COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 15957

OBIASI XAPAKTEPUCTHKA JIEKAPCTBEHAGFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Annepren w3 wmsca yTkd i auarHoctukd, 10000 PNU/mi, pactBop Isi HAaKOKHOTO

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

2. KAUECTBEHHbBIN U KOJJMUYECTBEHHBIN COCTAB
JleiicTByI011I€€ BEIIECTBO: AJJIEPTEH U3 MsCa YTKHU.

B 1 mn npenapata cogepxxutcst 10000 PNU™ anneprena us msca yTKH.

[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 HAHECEHUSI U TTPOBEJICHUS MPUK-TECTA.
[Tpemapat npeacTaBiseT co00M MPO3PaYHY0 OCCIIBETHYIO KHUIKOCTD.

B xommiekTe ¢ AJUICPICHOM BBIITYCKAIOT TECT-KOHTPOJIbHYIO ) KHUIKOCTD.

TeCT-KOHTpOHBHaﬂ KUIAKOCTb IIPECACTABIISACT coOoi 66CHB€THYI-O IMMPO3PAYHYIO KHUIKOCTh.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Crienuduueckas AMarHOCTHKA MOBBIIICHHON YyBCTBUTEIBHOCTH K MACY YTKH Y B3POCIIBIX U JeTel
crapiiie 4 et ¢ pa3InIHbIME (opMaMK aJiepruueckux 3a0oeBanuii (kpanuBHuIa, oTek KBuHke,
HEWPOJCPMHUT, ACTMATHUYUCCKHIA OPOHXUT M JIp.) (C YYETOM COCTOSIHHS peOCHKa, BO3MOXKHO
MIPOBEICHUE KOXKHBIX TECTOB Y JIeTe crapiie 1 rona).

[Toka3aHusAMHU U IUATHOCTUKHU SIBJISIIOTCS KJIMHUUYECKUE MPOSBICHUS 3a00J€BaHUS U JaHHbIE
aHaMHe3a.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMeEHEHUSI

PexuMm no3upoBaHus

I/IH(I)OpMaLII/IIO 0 PCKUMC NO3UPOBAHUS JICKAPCTBCHHOI'O IIpCliapara CM. B IMOAPA3aCiic «Cmoco0
MMPUMCHCHU ).

Oco0ble TPVIIILI TAIUEHTOB

HauueHmbz NnOJ2HCUTIOC0 803pacma

Koppex1uu 10361 He TpedyeTcs.
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Iayuenmul ¢ napywenuem QyHKyuu nouex (NOCNEOOBATENEHO

Koppekuu 10361 He TpedyeTcsl.
THayuenmoi ¢ HapywieHuem QYHKYuU neveHu
Koppekuuu 10361 HE TpedyeTcs.
eTH
PekoMenpanuu 1o A03MPOBAHHUIO JIEKAPCTBEHHOTO Ipernapara JeTsM He OTIMYaloTCs OT
pEeKOMEHIalluii IO JJO3UPOBAHUIO JJIs1 B3POCIIBIX.
[TpumeHeHne npenapaTa MPOTHUBOIIOKAa3aHO y JeTeit B Bo3pacte 10 1 roma (cMm. pasaen 4.3.).
OOBIYHO KOXKHBIE TECThI MPOBOATCS y IETEH cTapiie 4 JieT.

Cnooco0 nnpuMeHeHus

[IpenmapaT wWCHONB3YIOT S TOCTAHOBKM KOXHBIX Tpo0 (Ckapudukanus, MPHK-TECT).
Crneunduueckyro JIUArHOCTHKY, KaK TMPaBUJIO, TMPOBOJAT OAHOBPEMEHHO C JIPYTUMHU
ajyiepreHamH.

Ilocmanoska ckapuguKkayuoOHHbIX KOAHCHBIX NPOO, NPUK-MECO8

CkapudukaiioHHble KOXXHbIE MPOOBI, MPUK-TECTHl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTHU
NpeIieybs WK, IIPH HEOOXOAUMOCTH, Ha KOXKE CITHHBI.

