COOTBETCTEYET 3K li_: [NEFTHOMY OTYETY

ot 22.10.2025 N° 26486

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA 703

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Annepren w3 pxkaHo Mykw s guarHoctuku, 10000 PNU/mu, pactBop il HAKOKHOTO

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

2. KAUECTBEHHbBIN U KOJJMUYECTBEHHBIN COCTAB
JelicTByro1iee BEIIeCTBO: AJJIEPreH U3 PKAHONU MYKH.

B 1 M npenapata conepxkurcs 10000 PNU™ aneprena u3 pxaHoit MyKu.

[Ipumeyanue:
*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 /U1 HAKO’KHOTO CKapHU(UKALMOHHOTO HAHECEHUS U IIPOBEICHUS NIPUK-TECTA.

[Ipenapat npexncraBisgeT cCOOOM MPO3PAYHYIO >KUJIKOCTH OT CBETIO-KOPHUYHEBOI'O 0 TEMHO-
KOPUYHEBOTO 1IBETA.

B xommiekTe ¢ aiiepreHoM BhITYCKalOT TECT-KOHTPOJIbHYIO KHUKOCTb.

TCCT'KOHTPOJILHSJI KHUIKOCTD NIPECACTABIIACT coboii 6CCI_IBeTHYIO MMpO3pavYHYIO KUAKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Crieruduueckas TMarHOCTUKA MOBBIIIEHHON YyBCTBUTENBHOCTU K P)KaHOW MYKE y B3pPOCIBIX U
JeTel crapiie 4 JIeT ¢ pa3aTudHbIME (opMaMu aJlJIEpTUYEcKUX 3a00JieBaHUi (KparuBHUIA, OTEK
KBunke, HeWpomepMuT, acTMaTHYECKUW OpPOHXHT U JAp.) (C yUE€TOM COCTOSHHS peOeHKa,
BO3MOYHO IPOBEJ/IEHNE KOXKHBIX TECTOB y JeTe cTapiie 1 roaa).

[TokazaHusAMU AT TUATHOCTHKH SIBISIOTCS KIMHUYECKHE MPOSBICHUS 3a00JieBaHUsA M JaHHbBIE
aHaMHe3a.

4.2. Pe:kuM 103UPOBaHNS M CIIOCO0 MPUMeEHEHHUs

Pexxum go3upoBaHus

I/IH(I)OpMaI_II/IIO 0 PCKUMC NO3UPOBAHUSA JICKAPCTBCHHOI'O IpCIiapara CM. B IOAPA3ALIIC «Cmocob
MMPUMCHCHU ).

Oco0ble TPVIIILI TAIUEHTOB

Habﬁ/leHWlbl NnoJ2HCUs10c0 so3pacma
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Koppekuuu 10361 He TpedyeTcsl.

Ilayuenmul ¢ Hapywenuem yHKyuu novex
Koppekuuu 10361 He TpedyeTcsl.
Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
Koppexuuu 10361 He TpedyeTcsl.
eTH
PekoMenganuu 1o A03MPOBaHHUIO JIEKAPCTBEHHOTO Ipernapara JeTsM He OTIMYaloTCS OT
pEKOMEH 1Al 110 JJO3UPOBAHUIO AJIs1 B3POCIIBIX.
[IpumeneHue npenapara MpOTUBONOKA3aHO Y IeTeH B Bo3pacTte 10 1 roxa (cMm. pazaen 4.3.).
OOBIYHO KOXKHBIE TECThI MPOBOATCS y IeTEH cTapiie 4 JieT.

Cnoco0 rmpuMeHeHus

[Ipemapar WCMONB3YIOT JUIS TOCTAHOBKH KOXHBIX Mpo0 (ckapudukamms, TPHK-TECT).
Crnennduyeckyro JTUArHOCTHKY, Kak TPaBHJIO, MPOBOIAT OJAHOBPEMEHHO C JPYTUMHU
ajyiepreHamH.

Tlocmanosxka ckapu@uxkayuoOHHbIX KONCHBIX NPOO, NPUK-MECTNO8

CkapudukaiioHHble KOXXHbIE MPOOBI, MPUK-TECTHl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTHU
MPEIUICYbs WIH, TPH HEOOXOIMMOCTH, Ha KOXKE CITUHBI.

