COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 29.07.2024 N= 15556

OBIASI XAPAKTEPUCTHKA JIEKAPCTBEHAGFO TIPEAAPATA "00T)

1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
Annepren w3 CcBUHHMHBI i auarHoctukd, 10000 PNU/mn, pacTtBop isi HAKOXXHOTO

CKapI/I(bI/IKaI_[I/IOHHOFO HAaHECCHUA U MMPOBCACHUA IMTPUK-TECTA.

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB
JleiicTByOI1IEE BEIECTBO: AJJIEPTEH U3 CBUHUHBI.

B 1 M1 npenapata coaepxkurcst 10000 PNU™ aneprena u3 CBUHHHBL

[Ipumevanue:

*PNU (Protein Nitrogen Unit) - mexayHapoaHas
CAHUIQA, IPpUHATasA OJId BhIPpAXKCHHA KOHICHTpAaluU
OEJIKOBOI0 a30Ta B AJUICPreHax, paBHas CoOACPKaAaHUTO

1x10”° Mr GeKOBOrO a30Ta.

ITonHbri NEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB ITPUBEIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBop A1 HAaKOKHOTO CKapU(PUKALMOHHOTO HAHECEHUS U TTPOBEJCHUS MPUK-TECTA.

[Tpemapat npeacTaBisier COO0H MPO3PAYHYIO KHUAKOCTh OT OSCIIBETHOH JI0 CBETIIO-KOPUIHEBOTO
1[BETA.

B koMmIuIeKTe ¢ anepreHoM BBITYyCKAIOT TeCT-KOHTPOJIBHYIO KHUAKOCTb.

TCCT-KOHTPOJILHEU{ KHUIKOCTD NIPECACTABIIACT coboit 6eCHBeTHYIO MMPO3PAYHYHO KUIKOCTh.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Crieruduueckas AMarHOCTHKA MOBBIIIEHHON YyBCTBUTENIBHOCTU K CBUHUHE Y B3POCIHbIX U JeTel
crapiie 4 JIeT ¢ pa3IuyHbIMU (popMaMu aJIepruuecKux 3a00JIeBaHUN (C y4E€TOM COCTOSIHUS
pebeHka, BO3MOXKHO MTPOBEEHUE KOKHBIX TECTOB Yy JieTel crapiie 1 roaa).

[ToxazaHusAsMH Uil JAMAarHOCTUKM SIBISIFOTCSL KJIMHUYECKHE TIPOSIBICHHS  ANJIEPTHYECKOrO
3a00J1eBaHMs U IaHHbIE aHAMHE3a.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMeEHEHUSI

PexuMm no3upoBaHus

I/IH(I)OpMaLII/IIO 0 PCKUMC NO3UPOBAHUS JICKAPCTBCHHOI'O IIpCIiapara CM. B IOAPA3ALIIC «Cmocob
MMPUMCHCHU ).

Oco0ble TPVIIILI TAIUEHTOB

HauueHmbz NnOJ2HCUTIOC0 803pacma

Koppexiuu 10361 He TpedyeTcs.
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Ilayuenmul ¢ Hapywenuem yHKyuu novex (NOCNEOCQBA

Koppexkiun 10361 He TpedyeTcs.
THayuenmoi ¢ HapywieHuem YHKYuU neveHu
Koppekuuu 10361 He TpedyeTcs.
eTu
PexomeHganuu 1o JO3MPOBAHUIO JIEKAPCTBEHHOrO IIpernapara JAETSAM He OTJIMYalTCs OT
pEKOMEHIaluH 110 T03UPOBAHHUIO 111 B3POCIIbIX.
[TpumeHeHue npenapara MPOTUBONIOKA3aHO Y JieTel B Bo3pacte A0 1 roga (cM. pasznen 4.3.).
OOBIYHO KOXKHBIE TECThI MPOBOATCS y IETEH cTapiie 4 JieT.

Croco0 IIpuMeHeHust

[Ipemapar wuCHONB3YIOT [UIS TOCTAaHOBKM KOXHBIX MpoO (ckapudukamus, MTPUK-TECT).
Crnenuduyeckyro JTUArHOCTHKY, KaK TPaBUJIO, TMPOBOJAT OJHOBPEMEHHO C JIPYTUMHU
aJJIepreHamu.

Ilocmanoska ckapuguKkayuoHHbIX KOHCHBIX NPOO, NPUK-MECO8

CkapudukaiionHple KOXHBIE MPOObI, MPUK-TECThl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTHU
MpeaIieybs WK, TP He0OOXOIMMOCTH, Ha KOXKE CIIHBI.