OOHOBpEMEHHO C ajuIepPreHOM MPOBOMAST IMOCTAHOBKY KOXHBIX MPOO C TECT-KOHTPOJIHHOU
xuakocteio U ¢ 0,01 % pacTBOpoM ructamuHa, KOTOPhIi roToBsT pazsenenueM 0,1 % ructamuna
nuruapoxiopuaa  pactBopa (1 wacte) Harpus xmopuga pactBopom 0,9 % (9 yacreii),
MOJIOKUTEJIbHAS PEAKIIMS HAa KOTOPBI HE MEHee «+» CBUACTENBCTBYET O HAMYUH JOCTATOYHON
PEaKTUBHOCTH KOXXH. Pa3BeleHHBI pacTBOp T'MCTaMHHA TOJIEH B TeueHHWe 6 4 C MOMEHTa
MIPUTOTOBJICHUSI.

Metannuueckuii Koimadok (JIaKkoOHOB (C aJUIEpPreHOM, TEeCT-KOHTPOIBHOH KHAKOCTBIO)
MPOTUPAIOT CHOUPTOM. Y IAJSIOT CTEPHJIBHBIM MUHIIETOM IHEHTPATbHYIO KPBIIIKY KOJMadka, a
PE3NHOBYIO MPOOKY, MpeABApUTENBLHO 00padoTaHHy0 70 % STUIOBBIM CIIUPTOM, MPOKATBIBAIOT
CTEpPUIIBHOW UTJIOMN.

Koy BHyTpeHHEeW MOBEPXHOCTU MpeAruieubs NpoTuparoT 70 % 3THIOBBIM CIUPTOM U JIAIOT €
BBICOXHYTh. Ha e3nHpUIIpOBaHHYIO KOXKY C TIOMOIIBIO CTEPUILHOTO HIMPHUIIA HAHOCST KarlIio
UCIIBITYEMOT'0 aJIJIEpreHa, Karullo TeCT-KOHTpoJbHON xkuakoctH u karmumo 0,01 % pactBopa
ructamuHa Ha paccrosiauu (30-40) MM apyr ot npyra. AJuiepreH, HaOpaHHbBIH B IINPHIL, HEIb3s
BBUIMBATH 0OpPaTHO BO (hJIAKOH.

[Tpu mocraHoBKe cKapu(UKAIMOHHBIX KOXHBIX MPOO 4Yepe3 Karuld HAaHECEHHBIX PacTBOPOB
CTEPWIbHBIMA CKapU(HUKATOpaMH WM WHBEKIIMOHHBIMU HTJIAMUA HAHOCST JBE TapajuielIbHbIC
LaparuHbl JJIMHOU 5 MM.

[Ipy mocTaHOBKE MPUK-TECTOB Yepe3 KAl HaHECEHHBIX pPacTBOPOB CTEPUIbHBIMU

HHBCKIIMOHHBIMU HIJIAMU, YKOPOYCHHBIMH UJIM C OTPAHUYIUTCIICM T. J'IY6I/IHBI YKOJIa WIHW UI'JlaMnu



JUIs TIpUK-TecTa (JaHIeTaMu) TPOU3BOISAT
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UCITOJIb30BAaHUM HMHBEKIMOHHBIX WIJI KOXKY IPOKaNbIBAlOT MOJ YrioM 45° Tak, 4TroObl He

BBICTYIIWJIA KPOBb, 3aTCM UIJ1Y BBIHUMAIOT, CJICTKA NPUIIOJHUMAA KOXKY.

KoxHyl0 peakuuio Y4YUTBHIBAIOT uepe3

20 wmwuH. CTepuwiIbHBIMU BaTHBIMM TaMIIOHAMHU

«IIPOMOKAIOT» KallJll HAaHECEHHBIX PacTBOPOB B MECTE LAPAlMH WM IPOKOJa KOXKM (BAaTHBII

TaMIIOH JOJIXKEH OBITh OTACJIBbHBIM IJIA Ka)KﬂOﬁ Karii HaHCCECHHBIX paCTBOPOB) U YYUTBIBAKOT

PEAKIIUIO KOXH.

OL;@HKCZ OUACHOCIMUYECKUX KOJMCHBIX l’lp06

MGCTHYI-O PEAKIIUIO KOXKH IIPU IMOCTaAaHOBKE CKapI/I(i)I/IKaI_[I/IOHHBIX KOXKHBIX Hp06, IIPUK-TECTOB,

YUUTHIBAOT yepe3 20 MUH IpU OTCYTCTBUU PEAKIMM HA TECT-KOHTPOJIBHYIO JKUIKOCTb U IpU

HAJIMYUU TIOJIOKUTEIILHOM MpoObI Ha THCTaMUH (HE MeHee «+») (Tadi. 1).