OIHOBPEMEHHO C aAJIEPIreHOM TPOBOJST IMOCTAHOBKY KOXKHBIX MPOO € TECT-KOHTPOJBHOU
xuakocteio U ¢ 0,01 % pacTBopoM ructamuHa, KOTOpbIi roToBsT pazsenenueM 0,1 % ructamuna
auruapoxiopuaa pactBopa (1 wacte) mHarpus xmopuza pactBopom 0,9 % (9 gacreii),
MOJIOKUTENbHAS PEaKIINs Ha KOTOPBIN HE MEHEE «+» CBHJETEIbCTBYET O HAIMYUM JOCTATOYHOU
PEaKTHUBHOCTH KOXXU. Pa3BeleHHBIH pacTBOpP THUCTAaMHWHA TOACH B TEUYEHHE 6 4 C MOMEHTa
MPUTOTOBIICHUSI.

Metannuueckuii Koimadok (JIakoOHOB (C ajUIEpPreHOM, TEeCT-KOHTPOIBHOH KHAKOCTBIO)
MPOTUPAIOT CHOUPTOM. Y IAJSIOT CTEPHJIBHBIM MHHIIETOM IEHTPAIBHYIO KPBIIMIKY KOJIMaydKa, a
PE3UHOBYIO MPOOKY, MpeABapUTENIHHO 00padoTanHy0 70 % 3TUIIOBBIM CITUPTOM, POKAIBIBAIOT
CTEpPUIIBHOU UTJIOMN.

Koy BHyTpeHHel MOBEPXHOCTU MpeArieubs NpoTuparoT 70 % 3TUIOBBIM COUPTOM U JAIOT €l
BBICOXHYTh. Ha ne3nHpUIIMPOBaHHYIO0 KOXKY C MOMOIIBI0 CTEPUIIBHOTO IIMPHUIIA HAHOCAT KarlIio
UCIBITYEMOIO ajiepreHa, Kalullo TecT-KOHTpoJbHOW xkuakoctu u kamio 0,01 % pactBopa
rucramuHa Ha pacctosauu (30-40) MM pyr oT apyra. AiepreH, HaOpaHHbBIN B IIIPHUIL, HENb3S
BBUIMBATH 0OpPaTHO BO (hJIAKOH.

[Ipu moctaHoBKe CKapU(PUKAIMOHHBIX KOXHBIX MPOO dYepe3 Karuli HAHECEHHBIX PacTBOPOB
CTEPWIbHBIMA CKapU(UKATOpaMH WM WHBEKIIMOHHBIMU WTJIAaMUA HAHOCST JBE TapajuiesIbHbIC

LaparuHbl JJIMHOU 5 MM.
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WHBEKIMOHHBIMU UTJIaMH, YKOPOYCHHBIMH WM C OTPAaHUYUTENIEM TJIYOMHBI yKOJa WA WUTJIaMU
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 yuutbiBaloT depe3 20 wmuH. CTepuibHBIMA BaTHBIMH  TaMIIOHAMU
«IPOMOKAIOT» KaIlJIl HaHECEHHBIX PAacTBOPOB B MeCTE LApaluH WIH MPOKOJa KOXKU (BaTHBII
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,
YUUTHIBAIOT yepe3 20 MUH HpU OTCYTCTBUU PEAKIMHM HA TECT-KOHTPOJIBHYIO KUIKOCTh U MU
HAJIMYUU TIOJIOKUTEILHOM MPoObI Ha THCTaMUH (HE MeHee «+») (Tadi. 1).

Tab6muma 1

Cxema ydera ckapu(UKAIIMOHHBIX KOKHBIX TIPOO, TPUK-TECTOB

Ounenka peakuun Crenennb Pa3mep u xapaxkrep peakuuu
BBIPAKEHHOCTH
peakuuu*

OtpunarenbHas — OtcyrcTBUE BONABIpA (MaIyibl), TUIEpEeMUs Kak B
KOHTPOJIE C TECT-KOHTPOIBHOM KUJIKOCTHIO

ITonoxurensHas + Bonnpipp (mamyna) 2-3 MM, 3aMeT€H TOJIBKO IIpH
HaATATUBAHWM KOXH, TUIIEpEMUS

