COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 06.05.2025 N2 11721

(NOCNEOOBATENLHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Anpotunut, 10000 KME/mn, pacTBOp 17151 BHyTPUBEHHOTO BBEIICHUS.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB

JlelicTBytol1lee BEIECTBO: allPOTHUHUH.

Kaxnprit Ma pactBopa 11 BHyTpuBeHHOro BBeaeHHs coaepxkut 10000 KUE (enunuia
MHIMOMPOBAaHNS KAJUIMKPENHA) allpOTUHUHA.

Kaxnpnii ¢aakon 10 mi comepxkut 10000 KUE (enuHnma WHTHOMpOBaHMS KaJUIMKPEHHA)
anpOTHHHHA.

Kaxnprit ¢nakon 50 mu comepxut 50000 KUE (emuHmma WHrHOMpOBaHUS KaJIUKPEHHA)
anpOTHHHUHA.

BcnoMmorarenbHble BelllecTBa, HAMYME KOTOPBIX HA/l0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: HaTpui (cM. pazaen 4.4).

ITomubIi MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCIICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOT'O BBEJCHUS.

Hp03paqHa;1 6GCI_IB6THa$I WK CJICTKA KEJIITOBaTasd ) KUJIKOCTh.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

[Ipemapar AnpoTHMHMH IOKa3aH K NPUMEHEHUIO Yy B3pOCIbIX B Bo3pacte oT 18 ner s
npoMIAKTUKN HHTPAOTIEPALMOHHOM KPOBOIIOTEPH U YMEHBLIEHUs 00beMa reMoTpaHc(y3uu npu
IPOBEJCHUH onepanuii aopTokopoHapHoro nryntupoBanus (AKII) ¢ ncnonb3oBanueM anmnapara
UCKyCCTBEHHOTO KpoBooOpamieHus: (AUK) y B3pocibIX MalMEHTOB, HAaXOMIAIIUXCS B TPYIIIE
NOBBIIIEHHOTO  PUCKAa  pa3BUTHSL  KPOBOTEUEHHS WM  HEOOXOAMMOCTH  INPOBEICHHUS

reMoTpancy3um.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

PexuMm no3upoBanus

B3p0€ﬂbl€ nayuermaol

Hauanphas J03a, COCTaBJIArOmIasa 1-2 MiH. KI/IE, BBOJUTCA BHYTPUBCHHO MCIAJICHHO B TCUCHUC
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15-20 muH nocne Hayajla aHeCTE3UH U J10 NpoBeeHus crepHoromun. Cnenytromue 1-2 mn. KUE
N00aBIISAIOT K IEPBUYHOMY 00bEMY arlnapara «Cepaie-Ierkuey». ApOTHHUH CIeAyeT 100aBIsTh
K MEepBUYHOMY 00BEMY B MEPHOJ PELUPKYISLUU JJIsT 00ecredeHns JTOCTaTOYHOIO pa3BeIeHUs
npernapara U nNpeloTBPaLICHUS B3aUMOICUCTBHUS C TeIIapHHOM.

[Tocne okoHUaHUS OOITIOCHOTO BBEACHUS YCTAHABIMBAIOT MOCTOSHHYIO HH(Y3HUIO CO CKOPOCTHIO
BBeneHus 250—500 teic. KUE/4 10 okoHUaHUS Onepaum.

OO11ee KOIMYECTBO BBEJACHHOIO allpOTUHUHA B TEYEHHE BCEH OMEepaluy He JOJKHO MPEBBIIIATh
7 maH. KHUE.

Oco0Bble IPVIIILI MAIKEHTOB

Tlayuenmol ¢ napywenuem @yHKyuu novex
[Tanuentam ¢ HapylleHHON (yHKLUMEH MouYeKk He Tpedyercs MPOBOJUTH KOPPEKLMIO PEKuMa
JIO3UPOBaHUS.
Tlayuenmui nodcunozo eospacma
H3MeHeHne pexxrMa J03UpOBaHUs Y MAMEHTOB TTOKHUIIOT0 BO3pacTa He Tpedyercs.
€T’
bezonacHocTh U 3(pPEeKTUBHOCTD aPOTHHUHA y JIeTei B Bo3pacTe 10 18 JeT He yCTaHOBJICHBI.

JlaHHBIE OTCYTCTBYIOT.

Criocob nnpuMeHeHu s

Jlo Ha3HaueHUs mpenapata APOTHHUH KaXIOMY MallMeHTY PEKOMEH/IyeTCs BBITOJHUTH TECT Ha
Hanuuue antuten (IgG) k anporununy (cMm. pasaen 4.4).

[IpemapaT BBOJSAT TOJBKO B TMOJIOKEHUHU «JIEKa HA CIIMHE», BHYTPUBEHHO CTPYWHO MEJICHHO
(MakcuManbHass CKOpOCTh BBeleHus: S5—10 wur/mMuH) Wi KanenbHO. BBoauTh mpemapar
ATIPOTHHUH CJIEyeT 4epe3 MarucTpalbHbIe BEHBI, HE MCIOJIb30BATh MUX UIS BBEACHUS JPYTUX
MpernapaToB.

B cBs3u ¢ BBICOKMM pHCKOM pa3BUTHS allIepruuecKux/aHaduIakTHUYeCKHX pPEeaKIuil BCeM
narnueHTam 3a 10 MHH 0 BBeIEHHS OCHOBHOW JO3bI Ipernapata ATPOTHHUH CJETyeT BBECTH
npoOHy0 103y, coctapistonryto 1 mi (10 teic. KHUE). Ilpu oTcyTCTBUHM OTpHULIATEIbHBIX peaKIIUn
BBOJIAT TepaANeBTUYECKYIO 703y Nnpenapara. Bo3MoXHO npuMeHeHne 0J0KaTOPOB '’MCTaMUHOBBIX
Hi- u Hz-penentopoB 3a 15 MuHYT 10 BBeneHUs npenapata AnpoTuHuH. B moOom cimyuae
JIOJDKHBI OBITH 3apaHee MOrOTOBJICHBI CTaH/IapTHBIE HEOTIIOXKHBIE MEPOTIPUSTHS, HAIIPaBICHHbIC

Ha JIeYeHHE ajlIepruyecKoil/aHaprIakTHUeCKOi peakuu.
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4.3. [IpoTuBONOKA3aHUSA

— I'unepuyBCTBUTEIBHOCTh K ANPOTHHHHY WM K JIOOOMY M3 BCIOMOTATEIbHBIX BEILIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

— Bospact o 18 net (6e3omacHOCTh ¥ 3)PEKTUBHOCTH HE YCTAHOBJICHBI).

