOTOpOro  Ghina
IPOZEMOHCTPUPOBAHA Ha OOBIMHBIX 3KCIEPUMEHTATBHBIX MOJENSX BOCIATEHMS HA JKHBOTHAIX
NyT€M  WHTHOMPOBAHHS  CHHTe32  NPOCTANNIAHIMHOB.  IIPOCTAIVIAHIHESB!  [IOBBIIAIOT
9yBCTBUTENBEHOCTD HOLMIENTHBHEIX ahQEPeHTHEIX HEPBHBIX OKOHYAHHH K MEIHMATOPaM, TAKUM
Kak OpanuxkuauH. Takum o6pazom, ubynpoder okasnBaeT obe30omuBaromee NeHCTRHE 33 CYeT
[epH(EPHIECKOr0 HHIHONPOBaHHs U30()EPMEHTA IIHKIOKCHTeHA3EI-2 (LIOI'-2) ¢ mocmenyrommmm
CHIDKCHHEM CCHCHOMIH3alu¥ HOIMIENTHBHEIX HEPBHBIX OKOHYAHMH. Taike GbIIo [IOKa3aHo,
9ro uOYNpodeH HHTHOUpYeT MHIPALMIO HHIYLIMPOBAHHHIX IEHKOIMTOB B BOCHATCHHEL
yaactkd. MOympodeH oka3siBaeT BHIpaXKEHHOE MNEHCTBHE HA CIMHHOMN MO3I, YacTHYHO
Gmaromaps  mmrmbmposanmro 11Ol  U6ympoden 00paTHMO  HMHTHOHMDYET — arperaruio
TPOMOOUUTOB. VY mozel ubynpoden yMeHbIIAeT 60Ib ¥ OTEK [IPH BOCHI&JIEHHH.
OKCIEPHMEHTANbHBIE TaHHEIE CBUIETENLCTBYIOT O TOM, YTO HOyIIpoher MOKET KOHKYPEHTHO
MHTHOUPOBAaTh JEHCTBHE HH3KHUX 103 ANETHICAIMIHIOBOH KHCIOTHI HA arperaruo
TPOMOOIIMTOB IIPH HMX OJHOBPEMEHHOM IPUMEHEHHH. HekoTopele (apmakonuHaMugeckue
HCCIICIOBAHHS ITIOKA3BIBAIOT, 4TO IPH OJHOKpaTtHOM mpueme ubynpodena B moze 400 mr B
TedeHHe 8 U 00 WiM B TeueHHe 30 MHH [OCNTE NpHEMA ALETHICATHIIOBON KUCIOTHI C
HEMEIJIEeHHBIM  BEICBOOOXKImeHmeM (81 MI)  HaOMIODATOCh  CHHDKEHHE  BIMSHEUS
aUCTHTICAINIIHIOBON KUCIOTEI Ha 00pa3oBaHHe TPOMOOKCAHA WM arperamiio TPOMGOIHTOB.
XOTs CyIecTBYIOT HEONpENeNeHHOCTH B OTHOINEHHH SKCTPAIONIALMKY 3THX [JaHHBIX Ha
KIIMHAYECKYIO CHTYAIHIO, HENb3S UCKIIOYATh BO3MOXKXHOCTE TOTO, UTO PETYIAPHOE [UTHTENBHOE
NPHMCHEHHE HOYNpodeHa MOKET CHH3HTb KapIHOTPOTEKTOPHBIH 3pdexT HH3KHMX 103
UCTHIICATAIANOBOH  KHCOTEL  KimHudeckn#t sbdexT mpu smuzommueckoM IpUMeHEHHH
uOynpodena He CYATAETCS 3HATUMEIM (CM. paszen 4.5).

Touneni Mexanusm meffCTBHS IapaneTamona 10 CHX IIOp MOJHOCTRIO He OIIpElIeNIeH; OJHAKO
UMCIOTCH ~ 3HAYWTCIBHBIE  [IOKA3aTENBCTBA B  IOMNEPKKY THIOTE3Hl O UEHTPAILHOM
AHTHHOLMIENTHBHOM 3(dekTe. Pasnuunble GHOXHMHYECKHE WCCIENOBAHMS YKa3BIBAIOT HAa
HHrHOHpOBaHNe UEeHTpabHOH axTHBHOCTH L{OT-2. [TapareTaMon MOXeT Takke CTHEMYJIHPOBATh
aKTHBHOCTE HUCXOZSAUIMX MyTEH S-THAPOKCHTPHITAMUHA (CEPOTOHHHA), KOTOPEIE HETHOHDPYIOT
Iepeady HOLUMICNTHBHOIO CHTHANAa B CIHHHOM Mosre. Mcelnenosanus mokasand, uTo
TTapareTamo ABIAETCs 04CHE CTadbM HHIHOUTOpOM mepHubepirdeckux uzobepmentos LIOT-1 1
2.