ITonoxurensHas ++ Bonnpipy  (mamyna) 4-5 MM, runepemus (i
cKapu(UKaMOHHBIX MP00);
Bonnpipe (nmanyna) 4-10 MM, runepemus (aas OpUK-
TECTOB)

ITonoxurensHas +++ Bonnpips (mamyna) 6-10 MM, runepemMust Win BOJABIPD
6-10 MM c¢ nceBAOnmoOaUSAMM, runepemus (Aus
CcKapu(UKaLMOHHBIX MPO0);
Bonasips (mamymna) 11-15 mm, runepemust (aas npuK-
TECTOB)

ITonoxurenbHas ++++ Bonasips (nmamyna) Oonee 10 MM, rumepeMust wiu

BOJIBIPE (mamyna) O6osee 10 MM C TMICEBAOMOIUSMU,
runepeMus (Juis ckapu(pUKalMOHHBIX Mpo0);

Bonapips (mamymna) Gonee 15 MM ¢ TCEBIOMOIUSMH,
runepemMus (s IPUK-TECTOB)

[Ipumeyanue:
* CTeneHb BRIPAKEHHOCTH PEAKITUH:

- OTtpunarenbHas;

+ CoMHUTEIIbHAS,

+ CrnabomnonoxxutenbHasi;

++  IlomoxxurenbHas;

+++ Pe3ko nosoxurenbHas;

++++ OueHb PE3KO MOJOKUTEITbHAS.
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4.3. IlpoTuBONMOKA3AHUS

1. T'unep4yyBCTBUTENBHOCTh K JIIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIECTB, MEPEUYHCICHHBIX B
paznene 6.1.

O0ocTpeHne aIeprudeckoro 3a00JIeBaHuUs.

OcTtpbie HHTEPKYPPEHTHBIE HH(EKIINH.

XpoHuueckue 3a00JIeBaHMs B CTAJUU 00OCTPEHUS H/UIIH JJCKOMITCHCAIINH.

bepemeHHOCTB U IIEpHO IPYIHOTO BCKapMIIMBaHU (CM. paznen 4.6.).

TyOepkyse3 a1000i JTIoKaTu3ay B IEPHO; 000CTPEHHS.

[Mcuxudeckue 3a0051eBaHus B IEPUO 0OOCTPEHUS.

CucreMHbIe 3a00JI€BaHU COCHHHHTGHBHOﬁ TKaHH.

© 0 N o g bk D

3710Ka4eCTBEHHBIE 3a00J1€BaHUS.

10. UmmyHOIE(DULIIUTHBIE COCTOSHUSI.

11. AyrouMMyHHbIE 3a00JI€BaHUS.

12. Tsxenas OpoHXWalbHas acTMa, IUIOXO KOHTpoiupyemas  (apMaKoJIOTHYeCKHUMHU
npermapatamu (00beM (opcupoBaHHOro BhIOXa 32 1 ¢ meHee 70 % mocie TPOBEICHUS
aJIcKBaTHOM (papMaKkoTeparun).

13. [Herckuii Bo3pact 1o 1 rona (mpoBeieHue KOKHBIX TECTOB JUTSI CIISIU(DUICCKON JUATHOCTUKH
BO3MOJXKHO Y JIeTeil B Bo3pacTte cTapiie 1 rosa, ¢ yueToM COCTOSIHUS peOeHKa, HO 0OBIYHO KOYKHBIE
TECThI IPOBOASTCS y JieTel cTapiie 4 JieT).

14. CuctemHas THIOKOKOPTHKOCTEPOUIHAS Tepamus, Tepanusi [B-aapeHOMHMETHKAMHU H
AHTUTHCTAMUHHBIMHU TTpEIIapaTaMH.

4.4. OcoOble yKka3aHus ¥ MepPbl PeT0CTOPOKHOCTH MPH MPUMEHEHUH

Oco0ble yKkazaHus

3a 2-3 OHA 10 NOCTAaHOBKHM KOXKHBIX MPOO JOKHBI OBITh OTMEHEHBl AaHTHUTMCTAMHUHHBIE
npenapatsl. [I[pu COMHUTENBHBIX pe3ysibTaTaX KOXKHBIX IPOO UX MOKHO IMOBTOPUTH uepe3 2-3 Hs
(mocne cTUXaHUS MECTHOW peaklMy Ha MpeAblayliue npooOsl). B cioyyae mosoxuTeabHOro
pe3ysbTara, KOXKHbIE TPOOBI C alllIepreHaMu MOXKHO IOBTOPSTH HE Yallle OJJHOrO pa3a B MECHLL.