Taobnuua 1

Cxema ydera ckapu(UKalMOHHBIX KOKHBIX IIPOO, IPUK-TECTOB

Ouenka peakuuu

CreneHnn
BbIPAKEHHOCTH
peakmum*

Pa3zmep u xapakTep peakuuu

OTtpunarenbHas

OtcyrcTBUE BOJABIPS (Hammysbl), TUIIEPEMUS KaK B
KOHTPOJIE C TECT-KOHTPOJIbHOH JKUAKOCTHIO

CoMHuUTEBHAS

+

OtcyrcTBUE BOJIABIpA (MAIylsbl), TUIEPEMUS C
pa3mMepamu, IPEeBbIIAIOIIMMYU TAKOBBIE B KOHTPOJIE
C TECT-KOHTPOJIbHOM JKUJKOCThIO

IHonoxurenbpHas

Bonnpips (mamyna) 2-3 MM, 3aMeT€H TOJIBKO IpU
HATSATHBAHUH KOXKH, TUTICPEMUS

Ilonoxurenbpuas

++

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

Bongeips (manyna) 4-10 mm, runepemus (s
MIPUK-TECTOB)

IHonoxurenpuas

+++

Bonnpipy (mamyna) 6-10 mm, runepemuss wiu
BOJJIbIph (mamyna) 6-10 MM C TICEBAOMOAMSIMH,
runepemMus (s ckapu(pUKAIMOHHBIX TIP00);
Bongeips (mamyna) 11-15 mm, runepemus (s
IIPUK-TECTOB)

IHonoxurenbpuas

++++

Bongsips (nmamyna) 6onee 10 MM, runepeMust Wiu
BOJIBIPH (MMamysna) 6osee 10 MM ¢ TICEBIOTIOTUAMH,
runepeMus (JUist CKapu(pUKalMOHHBIX Mpo0);
Bongsips (namyna) 6osee 15 MM ¢ TICEBIOTOTUAMH,
runepeMus (JUIst IPUK-TECTOB)

[Ipumeyanue:
* CTeneHb BRIPAKEHHOCTH PEAKITUH:

- OTtpunarenbHas;

+ CoMHUTEIIbHAS,

+ CrnabomnonoxxutenbHasi;

++  IlomoxxurenbHas;

+++ Pe3ko mosioxurenbHas;

++++ OueHb PE3KO MOJOKUTEITbHAS.
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4.3. IlpoTuBONMOKA3AHUS

1. T'unep4yyBCTBUTENBHOCTh K JIIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIECTB, MEPEUYHCICHHBIX B
paznene 6.1.
2. OO0ocTpeHne auIepruaecKoro 3a00JIeBaHusl.
3. Tsxenas OpoHXHManbpHas acTMa, IUIOXO KOHTpoJHpyeMas  (apMaKOJIOTHYCCKUMHU
npemapatamu (00beM (opcupoBanHoro BbeImoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
a/IeKBaTHOM (hapMaKoTepanmu).

Octpbie HHPEKIHH.

XpOHI/IIICCKI/IC 3a00J1€BaHHUs B CcTaun 06OCTpeHI/I$[ H/uau JCKOMIICHCAIIUH.

AyTOMMMYHHBIE 3200JI€BaHUSI.

4
5

6. HMMyHOIEpUIIUTHBIC COCTOSHUSA.

7

8. Tybepkyne3 m000ii TOKANIU3AIMH B IEPHOJ 00OCTPEHHUS.
9

3110Ka4eCTBEHHbIE HOBOOOPa30BaHUsI U 00JIE3HU KPOBH.
10. ITcuxuueckue 3a00JI€BaHUS B IEPHO] OOOCTPECHHSL.
11. CucremHsble 3a001€BaHMs COEAUHUTEIBHON TKAHU.
12. Jlerckuii Bo3pact 10 1 roga (mpoBeJeHHEe KOKHBIX TECTOB Ul CeLU(PUIECKON TUarHOCTHUKH
BO3MOYKHO Y JIeTel B Bo3pacTe crapiie | roaa, ¢ yueToM COCTOSIHUS peOeHKa, HO OOBIYHO KOXKHBIE
TECThI IPOBOJSTCS y JieTel cTapiie 4 JieT).
13. bepeMeHHOCTH H MEPUOJ TPYAHOTO BCKapMIIMBaHuUs (cM. pasnen 4.6.).
14. CuctemHass TIJIIOKOKOPTUKOCTEPOUAHAs Tepamus, Tepanus B-aapeHOMUMETUKaMU U
AQHTUTMCTAMUHHBIMHU ITperapaTaMH.
4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPHU MPUMEHEeHUH