OMHOBPEMEHHO C aJUIEPreHOM MPOBOJSAT TOCTAHOBKY KOXHBIX IMPOO C TECT-KOHTPOJIBHOU
*uakocteio U ¢ 0,01 % pacTBopoM ructamuHa, KOTOphI roToBAT passenenuem 0,1 % rucramunaa
quruapoxiopuaa pactBopa (1 wacte) Harpus xmopuza pactBopom 0,9 % (9 gacreii),
MOJIOKUTEbHAST PEAKIIM HAa KOTOPBIM HE MEHEe «+» CBUAETEIbCTBYET O HAJTMYUU JIOCTATOYHOMN
PEaKTUBHOCTH KOXXH. Pa3BeJeHHBI pacTBOp THCTAMHHA TOJICH B TeUeHHWE 6 4 C MOMEHTa
MIPUTOTOBJICHUSI.

Metannuueckuii Koimadok (JIaKOHOB (C  aJUIEpPreHOM, TEeCT-KOHTPOIBHOH KHAKOCTBIO)
MPOTUPAIOT CHUPTOM. YJAISIIOT CTEPUIBHBIM MHHIIETOM IEHTPAJIbHYIO KPBIIIKY KOJNMAaYKa, a
PE3UHOBYIO MPOOKY, MpeABapUTENIbHO 00padoTanHy0 70 % 3TUIIOBBIM CIIUPTOM, POKAJIBIBAIOT
CTEpUIIBHOU UTJIOMN.

Koxy BHYyTpeHHEH MOBEPXHOCTH MpeAredbs npotuparoT 70 % STUIOBBIM CIIUPTOM U JArOT e
BBICOXHYTh. Ha e3nHpUIMpOBaHHYIO KOXKY C IIOMOIIBIO CTEPUIIHLHOTO IIMPHUIAa HAHOCAT KATLTIO
UCIBITYEMOIO aJJIepreHa, Kalullo TecT-KOHTpoJibHOW xkuakoctu u kamio 0,01 % pactBopa
ructamuHa Ha paccrosiauu (30-40) MM apyr ot npyra. AJuiepreH, HaOpaHHbBIH B IIMPHIL, HETb3s
BBUIMBATH 0OpPaTHO BO (hJIAKOH.

[Tpu mocraHOBKE CKapU(UKAIMOHHBIX KOXHBIX TPOO dYepe3 Karid HaHEeCEHHBIX PacTBOPOB
CTepUIBHBIMU CKapH(HKaTOpaMH WJIH WHBEKIIMOHHBIMHA WIJIAMH HAHOCAT J[BE IapajuleibHBIC

[aparuHbl IJIMHOW 5 MM.
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WHBEKIIMOHHBIMHU UTJIaMH, YKOPOUYCHHBIMH WU C OTPaHUYUTENIEM TTyOUHBI YKOJIA WU UTJIaMH
JUI TIpUK-TecTa (JaHIeTaMu) NPOU3BOAAT YyKOI KOoxu Ha miyoumny 1,0-1,5 mm. Ilpwm
UCIIOJIb30BaHUN WHBEKIMOHHBIX HWIJI KOXY IPOKANBIBAIOT MMOA yriaoMm 45° Tak, 4TOObl He
BBICTYIIHJIa KPOBb; 3aTEM UTJIy BRBIHUMAIOT, CJIeTKa MPUIIOJHUMAs KOXKY.

Koxnyto peaknuio yuutbiBaior uyepe3 20 wmuH. CTepwibHBIMH BaTHBIMH TaMIIOHAMU
«IPOMOKAIOT» KaIlJIl HAaHECEHHBIX PAaCTBOPOB B MECTE LIapalHvH WU MPOKOJa KOXU (BaTHBIN
TaMIIOH JOJKEH OBITh OTAENIbHBIM JUIS KaXJI0M KaIljli HAaHECEHHBIX PACTBOPOB) M YUHUTHIBAIOT
PEAKIUIO KOXKH.

Oyenka 0uazHOCMu4ecKux KOJXCHuIX npoo

MecTHYI0 peakIii0 KOXXKU MPU MOCTAaHOBKE CKapU(PHUKAIMOHHBIX KOXKHBIX MPOO, MPHUK-TECTOB,

YUYUTBIBAOT 4Y€pPE3 20 muH IIpu OTCYTCTBUH PCAKIHNU Ha TCCT-KOHTPOJBbHYKO KUIAKOCTb W IIPpU

HAJIMYUU TIOJIOKUTEILHOM MPoObI Ha THCTaMUH (HE MeHee «+») (Tadi. 1).