Mephl IPEeAOCTOPOKHOCTHU IMPHU IPUMEHECHUH

C uenpio BBISBICHHUS MPOTHBONOKAa3aHUM Bpad B JEHb IMOCTAHOBKU aJJIEPTUYECKUX IPOO
IIPOBOJIUT OCMOTp IALMEHTA.

[Tocne xax10i1 MHBEKLINHU aJUIEpreHa MaleHT AOKEeH HaOI0aThCsl BpauoM-aJljIeprojioroM He
MeHee 60 MUH. B TeueHne 3Toro BpeMeHH Bpad JOJKEH OTMEUaTh PEAKILUIO KOKU HAa BBEJCHHE
npenapata M obmee cocrosHue mnanueHta. OO0 OTHANEHHBIX pPEAaKUMAX MAIlMEeHT TOJDKEH
uH(OPMUPOBaTh Bpaya. YUYUTHIBAs BO3MOXXHOCTb BO3HMKHOBEHMSI CHCTEMHOM ajiepruyeckoit

peakiuu, B TOM 4ucie, aHapUIAKTUUYECKOTO IIOKa, MEAUITMHCKUA KaOWHET, T/Ie TPOBOIUTCS
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IIPOTUBOLIOKOBOM TEPAINH.

IIppy mnosIBIEHMM  CHUMIOTOMOB  QJUIEPrUYECKOM  pEaKUUMM  HEMEJIEHHO  IPOBOJIUTCS
COOTBETCTBYIOLIAs TEPAIIHS.

Oka3zanue nomowu npu peaxyusx 0ouje2o muna u aHapuIaKmuieckom uoke

[Ipu mpoBeneHNH KOXHBIX MPOO BO3MOXKHO pa3BUTHE PEAKIMH HEMEJIEHHOTO THIA, B T.U.
aHa(uIaKCUH, KOTOPas MPOSBIIAETCS B BUJIE KPATUBHUIIBI U COCYUCTOrO OTEKa, OT€Ka rOpTaHH,
3aTPYIHEHHOTO JbIXaHWUS U YIAylIbs. DTH CHUMIOTOMBI YacCTO BO3HUKAIOT IOCJE OLIYIIECHHS
TFeHEPAIM30BaHHOIO 3Y/ia, YyBCTBA #OKEHMUSI, TUTIEPEMUU KO>KHBIX IIOKPOBOB, a TAK)KE OLLYILEHUS
CTpaxa CMEpTH.

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

B atoM ciryuae TpeOyroTcst HEOTI0KHbIE JICUeOHbIE MEPOTTPHUSITHS.

Joecocnumanvras nomousb npu aHad)wzaKmuquKOM 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 TIPOTE3BI.

2. HanoxwuTp XryT Ha MECTO BBIIIE BBEJCHHUS AJIEPTeHa, €CIH 3TO BO3MOXKHO.

3. B xoneuHocth, cBOOOAHYIO OT *ryra, BBectu 0,3-0,5 mm 0,1 % pactBopa ampeHanuHa
BHYTPUMBIIIEYHO (B/M) 1iid BHYTpUBeHHO (B/B) (aetsim 0,01 mr/kr, makcumansHo a0 0,3 mr). [Ipu
HEOOXOIMMOCTH, BBEJCHHE OSTHUX JI03 TMOBTOPSIIOT ¢ uHTepBasioM 10-20 mun. OO6mias 1o3a
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 aJipeHainHa Oonee 3p(PEKTUBHO, YEM OJHOKPATHOE BBEJCHHE OOJIBILION
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 uHBEKIIUU TPUII0KUTH MY3bIPh CO JIHIOM.

6. OOGecmeunTh JOCTYI CBEXEr0 BO3AyXa WM AaTh Kuciopoa. [Ipu HapymeHnn puTMa abIXaHus
WM €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).

