COOTBETCTBYET 3IKCNEPTHOMY OTYETY
ot 24.06 2024 N2 12679
NHCTE yKHI/Iﬁn OCNEOOBATENEHOCTE 0001)

I[10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

AJulepreH U3 NbLIbIbI €KH COOPHOM
JJISl AUATHOCTUKH U JICYeHUs

PerncrpanuoHHblii HOMep:

ToproBoe HauMeHOBaHUe. AJUIEPTeH U3 MBUIBIBI €KW COOPHOM JUIsI TUArHOCTUKU M
JIEYEHUS.

Me:kayHapoaHOe  HENATEHTOBAHHOEC MJIM  TIPYNNHMPOBOYHOEC  HaMMEHOBaHHe.
AJIEpreHbl TpaB IbLIbLEBEIE.

JlekapcrBeHHas ¢opma. PactBop I BHYTPHUKOXHOTO M IIOJKOXXHOIO BBEICHUS,
HAKO>KHOTO CKapU(PUKALMOHHOTO HAaHECEHUS U MTPOBEACHUS MPUK-TECTa.

Cocras. B 1 M1 npenapaTa coaepx uTcs:

JlelicTBYIONIEE BEUIECTBO:

- aJuIepreH U3 MbUIBLBI €KU COOpHON - 10000 PNU"

[Ipumeyanue:

* PNU (Protein Nitrogen Unit) - MexmyHapomgHas
CAWHHNIA, TOpHUHATAd IJId BBIPAKCHUA KOHICHTpAIlUU
0eNKOBOTO a30Ta B ajulepreHax, paBHas COACPIKAHHIO

1x107 Mr 6eIKOBOrO a30Ta.

BcnoMoraTensHBIC BEIISCTBA:

- ¢pocdarHo-coneBoit OydepHbIi pacTBOP - 1o 1 m.

®ocdaTtHO-coneBoit OydepHbIii pacTBOp comepxutr (B 1 Mi1): HaTpusi XJIOpUA, HATPHUS
ruapodocdara nogekaruapar, kanus guruapodocdar, peron (koncepsanr) - 2,0 - 4,0 mr, Boxy
U1 UHHEKITUH.

B koMIuIeKTE ¢ alIepreHoM BBITYCKAIOT TECT-KOHTPOJIBHYIO U PA3BOSIIYIO KHUIKOCTH.

TecT-xKoHTpONBHAS XUIKOCTH ((hochaTHO-cOoNeBOM OyepHBIi pacTBOp) coaepkuT (B 1 mi):
HaTpUsl XJIopua, Hatpus ruapodocdara nponmexaruapar, Kamus auruapodocdar, ¢deHon
(xoHcepBaHT) - 2,0 - 4,0 Mr, BOAY AJIs1 MHBEKIIHA.

PazBomsimas xunkocts (hocharHo-coneBoit OydepHbIi pacTBOp, B KOTOpPBIH 100aBiieH
nosmcop6ar-80) coxmepxkur (B 1 Mi):  Harpus  XJopun, Hatpus — ruapodocdara
nonekaruapar, kamus auruapodocdar, peron (koncepsanr) - 2,0 - 4,0 mr, monucop6ar-80, Boxy
11 UHBEKIIUH.

Onucanue. Ilpemapar mnpencraBiser co0OM MPO3PAvYHYIO KHUAKOCTH OT JKEITOTO J0
KOPUYHEBOTO I1BeTa. TecT-KOHTPOJIbHAS JKUIKOCTh M PA3BOMAALIAS KHUAKOCTh IMPEACTABISIOT

co0oii 6ecIBETHBIE MTPO3PAUHBIE )KUKOCTH.
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XapakTepucTHKa mpenapata. Annepren - || BOMHO-CONCHON - YRCIPAKT" ‘GesikbBo-

MOJIMCAXaPUIHBIX KOMILIEKCOB, BBIICICHHBIX M3 TBUIBIBI €XKU COOPHOW IKCTParupoOBaHHUEM B
HelTpansHOM (hocdaTHO-coneBOM OypepHOM pacTBOpE.

dapmakoTepaneBTHYeCKAas IPyNNa. AJUIEPTeHbl; SKCTPAKTHI aJUIEPIeHOB.

Kon ATX: VO1AAO02.

dapmMakoJI0OrH4ecKne CBOMCTBA.

Dapmakoounamura

OCHOBHBIM JICHCTBYIOIIMM HA4yaJOM aJlJIepreHa SBIsETCS OEIKOBO-TOIMCaXapyTHbIN
KOMIUIEKC, MO3BOJIAIOMIMNA JUAarHOCTUPOBATh Yy TAalMeHTa MpPU TOCTAaHOBKE KOXKHBIX P00
TUIEPYYBCTBUTEIBLHOCTh K TMBUIBIIE €XKH COOPHOW W TPHUMEHSTh €ro IS WMMYHOTEpaIuu
MIOJUIMHO30B U aTOMMYECKOW OPOHXHATIBLHON aCTMBI.

®dapmakoguHamMudeckuii 3 PexT oOyClIOBIEH BO3JECHCTBHEM IMpernapaTra Ha WMMYHHYIO
CUCTEMY U TPOSIBISIETCS B MOIYJISLMU MMMYHHOIO OTBETa Ha aJlJiepreH, KOTOPBIA IMOIydaeTr
narueHT. [1odHbI ¥ TOYHBI MEeXaHU3M JIEHCTBHS ajulepreH-creupruuecKoil IMMYHOTEpaHu
OKOHYATEJIbHO HE U3YYEH U HE OIMHUCAH.

dapmakokuremuxa

OCHOBHYIO YacTh aKTUBHOT'O BEIIECTBA Mperapara NpeACTaBIsSIOT OSNKH U MOJUIICTITHADI,
KOTOpbIE, KaK 0KHAAETCs], pacnagaloTCsd Ha aMUHOKHMCIIOTHI U MaJjible TIOJIUMENTH/IBI B MPOCBETE
JKETYJOYHO-KMIIIEYHOTO TpakTa M B TKaHax. [Ipeamosiaraercs, 4yTo ajiepreH mpenapara
MPAKTUYECKH HE BCACBhIBACTCA B COCYIUCTYIO cucTeMy. [loaTomy mccienoBaHusi o0 MU3y4EHUIO
(hapMaKOKHMHETHIECKOTO PO rIIs MpenapaTa He MPOBOAMIINCH.