— Y DanMeHToB C MOJIOKUTEIBHBIM TECTOM Ha crenuduueckue antutena 1gG k anpoTHHUHY

(cm. paznen 4.4). B cityuae, eciii mpoBelieHHE TeCTHpOBaHus Ha criennpudeckue anturena (1gG)

K alipOTUHUHY TIepe]l Ha4aJIoM JICYeHUSI HEBO3MOXKHO, HO MPEIIOIAaraeTcs, YTo MalueHT MoTyJal

JICYCHUE aPOTHHUHOM W «(UOPUHOBBIMU T€pMETHKAMI» B TEUECHHE MPEAbLTyIHX 12 Mecsues,

BBEJ/ICHHE allPOTHHHHA [IPOTHBOIIOKA3aHO.

— bepemeHHOCTH 1 IeprOA IPyIHOTO BCKapMJIMBAHUS.

4.4. OcoOble yka3aHusi 1 Mepbl PEA0CTOPOKHOCTH NIPU IPUMEHEeHUH

C 0CTOPOYKHOCTBIO

— IlIpenmecTByromiee npuMEeHEHNE alPOTUHHUHA.
— Annepruyeckue peakiuy B aHaMHe3e (B TOM YHcie Ha O€IOK KPYITHOTO POraToro CKOTa).

Oco0ble yKa3aHus

AnpoTHHUH He cieayeT npumMeHsTb, ecnu AKIL coueraercst ¢ apyroi cepie4Ho-coCyUCTOM
ornepanyel, IOCKOJIbKY COOTHOIIEHUE MOJb3bl U PUCKA MPUMEHEHMs allpOTUHHHA NP APYTHX
CEepAECYHO-COCYTUCTBIX BMEIIATENILCTBAX HE YCTaHOBIICHO.

JlabopamopHuvlii MOHUMOPpUHZ AKMUBHOCMU AHMUKOARYISAHIMOE 60 6PeMS UCKYCCMBEHHO20
Kpo8oobpaujeHus

ATIPOTHHUH He SBJISIeTCS renapuH-cOeperaruM CpeCTBOM, T03TOMY Ba)KHO, YTOOBI BO BpeMs
Tepanuy aupOTHUHUHOM IOJJepXKHUBaJach a/leKBaTHAS aHTHKOATYJISIHTHAs TEpamusl rernapuHOM.
[ToBbIlIeHHE aKTUBUPOBAHHOTO YaCTUYHOro TpomOomiactTuHoBoro BpemeHu (AUTB) wu
aKTHBHPOBAHHOTO BpeMeHH cBepThiBanus KkpoBu (Activated Clotting Time; ACT),
AKTUBUPOBAHHOTO ILIEJTUTOM, OXHUJAE€TCsA Yy MAaIMEeHTOB, IOJyYalOIIUX AarnpoTHHHH, BO BpeMs
olrepanuy U B T€YEHHE HECKOJIBKUX 4acoB mociie onepauuu. CnenosarensHo, AUTB He cnenyer
UCIIONIb30BaTh JJIi  KOHTPOJIA TMOJAJEp>KAaHUS aJeKBaTHOM aHTHKOATYJSIUU TelNapHuHOM.
[TaruenTam, KOTOpPBIM TMPOBOJUTCS AOPTOKOPOHApHOE ULIYHTHPOBAHHWE C MPUMEHEHHUEM
anpOTHHUHA, PEKOMEHIyeTcsl OOUH U3 TpPeX METOAOB MOAJCepX aHUA  aJeKBAaTHON
antukoarymauuu: ACT, npumeHeHue (UKCHPOBAHHOM [103bl TeMapuHa WIM OIpe/eeHue
KOHIEHTpaluu remnapuHa (cM. Huxe). Ecnu s moanep:kaHusi aJjleKBaTHOM aHTUKOAryJIsiUU B

NPUCYTCTBUM anpoTuHUHa wucnoibdyercss ACT, 1o muHMManbHOe pekoMeHayemoe ACT,
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aKTHBUPOBAHHOE ILIEJIUTOM, cocTaBisieT 750 cekyHn M MHUHHMaibHOe pekomeHnayemoe ACT,
AKTUBUPOBAHHOE KAOJIMHOM, cocTaBisieT 480 ceKyH1, He3aBUCUMO OT 3(PPEKTOB reMOJMITIOLUH U
TUIIOTEPMUH.

Jlonoanumenvrble YKA3aHUS O NPUMEHEHUIO NPU DKCIMPAKOPHOPAIbHOM KDO@OO6I)CIW€HHH

[TaruenTam, kotopeiM npoBoautcs AKIII ¢ npuMeHeHreM anpoOTUHUHA, PEKOMEHYETCSl OJIUH U3
CJIEYIOIIMX METOOB JUIsl MOAIEP>KaHUS aJleKBaTHOM aHTUKOATYJISILIUU:

Axmusuposannoe spems c6epmul8aHus Kposu

Onpenenenne ACT He sBiIsfeTcsl CTaHIAPTU3UPOBAHHBIM TECTOM JUISL  ONpENEIeHUs
CBEPTHIBAEMOCTH KPOBM, U IPUMEHEHHUE allpOTUHUHA MOXKET BJIMATH HA Pa3IMYHbIE METOIUKHU
npoBeneHus tecta. ACT Taxke NMOJABEPKEHO BIUSHHUIO Pa3IMYHBIX 3(P(PEKTOB TeMOIMIIONUN U
Bo3aeiicTBUI0 Temneparypsl Bo Bpems AKII. YcraHoBineHO, 4TO mOJ BIMSHUEM alpOTHHUHA
pesyinbraT ACT Tecta ¢ KaoJIMHOM yBEJIMYMBAETCS B MEHbILIEH creneHu, 4yem pesyiapraT ACT
TecTta ¢ uenuToM. M3-3a paznuuus B MeToankax MuHuMaiibHoe 3HadyeHue ACT Tecra ¢ 1ienuTom
cocraBisier 750 cekynn u muHuManbHoe 3HaueHue ACT Ttecra ¢ xaosuHOM — 480 cexyHI B
IPUCYTCTBUM ANpOTHHUHA, HE3aBUCUMO OT 3¢ (EeKTOB reMouIonnuu U runorepmun. Crenyer
IIPOKOHCYJIbTUpOBaTbcs ¢ npousBoauteneM Ttecta ACT OTHOCUTENBHO MHTEpIpETALUU
pe3yNbTaToOB aHaAJIM3a B IPUCYTCTBUU allpOTUHHHA.

Duxcuposannas 003a cenapuHa

CrangapTHas 703a TelmapuHa, BBOJIWMAs JIO KaHYJSAIHUW CepJIla, W KOJIHYECTBO TelaphHa,
nobasnsiemoe k mepBuuHOMYy o0bemy B AWK, momkubel coctaBisath He meHee 350 ME/kr.
JlononHuTenpHAas 103a TerapruHa onpenesieTcsl Maccoil Tena maueHTa u MpoAoHKUTEIbHOCTHIO
nepuoja SKCTPaKopropaIbHOTr0 KpOBOOOPAIIEHUS.