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

Jlo mpuesna peaHMMalMOHHOW Opurajasl HEOOXOIMMO OKa3bIBaTh MEAMLMHCKYIO IMOMOIIb U
IIPOBOAMTH TIOCTOSIHHBIA KOHTPOJb 33 TEMOJMHAMUYECKMMH IIOKA3aTesIMM M COCTOSHUEM

¢byHkun BHemHero Asixanus (OBJI).
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COOTBETCTEYET 3KCNEPTHOMY OTY EGT Y

Tocnumanvnas nomousb npu aHad)M]laKmult€CKO uwoke

1. Tlpwu kpaiiHe TsHKEJIOM COCTOSIHUY MallMeHTa U TPY BRIPAKCHHBIX HAPYIICHUSIX TeMOIMHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pacTBopa anpenanuHa, mpu AOCTHXXKEHUU 3(PdexTa BBeIeHUE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYCHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naminenue (AJl) HE cTaOMIM3UpPYETCs, CPOYHO HAUaTh BHYTPHUBEHHOE
KareJbHOe BBeZeHnEe HopanuHepuHa (pernm ppuna, nomamuna) 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 TINIFOKOKOPTHKOCTEPOUIBbI: TIpeaHn30sI0H — 60-180 mr (meTsm
5 mr/kr) i aekcametas3oH - 8-20 mr (netsam 0,3-0,6 mr/kr), wiu rugpokoptu3on — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHEe
4-6 cyrT Ui TpPeNOTBpAIICHUS aJUIEPrHUECKUX pPEeakuuid MO0 HMMYHOKOMIUIEKCHOMY WITU
3aMeJUICHHOMY THUITY.

4. Tonpko mpu crabwimmsanuu AJl BHyTpumbimedHo BBectu 2,0 mu 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 mMr/kr/cyT 3a IBe UHBEKIIUN).

5. CumnromaTtuueckas Tepamnus Mo mnokazaHusMm. [Ipu coxpaneHuu OPOHXOOOCTPYKTHUBHOTO
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, TeTIM
2-3 Mr/kr). AMUHOQWIIMH HEOOXOIMMO NPHUMEHSITh OCTOPOXKHO B CBSI3M C BO3MOYKHBIM
MOSIBJICHUEM apUTMUHU.

6. IIpu HEOOXOTUMOCTH OTCACHIBAIOT M3 JIBIXATCIbHBIX ITyTeH CKOMUBIIHICS CEKPET H PBOTHBIC
MaccChl, HAUMHAIOT OKCUTEHOTEPAIHIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MTOKA3aHa UHTYOAIIHS WU TPAXEOTOMHSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekKAT 0053aTebHON MOCMUTAIU3AIMHA Ha CPOK
He MeHee 10 AHE# ¢ 1enbro NMpoAOHKeHUsT HAOMIOIEHUS U JIeYeHUs, T.K. Yy 2-5 % MaiueHTos,
MepeHeCNX aHaPMIAKTHYECKUI IOK, HAOJI01at0TCs TIO3JHUE AJNIEPTHUYECKUE PEAKITUH.

J103b1 BBOJUMBIX JIEKapCTB U TAKTHUKA Bpaya OMPEAESIOTCS KIMHUYECKOW KapTHHOM, HO BO BCEX
CIIy4asix HeOOXOAMMO, B TIEPBYIO OYepe/lb, BBEJICHHUE aapeHaINHa, TITIOKOKOPTHUKOCTEPOUTHBIX
npenaparoB. BBeneHue mnpemaparoB (PEHOTHA3WHOBOTO psAlla M TNPEMapaTroB  Kalblus
MIPOTUBOIIOKA3aHO.

4.5. B3auMmojeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM IpenaparamMu W Jpyrue BHIbI
B3aUMOJACHCTBUSA

He npuMeHATh OTHOBPEMEHHO C PUEMOM [3-aIpeHOOIOKATOPOB.

KoskHbie mpo0OBI ciieayeT MpoBOIUTh HE paHee, YeM Yepes:

- 1 Hegento nmocne TyOepKyIMHOBOM MPOOHI;
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- 1 Mecs1 moce BaKUMHALIMM MHAKTUBUPOBAHHE

- 3 Mecsma Mmocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMU,
BKrOYas BakiuHy BIK).