IToxka3zaHus K NPUMEHEHHIO.

o Cnieriupuaeckas UMMYHOTEpAIvsl MOJUIMHO30B U aTOMHYECKONH OpOHXHATBHOW acTMBI,
OOYCIIOBJICHHBIX THIIEPYYBCTBUTEIHHOCTBIO K TBUIBIIE €XKU COOPHOHM, y B3pOCIHBIX H JAETel
crapuie S JIeT.

e Cnieniupuueckasi AUArHOCTUKA THIEPYYBCTBUTEIBLHOCTH K IMbUIBbLIE €KW COOpHON Yy
B3pOCIBIX M JeTeil crapmie 4 ner (C y4yeToM COCTOsHHUS peOeHKa, BO3MOXKHO IPOBEICHHE
KOXKHBIX T€CTOB IS CTIeM(UYECKON JUArHOCTUKH Y AeTel crapiie 1 romna).

[lokazaHusMH AJi1 JAUArHOCTUKU SIBJSIOTCS KJIMHUYECKUE TPOSIBICHUS 3a00JeBaHUS U
JTAaHHbIC aHAMHE3A.

[Tokazanuss 111 TpPOBEACHHS CHeNM(PUUECKOH HUMMYHOTEpAllUd OMpENeNseT Bpad-
aJJIeprojior Ha OCHOBAaHMM JAHHBIX aHaMHe3a, KIMHUYECKHX MPOSBICHUM 3a00sieBaHuUs,

PE3yNbTaTOB KOKHOTO TECTUPOBAHMSI, C YYETOM ITPOTUBOIIOKA3aHUH.
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C menpio BBISBICHUS MPOTUBOIOKA3aHUH Bpad B JI€Hh MOCTAHOBKU AJUIEPTHUECKUX MPOO U
B JICHb MPOBEICHUS CIIEUPUISCKON UMMYHOTEPAITUH TPOBOAUT OCMOTP MALUEHTA.

1. ['MIIepuIyBCTBUTEIBHOCTD K JIFOOOMY W3 BCIIOMOTATEIBHBIX BEIICCTB.
O6ocTpeHune auIepruaeckoro 3a00IeBaHusl.
Octpbie HHPEKIHH.
XpoHuveckre 3a001eBaHus B CTaIU 000CTPEHUS U/WUITH JEKOMIICHCAITUH.
NMMyHOIEDUTTUTHBIE COCTOSHUSL.

AyTOMMMYHHBIE 3200JI€BaHUSI.

A A R

Ty6epkyine3 m000ii JOKaTU3aIMK B IEPUOJ 000CTPEHHUSL.
8. Tsokenass OpoHXHMAlIbHAS acTMa, IJIOX0 KOHTpOJHpyeMas (papMaKoJIOTHIeCKUMHU
npernapatamu (00beM (opcupoBanHoro BhIIOxa 3a 1 ¢ meHee 70 % mociie mpoBeneHUs

aZIcKBaTHOM (papMaKoTeparun).

9. 3noKauecTBEeHHbIE HOBOOOPA30BaHUs U O0JIE3HH KPOBH.

10. [Icuxuueckue 3a007€BaHUS B IEPUO] OOOCTPEHHUSI.

1. CucreMHbie 3200JIeBaHUS COCTUHUTETHHON TKAHU.

12. Jetckuii Bo3pact 10 5 met (s cnenuduueckoid nMMyHoTepanun). [IpoBeaeHue

KOXKHBIX TECTOB I CHEeUU(UYECKONl TUarHOCTUKM BO3MOXKHO Y JieTeld B BO3pacTe CTapiue
OJTHOTO TO/1a, C Y4ETOM COCTOSIHUSI PeOCHKA, HO OOBIYHO KOXKHBIE TECTHI MPOBOMATCS y JeTei
crapiie 4 Jer.

13. bepemMeHHOCTh ¥ IEPUO TPYIHOTO BCKAPMIIUBAHUA.

14. Cepneuno-cocyauctsie 3a00sI€BaHuUs, TPU KOTOPHIX BO3MOXKHBI OCIIOKHEHUS TIPU

WCIIOJIB30BaHUHU aJipeHaMHA (dnnHedpuHa) (i1 crienuguIecKoil HMMYHOTEpaIun).

15. Tsoxenas popma aTonuyecKoi 3K3eMbl (JUIst cnenuduueckoil UMMYHOTEPAiH).
16. Tepanus B-agpeHobmokaTopamu (11 ceruGUIecko UMMYHOTEPATTHH ).
17. CucremHasl TIIIOKOKOPTUKOCTEPOUAHAS Teparus, Tepanus [-aApeHOMUMETUKAMU

Y aHTUTUCTAMUHHBIMU TiperapaTtaMu (U1 crielupuIecKor JUarHOCTUKH ).

C 0CTOpPOXKHOCTHIO.

Yy OCO6O YYBCTBUTCJIbHBIX MAallUCHTOB MOKCT BO3HUKHYTH CUCTCMHAA aJlJICPTAUYCCKASA
peakiusi W aHaQWIAKTHYECKHHA IMOK. B CBs3W ¢ 3TUM, B KaOWHETE, TIE MPOBOJUTCS
cnenuduyeckass TUArHOCTHKAa W crenupuveckas HWMMYHOTEpANus MaIeHTOB, TOJDKHBI
HAXOJAUTHCS (papMaKOJIOTHYECKUE TpenapaTsl U MHCTPYMEHTAPHM JUIsl OKa3aHUS HEOTJIOKHOM
MTOMOIITH.

Oxazanue nomowu npu peakyusx 0oue2o muna u AHAQUIGKmMuULecKkom uoke.