Tabmura 1

Cxema ydera ckapu(PpUKAIIMOHHBIX KOXKHBIX MPOO, MPUK-TECTOB

Ouenka peakunu

CreneHnn
BbIPAKEHHOCTH
peakmum*

Pa3zmep u xapakTep peakuun

OrtpunarenbHas

OtcyTrcTBUE BOJABIPS (Tammysbl), TUIIEPEMUS KaK B
KOHTPOJIE C TECT-KOHTPOIbHOH KUAKOCTHIO

CoMHUTEIBHAS

+

OtcyrcTBUE BOJABIpA (MAIylsbl), TUIEPEMUS C
pa3zMepamH, IPEBHIIAIOIIIMHU TAKOBBIE B KOHTPOJIE
C TECT-KOHTPOJIbHOM JKUJKOCThIO

IHonoxurenbpuas

Bonnpipy (mamymna) 2-3 MM, 3aMeT€H TOJBKO TpU
HATSATHBAHUY KOXKH, TUTICPEMUS

Ilonoxurenbpuas

++

Bongeips (mamyna) 4-5 mm, runepemus (s
CKapU(pUKALNOHHBIX NPO0);

Bongeips (manmyna) 4-10 mm, runepemus (s
IIPUK-TECTOB)

I[Honoxurenpuas

+++

Bonnpipy (mamyna) 6-10 MM, runepemus wWiu
BOJJbIph (mamyna) 6-10 MM C TICeBAONOAMSIMH,
runepeMus (JUist CKapu(pUKalMOHHBIX Mpo0);
Bonnpipp (mamyma) 11-15 mm, runepemust (s
IIPUK-TECTOB)

Ilonoxurenbpuas

++++

Bongsips (nmamyna) 6onee 10 MM, runepeMust Wiu
BOJIBIPH (Mammysa) 6osee 10 MM ¢ TICEBIOTIOTUSIMH,
runepeMus (JUist CKapu(pUKalMOHHBIX Mpo0);
Bonasips (nmamymna) 6osee 15 MM ¢ TICEBIOTIOTUSMH,
runepeMus (JUIst IPUK-TECTOB)




COOTBETCTBYET SKCTEPTHOMY OTYETY
7.2024 N= 15556

oT £ " ! | /
HomedBEENENOBATENLHOCTb 0001)

* CTeneHb BRIPAKEHHOCTH PEAKITUH:

- OrtpunarenbHas;

+ CoMHUTEIIbHAS,

+  CnabomnonoxuTenbHas;

++  IlomoxxwurenbHasi;

+++ Pe3Kko MoJIOKUTEIbHAS,

++++ OueHb pe3KO MOJOKUTENbHAS.
4.3. IlpoTUBONOKA3AHUS
1. T'unepuyyBCTBUTEIBHOCTHh K JHOOOMY U3 BCHOMOIaTEJIbHBIX BEUIECTB, MEPEUYHCICHHBIX B
paznene 6.1.
2. ObocTpeHue aIepruuecKoro 3a00JeBaHMs.
3. Tsokemas OpoHXHManmbHas acTMa, IUIOXO  KOHTpoiupyemas  (apMaKOJIOTHYECKUMHU
npenapatamu (00bem (opcupoBanHoro BeiIoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
a/IeKBaTHOM (hapMaKoTeparmH).

Octpbie uHpeEKIIH.

XpoHuueckue 3a00IeBaHMs B CTAIMU O0OCTPEHUS W/ JEKOMITEHCAIINH.

4
3)

6. HmMmyHOnehUIIUTHBIE COCTOSHUS.

7. AyTtouMMmyHHBbIE 3a00J1€BaHUSI.

8. TyOGepkyne3 1r000M JTOKaTU3alKUU B IEPUOA 0OOCTPEHUS.

9. 3n0kayecTBEHHBIE HOBOOOPA30BaHMS U OOJIE3HU KPOBH.

10. Tlcuxuueckue 3a00J€BaHMs B TIEPHO] OOOCTPECHHMS.

11. Cucremubie 3a00JIeBaHUS COCTUHUTEIIEHON TKaHH.

12. Jdetckuii Bo3pacT 1o 1 rona (mpoBeaeHUe KOKHBIX TECTOB JUTsI CIIEU(UIECKON JMAaTHOCTUKU
BO3MOXKHO Y JIeTel B BO3pacTe crapiie 1 roja, ¢ yueToM COCTOsIHUS pPeOeHKa, HO OOBIYHO KOKHBIS
TECTBI TPOBOSATCS Y ieTel cTapiie 4 JeT).