B03M0XHO 0JTHOBpEMEHHOE HUCII0JIb30BAHUE C AJlJIEpreHaMH IPYTHMX HAaMMEHOBAHUU.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHUSA

bepemeHHOCTD

[Ipumenenue npenapara npu 6€peMEeHHOCTH MPOTHUBOIIOKA3aHO.
JlakTamus
[IpumeneHue npenapara B Nepuo;] IpyIHOTO BCKapMIIMBAHUS IPOTUBOIOKA3aHO.

DdepTUabHOCTD

HeT naHHBIX 0 BIMSHUY Mpernapara Ha GepTUILHOCTD YeI0BEKa.

4.7. Bausinde Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPEACTBAMHM M PadoTaTth ¢
MeXaHHU3MaMH

HCKOTOpI)IG HECXKCJIATCIbHBIC peaKIII/H/I, CBsI3aHHBIC C IICI\/JICTBI/IGM HpenapaTa, MOFYT OKa3bIBaAThb
BO3/IEIiCTBHE Ha CIIOCOOHOCTH YIIPABIISATH TPAHCIIOPTHBIM CPEICTBOM WA
JBYOKYIIUMHUCS MEXaHU3MaMu. [l MAlMeHTOB, y KOTOPBIX HAaOIIOJAUCh HEXKeIaTeIbHbIC
pCaKHI/II/I HpI/I BBCIACHHUU npenapaTa, ynpaBneHI/Ie TpaHCHOpTHI)IM CpCIICTBOM NI
IIBI/I)KYHII/IMI/ICSI MECXaHU3MaMHN BO3MOXHO TOJIBKO II0CJIC HNCUYC3HOBCHUA CUMIITOMOB
HEKEJIATCIIbHBIX PEaKIUii.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pesrome nnpoduiast 0e30macHOCTH

HexenarenpbHBIMH peakIUsIMH, KOTOpbIE dYacTo HabOmomarorcs y manueHTtoB (y 1-10 %
NalMEeHTOB) SABIAIOTCSA THIIEPEMUS M OTEK B MECTe BBEJCHHUS Ipernapara.

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacToTa pa3BUTHS HEXKENATEIbHBIX PEAKIIUN MPECTaBICHA B COOTBETCTBUU C PEKOMEHIAIUSIMHU
BcemupHoii opranuszanuu 31paBOOXpaHEHUs U BKIIOYACT CIEAYIONIUE KaTerOpUM: 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 OCHOBAHUU UMEIOIIUXCSI JAHHBIX OIICHUTH

HEBO3MOJKHO).
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YacToTa BCTPEYaeMOCTH He)KeJIaT"gJIIIBI}:l'BHI' BALENEHOCTL 0003)
CucreMHO-OpraHHbIii KJjace Yacrora HexenaTenbHble peakunu
(MedDRA)
Hapymienust co cTopoHbl UMMYHHOM Penxo Kpanusnauna,
CUCTEMBI aHa(PWIAKTHYECKUN TIOK
He vacto OT1ék nuna
Hapyienust co cTopoHsl HEpBHOU Heuacto ["onoBHast 607156
CUCTEMBbI
Hapymenus co ctopoHbl oprana Penxo KoHbroHKTUBUT
3peHust
Hapymenust co cTopoHbI COCy10B Yacro ['unepemus
Hapymenust co ctopoHnsl Heuacto Kamens, uuxaHue,  pUHHUT,
JIBIXaTEIbHON CUCTEMBI, OPTaHOB OpoHxocmnazm
TPYAHOMN KJIETKH U CPEIOCTCHHUS
OO01ue HapyIIeHUs U PeaKIiH B Yacto OTék B MecTe BBe/IeHUS
MeCTE BEJICHUS

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/If/'I

Y 0c060 4yBCTBUTEIBHBIX MAIIMEHTOB MOXKET BO3HUKHYTh CUCTEMHAs alljiepruueckasi peakius, B
TOM YHCIIe, aHA(PUITAKTHUSCKUHN IIIOK.
Mepbl, mpUHUMAaEMBbIC TIPH PA3BUTUN AJLNIEPTUICCKUX PEAKIUi, ONTMCAHbBI B pasnueie 4.4.
Penko B mporiecce MOCTAHOBKH KOXKHBIX IMPOO MOXKET HACTYIHUTh OOOCTPCHHE OCHOBHOTO
3a00/1eBaHus.

eTn
UYacrtoTa, BHJT ¥ TSDKECTh HEXKEATeIIbHBIX PEAKINHA Y IETEH 1 B3POCIBIX OJMHAKOBBI.