[Tocne BBemeHWs auiepreHa MOTYT Pa3BHTBCS CUMIITOMBI KIMHHYECKHX MPOSBICHUN
MOBBIIICHHOW YYBCTBUTEIBHOCTH K ajuiepreHy. lIpu mapeHTepanbHOM BBEINCHUM allJIEpreHa

BO3MOJXHO pa3BUTHUC PCAKIINU HCEMCIAJICHHOI'O TUIIA, B T.Y. aHa(bI/I.HaKCI/II/I, KOTOpas MposBJIACTCA B
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BUJIC KPAIMBHUIIBI U COCYJUCTOTO OTEKa, OTEKA ropmﬁ&%é%ﬁﬁg%%gp&%p ;H;’ﬂllbﬂ.

OTH CHUMIOTOMBI YacTO BO3HUKAIOT IIOCJE OIIYIIEHUS TE€HEPaIU30BAHHOIO 3y/a, YYyBCTBa
HOKEHUS, TUIIEPEMHH KOKHBIX MTOKPOBOB, a TAK)KE OIIYIICHUS CTpaxa CMEPTH.

BcenenctBue  aHaMIaKTUYECKOTO  IIOKA  MOXET — Pa3BUTHCA — HEKYMUPYIOIIUNCS
OponxocnasM, acukcusi, 00ycIOBIEHHAs OTEKOM BEPXHHUX JIbIXaTENbHBIX MyTEH, U KOJIJIAIC.

B sToMm ciyyae TpeOyroTCs HEOTIIOKHBIC JIeUeOHBIC MEPOTIPUSITHS.

JorocnuranabHas IIOMOIIb IpU aHad)I/I.HaKTI/I‘-IGCKOM II0KCE.

1. HememneHHO NpeKpaTUTh BBEACHHUE allJIepreHa, BbBI3BABIIETO PEAKIMIO, YIOXKUTH
nanueHTa Ha KyIIeTKy (rojloBa HUKe HOT), TOJIOBY TOBEPHYTh B CTOPOHY, BBIJIBUHYTh HUKHIOIO
YeIOCTh, YIAIUTh UMEIOIIUECs 3yOHbIE TPOTE3BI.

2. HanoXuThb KIyT Ha MECTO BBIIIIE BBEJICHH ajIepreHa, €Ciid 3T0 BO3MOKHO.

3. B xoneuHoctb, cBOOOHYIO OT *ryTa, BBecTH 0,3-0,5 mMa 0,1 % pactBopa anpeHaivnHa
BHYTPHUMBIIIEYHO (B/M) Wiu BHYTpuBeHHO (B/B) (metsm 0,01 mr/kr, makcumansHO 10 0,3 MrT).
[Ipu HEOOXOaUMOCTH, BBEIEHUE ITUX J103 MOBTOPsOT ¢ MHTEepBaioM 10-20 mua. OOmas mo3a
aapeHanuHa He nospkHa npesbimate 1 mu 0,1 % pactBopa. KpaTHocTh M 1032 BBOAMMOIO
aJipeHaIMHA 3aBUCUT OT TSDKECTH IIOKa U IMOKaszareseil aprepuaibHOro nasieHus. [losropHoe
BBEJICHHE MaJIbIX 1103 ajpeHanuHa Oojee 3(PPeKTHBHO, YeM OJHOKpPATHOE BBEACHUE OOJBIION
JIO3Bl.

4. Oo6xonote Mecto unbekuu 0,3-0,5 mn pactBopa aapenanuna (1 mu 0,1 % pactBopa
aJipeHaNnHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy MHbEKIMH TPHIOKUTH MY3bIPh CO JIBIOM.

6. OGecrieunTh JAOCTYI CBEXKEro BO3AyXa WM JaTh Kuciaopox. Ilpu HapymeHuu putma
JBIXAHUS WK €T0 3aTPYAHCHUU TTPOBOANTH UCKYCCTBEHHYIO BeHTUIIsIMIO jterkux (MBJI).

7. CpouHO BBI3BaTh Bpaya, OJTHOBPEMEHHO BBI3bIBAETCS peaHUMallMOHHAs OpUraja.

Jlo mpuesna peaHMMalMOHHONW Opuragbsl HEOOXOIUMO OKa3bIBaTh MEIULMHCKYIO ITOMOIIb
U TIPOBOJUTH TOCTOSIHHBI KOHTPOJb 32 TeMOJWHAMUYECKUMHU IMOKA3aTENsIMU M COCTOSIHUEM
¢ynkuuu BHemHero asixanus (OB/I).

I'ocutanbHAs TOMOITE IPU aHad)I/IJ'IaKTI/ILIeCKOM IITOKE.

1. Ilpm kpailHE TSKEIOM COCTOSHMM TAlMEHTAa W MPHU BBIPAKEHHBIX HaPYIICHUSX
reMOIMHAaMHUKU BBOJAT B/B MemineHHo 5 miu 0,01 % pacTBopa aapeHanuHa, IpHU AOCTHXKEHHH
saddekra BBenenue mnpekpamart. [eram 0,1 mu/kr 0,01 % pacTtBopa BBOIAT MEUICHHO B
TE4YEHUE HECKOJIbKUX MUHYT.

2. Ecmu aprepmanbHoe naBieHue (AJl) He cTabuim3upyeTcs, CpPOYHO HavaTh
BHYTPUBEHHOE KalelbHOE BBeJeHHE HopanuHeppuHa (peHumddpuna, nomamuua) 0,2 %
1,0-2,0 mi Ha 500 mu 5 % pacTBOpa TIIOKO3bI At UH(QY3UH WM HATPHUs XJIOpUAA PacTBOpa

0,9 %.
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3. BHYTpUBEHHO CTPYWHO BBECTH IJIIOK )KOpTHKUE%ﬁ&EIEIC‘ %ﬁé}ﬁﬁg(ﬂf@g 15602980 wmr

(metsim 5 mr/kr) wnu nekcamerazoH — 8-20 mr (mersm 0,3-0,6 MI/KT), WU TUAPOKOPTU3OH —
200-400 mr (metsam 4-8 mr/kr). ITo cocTOsIHHIO BBEJICHHE TOPMOHOB MOBTOPSIOT M MPOI0JIKAIOT
He MeHee 4-0 CyT Juisl MpeAOoTBpallleHUsl ajUIEPrUYecKuX peakiuil M0 MMMYHOKOMIUIEKCHOMY
WM 3aMeJIJICHHOMY THUITY.