Onpedeﬂenue KOHYeHmpauyuu cenapurna

Meton THUTpOBaHUS TPOTAaMMHA HE IOJBEPXKEH BIMSHUIO alpOTUHHMHA U MOXET OBITh
WCIIOJIb30BaH JUIsl U3MEPEHMsI KOHIIEHTpaluK TenapuHa. VM3MepeHne BeNMUMHBI «J03a-OTBET»
renapuHa, OLIEHMBA€MOM THUTPOBAaHMEM IPOTaMHUHA, CIEAYET IPOBOAMUTH IE€pe] BBEIECHUEM
anpOTUHUHA JJI ONpE/IeTIeHNs] Harpy304HOU 103kl TenapuHa. J{onoJHUTeNbHbIE 1036l renapruHa
CJIeyeT BBOJUTH HAa OCHOBE KOHIIEHTpAIMi renapuHa, N3MEPEHHBIX TUTPOBAHUEM MPOTAMMHA.
KoHuenTpanus remapuHa BO BpeMsl LIYHTHPOBaHMSA He JOJDKHA omyckarbes Huke 2,7 EJl/mn
(2,0 MI/Kr) MM HIKE KOHIIEHTPALUH, OMPEACICHHON MPH U3MEPEHUN BEJIMYHHBI «J1032-0TBET»
renapuHa nepej BB€ACHUEM allpOTHHUHA.

Y nanueHToB, MOJIy4aBIIMX AaNpOTHMHHMH, HEWTpajau3alus TIelapuHa IPOTaMHUHOM IIOCIIE
IpeKpalleH!s] HCKYCCTBEHHOTO  KpOBOOOpalleHHs JOJbKHA JHOO  OCHOBBIBAThCS  HA

q)HKCI/IPOBaHHOM COOTHOIICHHH K KOJIMYCCTBY IPpUMEHACMOIO rermapuHa, o0
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KOHTPOJIMPOBATHCSI METOI0M TUTPOBAHUS POTAMUHA.

ATIpOTHUHUH HE SIBJIIETCS TeNapuH-COEpEraroIM CPEACTBOM.

Koucepsayus mpancnianmama

KpoBb, B3siTast U3 LEHTPaIbHON UH(PY3UOHHOM JIMHUH, Yepe3 KOTOPYIO BBOAUTCS allPOTUHUH, HE
JIOJIKHA UCII0JIb30BAThCA [yl COXpAaHEHMsI TPaHCILIaHTaTa.

Ilosmopnoe npumenenue anpomununa

[IpumeHeHre ampOTHHHHA, OCOOCHHO Y MAllMEHTOB, KOTOpbIE paHee MOoJIydaad arnpOTUHUH
(BKJTIOUAss anmpOTHHHHCOJEpKAmuUe (GUOPUHOBBIE TEPMETHKH), TPeOyeT TINATEeIbHON OICHKH
COOTHOILIEHUS pucka u I10JIB3Bl, IIOCKOJIBKY BO3MO>KHO pasBuTHe
IJIeprUYeCcKIX/aHaQIIAKTHIECKUX peakuid. XOTs B OONBITMHCTBE CITydaeB aHA(PHIAKTUIECKHE
pEeaKuu BO3HHUKAIOT MpPU MOBTOPHOM NPHUMEHEHUU B TEUCHHE MEPBBIX 12 MecsleB, UMEIOTCS
TaK)Ke €JUHUYHBIE COOOIIeHUsI 00 aHAPMIAKTUUECKUX PEAKIHMAX, BOSHHUKIIUX MPH MOBTOPHOM
IIPUMEHEHUHU allpOTHHHUHA OoJiee yeM uepe3 12 mecsies.

[lpy mnpuMeHeHWHM anmpOTHHWHA HEOOXOJWMO WMETh HAaroTOBe CTaHAAPTHBIE CPEACTBA
HEOTJIOKHOM IMOMOIIY MPH aJlJIepruieckoi/anadruiIakTHIeCKON PeaKITiH.

Oyenka pucka aniepeuiecKux peaxyut

Bce manuenTsl, mosjyvarouige anpoTHHUH, JOJDKHBI CHadaja IOJY4YUTh TECTOBYIO 103y IS
OLIGHKH BEPOSATHOCTH aJUIEPTrHUEcKuX peakuuil (cMm. pasgen 4.2). TecTtoByro 103y anpoTHHHHA
clenyeT BBOJUTh TOJBKO TpPU HAIUYUU CPEACTB M OOOpPYIOBaHHUS [ JIEYCHUS
aHa(UIAKTHYECKUX PEeaKLn.

[TatMeHThl, y KOTOPBIX BBIABIAIOTCS aHTHTENa (IgG) K ampoTHMHHMHY, MMEIOT BBICOKMH PHUCK
pa3BuTHS aHAQWIAKTUYECKUX pPEaKIHid TpU TPUMEHEHUHW alpoTHHHWHA. B CBS3M C ITHM
NpUMEHEeHHe Tpernapara ANPOTHHUH y TaKWX MAIlMEHTOB MPOTHUBONOKa3aHo. /o Ha3HavyeHUs
npenapata ANPOTHHMH KaXXJIOMy TMallMEHTy PEKOMEHAYETCsS BBINOJHUTh TECT Ha HaJU4uue
antuten (19gG) k anporununy. Ecnu onpenenenue antuten (IgG) k anpoTMHUHY HEBO3MOXKHO, TO
y TAIWEHTOB, y KOTOPBIX HEJIb3s HUCKIIOYUTh TPUMEHEHHE amnpoTHHHHA B TEYCHHE
npeauecTByomux 12 Mecsies, NpuMeHeHue npenapara AIpoOTUHUH MPOTUBOIIOKA3aHO.
Hapywenue ¢pynxyuu novex

Pe3ynbraThl HeTaBHUX OOCEpPBAI[MOHHBIX HMCCIEIOBAHUM MOKA3bIBAIOT, YTO APOTUHHH MOXKET
CITPOBOIIMPOBATh HapylieHHe (PYHKIUU MOYEK, OCOOCHHO Yy MAIMEHTOB C YK€ CYIICCTBYIOIICH
NOoYeyHOM  AUCPYHKIMEH. AHaiu3 BceX OOBEAMHEHHBIX  IJ1a1e00-KOHTPOIUPYEMBIX
UCclieIoBaHui y manueHToB, nepeHecmnx AKIL, BbIABHII MOBBINIEHHE YPOBHS KpeaTWHUHA B
CBIBOPOTKE KpoBH > (0,5 MI/AJ BBIIIE MCXOJHOTO YPOBHS y MAllMEHTOB, MOJTYYaBIIMX TEPAIHIO

AIIPOTUHUHOM. HOBTOMy PEKOMCHAYCTCA TIIATCIIBHO B3BCCUTH COOTHOIICHWE PHUCKOB U IMOJIB3bI
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nepe NPUMEHEHNEM allPOTUHUHA Y MTAIUEHTOB C YK€ CYIIECTBYIOIIMMHU HapyIICHUSIMU (DyHKITHH
NOYeK WIM Yy TMAamueHToB ¢ (akropaMu puUCKa (TaKUMH Kak COIYTCTBYIOIIEE JICUCHHE
AMHHOTJIMKO3UJIaMH ).