13. BepeMeHHOCTb U MEepUo]] rPyIHOr0 BCKapMIMBaHus (M. paszen 4.6.).

14. CucrtemHas THIOKOKOPTHUKOCTEPOUIHAS Tepamus, Tepanus [-aApeHOMUMETUKAMU H
AHTUTHCTAMUHHBIMHA TTpEIIapaTaMH.

4.4. OcoOble yka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKazaHus

3a 2-3 OHA 10 NOCTAaHOBKHM KOXKHBIX MPOO JOKHBI OBITh OTMEHEHBl AHTHUTMCTAMHUHHBIE
npenapatsl. [I[pu COMHUTENBHBIX pe3ylibTaTaX KOXKHBIX TPOO UX MOKHO MOBTOPHUTH yepes 2-3 Hs
(mocne cTUXaHUS MECTHOW peaklMd Ha MpeAblaylie mpooOsl). B cioyyae monoxuteabHOro
pe3yibTara, KOXKHbIE IPOOBI C alNIEpreHaMu MOXKHO ITOBTOPSTH HE Yallle OJJHOIO pPa3a B MECHLL.

Mephl IpeaocTOPOKHOCTH IPY IPUMEHEHUHI

C OCJIBIO BBIABIICHHUA HpOTI/IBOHOKaBaHI/Iﬁ Bpad B ACHBb IIOCTAHOBKH AJUICPTHUCCKHUX Hp06

IMPOBOAUT OCMOTP MallMCHTA.
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MeHee 60 MUH. B TeueHHe 3TOr0 BpeMEHH Bpad JIOJDKEH OTMEUYaTh PEakildio KOKH Ha BBEIICHUE
npermapata W oOmiee cocrosHue manueHta. OO0 OTHAJCHHBIX PEAKIUAX IMAlUeHT JIOJDKEH
WH(OPMHUPOBATh Bpaya. YUYUTHIBas BO3MOXKHOCTH BO3HHKHOBCHHS CHCTEMHOM aJlIeprHUCCKOMN
peaKkuu, B TOM 4YHCie, aHA(DUIAKTUYECKOro IIOKa, MEAWIIMHCKUN KaOWHET, TJe MPOBOIAMUTCS
cnenuduyeckas JUArHOCTHKA  MAlMEHTOB, JOJDKEH OBITh  O0EcleueH  CpelCcTBaMH
IIPOTHUBOIIIOKOBOM TEParyH.

[Ipy  TOSIBJICHMM  CHMIITOMOB  QJUICPTHYECKOM  PEAKIMH  HEMEIJICHHO  IPOBOJUTCS
COOTBETCTBYIOIIIAST TEPATTHSI.

Oxazamnue nomowu npu peaxyusx ooueco muna u aHAPUIAKMUYECKOM UoKe

[Ipy mpoBeneHUH KOKHBIX MPOO BO3MOXKHO Pa3BHTHE PEAKIMM HEMEUICHHOTO THIIA, B T.U.
aHa(HIAKCUK, KOTOPAsl MPOSIBIISIETCS B BUJIE KPAITUBHUIIBI M COCYIMCTOTO OTEKA, OTEKa TOPTaHH,
3aTPyJHEHHOTO JBIXaHWS W YAYIIbS. DTH CHMITOMBI YacTO BO3HHMKAIOT ITOCJE OUIYIICHHUS
TeHePATM30BAaHHOTO 3y/1a, YYBCTBA ¥OKCHHUS, TUTICPEMHUHU KOKHBIX ITOKPOBOB, a TAK)KE OIYIICHUS
CTpaxa CMEpTH.

BenencrBue aHaMIaKTHYECKOTO IMIOKA MOXET Pa3BUTHCS HEKYNMUPYIONIHMICS OpOHXOCHAa3M,
acukcus, 00yCIIOBJICHHAS OTEKOM BEPXHHUX JIBIXAaTEIbHBIX ITYTEH, U KOJIJIATIC.

B atoMm cimyuae TpeOyroTcst HEOTI0KHBIE JICUeOHbIE MEPOTTPHUSTHS.

ﬂOZOCI’leaJZbHCl}l nomoutb npu ClHCld)l/lJlaKml/llleCKOM wokKke

1. HemeyieHHO IpEKpaTUTh BBEICHUE alJIEPreHa, BbI3BABILIETO PEAKIINIO, YI0XKHUTh NallueHTa Ha
KYIIETKY (TOJIOBa HUKE HOT), TOJIOBY MOBEPHYTHh B CTOPOHY, BBIIIBUHYTh HI)KHIOIO YEIIOCTH,
yIaJIUTh UMEIOIINEcs 3yOHbIE TPOTE3HI.