4. Tompko mpu crabwimszauuu AJl BHyTpuMmbimedHo Bectd 2,0 min 2 % pactBopa
xyoponupamuna (aetsm 6-12 mec. — 0,25 mi, 1-6 ner — 0,5 mi, 7-18 net — 0,5-1,0 mon) wm 0,1 %
kiemactuHa (aetsam 0,025 Mr/Kr/cyT 3a 1B€ HHBEKITUN ).

5. CumnromMaruyeckas Tepanus o MOKa3aHUSIM. [Tpu COXpaHEHUHU
OpOHX00OCTPYKTUBHOTO CHHIPOMAa BHYTPUBEHHO MEUIEHHO BBOAAT aMUHOGMLINH, 10 Ma 2,4 %
pacTBOopa KOTOpPOro MpeABapuUTenbHO pa3BoAsaT B 20 mu Harpus xJyopuzpa pactsopa 0,9 %
(B3pocnibIM 5-6 MI/KT, neTsM 2-3 Mr/kr). AMUHOGUIUTHH HEOOXOIUMO MPUMEHATh OCTOPOKHO B
CBSI3HM C BO3MOYXHBIM TOSIBJICHUEM apUTMUHU.

6. Ilpu HEoOXOAMMOCTH OTCACHIBAIOT W3 JABIXaTENbHBIX IMyTE€H CKOMUBIIMHUCSA CEKpeT
Y PBOTHBIE MAcCChl, HAUNHAIOT OKCUT'€HOTEPAIIUIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MTOKa3aHa UHTYOAIHS HIIH TPaXxeOTOMHSL.

Bce manuenTs! ¢ aHahMIIaKTHYECKUM IIOKOM TOJIeXAT 00513aTeNbHON TOCIUTAIN3AlUY Ha
cpok He MeHee 10 gHEH ¢ Uenbl0  TPOAOIDKEHHMS ~ HAOMIONEHHS W JICUCHHS,
T.K. y 2-5 % mDanueHToB, NEpeHeCHnX aHa()UIAKTHUECKUH IIOK, HAOIIONAIOTCS TMO3THHE
aJJIepruyeckue peakiuu.

J103b1 BBOAMMBIX JIEKAPCTB U TAKTHKA Bpayua ONpeAeaioTCS KIMHUYECKOW KapTUHOM, HO BO
BCEX  Cilydasx  HEoOXOoauMo, B  TMEpPBYI0  ouepedb,  BBEJACHHME  aJpCHAIMHA,
[NIIOKOKOPTUKOCTEPOUAHBIX —MpenapaToB. BpeneHuwe mnpemapatoB (EHOTHA3UHOBOTO —psia
U TIperapaToB KaJbIUs NIPOTHUBOIIOKA3aHO.

IIpumeHeHnne npu GepeMEeHHOCTH M B MIePUO/I TPYAHOI0 BCKAPMJIUBAHHUS.
[IpoTuBomnokasaso.

Cnoco0d npuMeHeHHs U 103bI.

1. Conenuduueckast IMarHoCTHUKA.

[IpemapaT WCHONB3YIOT Ui TOCTAHOBKH KOXHBIX TPoO (CKapuuKalus, MPUK-TECT
U BHYTPUKOXKHO). CrnenuduuecKkyro TUarHOCTHKY, KaK TPaBHJIO, MPOBOISAT OJHOBPEMEHHO C
JPYTUMU TIBUIBIIEBBIMH aJlJIepreHaMu. B TedeHne oHoM nmporeaypsl pa3peniaeTcsi IpOBOIUTD 110
15 mpo6 ¢ MBUIBIEBBIMU AJUIEPTEHAMHU Pa3IMYHbIX HaMMEHOBaHHWH. 3a 2-3 HHS 10 TOCTAaHOBKHU
KOXKHBIX TPOO MOKHBI OBITh OTMEHEHBI aHTHTUCTAMHUHHBIE Tpernaparsl. [Ipu COMHUTENbHBIX
pe3yabpTaTax KOXKHBIX MPOO0 HMX MOXKHO IOBTOPHUTH 4Ye€pe3 2 CYT MOCIAe CTUXaHUS MECTHOMU
peakiuu Ha Ipenpiaynme mpoObl. B cirydae MoOOXHUTENBHOTO pe3yiibTaTa, KOXKHBIE MPOOBI C

IBUIBIEBBIMU AJJICPICHAMU MOKHO ITIOBTOPATH HE Yalll€ OJHOI'O pa3a B MECAII.
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[MocTaHoBKA cKapu(DHUKAIMOHHBIX KOXKHBIX P00, ﬂgl/'n?-*rggl%i;f BATENBHOCTE 0001)

CkapudukarioHHbIe KOXHBIC MPOOBI, TPHUK-TECTHI CTABIT HAa BHYTPEHHEH MOBEPXHOCTH
Nperieubs WK, IPU HEOOXOAUMOCTH, Ha KOXKE CITHHBI.

OAHOBPEMEHHO € aJJIEPreHOM MPOBOJSAT MOCTAHOBKY KOXKHBIX MPOO C TECT-KOHTPOIBHON
xuakoctelo ¢ 0,01 % pactBopoM rucTaMuHA, KOTOPBIA TOTOBAT pPa3BEICHHUEM
0,1 % rucramuHa nuruapoxiopuzaa pactsopa (1 wactb) Hatpus Xxjopuaa pactsopoMm 0,9 %
(9 yvacreif), NOJOKHUTENbHAS PEAKIMsI HA KOTOPBI HE MEHEe «+» CBUICTEIbCTBYET O HATUYUU
JIOCTaTOYHON pPEaKTUBHOCTH KOXKH. Pa3BeeHHBIN pacTBOpP TMCTaAMUHA TOJIEH B TEUYEHHE 6 4 C
MOMEHTa IPUTOTOBJICHHUS.