Coob1manocs 00 yBeITMUYEHUHU YaCTOThI IOYEYHON HET0CTATOYHOCTH M CMEPTHOCTH 110 CPABHEHUIO
C UICTOPUYECKON KOHTPOJILHOM IPYIIIION, COIOCTABUMOM I10 BO3PAcCTy, Y ALUEHTOB, I10JIy4aBIINX
anpOTUHUH, KOTOPBIM MPOBOJIMJIOCH CEPJCYHO-JIETOYHOE IIYHTUPOBaHME C TIIyOOKOU
TUIIOTEPMUYECKOM OCTAaHOBKOW KpOBOOOpAIlEHUs BO BpeMs OIlepallud Ha TPyAHOH aopre.
Heo6xonumo o0ecnieunTh afieKBaTHY0 aHTUKOATyJISHTHYIO Tepaluio relapuHoM (CM. BBILIE).
Cmepmuocms

B HEKOTOPBIX HEPaHIOMU3UPOBAHHBIX HAOIIOJATEIBHBIX HCCIEIOBAHUSIX COOOIIAIOCH O CBSI3U
MeXJy IPUMEHEHUEM alpoTHHHHA U TOBBIIIEHHON cMepTHOCThIO (Hampumep, Mangano 2007,
Schneeweiss 2008, Olenchock 2008, Shaw 2008), B TO BpemMs Kak B JIpyrux
HEepaHJOMU3UPOBAHHBIX HCCICIOBAHUAX O TaKOW CBsA3M He coobOmanock (Hampumep, Karkouti
2006, Mangano 2006, Coleman 2007, Pagano 2008, Ngaage 2008, Karkouti 2009). B stux
UCCIIEIOBAaHMSX allPOTMHUH OOBIYHO Ha3HAYAJICS MALMEHTaM, Y KOTOPbIX ObLI0 OoJibIIe GakTopoB
pHCKa MOBBIIIEHHOW CMEPTHOCTH JI0 ONIEPALIUH, YEM Y MAL[UEHTOB B IPYTUX IPYyMIaxX JCUSHHUs.

B GospmmHCTBE MCCIIEOBAaHUM 3T HUCXOAHBIE a3y B (paKTOpax pHCKa JOJDKHBIM 00pa3oM
HE YYHTHIBAJIUCh, W BIMSHHE ITUX (PAKTOPOB PHCKA HA pPE3yibTaThl Hew3BecTHO. [loaTomy
UHTEpIpEeTanns JSTHX OOCEpPBAIlMOHHBIX HCCIECJOBAHUN OrpaHWUYEHA, M CBS3b MEXKAY
IPUMEHEHHUEM allPOTHHHMHA U TMOBBIIIEHHON CMEPTHOCTHIO HE MOXKET OBITh HU YCTaHOBJIEHA, HU
ornpoBepruyta. Takum 06pa3oM, alpOTUHUH CIIEAYET IPUMEHATh TOJIBKO B Pa3pEIICHHBIX CIydasx
npu n3osmpoBaHnHoM AKIII, nocie TmareabHON OLEHKH MOTEHIMAIBHBIX PUCKOB U 0KHIaEMOM
TIOJIB3bI.

B nmy6mukamuu Fergusson ¢ coast. (2008) mpoaHanu3upoBaHbl JaHHBIE PAHJOMU3HPOBAHHOTO
KOHTposmpyemoro uccienoBanus «Blood Conservation Using Antifibrinolytics in a Randomized
Trialy (BART) u coobmiaercs o 0ojee BBICOKOW CMEPTHOCTH Yy TAIMEHTOB, MOJYYaBIIHAX
anpOTHHUH, T0 CPaBHEHHWIO C TAlWEHTAMH, MOJIYYaBIIMMH TPAHEKCAMOBYIO KHCIOTY WU
AMHHOKAIPOHOBYIO KHCIOTY. OIHAKO M3-3a psijia METOA0JIOTHYECKUX HEJOCTAaTKOB PE3yJIbTaThl
uccnenoBanust BART He MO3BOJISIOT clienaTh 0IHO3HAYHOE 3aKIIIOYEHUE O CEPACYHO-COCY TUCTHIX
pHICKax MPUMEHEHUS alpOTHHHIHA.

BcnoMorarensHble BEIeCTBA

Cooeporcanue nampus
Janublii penapat cojepkut okoso 1,54 mmons (win 35,38 mr) Hatpus Bo ¢uiakoHe 10 mi u

okoJto 7,69 mmonb (wnu 176,9 mr) Hatpus Bo diaakone 50 M.
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HCO6XO[[I/IMO YUYUTBIBATh MAlUCHTAM, HAXOAAIIUMCA Ha AUCTC C OTPAaHUYCHHUCM IMOCTYIICHUA

HaTpHusl.

4.5. B3auMmojeiicTBHE C JAPYrHMM JIEKAPCTBEHHbIMH MpenapaTaMu W Jpyrue BHIbI
B3aHMO/1eliCTBHSA

[lpenapat AmnpoTHHMH HMHTHOUpYeT H(PQPeKxTsl (GUOPUHOIMTUYECKHX CPEACTB, B T.4.
CTPENTOKMHA3bI, YPOKUHA3HI, aJTEIIa3bl.

YcunuBaer nelicTBue remapuHa (Io0aBlieHHME ampoOTHHUHA K TIeHNapUHU3UPOBAHHOW KpPOBU
BbI3bIBACT YBEJIMUYEHUE BPEMEHU CBEPTHIBAHUS 1IEJIbHON KPOBH).

Hapymienne QyHKIMM MOYeK MOXXKET OBITh BBI3BAHO NMPHUMEHEHHEM allpOTHHHHA, OCOOCHHO Y
MAIUEHTOB C YX€ CYIIECTBYIOIIEH MOYeYHOW IuChYHKIUEH. AMHHOTIUKO3UIBI SIBISIFOTCS

dakTopoM prcka HapylIeHHUs] PYHKIIMH MTOYEK.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUS

bepemeHHOCTD

HccnenoBanuss 1O TMPUMEHEHHUIO TMpenapara ANPOTHHUH Yy OEpeMEHHBIX KEHIIWH He
npoBoAuIuck. [lpuMenenue Bo BpeMst OEpEeMEHHOCTH BO3MOKHO TOJIBKO B TE€X CIIydasx, KOTJa
mpeoiaraeMas 1moJib3a Uil MaTepH MPEBBINIACT MOTEHIIUAIBHBIN pUCK TS riona. [lpu onenke
COOTHOIIICHUS TOJb3a-PUCK CJICAYET YYHUTHIBATH HETATHBHOE BIHSHHC HA TUIOA TSXKEIBIX
MOOOYHBIX peaKInid, BO3MOXKHBIX TIPH MPUMEHEHUH Tperapara, TaKuX Kak aHa(uiIakTHIecKue
peaKIuy, OCTaHOBKA CepIla U T.JI., @ TaKXKe TEPANeBTUUYECKUX Mep, MPEANPUHUMAEMBIX s
YCTpaHEHUS ITUX PEaKIIUH.

