COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 18.06.2024 N2 12073

OBIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
AnnepreHn u3 rpedHeBoi Kpymbl s auarHoctuku, 10000 PNU/Mi, pacTBop AJisE HaKOKHOTO

cKapu(UKaLMOHHOTO HAHECEHUSI U MTPOBEJICHUS TIPUK-TECTA.

2. KAUECTBEHHBIN M1 KOJJMYECTBEHHBII COCTAB
JlericTByr011I€€ BEIIECTBO: AJUIEPTreH U3 TPEYHEBOM KPYIIbI.

B 1 mn npenapata cogepxutcs 10000 PNU™ anneprena u3s rpedsHeBoii KpyIbL.

[Ipumeyanue:

*PNU (Protein Nitrogen Unit) - mexayHapomHas
CAWHUIQA, ITPUHATAA AJId BBIPAXKCHUA KOHICHTpAIUN
OCJIKOBOTO a30Ta B aJIJIEPTEeHAX, paBHAs COJICPKAHUIO

1x10™® Mr GeIKOBOro a30Ta.

[TonHbIi nepedeHs BCIOMOraTelbHbIX BELECTB MPUBE/EH B paszene 6.1.

3. JEKAPCTBEHHASA ®OPMA

PacTBop A1 HaKOKHOTO CKapU(pUKALMOHHOTO HAHECEHUSI U TTPOBEICHUS MPUK-TECTA.

[Ipenapat mpencraBisier co0OW MPO3PAYHYIO KHAKOCTH OT JKEIATOTO JI0 CBETIIO-KOPUYHEBOTO
[BETA.

B komIuiekTe ¢ aniepreHoM BBITYyCKAaOT TECT-KOHTPOIbHYIO KHUIKOCTb.

TecT-KOHTPOIBHAS KUJIKOCTh MPEACTABISET COO0N OECIBETHYIO TPO3PAYHYIO KHUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. IlokazaHusA K NPUMEHEHHUIO

Crienuduueckas IMarHOCTUKA MOBBIIIEHHOW YyBCTBUTEIBHOCTH K TPEYHEBOM KPYIE Y B3POCIbIX
U JIETel cTapiie 4 JeT ¢ pa3nuyHbIME (hopMaMH aiepruueckux 3a001eBanuil (KpanuBHUIA, OTEK
KBunke, HeEWpOIEpMHUT, acTMATHUYeCKH OpPOHXHT M JAp.) (C YYETOM COCTOSHHUS peOeHKa,
BO3MOYKHO TIPOBEJICHUE KOXKHBIX TECTOB y JIeTel crapiie 1 roaa).

[TokazaHusiMM 7151 AUATHOCTHKH SIBJISIFOTCA KIMHUYECKHUE MPOSBICHHUS 3a00JI€BaHUS U JIaHHbBIC
aHaMHe3a.

4.2. Pexxum 103UPOBAHUS U CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

HNHdopmanuio o pexxuMe T03UpOBaHMs JICKAPCTBEHHOTO Tpenapara cM. B nojpasaene «Crnocod
MMPUMCHCHU .

Oco0ble rpyInel NAKMEHTOB

Hauuenmbl NnOJ2HCUTIOC0 803pacma

Koppekuuu 103 He TpeOyeTcs.
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Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Koppeknuu 103 He TpeOyeTcs.
Ilayuenmul ¢ nHapywenuem QynKyuu neveHu
Koppekuuu 103 He TpeOyeTcs.
eTu
PekoMeHmamm 1o JO3MPOBAHUIO JIEKAPCTBEHHOTO IIpermapaTa JAETSM He OTJIWYArTCS OT
PEKOMEH AU TIO TO3UPOBAHUIO TSI B3POCIIBIX.
[Ipumenenue npenapara MpOTUBOIMIOKA3aHO Y IeTeH B Bo3pacTte o 1 rona (cMm. pazaen 4.3.).
OOBIYHO KOXKHBIE TECTHI MPOBOJISATCS y ACTEH cTapiie 4 Jer.