2. HanoxuTh )KryT Ha MECTO BBIIIE BBEJICHUS AJJIEPreHa, €CIM 3TO BO3MOXKHO.

3. B koHeuHoOCTh, cBOOOAHYIO OT *ryra, BBectd 0,3-0,5 mu 0,1 % pacTBOpa agpeHannHa
BHYTPUMBIILIEYHO (B/M) Wi BHyTpUBeHHO (B/B) (aetsim 0,01 mr/kr, makcumansHo 10 0,3 mr). [Ipu
HEOOXOIMMOCTH, BBEJCHHE OSTHUX JI03 MOBTOPSIIOT ¢ uMHTepBasioM 10-20 muu. OO6mias mo3a
aapeHanuHa He noipkHa npesbrimats 1 v 0,1 % pactBopa. KpatHocTe M 1032 BBOIMMOTO
aJipeHaJIMHA 3aBUCUT OT TSDKECTH IIOKA M IMOKa3aTesleld apTepHalbHOro AasieHus. [loBropHoe
BBEJICHHE MaJIbIX 7103 aJpeHanuHa Oosee d(PPEeKTUBHO, YeEM OJHOKPATHOE BBEJACHHUE OOJBIION
JTO3BI.

4. O6xkonotre mecto umabekiuu 0,3-0,5 ma pactBopa agpenHasmna (1 ma 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy MHBEKIINN NPUIIOKUTH ITY3BIPh CO JIBIOM.

6. OOGecmeynTh JOCTYI CBEXKEr0 BO3AyXa WX AaTh Kucinopoa. [Ipu HapymeHnn puTMa JIbIXaHus

WIH €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).
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_NNEPTHOMY OTYETY

Jlo mpue3na peaHUMAIMOHHON Opuraabl HEOOXOAMMO OKAa3bIBaTh MEAMIIMHCKYIO IMOMOIIL U
NPOBOJUTHh TIOCTOSHHBIA KOHTPOJb 32 TI'eMOJAMHAMHYECKUMH TIOKA3aTeISIMA W COCTOSHHEM
¢dbyakuun BHenHero apixanus (OBJI).

Tocnumanwvnas nomoub npu aHaQbMJZCleuUGCKOM uwoke

1. Tlpwu kpaiiHe TSHKEeTIOM COCTOSTHUY MallMeHTa U TIPU BBIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pactBopa anpeHanuHa, npu JOCTHXKEHUH P deKTa BBEACHNE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYCHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanbHoe naminenue (AJl) He cTaOWIM3HPYETCs, CPOYHO HAYaTh BHYTPUBEHHOE
KareslbHOe BBeZeHWE HopanuHepuHa (pernmppuna, nomamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIIOKO3bI 111 HHPY3U Uil HaTpus xjopuaa pactsopa 0,9 %.

3. BHYTpuUBEHHO CTpPYHHO BBECTH TIFOKOKOPTUKOCTEPOUIbI: Mpeann3oioH — 60-180 mr (mersam
5 mr/kr) uimu aexcametas3oH - 8-20 mr (netsam 0,3-0,6 mr/kr), win ruapokoptu3zon — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHee
4-6 cyrT Uil TPENOTBpAIICHUS AaJUIEPrHUECKUX pPEaKk[uil MO0 HMMYHOKOMILIEKCHOMY HWJIH
3aMeJUICHHOMY THUITY.

4. Tonpko mpu crabwmsanuu AJ] BHyTpumbimieyHo BBectn 2,0 mi 2 % pactBopa
xjoporupamMuHa (netsm 6-12 mec. — 0,25 mm, 1-6 mer — 0,5 mu, 7-18 ner — 0,5-1,0 M) wim
0,1 % xnemactuna (metsim 0,025 mr/kr/cyT 3a IBe UHBEKIIUN).

5. CumnromaTthueckas Tepamnus 1o mnokazaHusMm. [Ipu coxpaHeHuun OpPOHXOOOCTPYKTHBHOTO
CHHJpPOMa BHYTPHMBEHHO MEIJIEHHO BBOJAT amuHOpwuinH, 10 mu 2,4 % pacTBopa KOTOPOTO
MpeABapUTENILHO pa3BoadT B 20 Mi1 HaTpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/KT, AETIM
2-3 Mr/kr). AMUHOQWUIMH HEOOXOAMMO MPHUMEHSATh OCTOPOKHO B CBS3M C BO3MOXHBIM
MOSIBJICHUEM apUTMUHU.

6. Ilpu HEOOXOAMMOCTH OTCACBIBAIOT M3 JBIXATEIHHBIX MyTEH CKOMMBIIUICS CEKPET M PBOTHBIE
Macchl, HAUUHAIOT OKCUTEHOTEPAIIHUIO.