Mertammnyeckuid KOJma4dok (IakoHOB (C aJUIEPreHOM, TECT-KOHTPOJBHOH >KHUIKOCTBIO)
MPOTUPAIOT CHUPTOM. Y AISIFOT CTEPUIBHBIM TMHHIIETOM IEHTPAIbHYIO KPBIIIKY KOJIMAYKa, a
pPEe3UHOBYIO NMPOOKY, NMpeaBaputeabHo oOpadoTannyto 70 % 3THUIOBBIM CIMPTOM, MPOKAIBIBAIOT
CTE€pPUIILHOM UTJIOMN.

Koxy BHyTpeHHell NOBEpXHOCTH Ipenarieubs npotupatoT 70 % STHWIOBBIM CIHPTOM
U JAI0T ed BBICOXHYTh. Ha ne3nH(UIMPOBaHHYIO KOXKY C MOMOILIBIO CTEPHJIBHOTO IINPHIA
HAHOCAT KAIUTI0 MCHBITYEMOIO ajulepreHa, Karllo TeCT-KOHTPOJIbHOM >KMIKOCTH W Karllio
0,01 % pacTtBopa ructamuna Ha pacctosauu (30-40) mm npyr ot apyra. AniepreH, HaOpaHHBIN
B IIIIPHII, HETb35 BBUTUBATh 0OPaTHO BO ()JIAKOH.

ITpu moctaHoBKE CKapu(UKAMOHHBIX KOKHBIX P00 Yepe3 KAl HaHECEHHBIX PacTBOPOB
CTEpUJIbHBIMU CKapU(pHUKATOpaMH WM MHBEKIMOHHBIMH WIJIaMU HAHOCST JIBE HapasuieibHbIe
LaparuHbl IJIMHOU 5 MM.

IIpy nocTaHOBKE NPUK-TECTOB YEpPE3 KaIUld HAHECEHHBIX pacTBOPOB CTEPUIIBHBIMU
WHBEKIMOHHBIMU UTJIAMH, YKOPOYCHHBIMH WIIA C OTPAHHYUTENIEM TNIYOHHBI yKOJA WA WUTJIaMU
JUIs TIpUK-TecTa (JaHIleTaMH) TPOM3BOIAT YKOI KOXu Ha riayouny 1,0-1,5 mwm. Ilpwm
UCIIOJIb30BAaHUN HWHBEKIMOHHBIX HWIJI KOXY MPOKAIBIBAIOT MOJA yrioMm 45° Tak, 4ToObl He
BBICTYITIJIA KPOBB; 3aTE€M UTTy BEIHUMAIOT, CJIETKA MPUTIOIHUMAS KOXKY.

Koxnyto peakmuio yuuthiBatoT uyepe3 20 muH. CTepuIbHBIMA BaTHBIMM TaMIIOHAMH
«IPOMOKAIOT» KaIlJli HAaHECEHHBIX PACTBOPOB B MECTE LapaluH WU MPOKOJa KOXH (BaTHBIN
TaMIOH JOJKEH OBITh OTAENbHBIM Ui KaXJI0M Kalljd HAaHECEHHBIX PACTBOPOB) U YUHUTHIBAIOT
PEeaKLHIO KOXKHU.

I[TocTaHOBKA BHYTPUKOKHBIX OPOO.

BuyTpukokHBIE TPOOBI CTABAT B TeX CIy4asX, €ClIM CKapHU(pHUKaMOHHAs KOXHas Mpoda
JlaeT OTPHLATEIbHYIO DPEAKIHIo, a 10 aHaMHEe3y HMMEeTCS IIO0I03PEHHE Ha IOBBIICHHYIO
YYBCTBUTEIBHOCTh K TIBUIBLIE €XKH COOpHOW, W/WIM ecnid HEeoOXOOUMO TpOBElCHHE

AJIEProOMETPHUUECKOr0 TUTPOBAHUS NEPE] HAYajIoM Crenn(PUIecKoil IMMYHOTEpAIHH.
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HATATUBAIOT ABM)KEHHUEM Majiblla KHU3Y, UIJIy BBOASAT HOJ YIJIOM 15° K IOBEPXHOCTH KOXKH, IPU
3TOM HEOOXOOUMO CIEIUTh 3a TEeM, YTOOBl OTBEPCTHE WIJIBI MOJHOCTHIO CKPBIBAJIOCH
B 3MUJEPMHUCE, UTJIa JOJHKHA ObITh TOHKOH ¢ KOPOTKHM OCTPHEM.

CrepuibHBIMM, WHAMBUIYAlIbHBIMM JUIsl ajUIepreHa U TEeCT-KOHTPOJIBbHOM KHUIKOCTH,
MapKUpPOBaHHBIMM HINpuiamMu co mkanoi neneHust 0,02 mi, cTporo BHYTPUKOXHO BBOJST IO
0,02 M amnepreHa M TeCT-KOHTPOJBHOHM >kuakocT, npody ¢ 0,01 % pacTBopoM rucrammuHa
CTaBSIT METOJOM CKapUUKaluu. AJuiepreH, HaOpaHHBIN B IINPUL], HEJIb3s BBUIMBATh OOPAaTHO
BO (hJIaKOH.

OHGHKa AUArHOCTHYCCKHUX KOXHBIX HDO6.

MecTHYI0 peakIuio KOXXH TMpPH MOCTAHOBKE CKApU(PUKAIMOHHBIX KOXKHBIX MPOO, TMPHUK-
TECTOB, BHYTPUKOXKHBIX MPOO YYHUTHIBAOT 4yepe3 20 MUH, MPH OTCYTCTBUU pPEAKIMU Ha TECT-
KOHTPOJIbHYIO JKUAKOCTh U TIPU HAIWYHH TIOJOKHUTEIBHON POObI HA THCTAMHH (HE MEHEEe «+))
(Tabm. 1).