Oco0ble yKa3aHus

3a 2-3 AHS A0 TOCTAaHOBKM KOXHBIX MPOO JOMKHBI OBITH OTMEHEHBl AHTUTMCTAMUHHBIE
npenapatsl. [I[pu COMHUTENBHBIX pe3ylbTaTaX KOXKHBIX TPOO UX MOKHO MOBTOPHUTH Yepes 2-3 Hs
(mocnme cTUXaHWS MECTHOM peaklWu Ha TMpeasplaylme mpoObl). B ciiydae mMoNOXUTEIHLHOTO
pe3ynbTara, KOKHbIe MPOOKI ¢ aljiepreHaMu MOYHO MTOBTOPSATH HE Yallle OJTHOTO pa3a B MECHLL.

Mephl IPEeAOCTOPOKHOCTHU IMPHU IPUMEHECHUH

C uenpio BBISBICHHUS MPOTHBONOKAa3aHWI Bpad B JEHb IMOCTAHOBKH AallJIEPTHYECKUX MpPoO0
MPOBOJIUT OCMOTP MAlLMEHTA.

[Tocne kaxx10if MHBEKIIMK aJIEPTeHA TAIMEHT JO0HKEH HaOII0IaThC BPadyOM-aJIJIEpProJioroM He
MeHee 60 muH. B TeueHue 3TOro BpeMeHu Bpad JIOJDKEH OTMEYATh PEaKIUI0 KOKU Ha BBEIACHUE
mpermapata u oOmiee cocrtosHue manueHta. OO0 OTHANEHHBIX pEaKlUAX TMAalUeHT JIOJKEH
uH(OPMUPOBATh Bpadya. YUYUTHIBasE BO3MOXKHOCTh BO3HMKHOBEHHSI CHCTEMHOW aJlIeprHuecKOit

peakiuu, B TOM 4ucie, aHapUIAKTUUYECKOTO IIOKa, MEAUITMHCKUA KaOWHET, T/Ie TPOBOIUTCS
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cenuduueckas  IMATHOCTHKA  IIALMCHTOB,|  JIOJDKE T

IIPOTUBOLIOKOBOM TEPAINH.

[Ipy  mNOSIBIEHMHM  CHMIITOMOB  QJJIEPTUYECKOM  pEaKkIMM  HEMEAJCHHO  MPOBOJUTCS
COOTBETCTBYIOIIAs TEPAIIHSL.

Oka3zanue nomowu npu peaxyusx 0ouje2o muna u aHapuIaKmuieckom uoke

[Ipu mpoBeneHNH KOXHBIX MPOO BO3MOXKHO pa3BUTHE PEAKIMH HEMEJIEHHOTO THIA, B T.U.
aHauUIaKCUH, KOTOPas MPOSIBIAETCS B BHJI€ KPAIUBHULIBI U COCYUCTOrO OTEKa, OTeKa rOpTaHH,
3aTPYJHEHHOIO JbIXaHHUA M YAYIIbS. DTH CHUMIITOMBI YacTO BO3HUKAIOT MOCIE OIIYIICHUS
TeHEPATM30BAHHOTO 3y/1a, YYBCTBA ¥OKEHUS, TUIIEPEMHUU KOXKHBIX TTOKPOBOB, a TAK)KE OLTYIICHHUS
CTpaxa CMEpTH.

BcenencrtBue anaduiiakTHUECKOTO IMIOKAa MOXKET Pa3BUTHhCS HEKYMHPYIOMIMICS OpoHXOCHasM,
acdukcus, 00yCIOBICHHAs OTEKOM BEPXHHUX JIbIXaTEIbHBIX MMyTEH, U KOJIJIATIC.

B sToMm cinyuae TpeOyrOTCS HEOTIIOKHBIC JICUeOHBIC MEPOTIPHUSITHS.