7. Ilpu ocTpoM OTEKe TOPTAHU MTOKA3aHA UHTYOAIIHS WU TPAXEOTOMHS.

Bce nmanuenTs! ¢ aHadUIaKTHYECKUM IIOKOM TOJIeRKAT 0053aTeNbHOM FOCIUTATH3AINHN Ha CPOK
He MeHee 10 AHE# ¢ menbro MpoAOHKeHUsT HAOMIOIEHUsS U JIedeHUs, T.K. Yy 2-5 % MaiueHTos,
nepeHecunx aHapuIaKTHUECKUN 10K, HAOJI0Ial0TCs MO3HHUE aNIEPTUYeCKUE Peaklnu.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKa Bpaya ONpPeAessSioTCs KIMHUYECKOW KapTHHOW, HO BO BCEX
cilydasix HeoOXOJMMO, B MEPBYIO O4Yepe/b, BBEJICHHE aJpeHaINHA, TNIIOKOKOPTUKOCTEPOUIHBIX
npemapaToB. BBenenue mnpenapaToB (EHOTHA3MHOBOTO psja H MPENnapaTroB  KalbIUsd

POTHUBOIIOKA3aHO.
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B3auMOJeiCTBUS

He npuMeHsATh 0THOBPEMEHHO C MTPHUEMOM [3-aIpeHOOI0KaTOPOB.

Koxnble mpoObl clielyeT IpOBOAUTH HE paHee, YeM depes:

- 1 Hepemto mocie TyOepKyIUHOBOM MPOOHI;

- 1 Mecs1 moce BaKIMHAIIMY MHAKTUBUPOBAHHBIMU BaKI[MHAMU;

- 3 Mecsa Mocie NPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMU, TaK U OaKTepUaIbHBIMHU,
BKrOYas BakiuHy BILK).

Bo03M0XHO 0IHOBpEMEHHOE UCITOJIH30BAHUE C AJUIEPTCHAMH IPYTUX HAUMEHOBAHUM.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[IpumeneHue npenapara npu 6EpeMEHHOCTH MPOTHUBOIIOKA3aHO.
JlakTams
[Ipumenenue npenapara B IepUo;] TPYIHOTO BCKaPMIIMBAHUS IPOTUBOIOKA3aHO.

DepTUabHOCTH

Her nanHbIX 0 BAMSHUM Npenapara Ha (pepTUILHOCTD YellOBeKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CPeICTBAMHU H padoTraTh €
MeXaHU3MaMH

HekoTtopele HexenaTeslbHble PEeaKLUHU, CBA3aHHBIE C JAEHCTBUEM IIpenapara, MOTyT OKa3blBaTh
BO3/ICHCTBHE Ha CIOCOOHOCTh YIIPaBIIATh TPaHCHOPTHBIM CpEeICTBOM WIN
JBUKYUIUMUCS MEXaHU3MaMU. [l ManueHToB, y KOTOPBIX HAOIIOAANUCh HEKelnaTeabHbIe
peakuuMyd Tpu  BBEIEGHUM TIpenapara, yIpaBiI€HHE TPAaHCIOPTHBIM  CPEJICTBOM WM
JBIKYIIUMHCS MEXaHU3MAaMH  BO3MOXKHO  TOJBKO  IIOCJIIE€  HMCUYE3HOBEHHS  CHMIITOMOB
HE)KENIaTeNIbHBIX pPeaKIuii.

4.8. Hexkes1aTeibHbIE peaKiUu

Pesrome nmpoduiast 0e30macHOCTH

HexxenarenbHbIMH peakLMsMHU, KOTOpble YacTo HaOmojnatoTcs y mnamueHtoB (y 1-10%
NAlMEHTOB), SIBJIIOTCS TUIIEpPEMUsI U OTEK B MECTE BBE/ICHUS Mpenapara.

TabnuuHoe PE3I0OME HEXKENATCIILHBIX PEaKIINI

Yactora pa3BuUTHS HEXKENATEIbHBIX PEaKIUil MPEACTaBICHA B COOTBETCTBUH C PEKOMEHIAITUSIMU
BcemupHol opranuzanuu 31paBOOXpaHEHUST U BKIIIOYAET CIACAYIOIINE KaTErOPUU: OYEHb 4acTo
(>1/10), wacto (>1/100 no <1/10), mewacro (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb peako (10 < 1/10000) 1 yacToTa HeM3BeCTHA (Ha OCHOBAaHUH UMEIOIUXCS JAHHBIX OIICHUTH

HEBO3MOJKHO).
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COOTBETCTBYET 3KCNEPTHOMY OTY ETr

CucremMHO-OprasHbiii Kjace Yacrora HexenatenbHble peakuiun
(MedDRA)
Hapymenust co ctoponsl Penxo KpanuBauna, anHapuiakTHYECKHUMA
VMMYHHOH CHUCTEMBI LI0K
Heuacto OT1ék nuna
Hapyienus co ctopoHbl Heuacto ["onoBHast 607156