Co001rIeHns 0 I0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHO coo01maTh 0 1Mo103peBaeMbIX HEXKEIATeIbHBIX PEAKIUIX TIOCIIE PErHCTPAIlH MTperapara ¢
LeNbl0  00eCreYeHHsT HEMpPEepbIBHOTO MOHUTOPMHIA COOTHOLIEHUS <«II0Jb3a -  PHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYeTCs cooOIaTh O JIF0OBIX
MI0JI03PEBAEMBIX HEXKENATENbHBIX PeaKIUsIX JICKAPCTBEHHOTO Mperapara yepe3 HalHOHAJTbHBIE
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEeaKIHsIX TOCYlapcTB — WICHOB EBpasumiickoro
HKOHOMHUECKOTO CO03a:

Poccniickas Penepanvs

Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

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

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UnTeprere: https://www. roszdravnadzor.gov.ru.
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4.9. Ilepeno3npoBka

CHMIITOMBI

B cnyuae mnepemo3upoBKH BO3pacTaeT PHUCK BO3HUKHOBEHHUS HEXKENIATEIbHBIX PEaKIUH,
CBSI3aHHBIX C PUMEHEHHEM IIpernapara.

JleueHue

CumnromaTtrueckas Tepanus. B ciydae pa3BuTus aHauUIaKTHYECKOTO IIOKA ¥, KaK CIEJCTBUE,
TSDKEJIBIX CHUCTEMHBIX PEaKIUi (HEKyMUPYIOIUACS OpoHxocmasM, achUKCHs, 00yCIOBICHHAs
OTEKOM BEpPXHHUX JBIXaTCIIbHBIX IyTeH, M KOJUIAIC) MPOBOMATCS HEOTIOXKHBIC JIeUeOHbBIC

MeponpusTus (cM. paznen 4.4).

5. ®PAPMAKOJIOT'MTYECKUE CBOVICTBA

5.1. dapmakoaMHaMHuUYecKHe CBOlicTBa

®apMakoTepaneBTUYeCcKas Ipymnmna: AJIepreHbl; IKCTPAKThI AJJIEPTeHOB.
Kon ATX: VO1AAO8.

MexaHu3M ASHCTBUS

OCHOBHBIM ZIef/'ICTBYIOHII/IM Ha4YaJIOM aJUICpreHa sIBJISACTCSA 6CJIKOBO-HOJII/ICZlX3.pI/IIlelﬁ KOMIIJIIEKC,
HO3BOJI$IIOHII/H>'I ANarHoCTUpoOBaThb y IIannueHTa npu IIOCTAaHOBKE KOXXHBIX Hp06
TUIEPYYBCTBUTEIBLHOCTD K PKAHON MYKE.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

OCHOBHYIO YaCTb AKTUBHOI'O BCHICCTBA IIperiapara MPCACTABIIAIOT 6€JIKI/I U IIOJIMIICITUBI,
KOTOPBIC, KaK OXKXKHUAACTCA, pacliaaaroTCsd Ha aMUHOKUCIIOTBI U MAJIBIC MOJTUIICTITUABI B IIPOCBETC
JKETYJOYHO-KHMIIIEYHOTO TpakTa M B TKaHAX. [Ipeamonaraercsi, 4To ajiepreH mnpenapara
MPaKTUYECKH HE BCACBIBACTCS B COCYIUCTYIO cucTemy. lloaToMy mccnegoBaHusi mo M3y4eHUIO

(hapMaKOKHMHETHYECKOTO POodHIIs rpenapara He MPOBOAWINCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

®ocparHo-coneBoil OydepHbIi pacTBOp:

- HaTpHsL XJIOPH,

- HaTpus ruapodocdara foaeKaruapar,

- Kaius auruapogocdar,

- (penou (koHCEPBAHT),

- BOJA JUIST MHBEKITHI.