JlakTanus

[TpumeneHne mpermapaTa ANPOTHHHWH B TEPHOJ] JIAKTallMd He u3ydeHo. [Ipemapar sBisercs
MOTEHIIMAIbHO O€30MacHbBIM MpPH TOMAJaHUH B OpraHu3M peOeHKa ¢ TPYIHBIM MOJIOKOM,

IMOCKOJIBKY HC 06J1a,uaeT 61/IOI[OCTy1'IHOCTI>IO IIpu IMpuemMe BHYTPb.

4.7. BausiHue HA CIHOCOOHOCThH YupaBJisiTb TPAHCHIOPTHBIMHU CpEACTBaAMHU H paﬁoTaTb C
MEXaHU3MaMHU

I[aHHBIe 0 KaKOM-THU0OO BIIMSHUU npenapara Ha CIIOCOOHOCTH YHOpaBJIATE TPAHCHOPTHBIMU

cpeacrBaMu, MEXaHU3MaMU OTCYTCTBYIOT.
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4.8. HexenatesibHbIC peaKIMH

Pesrome nipoduiis 0e3onacHocT

be3onacHocTh ampotuHuHa Obuia oreHeHa B Oosiee yeM 45 wuccnenoBanusax Il m III dassr,
BKFOYaBImMX Oosiee 3800 marueHTOB, MOJYYaBIIMX alPOTHHUH. B 00mIel CI0KHOCTH OKOJIO
11 % mnanuMeHTOB, MOMYy4YaBUIMX AaNpPOTHHHUH, HCIBITHIBAIM IMOOOYHbIE peakuuu. Hamboiee
cepbe3Hol moboyHOU peakueit 6bu1 nHpapkT Muokapaa (MM). TToGounbie 3 (PEKThI TOTKHBI
OBITh HMHTEPIPETUPOBAHBI C YYETOM UX PAa3BUTUS TpU TMPOBEACHUM XUPYPrHUECKUX
BMEIIATEIbCTB.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIU

YacToTa BOSHUKHOBEHHS HEKEIATEIBHBIX PEAKIUI IIPH TPUMEHEHHH allPOTHHUHA TIPEICTaBIeHA
B COOTBETCTBHH CO Clieayomiel kiaccudukarueii: odeHb yacto (> 1/10), wacto (> 1/100, Ho
< 1/10), mewacro (>1/1000, mo < 1/100), pemko (>1/10000, mo < 1/1000), ouyeHp peako

(< 1/10000), yactoTa Hen3BecTHA (Ha OCHOBAaHUW MMEIOIIUXCS TAHHBIX OLICHUTHh HEBO3MOXKHO).

CucremMHO-OpraHHblii Kjace Yacrora HexenatenbHasi peakums
BO3HMKHOBCHHSA
HeKelaTeJbHOMI
peaKuuu
Hapymienust co cropons! kpoBu | O4eHb peaKo Koarynonatuu, B T.4. CHUHIAPOM
1 IUM(aTHYECKON CHCTEMBI JUCCEMHUHUPOBAHHOIO
BHYTPHUCOCYIUCTOI'O CBEPTHIBAHUSA
Hapymenus co cTopoHs! | Penxo Annepruueckue,
HMMYHHOfI CHUCTEMBI aHa(l)I/IJ'IaKTI/ILIeCKI/Ie u
aHa(UIaKTOUIHbIE PeaKIIUU
OueHnb penko AHnadunaktuueckue peakuum,

BIUIOTH 710 aHapUIAKTUYECKOTO
moKa (MOTEeHUUAIBHO ONAacHOIOo
JUTIS S)KU3HH)

Hapymenust co cropons! cepaua | Hedacro Nmemuss muokapna, HHG}apKT
MHOKapa, MepUKapAaIbHbII
BBINOT

Hapymenns co cropoHsl | Hewacto Tpom003/0KKII03UsI  KOPOHAPHBIX
COCYyZI0B aprepuii, TpOMO03bI

Penxo AptepuanbHbli  TpoM003  (C
BO3MOJKHOH MaHu(ecTaruen
HapyuieHus: (QyHKUIUU KU3HEHHO
BAKHBIX OpraHOB, TakKHUX Kak
TOYKH, JIETKHE, TOJIOBHON MO3T)

OueHb penko Tpom6osmbonus JIETOYHON
apTepun
Hapymenust co cropons! nouek | Heuacro Onurypus, ocTpas TMoOYeyHas
Y MOYEBBIBOIAIINX MyTEH HEJ0CTaTOYHOCTb,  TYOYJISIpHBII
HEKpPO3
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CucTeMHO-OpraHHbIii KJIace Yacrora HexenarenbHas peakuus
BO3HHUKHOBEHHS
HeKeJIaTeJabHOoM
peakiun
OO6mue HapymieHus U peakiuu B | OueHb peako Peakiuun B obnactu
MeCTEe BBEICHUS WHBEKIUH/UHDY31H,
TpoMOodIeouT

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKL[I/If/'I

Annepeuueckue/anagurakmuueckue peakyuu

VY ManueHToB, MOJTyYaroIuX allpOTHHHUH BIEPBEIC, Pa3BUTHE AJUIEPTUYCCKUX/aHA(DUIAKTHYECKIX
peakuui MaJIOBEPOSITHO. [pu MTOBTOPHOM BBCJICHUU 4acToTa pa3BUTHSI
AUIePrUYecKuX/aHapUIaKTHICCKUX PEeaKuid MOXKET Bo3pactaTth A0 5 %, 0ocCoOEHHO IpHu
MOBTOPHOM TPUMEHEHUHU alpOTHHHWHA B TeueHHe 6 mecsueB. [Ipy MOBTOPHOM NpUMEHEHHU
anpoTHHUHA OoJiee yeM uepe3 6 MECsAleB PHUCK Pa3BUTHS aJUICPrUYECKUX/aHA(QUIaAKTHYSCKIX
peakmmii coctaBisier 0,9 %. Puck pa3BUTHS TSKENBIX aUIEPTUYCCKUX/aHAPHIAKTHICCKUX
peaxIuii BO3pacTaer, eciii B TeUeHHEe 6 MEeCSIeB allpOTHHHUH MPUMEHSIICS Oojiee 4eM JBa pasa.
Jaxxe B TOM cilydae, €CId MpH TOBTOPHOM MPHUMEHEHHH AalpOTHHMHA HE HaOII0Aanoch
CHUMIITOMOB QJUICPTUYCCKHUX PEaKIMii, TOCIeayoIIee MTPUMEHEHHE TIpernapaTa MOKET PUBECTH K
Pa3BUTHIO TSHKEIIBIX AJUIEPTUYCCKUX PEAKIUi MM aHAPUIAKTHYECKOTO II0KA, B PEIKUX CIydasix
C JIETAJIbHBIM HCXOJIOM.