HEPBHOU CUCTEMBI

Hapymenust co ctopoHnsl Penxo KoHbroHKTUBUT

opraHa 3peHus

Hapymenust co ctopoHnsl Yacro ['unepemus

COCYJIOB

Hapymenust co ctopoHnsl Heuacrto Kamens, YHXaHHUE, PpUHHT,
JIBIXaTEIbHON CUCTEMBI, OpoHxocmnazm

OpraHOB I'PYJAHOM KIIETKH U

CPEeOCTEHUS

OOme HapymeHus 1 Yacto OTéEK B MeCTE BBEJICHUS

pPCaKuu B MCCTC BCACHUS

OnwncaHue OTACIBHBIX HEXKEJIATSAbHBIX PeaKIIUM

y OCO6O tI}’BCTBI/ITE':.]'II)HI)IX ITAIITUCHTOB MOXECT B03HI/IKHYTL CHUCTCMHAasA aﬂﬂepFquCKaﬂ pCaKHI/ISI, B
TOM YHCJIIe, aHA(DHUIAKTHYECKUH MIOK.
Mepbl, IpUHUMAEMbIE TIPU Pa3BUTHH AJUICPIrUUECKHUX PEAKIIMid, OIMCAHbI B pa3jeie 4.4.
Penko B mporecce MOCTAHOBKM KOXKHBIX IMPOO MOXKET HACTYIUTh OOOCTPEHHE OCHOBHOTO
3a00J1eBaHuUs.

CTHU
YacroTa, BU U TSHKECTh HEKEIATebHBIX PEaKIUA y IETeH U B3POCIBIX OJMHAKOBBHI.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo103peBaeMbIX HEKEIATEIbHBIX PEAKIUAX MTOCIIEe PETUCTPAIINH Ipernapara ¢
IEIbI0  OOECMEeYeHUs] HEMPEephIBHOTO MOHUTOPUHTA COOTHOIIEHUS «II0JIb3a -  PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYyeTCs COOOIaTh O JIF0OBIX
MOJI03PEBAEMBIX HEXKENAaTeIbHBIX PEaKIUiX JIEKApCTBEHHOTO MperapaTa yepe3 HallMOHAIbHbBIC
CHUCTEMBI COOOIICHUS O HEXENATeNbHBIX PEAKIUAX TOoCyAapcTB — uieHOB EBpaswuiickoro
SKOHOMHYECKOTO COI03a:

Poccniickas @enepanvs

Anpec: 109012, r. Mocksa, CraBsiHCKasl Iiomaip, 1. 4, ctp. 1

®denepanpHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (Pocsnpasuanzop):

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru



COOTEBETCTEYET . *F'F_EF'TH OMY OTY ETr
oT 29.07_ 2024 Nz 158556

Caiir B UnTepHere: https://www. roszdravnadz r.gOV.ruf:n':":'-_IE-':l- i E'-“-TEHI:'H':: CTb 0001)

4.9. Ilepeno3npoBka

CHMIITOMBI

B cnyuae mnepemo3upoBKH BO3pacTaeT PHUCK BO3HUKHOBEHHUS HEXKENIATEIbHBIX PEaKIUH,
CBSI3aHHBIX C IPUMEHEHUEM TIperapara.

JleueHue

CumnromaTuieckas Tepanus. B ciydae pa3BuTus aHadUIaKTHYECKOTO IIOKA M, KaK CIEJCTBUE,
TSDKEIBIX CHUCTEMHBIX PEaKIUi (HEKYMUPYIOIMUNUCS OpoHxocmasM, achuKcus, oO0yCIIOBIECHHAs
OTEKOM BEpPXHHX JbIXaTCIbHBIX MyTEH, M KOJUIANC) MPOBOAATCS HEOTIOXKHBIE JIeUueOHBIE

MeponpusTHs (cM. paznen 4.4).

5. ®PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakonMHaMHYecKHe CBOlicTBa

dapmakoTeparneBTHUEcKas rpynna: AuiepreHbl; SKCTPaKThl aJlJIEPIeHOB.
Kon ATX: VO1AAO8.

Mexanusm ageiicTBus

AJiepreH BbI3BIBACT MOJIOKHUTEIHHYIO MECTHYIO PEAKIUI0 HEMEJIEHHOTO THUIIa TIPH TTOCTAHOBKE
KOXKHBIX TIPOO B BHJIE BOJJIBIPS, TUIIEPEMUH Y JIHII, UMEIOIIUX MOBBIIICHHYIO YYBCTBUTEIBHOCTD
K CBUHUHE.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