B kommiekTe ¢ ajuiepreHoM BBITYCKAOT TeCT-KOHTPOJIBbHYIO KHIKOCTb.
TecT-KoHTpONIBHAS KUAKOCTH ((hocdaTHO-coneBOM OydepHbIil pacTBOp):

- HaTpus XJIOPHUJ,
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- HaTpus ruapodocdaTa J0AEKaruIpar,

- Kaius auruapogocdar,
- (peHON (KOHCEPBAHT),

- BOJIa 11 MHBEKIIUH.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

Annepren — 2 roaa.

TecT-KOHTPOJIbHAS KUIKOCTh — 5 JIET.

Cpox TOJHOCTM KOMIUIEKTa OMpelesieTcss 10 HAauMEHBIIEMY CpPOKY TOAHOCTH OJIHOTO W3
KOMITOHCHTOB, BXO/ISIIIIUX B COCTaB KOMILIEKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutsb B xonoaunbHuke (2 — 8 °C).

XpaHuTh B 3aIIUIIEHHOM OT cBeTa Mecte. He 3aMopakuBaTh.

6.5. XapakTep u cofep:kaHne NEPBUYHON YIAKOBKH

[To 4,5 mn amnepreHa, mo 4,5 MJI TECT-KOHTPOJIBHOW KUJKOCTH B CTEKISHHBIX (DJIaKOHAX,
YKYIOPEHHBIX PE3WHOBBIMU MPOOKAMU M 3aKaTaHHBIX ATIOMUHHEBBIMU Kosnaykamu. Kommiekr
coctonT U3 1 ¢uakona amneprena, 1 ¢akoHa TECT-KOHTPOJIBHOM KHUAKOCTH, MOMEIICHHBIX B
MavKy U3 KapTOHA C MHCTPYKIIUEH 10 TPUMEHEHUIO.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJH OTX0JA0B, TMOJYYEHHBIX TOCJd€e NPUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaHUMyJISIUM C PenapaTomM

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

Bechb ocraBmmiics ieKkapCTBEHHBIN TIperapaTr U OTXOJbI CIIeyeT YHUYTOXKHUTh B YCTAHOBJICHHOM

MOPSIZIKE.

7. JEPKATEJIb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®enepanus

AxunonepHoe o6mectBo «HayuHO-IPOM3BOACTBEHHOE OOBEJUHEHHWE IO MEIUIUHCKUM
UMMYyHOOHOI0rHYeckuM mnpenaparam «Mukporen» (AO «HITO «Mukporen»)

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

Temedon: (495) 710-37-87

daxc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru
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7.1. IlpeacTaBuTe/Ib AEPKATE/ISI PETHCTPALMOHHOLO é%%%bEMﬁTEHEHG CThb 0003)

[Iperen3un norpedUTENEH HAIPABIATE 10 AAPECY:

Poccuiickas @enepanus

AknuonepHoe oOmectBo  «HayyHO-IpOU3BOJICTBEHHOE OOBEIMHEHUE TI0 MEIUIIUHCKUM
UMMyHOOHOJI0rHYecKkuM rnpenaparam «Mukporen» (AO «HITO «Mukporeny).

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

Tenedon: (495) 710-37-87

dakc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru.
8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JIATA NEPBUYHOH PETHMCTPALIMW/IIOATBEPKJIEHUS PEIMCTPALIIA
(IIEPEPEI'HUCTPALINN)
JlaTa nepBUYHON PEruCTpaLINN:

JaTa nmocneaHero noATBEPKICHUS pErUCTPALNH (TIepEePETUCTPaIIUN):

10. JATA HEPECMOTPA TEKCTA
OOmass XapakTepuUCTUKa JIEKAPCTBEHHOro Ipenapara AJiepreH U3 pKaHOW MyKH JAJis
JMarHOCTUKY JIOCTYIHA Ha MH(OpMaIIMOHHOM nopTaje EBpa3uiickoro 3KOHOMUYECKOI0 CO03a B

uH(pOpMaIIMOHHO-KOMMYHHUKAIIMOHHOM ceTH «HTepHEeT https://eec.eaeunion.org.