CUMOTOMBI  aJJIEPTHYECKUX/aHAPUIAKTUIECKAX PEAKIU TMPOSBISIOTCS HApYLICHUSIMH  CO
CTOPOHBI:

cepoeuHo-cocyoucmotri cucmemsl: apTepruanbHas THIIOTEH3US;

HCENYOOUHO-KUUEUHO20 MPAKmMA. TOITHOTA,;

ovixamenvHou cucmemul. OpOHXHANIbHAs acTMa (OpoHXocHasM);

KOJHCU U NOOKOJICHBIX MKAHell: KOXKHBIN 3y, KpallMBHUIA, KOXKHAS CHITTb.

B ciywae pa3BuTHs peakuuii TMIepyyBCTBUTEIIBHOCTH MPU MPUMEHEHUM allpOTHHHUHA CIETyeT
HEMEUIEHHO TPEeKpaTUTh BBEAECHUE Ipenapata U OOECIeYUTh IPOBEJCHHE CTaHAAPTHBIX
HEOTJIOXKHBIX MEPONpPUATHI — WH(PY3HOHHYIO Tepanuio, BBeAeHUE snuHeprHa (agpeHannHa),
TITFOKOKOPTUKOCTEPOHUIOB.

Cepoeuno-cocyoucmas cucmema

B oObenuHeHHOM aHanM3e BCEX IUIANE00-KOHTPOIHMPYEMBIX KIMHUYECKUX HCCIeI0BaHUN
gactora M, 0 KOTOpOM COOOIIMIIM UCCIIENOBATEIH, y MAIMEHTOB, TOIYYaBIINX alpOTHHHH,
cocraBuina 5,8 % mo cpaBHeHHIO ¢ 4,8 % y MaMeHTOB, MOJy4YaBIIUX IUIaed0, ¢ pa3HUIICH B

0,98 % mexny rpynnamu (anpotuHuH N=3817 u maneb6o N=2682; Mo COCTOSHUIO Ha ampelb
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2005 r.). B HEKOTOPBIX UCCIIEJOBAHMSIX HAOJIO1aIach TCHICHIUS K YBEIHMUEHUIO 4acToTel UM B
CBSI3U C TIPUEMOM alPOTHHHUHA, B TO BPeMs KaK JPYTrHe MCCIIEI0BaHUs MoKa3ain 0oJjiee HU3KYIO
YaCTOTY 110 CPAaBHEHHMIO C I11a1e0o0.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 Mo103peBaeMbIX HEXEIaTeIbHBIX PEAKIUAX TOCIIE PErHCTPALluy Mperapara ¢
[EeNbI0  O0ECreYeHUsT HEMPEepPHIBHOTO MOHUTOPHHTA COOTHOIICHHUS «IOJNb3a — PHCK»
JICKapCTBEHHOT'O Mpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIaTh O JIF0OBIX
M0JI03PEBACMbBIX HEKENATEIbHBIX PEAKIMSIX JIEKApCTBEHHOrO Ipenapara uepe3 HalloHaJIbHbIe
CUCTEMBI COOOILEHUS O HEXKENATeIbHbIX pEaKUUsAX TrocydapcTB — 4JIeHOB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a:

Poccuiickas @enepanus

®DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHCHHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl IUI0IIaab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAIIMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepuem:

www.roszdravnadzor.gov.ru

4.9. Tlepeno3upoBka

HmeeTcs orpanndeHHast “H(GpOpMaIHs O ClIydasx Mepeqo3upOBKU allpOTHHUHA.
CHMITOMBI

TomHOTA, pBOTA, TUApest, 0OIH B MBIIIIAX, HECTAOMIBHOE apTEPHATLHOE JTaBJICHHE.
JleueHue

CHCHI/I(I)I/I‘-ICCKOFO AHTHUA0TA HE CYHICCTBYCT.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapMakoTepaneBTUYECKass TpyNna. TeMOCTaTHUYECKHE CPENCTBA; AaHTU(DUOPHUHOIUTUYECKUE
CPEICTBA; MHTUOUTOPHI TPOTEHHA3.

Kox ATX: B02ABO1

MexaHn3M el CTBUS

ATPOTHHUH SIBJISIETCS MHTUOUTOPOM MPOTEONUTHYECKUX (PEPMEHTOB IIMPOKOTO CHEKTpa
neiictBus, oOmajgaromuM  aHTU(GUOpUHOIUTHYECKMMU cBoiicTBamMu. OOpa3ys oOpaTumble
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CTEeXHOMETPUYECKHE KOMIUIEKCHI — HHTHOUTOPHI (PEPMEHTOB, AlIPOTUHUH MOJIABISIET aKTUBHOCTh
IUIa3MEHHOTO U TKAaHEBOTO KAJUTMKPEWHA, TPHUIICHHA, MJIa3MHHA, CHIDKAs (UOPHUHOIUTHIECKYIO
aKTUBHOCTb KPOBH, TAKUM 00pa30M, OKa3bIBasi FEMOCTATHUECKOE AEHCTBUE NIPH KOATyJIONATUsAX.
ATNpPOTMHHUH MHIHOMpPYeT KOHTAKTHYIO (Da3y aKTHBALMU CBEPTHIBAHMS, KOTOpas HHULUUPYET
KOaryJisiuio ¢ OJJHOBPEMEHHOW akTuBaluen pubpunonmsa. B ycnosusx ucnons3zoBanus AUK u
aKTUBAllUM CBEPTBHIBAHUS, BBI3BAHHONW KOHTAaKTOM KpPOBU C HMHOPOJHBIMU IIOBEPXHOCTSIMHU,
JIONIOJIHUTEIbHOE HMHIMOMpOBaHME IUIa3MEHHOTO KaJUIMKpeMHa OyaeT clocoOCTBOBATH
MUHMMH3ALUU HAPYLIEHUH B CUCTEMAax CBEPThIBaHUs U GUOpHHOIN3A.

AINpOTUHUH MOJIYJIUPYET CUCTEMHYIO BOCHAJIMUTEIbHYIO PEAKIMI0, BO3HUKAIOUIYI0 IIpU
onepaiusax c¢ wucnonb3zoBanueM AWMK. CucremHas BocnaluTeNbHas peakuus BEAET K
B3aMMOCBSI3aHHOIM aKTHBAIlMM CUCTEM TremMocTa3a, (puOpuHOIM3a, AKTUBALMKU KJIETOUYHOTO M
FYMOpaJIBHOTO OTBETa. ANPOTHMHMH, MHIMOMPYsST MHOTOYMCIICHHbIE MEAMATOPhl (KaJUIMKpPEHH,
IUTa3MUH, TPUIICHH, U Jp.), 0cIa0isieT BOCIATUTEIbHYIO0 PEaKIHio, yMeHbIIaeT (GuOpuHOIN3 1
oOpa3oBaHue TPOMOUHA.