Tabmuna 1
CxeMa ydera cKapu(pUKAIIMOHHBIX KOXKHBIX P00, MPUK-TECTOB
OneHka peaknuu Crenennb Pa3smep u xapakTep peakumnu
BBIPA:KEHHOCTH
peakuumn®
OTtpurnarenbHas — OTtcyTcTBHE BOJABIPS (MMAITyIbl), TUIIEPEMHUS KaK B
KOHTPOJIE C TECT-KOHTPOJIBHOM YKHIKOCTHIO

CoMHuTENBHAS + OtcytcTBHE BONABIps (IAmylsibl), THIEPEMHUSI C
pa3Mepami, IPEBBIIIAIOUIMMHU TaKOBbIE B KOHTPOJIE
C TECT-KOHTPOJIbHOM KHIKOCThIO

[NonoxxurensHas + Bongpips (mamyma) 2-3 MM, 3aMeT€H TOJBKO MPH
HATSTUBAHUHU KOXH, THIICPEMHUSI

[TomoxuTenbpHAs ++ Bonasips  (mamyma) 4-5 MM,  ruUnepeMus
(mns ckapu()UKAIMOHHBIX ITPO0);

Bongpips (namyna) 4-10 MM, runepeMust (17151 TpUK-
TECTOB)

[TomoxuTenbpHAs +++ Bonaeips (mamyma) 6-10 MM, TunmepeMusl WU
BONABIph (mamyna) 6-10 MM ¢ TCeBEONOAMAMM,
runepeMust (1151 cCKapuPHUKALINOHHBIX MPo0);
Bonaeips (mamymna) 11-15 mm, runmepemus (s
MIPUK-TECTOB)

[NonoxxurensHas ++++ Bongpips (mamyna) 6omee 10 MM, rumepeMust wiu
BOJIIIBIPE (Tamysa) 6osnee 10 MM ¢ TICEBIOTIOIUSIMH,
rUnepeMus (1 CKapupHUKAIMOHHBIX TTP00);
Bonasips (mamyma) Oomee 15 MM
C MCEBAONOAMSIMH, TUIEPEMUs (1151 IPUK-TECTOB)




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.06.2024 N= 12673 8

Cxema yuera HyTpI/IKEH(II:ﬁ;?zl E&%E‘;TEH bHOCTE 0001)

OueHka peakuuu CreneHb Pa3mep u xapakTep peakunu
BBIPa:KEHHOCTH
peakuumn®

OtpunaTenbHas - Pa3meps1 Takue e, Kak ¥ B KOHTPOJIe

CoMHUTETRHAS + B wMecte mpoObl  BONIBIPE  paccachiBaeTCA
MEJICHHEE, YeM B KOHTPOJIE

[NonoxxurensHas + Bongeipp  (mamyna) — amamerpom  4-7 MM,
OKPYXEHHBIU TunepeMuei

[TomoxuTenpHAs ++ Bonaeipes  (mamyma) 8-14 MM B gumamerpe,
OKPY>KEHHBIN runepemMueit

[NonoxxurensHas +++ Bongpips  (mamyma) 15-20 MM B nuamerpe
C TICEBJIOTIOUAMM, OKPY>KEHHBINA TUIIepeMUeit

[TomoxuTenpHAs ++++ Bonnpipp (mamyna) Oosnee 20 MM B auaMmeTrpe
C TMCEBAONOAMSMH U (WIH) DPUTEMOH BOKpYT
(omonHUTENBHBIE BOJIABIPH 10 TIeprdepHn po30Bo-
WJTU SIPKO-KPACHOTO 1[BETA)

[Ipumeyanue:
* CteneHp BBIPA)KEHHOCTH PEAKIIMU:

— OtpunarenbHas;

+ CoMHUTEIbHAS,

+ C1a00n0n0KATEIbHAS

++ IlomoxurtenbHasi;

+++ Pe3ko0 MoJI0KUTEIbHAS,

++++ OueHb pe3KO MOJIOKUTEITbHAS.

1I. Coennduueckass HMMYHOTEDAIHSL.

Crnenuduueckass MMMYHOTEpamnus MPOBOJUTCA B TeX CIIydasX, KOTJIa HEBO3MOXKHO
UCKITIOYUTHh KOHTAKT CEHCUOMITM3UPOBAHHOTO MAIIMEHTA C AJJIEPTEHOM.

NmmyHoTepanuio HayumHaOT ¢ 103kl B 10 pa3 MeHblIed, 4yeM Ta, KOTopas BbI3BaJIa
MUHUMAJbHYIO OJIOKUTEIBHYIO PEAKIUIO TPU BHYTPUKOKHOM BBEJICHUU.

AnnepreH npu cnenupuyeckoil MIMMYHOTEPAITMH BBOISAT MOJIKOXKHO.

3a NpaBUJIILHOCTL TMPUTOTOBJICHUA W  HCIIOJIb30BaHUA paBBe,Z[GHI/II\/'I AJUICPréHa ¢
cOOI0ICHHEM aCeNTHUKN OTBETCTBEHHOCTh HECET Bpay-aJljIeproJior.

Pa3Benenus mpenapara, BBOOUMBII 00beM (7103a) U PEKOMEHyeMasi cXxema MPUMEHEHUS

NPUBEJICHBI B Ta0. 2.
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[TpumepHas cxema crierupruuecKoil UMMYHOTEPAIIUU PH MOJUTHHO3aX