Croco0 IIpuMeHeHus

[Ipenapar WCMOAB3YIOT HJisi TIOCTAaHOBKM KOXXHBIX Tpo0 (ckapuduKaius, TPHUK-TECT).
Crenuduueckyto JIUAarHOCTHKY, Kak IpaBWJIO, MPOBOAAT OJHOBPEMEHHO C JPYIHMMHU
ajyiepreHamH.

Ilocmanoeka ckapu@ukayuoHHbIX KOHCHBIX NPOO, NPUK-MECmo8

CkapuduKaIMoHHbIE KOXHBIE MPOOBI, TPUK-TECThI CTABAT HAa BHYTPEHHEH MMOBEPXHOCTU
Ipearieybs Wik, P HeOOXOIMMOCTH, Ha KOKE CITUHBI.

OMHOBPEMEHHO C aUIEPreHOM MPOBOJAT TOCTAHOBKY KOXHBIX TNPOO C TECT-KOHTPOJIbHOU
xunkocTbio u ¢ 0,01 % pacTBOpoM rucTamMmuHa, KOTOPBIN roToBAT pa3BeneHuem 0,1 % rucramuna
auruapoxiopuaa pactBopa (1 wacte) Harpus xmopuma pactBopom 0,9 % (9 wacreit),
MIOJIO’KUTENbHASI PEAKIMS HA KOTOPBII HE MEHEE «+» CBUAETEIBCTBYET O HAIMYMM AOCTATOYHOU
PEAaKTUBHOCTH KOXHW. Pa3BeleHHBIM pacTBOpP THCTaMHUHA TOJIEH B TE€YEeHHE 6 4 C MOMEHTa
MPUTOTOBJICHUSI.

Mertamundeckuii  KOJMayok (UIakoHOB (C  aJJIEPIeHOM, TECT-KOHTPOJIBHOM JKUAKOCTBIO)
IPOTUPAIOT CHUPTOM. YJAISIIOT CTEPUIIBHBIM MHUHIIETOM LEHTPAIbHYIO KPBIIIKY KOJMA4yKa, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyto 70 % STHUIOBBIM CIIUPTOM, MPOKAIBIBAIOT
CTEpPUIIBHOW HUTJION.

Koy BHyTpeHHEW MOBEPXHOCTH Mpeariedbs npotupatoT 70 % 3THIOBBIM CHMPTOM U JAKOT ed
BBICOXHYTh. Ha Ie3nHPUIIMPOBAHHYIO KOXKY C TIOMOIIBIO CTEPHILHOTO IIMPHUIIA HAHOCAT KAILTIO
HCIIBITYEeMOT'0 aJlJIEpTreHa, KaIuTl0 TeCT-KOHTpOoJbHON kuakoctd u karmumo 0,01 % pactBopa
rucramuHa Ha paccrosauu (30-40) MM 1pyr oT apyra. AjiepreH, HaOpaHHBIN B IIIIPHIL, HEIb3SI
BBUTMBATh 00PaTHO BO (pJIAKOH.

[Tpu mocraHOBKE CKapu(UKAIMOHHBIX KOXKHBIX MPOO Yepe3 Kalull HAaHECEHHBIX PacTBOPOB
CTEpUJIbHBIMU CKapu(HUKaTOpaMH WIM MHBEKIMOHHBIMH HUIJIAMU HAHOCST JIBE MHapasuieibHbIe
LaparuHbl JJIMHOU 5 MM.

[Ipy mocTaHOBKE MPUK-TECTOB Yepe3 KaIUld HaHECEHHBIX pPacTBOPOB CTEPUIbHBIMU

WHBCKIIMOHHBIMU HIJIAMH, YKOPOYCHHBIMH HJIM C OIPAHUYIUTCIICM FHYGI/IHBI YKOJIa UJIN UTJIaMU
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IS TIpUK-TecTa (JaHIeTaMu) MPOU3BOAAT [YKOJ K%-Eﬁﬂéﬁ}ﬁ{%ﬂ I:ll_,bzi-,g - 1'\;11;4'.:'1:1'[])1/1

UCIIOJIb30BAaHUN HHBEKIMOHHBIX WIVT KOXY MPOKalbIBAlOT MoA YriioMm 45° Tak, 4ToOBl He

BBICTYIIWJIa KPOBb, 3aTEM UIJTY BBIHUMAIOT, CJICTKA NPUIIOJHUMAA KOXY.