ATpPOTHHHUH HMHTUOMPYET BBICBOOOXKIEHUE NPOBOCHAINUTENBHBIX IIUTOKUHOB M MOJIEP)KUBAET
rOMeoCTa3 INIHKOMPOTEHHOB. ANIPOTHHUH yMeHbIaeT notepro riaukonporensos (I'TI Ib, T'TI 1Ib,
['TI Illa) TpomOomMTaMH ¥ NPEMSATCTBYET OHKCIPECCHU IPOBOCIATIUTEIBHBIX aJr€3UBHBIX
riukonporenHoB (CD 11b) rpanynonuramu.

[IpyMeHeHre anpoTMHUHA B XMPYPrUM MpU MPOBENEHUM omepauuii ¢ ucnoiabzoBanuem ANK
YMEHBIIAEeT BOCHAJIUTEIbHBIN OTBET, YTO BBIPAXKAETCS B YMEHBIIEHUH 00beMa KPOBOIOTEPU U
HOTPeOHOCTH B IeMOTPaHC(Y3UH, CHUKEHUU YacTOTHI MOBTOPHBIX PEBU3MN CPEAOCTEHHS IS
ITOMCKA HCTOYHUKA KPOBOTCUEHMS.

Knuanueckas 3¢ddekTuBHOCTE 11 0€30ITaCHOCTH

Jannple Tmo0anpbHOrO Myna Mianedo-KOHTPOIUPYEMBIX HCCIENOBaHWM KommaHuu Bayer y
narueHToB, nepenecmux AKII, mokazanu, 4To 4acTOTa MOBBIIICHUS KOHIIEHTPAIIUU KpeaTHHUHA
B CBIBOPOTKE KpoBH > (0,5 MI/IJT BBIIIIE €r0 KOHIICHTPAIINH JI0 JICUEHHS ObLIa CTATUCTUYECKH BhIIIE
(9,0 % [185/2047] B rpymme MpUMEHEHUs] aPOTHHHHA B MOJHOM /103€ MO CpaBHEHHIO ¢ 6,6 %
[129/1957] B rpynme mane6o, oTHomeHue mancoB 1,41 [95 % noseputenbhbiit uaTepBan (N)
1,12-1,79]). B OonpIIMHCTBE CIIy4aeB IMOCIEONEpPAllMOHHAS TOUYedYHast MUCHYHKIUS ObLia
HETSDKENON 1 00paTuMoii. YacToTa MOBBIIICHHS KOHIICHTPAIUY KPEaTHHIHA B CBIBOPOTKE KPOBU
> 2,0 MI/a7 BBIIIE UCXOTHOTO 3HAYCHHS ObLITa OJTMHAKOBOI B IPyTIIe IPUMEHEHHUS allpOTHHUHA B
noJHOM no3e u B rpynne riane6o (1,1 % npotus 0,8 %; orHomenue mancos 1,16 [95 % AU
0,73-1,85]) (cm. pa3aen 4.4).

ITokazaTenu rocrnuTaabHOU CMCPTHOCTH B PAHAOMH3UPOBAHHBIX KIIMHUYCCKUX HCCICIOBAHUAX
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IIPUBE/ICHBI B TA0JINLIE HUXKE:

Honynsuus (Bce ATIpOTUHUH B MOJIHON [Tnane60 OTHoOLIEHHE 1LIaHCOB
MalyeHTh], 111 no3e (95 % AN)
KOTOPBIX BO3MOKHA n/N % n/N %

OlIeHKa OE30MTaCHOCTH)

Bcee ciyuan AKIILI 65/2249 2,9 55/2164 |25 1,09 (0,78, 1,52)
ITepsuunoe AKIII 36/1819 2,0 39/1785 | 2,2 0,92 (0,62, 1,38)
IToBroproe AKIII 22/276 8,0 13/255 5,1 1,47 (0,75, 2,87)

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Pacupenenenue

[Toce BHYTpUBEHHOT'O BBEACHUS KOHIIEHTpAIUs allPOTUHHHA B TIJIa3Me OBICTPO CHIDKAETCS U3-3a
pacripeiecfieHusi B MEXKJIETOYHOM IPOCTPAHCTBE C HAYAJIbHBIM IE€PUOJIOM IOTYBBIBEICHUS
0,3-0,7 yaca. KoneuHnslii mepro/ noyryBbeIBeIeHUs cocTaBiseT 5—10 yacos.

CpenHue paBHOBECHBIE MHTPAOIEPALMOHHBIE KOHIIEHTPALMK Ipenapara B IJIa3Me COCTaBIIAIOT
175-281 KUE/Ma y manueHTOB, MOMYYAIOUIMX JICYCHHWE AapOTHHHHOM B XOJ€ OIepaliy B
CJIeYIOIIEM PeXKUME: BHyTpUBeHHAast Harpy3ouHas n1o3a 2 miad. KUE, 2 mun. KUE na nepBuyHbIi
o0vem uHby3un, 500 teic. KUE exeuacHo B TeueHHE BCEro BPEMEHM OMNEpPAlMU B KauecCTBE
HENpPEephIBHOW BHYTpUBEHHON wuH(Y3unu. [Ipm mNpUMeHEHUU TOJOBHUHHBIX 103 CpPEIHUE
PaBHOBECHBIC HWHTPAONEpPAlMOHHBIE KOHIIEHTPAIIMM TMpernapaTa B IUla3Me€  COCTaBJISIOT
110-164 KUE/mu.

CpaBHenue (GapMaKOKMHETHUYECKUX MapaMeTpOB ampoOTHHUHA Y 3J0POBBIX TOOPOBONIBIIEB, Y
MAalKEHTOB C KapIMOJIOTrH4ecKoil naronoruei npu npumeHeHun AWK u y skeHIuH npu onepanuu
TUCTEPIKTOMUU MTOKA3AJI0 TUHEHHYIO (hapMaKOKMHETHUKY TIpernapara npu BBEJEHUH 1103 OT 50 ThIC.
1o 2 miH. KUE.

80 % ampoTuHHHA CBsI3bIBaeTCs ¢ Oenkamu mia3mel, 20 % aHTuGuOpHHOIUTUYECKOI aKTUBHOCTH
OCYIIECTBIISICT Mpernapar, HaXOoAsIUNcs B CBOOOTHOM BHUJIE.

PaBHOBecHBIIT 00BEM pacmpesiesieHusi cocTaBisieT okojo 20 1, oOmmMil KIMpEHC MpernapaTa
cocrtapisieT npuMepHo 40 MiI/MUH.