OCHOBHYIO 4acTh aKTUBHOTO BEIIECTBA Mperapara MPEACTABISIOT OCJNKH W TOJUIENTHIBI,
KOTOpbIE, KaK 0KUAAETCs, pacnafaloTcsd Ha aMUHOKHCIIOTHI M MaJlble TIOJUIIETITU/IBI B IPOCBETE
JKEIYJOYHO-KMIIIEYHOTO TpakTa M B TKaHAX. [lpeamonaraercsi, 4To ajiepreH mpenapara
MPaKTUYECKH HE BCACBIBACTCS B COCYIUCTYIO cUcTeMy. [loaTOMy mccienoBaHus MO U3YYCHHIO

(hapMaKOKHMHETHIECKOTO POoduIIs rpenapara He MPOBOAWINCH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

®docpaTtHO-coneBoit Oy epHbIil pacTBOp:

- HAaTpHsL XJIOPH L,

- HaTpus ruapodocdata goaeKaruapar,

- Kaymst muruapodocdar,

- (henon (koHCEpBaAHT),

- BOJIa JUIsl UHBEKIINH.

B kommiiekTe ¢ ajuiepreHoM BBITYCKAOT TeCT-KOHTPOJIBbHYIO KHIKOCTb.

Tect-koHTpOIIBHAS )KUIKOCTH (ochaTHO-coseBOIl OydepHBbIil pacTBOD):
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- HaTpus XJIOPUL,

- HaTpus rupodocdaTa J0ASKaruIpar,

- Kayust muruapodocdar,

- (peHON (KOHCEPBAHT),

- BOJIA JIJIS1 UHBEKIUH.

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

Annepren — 2 roaa.

TecT-KOHTPOJIbHAS JKUIKOCTb — 5 JIET.

Cpok TOJHOCTM KOMIUIEKTa OIpeNesieTcss M0 HAauMEHBIIEMY CPOKY TOJHOCTH OJHOTO U3
KOMITOHEHTOB, BXOJSIIUX B COCTaB KOMILIEKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutb B xonogmwibHuKe (2 — 8 °C).

XpaHHThb B 3aIUIIEHHOM OT cBeTa Mecte. He 3aMopakuBaTh.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

[To 4,5 mn amnepreHa, mo 4,5 MJI TECT-KOHTPOJBHOW JKUIKOCTH B CTCKISHHBIX (DIaKoHAX
BMECTUMOCTBIO 5 MII, YKYIIOPCHHBIX PE3MHOBBIMH NPOOKAMU W 3aKaTAaHHBIX ATFOMHHHUCBBIMU
konmaukamud. Kommekt cocrout u3 1 ¢uakona amnepreHa, 1 ¢riakoHa TecT-KOHTPOJIBHOU
KUJKOCTH, TOMEUICHHBIX B MMAYKY U3 KaPTOHA C MHCTPYKIMEH M0 IPUMEHEHHIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Tpenapara MJIM  OTXO0J0B, MOJYYEeHHbIX IoOcCJe MNpPUMeHeHUs
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaHUMyJISIUM C PenapaToM

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.

Beck ocraBmmiicst 1ekapCTBEHHBIN TpenapaT U OTXO/bI CIEIyeT YHUITOXXKHUTh B YCTAHOBICHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

AxnuonepHoe o0mecTBo «HaydHO-TIPOM3BOACTBEHHOE OOBEAMHEHHWE TI0 MEIUITUHCKIM
uMMyHOOHOIorH4eckuM npenapatam «Mukporen» (AO «HITO «Mukporen»)

Anpec: 115088, r. Mocksa, yi. 1-s [IyOpoBckas, . 15, ctp. 2.

Temedon: (495) 710-37-87

daxkc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru
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7.1. lIpeacTaBuTeIb AeP/KATE/Is PErHCTPALHOHHOIO j;EIb_c';MﬁTEHEHG CTb 0001)

[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

Poccuiickas @enepanus

AknuonepHoe oOmectBo  «HayyHO-IpOU3BOJICTBEHHOE OOBEIMHEHUE TI0 MEIUIIUHCKUM
UMMYyHOOHOI0rHYecKuM mpenaparam «Mukporen» (AO «HITO «Mukporen»).

Anpec:115088, r. Mockaa, yi. 1-s1 JlyopoBckas, a. 15, ctp. 2.

Tenedon: (495) 710-37-87

dakc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru.

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JATA NEPBHYHOI PETNCTPAIIMW/MOATBEPKIEHUSI PETMCTPALIAU
(MEPEPETUCTPALIAN)

JlaTa nepBUYHON perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara AnnepreH N3 CBMHUHBI IJI1 AUMAarHOCTHKH
AOCTYIIHA Ha I/IH(I)OpMaI_II/IOHHOM nopraje EBp%HﬁCKOI‘O OKOHOMHWYECCKOIro CoOm3a B

uH(pOpMAIIMOHHO-KOMMYHHUKAIIMOHHOMU ceTn «HTepHEeT™ https://eec.eaeunion.org.