Joecocnumanvras nomousb npu aHad)uJZCleuLlQCKOM uwoke

1. HemeieHHO peKpaTUTh BBEICHUE aJUIEPTe€Ha, BHI3BABIIETO PEAKIUIO, YIOKUTH MMAllMEHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTHh B CTOPOHY, BBIIBUHYTh HUKHIOIO YEINIOCTb,
YAAJIUTh UMEIOIINECs 3yOHbIE TPOTE3BI.

2. HanoxuTh )XTyT Ha MECTO BBIIIE BBEJACHHUS AJIJIEPI€HA, €CIIH ATO BO3MOXKHO.

3. B xoneuHocth, cBOOOAHYIO OT *ryra, BBectu 0,3-0,5 mm 0,1 % pactBopa ampeHanuHa
BHYTPUMBIIIEYHO (B/M) 1 BHyTpUBeHHO (B/B) (aetsim 0,01 mr/kr, makcumansHo a0 0,3 mr). [Ipu
HEOOXOIMMOCTH, BBEJCHHE OSTHUX JI03 MOBTOPSIIOT ¢ uMHTEepBasioM 10-20 mun. OO6mias no3a
aZpeHanuHa He JnoipkHa npesbimate 1 M 0,1 % pactBopa. KparHocTh M 1032 BBOJIMMOTO
aJlpeHaJIMHA 3aBUCUT OT TSDKECTH IIOKA M INOKa3aTesel apTepHalbHOro AasieHus. [loBropHoe
BBEJICHHE MaJbIX /03 aJipeHannHa Oosiee 3pPEKTUBHO, YEM OJHOKPATHOE BBEJCHHE OOJIBIION
JTO3BI.

4. O6xkonotre mecto unbekiuu 0,3-0,5 ma pactBopa ampenanmna (1 mi 0,1 % pactBopa
aJipeHaIMHa pa3BecTH B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHbEKIIMN TPUIIOKUTH ITY3bIPh CO JIBIOM.

6. OOecmeynTh JOCTYI CBEXKEr0 BO3AyXa WM AaTh Kucinopoa. [lpu HapymeHnn putMa JpIXxaHus
WM €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).

7. CpouHO BbI3BaTh Bpayua, OJHOBPEMEHHO BbI3bIBAETCS] peaHUMAaI[MOHHas Opurana.

Jlo mpuesna peaHMMalMOHHOW Opurajsl HEOOXOIMMO OKa3blBaTh MEAMULMHCKYIO IMOMOIIb U
IIPOBOAMTH IOCTOSIHHBIA KOHTPOJb 3a TE€MOJMHAMUYECKMMH IIOKA3aTeIsIMU U COCTOSHUEM

¢byHkun BHemHero Asixanus (OBJI).
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Tocnumanvnas nomousb npu aHad)M]laKmult€CKC

1. Tpwu kpaiiHe TSHKEeTIOM COCTOSTHUY MallMeHTa U TIPU BBIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pactBopa anpeHanvHa, npu JOCTHXKEHUH dPQeKTa BBeICHUE
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
KareJbHOe BBeZeHHe HopanuHepuHa (pernmppuna, gonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIOKO3bI 111 HHPY3U Uil HaTpus xjopuaa pactsopa 0,9 %.

3. BHYTpUBEHHO CTpYHHO BBECTH TNIFOKOKOPTHKOCTEPOUIBI: mpeaHn30i0H — 60-180 mr (meTsam
5 mr/kr) unu pexkcamerason — 8-20 mr (gersam 0,3-0,6 mr/kr), ninm ruapoxkoptuszod — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHEe
4-6 cyr Uil TPeNOTBpAIICHUS aJUIEPrHUECKUX peakuil MO0 HMMYHOKOMILUIEKCHOMY WJIH
3aMeJUICHHOMY THUITY.

4. Tonpko mnpu crabunuzauuun AJl BHyTpumbslmieuHo BBectH 2,0 ma 2 % pacTtBopa
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 (netsim 0,025 mr/kr/cyT 3a IBe UHBEKIIUN).