Koxnyto peaknuto yuutbiBaioT uepe3 20 MuH. CTepuwibHbIMM BaTHBIMH TaMIIOHAMHU

«IPOMOKAIOT» KaIlJIi HAHECEHHBIX PACTBOPOB B MECTE LapaluH WU MPOKOJa KOXH (BaTHBIN

TaMIIOH OOJIZKCH OBITh OTACIBbHBIM OJISA Ka)KHOﬁ Kalljlid HaHCCCHHBIX paCTBOpOB) " YUUTBIBAIOT

PEAKIIUIO KOXKH.

OueHKa OUASHOCMUYECKUX KOIMCHBIX I’lp06

MecTHyI0 peakiHio KOXXHM IpU MOCTAHOBKE CKapHU(PHUKAIIMOHHBIX KOXKHBIX MPOO, MPUK-TECTOB,

YUUTHIBAIOT yepe3 20 MUH MpU OTCYTCTBUU PEAKIIMHM HA TECT-KOHTPOJIbHYIO KUIKOCTh U MpU

HaJMYHH MTOJIOKUTEILHON TPOOKI Ha TUCTaMUH (HE MeHee «+») (Tabi. 1).

Tab6muna 1

Cxema ydera ckapu(UKaIMOHHBIX KOKHBIX TPOO, MPUK-TECTOB

Ounenka Crenenb Pa3mep u xapakrTep peakumuu

peakuuu BBIPAKEHHOCTH
peakuum*

OtpunarenbHas - OrcyrcTBue BOJIBIpsA (Mamynbl), TUIEpEMUs Kak B
KOHTPOJIE C TECT-KOHTPOIbHON KHUJIKOCTHIO

ComHuTenbHas + OtcyTrcTBUE BOAABIPS (ALYl ), TUIIEPEMHUS] C pa3Mepami,
IPEBBIIIAIOIIMMHA ~ TAKOBBIE B  KOHTpPOJE C  TECT-
KOHTPOJILHOW KUJIKOCTBIO

ITonoxurenpHas + Boaneipy (nmanmyna) 2-3 MM, 3aMETeH TOJIBKO IIpU
HATSTUBAHUU KOXU, TUIIEPEMUS

ITonoxurenpHas ++ Bongeipp  (mamyma) 4-5 MM, runepemus (s
CcKapu(pUKaIMOHHBIX MPO0);

Bongeips (manyna) 4-10 mM, rumepeMust (A TpPUK-
TECTOB)

ITonoxurenpHas +++ Boapeips (mamyna) 6-10 MM, runepemMusi WiM BOJIABIPH
(mamyna) 6-10 MM ¢ TICeBIONOAMSIMU, TUTIEpeMUs (IJis
cKkapu(UKaMOHHBIX MPo0);

Bonapips (mamyma) 11-15 mM, runepemus (ais TpHK-
TECTOB)

[TonoxuTtenpHas ++++ Bonapips (mamyina) 6osee 10 MM, ruriepeMust HIIA BOJIIBIPH
(mamyna) 6osiee 10 MM ¢ TICEBAOTIOAUSMH, TUTIEPEMUS (15T
CcKapu(PUKaIMOHHBIX MPO0);

Bonnpipp (mamyma) Goiiee 15 MM ¢ TICEBIONOIUSMU,
rurnepemMus (111 MPUK-TECTOB)

[Ipumeyanue:
* CreneHb BBIPAKEHHOCTU PEAKLIUU:

- OtpunarenbHas;

+ CoMHUTEIBbHAS,

+ C1a00non0KATEIbHAS

++ IlomoxurtenabHas;

+++ Pe3ko moJjoXuTeIbpHal,

++++ OueHb pe3Ko MOJIOKUTENbHASL.
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4.3. IIpoTBONOKA3aAHUS

1. T'unepyyBCTBUTENBHOCTh K JIIOOOMY M3 BCIOMOTATENbHBIX BEILECTB, MEPEUMCICHHBIX B
pazznene 6.1.
2. OO6ocTpeHue amIepruiaeckoro 3a00IeBaHusl.