ATNPOTUHUH HAKAIUTMBAETCS B MOYKAX M, B MEHbIIIEW CTENEHHU, B XpslieBoil Tkanu. Hakomienue B
MOYKaX MPOUCXOJMUT 3a CUYET CBSI3BIBAHUSI CO MIETOYHOM KalMOW HSNHUTENHaIbHBIX KIIETOK
MPOKCUMAJILHBIX TMOYEYHBIX KaHAJbIIEB W HAKOIUIEHHWS B (aroju3ocomMax »dTHUX KIIETOK.
Hakoruienue B XpsieBol TKaHU MTPOUCXOAUT 3a cueT ap(UHHOCTH alpOTUHHUHA, SIBIISIFOIIETOCS

OCHOBAHHEM, K KUCJIBIM IMMPOTCOTTIMKaAHAM XpHHlCBOﬁ TKaHH.
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KoHuenTpanuu anpoTUHUHA B APYTUX OpraHax CPaBHUMBI C KOHIIEHTPALUEH B IJIa3Me.

Camass HM3Kasg KOHLIEHTpallMs Ipenapara ONpEeIessieTcss B TOJIOBHOM MO3T€, alnpOTUHUH
MIPAaKTUYECKH HE IPOHUKAET B JTUKBOP.

OdeHb OrpaHUYEHHOE KOJMYECTBO alpOTHHUHA IPOHUKAET Yepes IIalleHTapHbIi Oapbep.

Buorpancdopmarus

ATIpOTHHUH METabONHM3UPYETCs] JIM30COMAIBHBIMA (epMEHTAaMH B TIOYKaX JIO HEaKTUBHBIX
MeTabOoIUTOB — KOPOTKHUX MENTHUIHBIX IIeNe 1 aMUHOKHCIIOT.

DJIMMUHALMS

AKTHBHBIN allpOTHHHH BBISBIISETCS B MOYE B HEOOJIBIIIOM KOJMYeCTBE (MeHee 5 % OT BBEICHHOMN
no3bl). B Teuenume 48 uacoB 25-40 9% amnpoTuHMHA OIpPEACNACTCS B BHJIE HEAKTHUBHBIX
MeTaboIUTOB B MOYE.

Oco0bIe T'pYIHIIBI NAIIMCHTOB

VY nauueHToB ¢ TEpMUHAIbHOM IOYEYHON HEJOCTATOYHOCThIO (PapMAaKOKHMHETHKA allpOTUHUHA HE
uzyvanach. llpu wucciaenoBaHuM NAUUMEHTOB € HapylleHUEM (QYHKIUU IOYEK HW3MEHEHUS
(bapMaKkOKMHETUYECKUX IapaMeTpOB alpOTHHMHA HE BBIABICHBI, KOPPEKLUS peXuMa

JA03UPOBAHUA HE Tpe6yeTC${.

6. PAPMAIIEBTHUYECKHE CBOMCTBA

6.1. IlepevyeHb BcoMoraTeJibHbIX BellleCTB

HATPUS XJIOPH]T

0,1 M i 1 M Hatpus ruapokcuaa pactsop win 0,1 M uinm 1 M X710prucTOBOAOPOTHON KUCTOTHI
pactBop — 10 pH 5,0-7,0 (s koppekiuu pH)

BOJA JUIS HHBEKIUH

6.2. HecoBMecTUMOCTH
JIaHHBII JEKapCTBEHHBIM IIpenapar He CIeAyeT CMEIIMBaThb C JIPYTMMHU JIEKAPCTBEHHBIMH

npenapaTamu, 3a HCKJIFOYEHHUEM YIOMSHYTHIX B paszene 6.6.

6.3. Cpok roqHocTH (CPOK XpaHeHus )

2 roja.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH
Xpauuth pu Temiepatype He Boite 25 °C. XpaHUTh B OpUTHHATIBHOM yIakoBKe (TTauke/Kopooke)

JJIA 3alllUTHI OT CBECTA.
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6.5. XapakTep U cofep:KaHHe MEPBUYHOI YIAKOBKH

ITo 10 mut mim 50 mit Bo (prrakoHBI OECIIBETHOTO CTEKIIA, TEPMETUYHO YKYNOPEHHBIE PE3MHOBBIMU
npoOKaMH, 00’KaThle KOJIIauKaMH allOMUHHEBBIMU UM KOMOMHUPOBAHHBIMH.

ITo 1, 5, 10 wm 25 ¢makonos mo 10 v wim mo 1, 5 dakoHoB 1o 50 M1 BMECTE C HHCTPYKITUEH
10 MEIUIMHCKOMY TPHUMEHEHHIO IIOMEIIAIOT B Ma4YKy U3 KapTOHA.

ITo 20, 30, 50 unu 80 ¢1akOHOB C PaBHBIM KOJWYECTBOM WHCTPYKIMU 1O MEIUIIMHCKOMY

MIPUMEHEHHUIO ITOMEIAI0T B KOPOOKY U3 KapTOHA (ISl CTAllMOHAPOB).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHHMH HCIHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenaparta WJIM OTXO0JA0B, TMOJYYEHHBIX TOcCJe NpPUMEHeHus
JIEKAPCTBEHHOI'0 NMPenapara, v Apyrue MaHUILYJISIIUY ¢ IPenapaToM

[Ipemapatr AmnpotunuH coBmecTuM ¢ 20 % pacTBOpOM JEKCTPO3bl (TJIHOKO3BI), PacTBOPOM
TUAPOKCUITUIMPOBAHHOTO KpaxMalia, JIJAKTaTHBIM pacTBOpoM PuHrepa.

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «I[TIPOMOME/J] PYC»

Anpec: 129090, r. MockBa, nipoctiekt Mupa, nom 13, ctpoenue 1, opuc 13
Tenedon: +7 (495) 640-25-28

DnexTpoHHas mouTa: reception@promomed.pro

7.1. IIpeacTaBUTENDb AEPKATE/IS] PETHCTPAIMOHHOIO YA0CTOBEPEHHUs

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccniickas @enepanns

000 «IIPOMOMEJ PYC»

Anpec: 129090, r. MockBa, npocnekT Mupa, gom 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyrI0CyTOUYHO)

DnekTponnas noyra: hot_line@promomed.pro

8. HOMEP PETUCTPAIIUOHHOI'O YIOCTOBEPEHUS

9. TATA NMEPBHYHON PETUCTPAIIMA (IIOATBEPXKJIEHNS PETIMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa niepBoii perucTpanuu:
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10. JATA HEPECMOTPA TEKCTA
OOmass  xapakTepuCTHUKa  JIEKApCTBEHHOIO0  mpenapara  ANPOTHHMH  JOCTYIIHa  Ha

UHPOPMALIMOHHOM TOpTanie EBpa3suiickoro HSKOHOMHYECKOTO CO3a B HH(POPMAIMOHHO-

KOMMYHUKaIMoHHO# cetn «utepuer» http://eec.eaeunion.org/
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