5. CumnromaTtuueckas Tepamnus 1o mnokazaHusMm. [Ipu coxpaHeHuun OpPOHXOOOCTPYKTUBHOTO
CUHIpPOMA BHYTPHUBEHHO MEJUICHHO BBOAAT amuHOGWUMH, 10 M 2,4 % pacTBopa KOTOPOTO
peBapUTEILHO pa3BoaaT B 20 Mt Hatpus xjopuaa pacteopa 0,9 % (B3pociabiM 5-6 MI/KT, IETIM
2-3 wr/kr). AMUHOQWIIMH HEOOXOIWMO HPUMEHSITh OCTOPOXXHO B CBSI3M C BO3MOKHBIM
MOSIBJICHUEM apUTMUHU.

6. IIpu HEOOXOTUMOCTH OTCACHIBAIOT M3 JIBIXATCIbHBIX ITyTeH CKOMUBIIHICS CEKPET H PBOTHBIC
Macchl, HAUUHAIOT OKCUTEHOTEPAIIUIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MTOKA3aHA UHTYOAIIHS W TPAXEOTOMHSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM TOJIekKAT 0053aTeIbHONM rOCIUTATH3AINHI Ha CPOK
He MeHee 10 AHE# ¢ 1enbro NMpoAOHKeHUsT HAOMIOIEHUS U JIeYeHUs, T.K. Yy 2-5 % MaiueHTos,
nepeHecunx aHapuIaKTHUEeCKUH 10K, HaOJI01al0TCs MO3AHHUE aNIEPrUYeCKUe PeaKlinu.

J103b1 BBOJUMBIX JIEKApCTB U TAKTHKA Bpada OMpPeAeNsSIOTCs KIMHUIECKOW KapTHHOM, HO BO BCEX
CIIy4asix HeOOXOAMMO, B TIEPBYIO OYepe/lb, BBEJICHHUE aapeHaINHa, TITIOKOKOPTHUKOCTEPOUTHBIX
npenaparoB. BBeneHue mpemaparoB (PEHOTHA3WHOBOTO psAJia HM TPEnapaTtoB  KajbIus
MPOTUBOMNOKA3aHO.

4.5. B3auMmojeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM MNpenaparaMu H JApyrde BH/bI
B3aMMO/EHCTBHUA

He npuMeHATh OTHOBPEMEHHO C PUEMOM [3-aIpeHOOIOKATOPOB.

Ko:xHble poObl clielyeT IpOBOANUTH HE paHee, YeM Yepes:

- 1 Hegento mocine TyOepKyITMHOBOM MPOOHI;
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- 1 Mecs1I TociIe BaKIIMHAIIUHA HMHAaKTUBUPOBAHHBIMU BaK*DIII'—IIE'lM;I,E":l'I"' BATENEHO

- 3 Mecsa Mmocjie MPUBUBOK JKUBBIMH BaKIIMHAMHU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMHU,
BKrOYas BakiuHy BIK).

B03M0XHO 0JTHOBpEMEHHOE HUCII0JIb30BAHUE C AJlJIEpreHaMH IPYTHMX HAaMMEHOBAHUU.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[Ipumenenue npenapara npu 6€PeMEHHOCTH MPOTUBOIIOKA3aHO.
JlakTamus
[IpumeneHue npenapara B Nepuo;] IpyIHOTO BCKapMIIMBAHUS IPOTUBOIOKA3aHO.

DdepTUabHOCTD

HeT naHHBIX 0 BIMSHUY Mpernapara Ha GepTUILHOCTD YeI0BEKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSITH TPAHCIOPTHBIMH CPEACTBAMHM H PadoTaTth ¢
MeXaHHU3MaMH

HCKOTOpI)IG HECXKCJIATCIbHBIC peaKIII/H/I, CBsI3aHHBIC C IICI\/JICTBI/IGM HpenapaTa, MOFYT OKa3bIBaAThb
BO3/IEIiCTBHE Ha CIIOCOOHOCTH YIIPABIISATH TPAHCIIOPTHBIM CPEICTBOM WA
JBYKYIIUMHUCS MEXaHU3MaMH. [l MaIMeHTOB, Y KOTOPBIX HAOIIOAAINCh HEXKENaTeIbHbIC
pCaKHI/II/I HpI/I BBCIACHHUU npenapaTa, ynpaBneHI/Ie TpaHCHOpTHI)IM CpeIICTBOM NI
IIBI/I)KYHII/IMI/ICSI MECXaHU3MaMHN BO3MOXHO TOJIBKO II0CJIC HNCUYC3HOBCHUA CUMIITOMOB
HEKEJIATCIIbHBIX PEaKIUii.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pesrome nnpoduiast 0e30macHOCTH

HexenarenpbHBIMH peakIMsIMH, KOTOphIe dYacTo HaOmromatorcss y manueHToB (y 1-10 %
NAIMEHTOB), SIBJIIOTCS TUIIEpPEMUsI U OTEK B MECTE BBE/ICHUS Mpenapara.