Pa3Benenne Jlo3a (M) Hpumevyanus
aJlepreHa
1 2 3
10° 0,1 Crenuduueckylo UMMYHOTEPANUI0  HAYUHAIOT
1:100000 0,2 ocJe JTIMarHOCTUPOBAHUS aTOINYECKOI'0
0,1 PNU/mn 0,4 3a00JIeBaHUs HE MO31HEe, yeM 3a 3-4 Mec. 40 Hadaja
0,8 LIBETEHHUS W 3aBEPILIAOT HE MO3/Hee, yeM 3a 1,5 mec.
104 0,1 710 Hayajia [IBETEHUsI paCTEHU.
1:10000 0,2 Nubekuuu nenaroT CTPOro MOJKOXKHO B 00JIaCTh
1,0 PNU/mn 0,4 HIOKHEN Tpetu 1uievya. llepBble uHbBEKIMU (Tpu
0,8 paseenenun amnepreda 107, 104, 107%) penaror
103 0,1 ©KEOHECBHO HMJIM 4Yepe3  OCHb, IOCICAYyIoIue
1:1000 0,2 unbekiuy (passenenus 1072, 10") — ¢ uHTepBaTOM
10 PNU/mn 0,4 7-10 gueit. o3y amneprena 0,9-1,0 Ma B pa3BeieHUH
0,8 107! MOBTOPSAIOT C MHTEpBAJIOM S5-7 AHEH OO Hadasia
10'2 0,1 ILIBETCHUS paCTeHI/II‘/'I. CpOK MCIIOJIb30BaHHA alJICpreHa
1:100 0,2 Mocye ero pa3seneHus - 1 mec.
100 PNU/mu 0,3 [Tocne kaxxaol WMHBEKIMM aJUIepreHa MalueHTa
0,4 HaOmogaloT B KaOuHeTe He MeHee 60 MuH. Bpau
0,5 OTMEYaeT pEaKUHUI0 KOXM Ha MECTe BBEICHUSA
0,6 aJuIepreHa u 0011Iee COCTOSTHUE TTaIlMeHTa.
0,7 [IpotuBOomOKazanveM [isi  YBEIWYEHUS /03Bl
0,8 SBISICTCS. MECTHas peakiusi B BuAe HWHQUIbTpaTa
0,9 pasmepom Oosiee 25 MM, BO3HUKIIIAs B TEYCHHUE CYTOK
1,0 Ha MeCT€ HWHBEKIMH, OOINas peakius OpraHu3Ma,
10! 0,1 o0OCTpeHHE OCHOBHOTO 3a0oneBaHus. B  a3tux
1:10 0,2 Cy4asiXx /03y YMEHBIIAIOT, WHTEPBAIBI MEXKIY
1000 PNU/Mn 0,3 WHBEKIUSAMU YATUHSIOT, TIOKa YCTAHOBUTCS XOpOIIas
0,4 MIePEHOCUMOCTb.
0,5
0,6
0,7
0,8
0,9
1,0

ITo0ouHOE nelicTBHE.

Cornacno knaccudpukanuun BO3 (BcemupHoi opraHu3anuu 31paBOOXPaHEHHs) 4acTOTa
pa3BUTHS HEXEJAaTeNbHbIX peakiuil Kiaccu(UIMpoBaHa CIEAYIOIMIMM 00pa3oM: OYeHb YacTo
(>1/10), gacto (>1/100 mo <1/10), mewacto (>1/1000 10<1/100), peaxo (=1/10000 mo <1/1000),
odueHb penko (mo < 1/10000) m vactora Hews3BecTHa (HEBO3MOXHO OIEHUTh HAa OCHOBAaHUU

MMEIOIIUXCS TAaHHBIX ).
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CucTeMHO-OpraHHbIN Kjacc Yacrorta HeskesaTenbHble peakuu
(MedDRA)
Hapymenus co ctopoHb! Penxo KpanuBhuna, anadunakTnaeckuii mok
WMMYHHOM CHCTEMBI
Heuacto Otéx numa
Hapymenus co ctopoHb! Heuacto l'onosuas 6011k
HEPBHOM CHCTEMBI
Hapymenus co ctopoHs!l oprana Penxo KonbronkTuBuT
3peHust
Hapyuienust co cTopoHsl Yacrto Iunepemust
COCY/IOB
Hapyuienust co cTopoHsl Heuacto Kamienp, unxaHue, pUHAT, OPOHXOCIA3M
JIBIXaTETbHOW CUCTEMBI,
OpPTraHoOB TPYTHON KIETKU H
CpEIOCTEeHHUS
OO0u1re HapyLIeHUsI 1 PEaKLUH B Yacro OTék B MecTe BBEICHHSA
MECTE BBEICHUS

Onucanue OTACIBbHBIX HEXKEIATCIbHBIX PEAKIIHI

HexenatenbHbIMU ~ peakIUsIMH, KOTOPbIE YacTO HAONIOMAIOTCS Yy  TAICHTOB
(y 1-10 % nanueHTOB) ABISIOTCS THIIEPEMUS U OTEK B MECTE BBEICHHUS IIpernapara.

VY 0co00 4YyBCTBUTENBHBIX MAIIUEHTOB MOKET BO3HUKHYTh CHUCTEMHas ajulepruyeckas
peakuus, B TOM 49Hclie, aHAPMIAKTHYECKUHN TIIOK.

Mepspl, mpuHUMaeMble NpPU PaA3BUTHUM AJJIEPTHYECKUX PEAKUUWA OMHCaHbl B pasJiese
«C OCTOPOKHOCTBIO.

Penxo B mporecce mocTaHOBKU KOXKHBIX MPo0, criennuuueckoil UMMYHOTEpAl MOKET
HACTYyNHUTh 000CTPEHHE OCHOBHOTO 3a00JI€BaHUS.

[Tocme kaxmoii WHBEKIMHM aJJiepreHa NalMeHT JOJDKEH HaOIoNaThCs BpadyoM-
ajuieprojorom He MeHee 60 MuH. B TeueHue 3TOro BpeMeHU Bpay JOJKEH OTMEYaTh PEaKIIUIO
KOKM Ha BBEJCHUE Mpenapara v oOuiee cocrosHue mnanueHTa. OO0 OTHANEHHBIX peaKIMsIX
MalyeHT J0JDKeH WH(OpMUpOBaTh Bpada. B kabOuHeTe, rae TPOBOAUTCS crenuduieckas
UMMYHOTEpAINUs  MAlMeHTOB, JOJDKHBI  HAXOOUTHCS  (apMaKOJIOTHYECKUE  IperapaTsl
Y UHCTPYMEHTAPUH JUIsl OKa3aHUs HEOTIIOKHOU ITOMOLLH.

Ilepeno3upoBka.

Cumnmonmbi

B cnydae mepeno3upoBKHM BO3pacTaeT PUCK BO3HUKHOBEHHUSI HEXKENATENbHBIX pPEaKIui,

CBA3aHHbIX C MPUMCHCHUCM IIpCriapara.
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Jleuenue

Cumrnromarnueckass tepamus. B ciydae pa3BuTus aHAQUIAKTHYECKOTO IIOKA H, Kak
CIIEZICTBUE, TSDKENBIX CHCTEMHBIX peakuuid (HEeKymupyoomuiics OpoHXocmnasM, ac(uKcHs,
00yCIIOBJIEHHAsE OTEKOM BEpPXHHUX AbIXATEIbHBIX MyTEH, U KOJUIAIIC) MPOBOJSATCS HEOTIOKHBIE
nedeOHbIe MeponpuaTus (cM. pa3aen «C 0CTOPOKHOCTHION).