Knuanaeckas sddextuprocts ubynpodena u napaneramona 6suia IIPOJIEMOHCTPHPOBAHA IIPH
TONOBHOX Oomw, 3yOHOH GONM, MUCMEHOpEeH; KpoMe TOro, 3G(EKTHBHOCTh HAGIIONATACH y
TAIMCHTOB ¢ OONBI0 NPH MpPOCTyAe H TPHIIE, a TAKKE y NANHEHTOB ¢ GONBI0 B ropie,
MBIIIEYHOH GONBIO HIIH IOBPEXIEHHEM MATKAX TKaHeH W GOJIAMH B CIIUHE.

JlauHED Tpenapar ocoGEHHO MOAXOMMT IPH COCTOSHHSX, KOTOpEIE TPeOYyIOT Oollee CHIILHOTO
00e300/mMBaHKs, IeM TOIBKO HOYIPODEH UITH TIapaIleTaMo, | 6oTee OricTporo obe3bonuBanus,
geM HOynpodeH.

f o
. | CO1l
5.2. MapMaKOKHHEeTHYECKHE CBOHCTBAycrs
i

Abcopbuus u pacnpedenerine "
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ViOyrpoer mocne mpuema BHYTPh GBICTPO M HPAKTHYECKH MOTHOCTEIO ‘abcopOupyercs u3
KKT. MakcumanmbHas KOHIEHTPAIHA B KPOBH [IOCIE IpueMa TablleTOK, HOKPBITEIX [UICHOYHOMH
obonoYKoi, onpenernsiercs yepes 1-2 waca mocie [IPHEM HATOWIAK. B CHHOBHANBHOM XuIKOCTH
MaxcHMalbHask KOHIEHTPAIMS JOCTHIaeTCs CIyCTs 3 gaca mocle Iprema.

Ilapanieramon 6rlcTpo BeackBaercs u3 JKKT, [IPEUMYINECTBEHHO B TOHKOM KHINKE, IIOCIe
OZHOKpAaTHOTO NpueMa MaKCHMaNbHasd KOHLIEHTPAlUs B KPOBH HOCTHraeTcst depes 10-60 MUHYT
Ha (DOHE TIPUMEHEHHs lpenapaTa HATOINAK, 3aTeM MOCTENEHHO cHmkaetcd. Ilapaneramon
XOPOIIO pPACIpPENenieICs B TKAHAX M JKHAKOCTAX, 3a MCKIIOYEHWEM JKHPOBOH TKAHH W
CHMHHOMO3TOBOH )uaKocTH, CBA3bIBaHue ¢ GeNkaMu cocTaBseT Meree 10%.
buompancopmayua u svigedenue

MetaGonusupyercs ubynpoder B nedenu (90%). Bemomures moukamu (80% OT BBeIEHHOI
TO3EL) KaK B Hen3MeHeHHOM Bujie (10%), Tak U B BUIE METAGOIHUTOR (70%). 20% BBIBOIHTCS B
BHJle METabOIIUTOB Yepe3 KHIIEIHHK. [IepHoT IOy BEIBEAEHIS OKOJIO 2-3 YACOB.

Ilapanetamon MeTaGONH3MPYETCS NPEHMYIIECTBEHHO B [IEHCHH TyTEM CBS3BIBAHHSA C
TOKYPOHH/IOM, CyTb(hAaTOM W IyTEM OKHCICHHS C YYACTHEM OKCHIA3 IEYeHH H OUTOXpOMa
P450. Y B3pocnerx Gosbiias 9acTh MapaneTamMona CBA3bIBASTCS ¢ TTTFOKYPOHOBOM KHCIIOTOMH, y
AETeH - C CepHOH KMCIOTOM. OTH KOHBIOTHPOBAHHBIE METaGONHTEl He obnagaror
METa0O0IMIECKOH aKTHBHOCTBIO, HE CBA3LIBAIOTCS ¢ OEIKAMH  TIIA3MBI. Taxxe npu
[ICPENO3UPOBKE MOMKET TMPOUCXONUTH HAKOIUIEHWE TI'MIPOKCHIMPOBAHHOTO MeTaboIHTa C
TOKCHICCKHM JEUCTBHEM - N-aueTnsi-p-6eH30XHHOHMMUHA, KOTOPBI ofpasyercst B meYeHH H
I0YKaxX IIOJ BIMSHHEM CMCIIAHHEIX OKCHAa3 H B OGBIYHBIX YCIOBHSX OCTOKCHpHITHIpYeTCs
IyTeM CBA3BIBAHUA C TmoTaTHOHOM. [lepwon momysnisenmenus cocrasiuser 1-3 waca m MOMXeT
YBCTIHHUBATECA IIpH 1uppo3e neueHH. [loyewnsni kmmpenc napameramona cocrapiger 5%.
Bemonurest B HemsmeHeHHOM Bume (OKONO 5%) u B BHIE TIIFOKYPOHHIHBIX H CyJIbhaTHbX
KOHBIOIaTOB.