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacToTa pa3BUTHS HEXKENATEIbHBIX PEAKIIUN MPECTaBICHA B COOTBETCTBUU C PEKOMEHIAlUSIMHU
BcemupHoii opranuszanuu 31paBOOXpaHEHUs U BKIIOYACT CICAYIONIUE KaTerOPUH: OUYE€Hb YacTo
(>1/10), wacto (>1/100 go <1/10), neuacro (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb peako (10 < 1/10000) 1 yacToTa HeM3BeCTHA (Ha OCHOBAaHUH UMEIOIUXCSI JAHHBIX OIICHUTh

HEBO3MOJKHO).
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YacToTra BCTpEYaEMOCTH nesxenateeimncpeatitni— o1 OCTE 0007

CucTeMHO-OpPraHHbIil KJIacce Yacrora HexenaTenbHble peakunu
(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,
JbIXaTEIbHON CUCTEMBI, OpoHxocmnazm
OpraHOB I'PYJAHOM KIIETKH U
CpeNOCTEHUs
OOme HapymeHus 1 Yacro OT1ék B MecTe BBEACHMUS
peakLu B MECTE BEACHUS

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 mporiecce MOCTAHOBKM KOXKHBIX IMPOO MOXKET HACTYMUTh OOOCTPEHHE OCHOBHOTO
3a00J1eBaHuUs.

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

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coolmaTh 0 mo103peBaeMbIX HeKEIATEIbHBIX PEAKIUAX MOCIIE PETUCTPAIINH ITpenapara ¢
IEIbI0  OOECMEeYeHUs] HEMPEephIBHOTO MOHUTOPUHTA COOTHOIIEHUS «II0JIb3a -  PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYyeTCs COOOIaTh O JIF0OBIX
MOJI03PEBAEMBIX HEXKETAaTEeIbHBIX PEaKIMIX JIKApCTBEHHOTO Mpernapara 4epe3 HalMOHaJIbHbIe
CHUCTEMBI COOOIICHUS O HEXENATeNbHBIX PEAKIUAX TOoCyAapcTB — uieHOB EBpaswuiickoro
SKOHOMHYECKOTO COI03a:

Poccniickas @enepanvs

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

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Pocsnpasruanzop):

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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BATENEHOCTE 0001)

Caiir B UnTtepHuere: https://www. roszdravnadzar. gov.rul[1DCTIELC

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; AjuiepreHbl; 3KCTPaKThl aJlJIEPreHOB.
Kon ATX: VO1AAO8.

Mexanusm ageiicTBus

OCHOBHBIM JICUCTBYIOIIUM HAaYaJIOM aJlJIEpreHa siBIseTCs: OEKOBO-TIOIMCaXapyuIHBIN KOMILIEKC,
MO3BOJIAIOIIMKA  IUArHOCTHPOBAaTh Yy  MAalMeHTa TpU  TOCTAHOBKE  KOXHBIX  IPOO
TUIEPYYBCTBUTEIBLHOCTD K MSCY YTKH.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

OCHOBHYIO 4acTh aKTHBHOTO BEIIECTBA Mperapara MPEACTABISIOT OCIKH W TOJUIEHTHIBI,
KOTOpbIE, KaK 0KUAAETCs, pacnafaloTcsd Ha aMUHOKHCIIOTHI M MaJlble TIOJUIIETITU/IBI B IPOCBETE
JKETYJOYHO-KHMIIIEYHOTO TpakTa M B TKaHAX. [Ipeamonaraercsi, 4To ajuiepreH mnpemnapara
MPaKTUYECKH HE BCACBIBACTCS B COCYJIUCTYIO cHCcTeMy. [loaToMy mccinegoBaHusi MO HU3Y4YEHUIO

(hapMaKOKHMHETHIECKOTO POoduIIs rpenapara He MPOBOAWINCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHbIX BelIeCTB
®ocdarHo-coneBoil OydepHbIi pacTBOp:

- HATPHSI XJIOPH,

- HaTpus ruapodocdata goaeKaruapar,

- Kaius auruapogocdar,

- (henon (koHCEpBaAHT),

- BOJA JUIST MHBEKITHI.
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B KOMIUTEKTE C aJIIEPreHOM BBITYCKAIOT TECT-K( HTponLﬁ%' iioere | = 1BHOCTE 0001)

Tect-KoHTpONIBEHAS KUAKOCTH ((hocdaTHO-coneBOM OyhepHbIil pacTBOD):

- HaTpus XJIOpUJ,

- HaTpus runpodocdara JoaeKaruapar,

- kanmust auruapodocdar,

- (henou (koHCEpBAHT),

- BOZIa JUI UHDBEKIIUH.

6.2. HecoBmMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

Auniepren — 2 roja.

TecT-KOHTpPOJIbHASA KUIKOCTb — 5 JIET.

CpoK TOJHOCTH KOMIUIEKTa OIpPENeNsIeTcsl MO0 HauMEHBIIEMY CPOKY TOJHOCTH OJHOTO U3
KOMITOHCHTOB, BXOJISIIIIUX B COCTaB KOMILIEKTA.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

Xpanutsb B xonoauibHuke (2 — 8 °C).

XpaHWTh B 3aIIUAIICHHOM OT CBeTa Mecte. He 3aMopaxuBaTh.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 4,5 mn amneprena, mo 4,5 MJ TECT-KOHTPOJBHOW KUAKOCTH B CTEKISHHBIX (hIaKoHaXx,
YKYIOPEHHBIX PE3WHOBBIMU MPOOKAMU M 3aKaTaHHBIX ATIOMUHHEBBIMU Kosmaykamu. Kommekr
cocrout u3 1 ¢makona amneprena, 1 (rakoHa TECT-KOHTPOJBHOW KHIKOCTH, MOMEIICHHBIX B
MavKy U3 KapTOHA C HHCTPYKITUEH 10 TPUMEHEHUIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJH OTXO0JA0B, TMOJYYEHHBIX TOCJd€e NPUMEHEeHUs
JIEKAPCTBEHHOI0 Mpenapara u Jpyrue MAaHUMyYJISIIUN ¢ MPenapaTomM

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

Bech ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXOJbI CIEAYeT YHUUTOXKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AxuuonepHoe o6mectBo «HayuyHO-IPOM3BOACTBEHHOE OOBEIUHEHHE TI0 MEAULIUHCKUM
uMMyHoOHoI0orn4eckuM npenaparam «Mukporen» (AO «HITO «Mukporen»)

Anpec: 115088, r. Mocksa, yi. 1-s JlyopoBckas, a. 15, ctp. 2.

Tenedon: (495) 710-37-87
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Daxc: (495) 783-88-04 (NOCNEQOBATENLHOCTL 0001)

DnekTpoHHas mouta: info@microgen.ru
7.1. llpeancraBuTeib AepKaTesisi PerucTPAIMOHHOTO YA0CTOBEPEHUSA

[Iperen3zun HOTD66HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccniickas @enepanys

AxmmoHneproe o0mectBo  «HaydHO-IPOU3BOJICTBEHHOE OOBECIMHEHUE TI0 MEIUIIUHCKUAM
UMMYyHOOHOJ0oTHYeCKHM TipernapataM «Mukporen» (AO «HITIO «Mukporeny).

Anpec:115088, r. MockBa, yi. 1-s JlyopoBckas, a. 15, ctp. 2.

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DneKkTpoHHas rmoyvra: info@microgen.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JIATA TEPBUYHOW PETUCTPALIMW/IIOATBEPKJIEHUSI PETMCTPALIAU
(MEPEPETMCTPALINN)

JlaTa nepBUYHON PEruCTPaALINHN:

10. JATA NEPECMOTPA TEKCTA

OO0m1as xapakTepUCTHKA JICKAPCTBEHHOTO IMpernapaTa AJIJIEPreH U3 Msica YTKU JIJISl TUarHOCTHKU
JNOCTYIIHa Ha WHGOPMAIMOHHOM TmopTajie EBpa3wiickoro SKOHOMHYECKOTO COI03a B

nH()OpPMAIMOHHO-KOMMYHHUKAMOHHOM cetr «HTepHeT» https://eec.eaeunion.org.