B3aumoneiicTBue ¢ APyruMu JieKapCTBEHHbIMH CPeACTBAMU.

KosxHbIe TpoObI U JIeUeHHE AJIJIEPIeHOM CIIeyeT IPOBOAUTH HE paHee, YeM uepes:

- 1 mHegenro mocne TyOepKYTMHOBOM MPOOHI;

- 1 Mecsi11 mocie BakIIMHAIIMA MHAKTHBUPOBAHHBIMU BaKLIMHAMU;

- 3 MecsAma 1mocie NPUBUBOK SKMBBIMU BaKIMHAMHM (KaK BHUPYCHBIMHM, TaK |
OakTepuanbHbIMU, BKITI04as BakiuHy bBLIK).

He npumeHaTh OJHOBpEMEHHO C TMpueMoM [-aIpeHo0nokatopoB. Bo3moxkeH
OJIHOBPEMEHHBII MPHUEM CUMITOMATUYECKUX MpPENapaTroB AJs JICUCHUs aJIEpPTUu JUIs JTydiien
nepenocumoctd  ACUT  (B2-anpeHOMHUMETHKOB, KOPTUKOCTEPOUIOB, UHTHOUTOPOB
NETpaHysIUU  TYYHBIX KJIETOK, B Cllydae HEOOXOIUMOCTH B JallbHEWIIEM B XOJe
MMMYHOTEpAINUU BO3MOXKHO IIpuMeHeHne H1-aHTUrucTaMuHHBIX MpenaparoB).

B0o3MOXHO OJIHOBPEMEHHOE HCIIOJNBb30BAHUE C MbUIBIIEBBIMU aJJIEpreHaMH  JIPYTHX
HaNMEHOBAHUMU.

Bausinue Ha cIOCOOHOCTH YyNIPABJISTH TPAHCNIOPTHBIMHU CPeICTBAMM, MEXaHU3MAMH.

HekoTtoprie HexenarenbHblEe pEaKIMH, CBS3aHHbIE C JIEHCTBHMEM Ipenapara, MOTYT
OKa3bIBaTh BO3JCHWCTBHE HAa CIIOCOOHOCTH YHPABIATH TPAHCIOPTHBIM CPEICTBOM  HIIU
JIBUKYITUMUCS MEXaHU3MaMU. J[1s ManueHToB, y KOTOPBIX HAOIIOATUCh HEKenaTeIbHbIC
peaKkIuu Mpu BBEACHUU Ipernapara, ynpaBleHUE TPAHCIOPTHBIM CPEACTBOM WM JBUKYILIUMHUCS
MeXaHU3MaMH BO3MOYKHO TOJIKO MOCIIE HCUE3HOBEHUSI CUMIITOMOB HEXKETATeNbHBIX PEaKIIHA.

®opma BbInycka. PacTBop A1 BHYTPUKOXKHOTO M TOJKOXKHOTO BBEJIEHUS, HAKOXKHOTO
cKkapu(UKaMOHHOTO HaHECEHUs U MpoBeeHus npuk-Tecra, 10000 PNU/mi.

ITo 5,0 mn anmneprena, mo 4,5 mu pa3zBojsIed XKUAKOCTH, IO 4,5 MJI T€CT-KOHTPOJIbHOM
KUJKOCTU B CTEKJISHHBIX (DIIakoHaX, YKYMOPEHHBIX PE3MHOBBIMU NMPOOKAMU M 3aKaTaHHBIX
QTIOMUHHMEBBIMHM KoJimadkamu. Komriekt coctoutr u3 1 ¢dmakona amieprena, 1 ¢aakoHa
TECT-KOHTPOJIBHON JKUAKOCTH, 7 (DIaKOHOB pa3BOAAIICH >XUAKOCTH, 1 MyCTOTO CTEPHIIBHOTO
¢1akoHa, TOMEIIEHHBIX B IMAYKY U3 KAPTOHA C MHCTPYKIMEH MO METUIIUHCKOMY TPUMEHEHUIO.

YcaoBus xpanenus. [Ipu remnepatype ot 2 1o 8 °C B 3amIuIlIEeHHOM OT cBeTa MecTe. He
3aMOPaKUBATh.

XpaHUTh B HEIOCTYITHOM JUIsl IETEN MecTe.

YcaoBus TpancnoprupoBanns. [Ipu temneparype ot 2 1o 8 °C. He 3amMopaxuBaTh.
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Cpok TOOHOCTM KOMIUIEKTa OIpPENEISeTCs] MO0 HAaMMEHBIIEMY CPOKY T'OJHOCTH OJHOIO U3
KOMIIOHEHTOB, BXOJSIIMX B COCTaB KOMIUIEKTa. lIpemapar ¢ HCTEKIIMM CpPOKOM T'OJHOCTHU
MPUMEHEHHUIO HE MOJIJICHKHUT.

YcaoBus ornmycka. OTMyCKaroT MO PELenTy.

Baajenen perucTpanMOHHOI0 y10CTOBEPEHHUS.

AO «HIIO «Muxporen».

Poccus, 115088, r. Mocksa, yi. 1-s JlyopoBckas, 1. 15, ctp. 2.

IIpousBoauTeib.

AO «HIIO «Muxporen».

Poccus, 115088, r. Mocksa, yn. 1-s1 JlyopoBckas, a. 15, ctp. 2, Ten. (495) 710-37-87,
dakc (495) 783-88-04, e-mail: info@microgen.ru.

Anpec mpousBoacTtBa: Poccusi, 355019, CraBpononbckuii kpaid, 1. CTaBpoOIoib,
yi. buonoruueckas, a. 20, ren. (8652) 24-40-84.

Opranu3anusi, IPUHUMAIOLIAS PEeTEeH3UU MOTpeOuTeIs.

AO «HIIO «Mukporen».

Poccus, 115088, r. Mocksa, yn. 1-a1 Jlyoposckas, a. 15, ctp. 2, ten. (495) 710-37-87,
daxkc (495) 783-88-04, e-mail: info@microgen.ru.