Ocobennocmu apmarokunemuku y 0cobsix zpynn nayuenmos

JOCTOBEPHEIX pasmuuuit B GapMaKOKMHETHYIECKOM npoduie mapareramolia u ubympodeHa y
IIOKHITBIX [TAIIHEHTOB He HaOI0OgaeTCs.

W6ynpoden NpoHHKaeT B IPyIHOE MOJIOKO B HE3HAUHTENBHBIX KOIMYECTRAX.

5.3. JloKJIHHUYeCKHE JAHHBIE

Toxcuxonoruueckuit mpoduIs Ge30macHoCTH uOyrnpodena 1 mapaueTamona yCTaHOBIEH HCXOMIS
ODITMPHOTO KITHHHYECKOTO OIEITA.

Wndopmartus 0 HOBBIX TOKITHHHIECKHUX TAHHBIX He oOHapyxeHa.

6. ®APMAINEBTUYECKHE CBOMCTBA

6.1. IlepedeHp BCOMOraTeTbHBIX BEIECTB
Kyxypy3Hbrit kpaxman

IloBunon

Hatpus xpaxmanriukonsr (Tam A)

Maraus creapar

Tamex

KpeMHHS THOKCHI KOJUTOHIHEIH Ge3B0IHbIH
Llennmronosa MUKPOKpPHUCTATITHIECKAS

Oborouka mabremxu

I'unpomenosa

Tanex : i
Maxkporox 1500 i VOIJACOBAHO
Kpacutens anenscunossiit xentsii E 110 o i HEHUS |
Tutana nuoxeug

Iomucopbar 80

Jumetukon

PAHE
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6.2. HecosMmecTumocTh
He mpumenumo.

6.3. Cpok rogHocTH
4 roma. Cpok ToIHOCTH YKa3aH Ha ymakoBKe. He HCIONB30BATE IOCHE HCTEYCHHS CpoKa

TOAHOCTH, YKa3aHHOI'O Ha YIIAKOBKE.

6.4. OcoOble MePBI IPEJOCTOPOKHOCTH NPH XPAaHEHUH
XpaHHTE B OPUIMHAILHON YIIaKOBKE I 3alHTH OT BO3JEHCTBHA CBETa NpH TEMIIepaType He
Beime 25 °C.

6.5. XapakTep H coiep:KHUMO€ YIAKOBKH

Ilo 10 Tabmetox B KOHTYpHOH Oe3bsuciiKOBOM ynakoske u3 OyhneHa wix B KOHTYpHOM
SUCHKOBOH YIIaKOBKE M3 IUIEHKH IONUBHHUIXIOPHAHON U rubKoi YIaKOBKY HA OCHOBE doneru
ATFOMUHHUEBOH.

Kaxxnere 2 KOHTYpHBIE Ge3bA4EHKOBBIE YIAKOBKH HIIH KOHTYDHEIE T4eHKOBBIE YIIAKOBKM BMECTe
C JIMCTKOM-BKJIJIBIIIEM IOMEINAIOT B AYKy U3 KAPTOHA.

6.6. OcoGple Mepsl NPETOCTOPOKHOCTH MPH VHHYTOKEHHH HCHOMb30BAHHOIO
JEKAPCTBEHHOT0  MpemapaTa HIH  OTXOA0B, IOAYYEHHBIX II0Cde NPHMEHEHHS
JIEKAPCTBEHHOI0 IpenapaTa uiu paboTsl ¢ HAM

Hert oco6r1x TpeboBammii.

6.7. YenoBus oTmycka H3 anTex
o penenty Bpaua.

7. IEPAKATEJIb PETUCTPAITUOHHOI'O YAOCTOBEPEHUS
000 «DapMTeXHOTOTHI»

220024, Pecrry6nuka Benapycs, . Musck, yiu. Kopxeresckoro, 22
Tenebon/daxc: +375 17 309 44 88, e-mail: fi@ft.by.

8. HOMEP PEITHUCTPAITMOHHOI'O YAOCTOBEPEHH S

9.IATA IEPBUYHOM PEI'HCTPAIIAH (IIOATBEPKAEHUSI PETHCTPAIIAY,
IIEPEPEI'HCTPAITUN)

Jara mepBu9HO# peructpamuu: 28.01.2014

Jlata moceiHero NoATBepKAeH s peructpanuy: 13.02.2019

10. JATA IEPECMOTPA TEKCTA

COr'JTACOBARO ]
{ MAHCTT DA T S 1
MHEHHUCTEPCTBOM SOPABOOXPA Tﬂ"“"F”HE
SRSV §

]

PECIIVR Lo
PECIIVBIMERYM BEJIAPYCL

IIpuxas Mrsucreperza

I “HHUCTeROTE: agpas HeHug |
Den'—;..f Sroxeasy T -‘J".D‘—" GGXPEHEGL‘IH'F:
TeCUY0IHRY Denapyes i

——
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