3. Tskenas OpoHXWanpbHas acTMa, IUIOXO KOHTpoJiupyemas  (apMakoJIOrH4ecKuMu
npemapatamu (00beM (opcupoBanHoro BeImoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
aJIeKBaTHOM (hapMaKoTeparvHu).

Octpbie HHPEKINHA.

XpoHuueckue 3a00JIeBaHus B CTaIUU 00OCTPEHUS U/ UM JEKOMITEHCAIIHH.

AyTOMMMYHHBIE 3200JI€BaHUSI.

4
5

6. HMMyHOIEPUIIUTHBIE COCTOSHUS.

7

8. Tybepkyne3 n000i ToKaIu3aIuu B Iepruoi 000CTpeHUsI.
9

3510KaueCcTBEHHBIC HOBOOOPa30BaHMs M 00JI€3HN KPOBH.
10. TTcuxuveckue 3a001€BaHUS B IEPHO]] OOOCTPEHHUSL.
11. CucremHsble 3a001€BaHNS COSAMHUTEIHHON TKAHU.
12. Jlerckuii Bo3pacT o 1 roga (mpoBeaeHNE KOKHBIX TECTOB JIs ClIENU(PHUIECKON TUAarHOCTUKH
BO3MOJXKHO Y JIeTell B Bo3pacTe cTapuie 1 rosa, ¢ yueToM COCTOSIHUS peOeHKa, HO OOBIYHO KOYKHBIE
TECTBI IPOBOSITCS Y IeTel cTapiie 4 JieT).
13. bepeMeHHOCTh M MEPUOJ TPYAHOTO BCKapMIMBaHUA (cM. pazzaen 4.6.).
14. CucrtemHas TJIIOKOKOPTUKOCTEPOWIHAS Tepamus, Tepanus B-aapeHOMUMETHKaMu |
AQHTUTUCTAMUHHBIMHU ITperapaTamH.
4.4. OcoOble yka3aHus 1 MepPbI NPeJI0CTOPOKHOCTH NPHU NPHUMEHEeHHH

Oco0ble yKazaHus

3a 2-3 AHS OO0 TOCTAHOBKM KOXKHBIX MNMPOO JOJKHBI OBITh OTMEHEHBI AHTUTMCTaMUHHBIE
npenapatsl. [I[pu COMHUTENBHBIX pe3ybTaTax KOXKHBIX IPOO UX MOKHO MMOBTOPUTH uepe3 2-3 nHs
(mocie CcTUXaHUsT MECTHOW peaklud Ha Tpebplaylue mpoOsl). B ciiydae MmMonoXUTENTbHOTO
pe3ynbTara, KOKHbIE MPOOKI ¢ aJIepreHaMu MOYKHO MTOBTOPSTH HE Yallle OJHOTO pa3a B MECHIII.

Mephl IPEeAOCTOPOKHOCTH IIPH MPUMEHCHUH

C uenpio BBISBICHUS NPOTHUBONOKA3aHUM Bpay B JEHb IOCTAHOBKU aNIEPrUYecKuX IMpod
MPOBOAMUT OCMOTP MAIMEHTA.

[Tocne xaxmoii MHBEKIIUU AJJIEpreHa MAUeHT JOHKeH HAOMI0aThCs BpadyOM-aJlJIEprojioroM He
MeHee 60 MuH. B TeueHue 3TOro BpeMeHu Bpau J0HKEH OTMEYaTh PEaKlMI0 KOKU Ha BBEJCHUE
npernapata U oOuiee cocrtosiHue mnanueHta. OO0 OTHAJIEHHBIX pEaKIMSIX MalUeHT JODKEH
uH(OPMUPOBATh Bpaya. YUYUTHIBAasi BO3MOXKHOCTh BO3HHUKHOBEHHSI CHCTEMHOM aJlJIepru4ecKon

pcaknuu, B TOM YHUCIIC, aHa(bI/IJIaKTI/I‘-IGCKOFO III0Ka, MGI[I/II_[I/IHCKI/Iﬁ Ka6I/IH€T, rac mpoBOOUTCHA
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IIPOTUBOLLIOKOBOM TEpAINH.

[Ipy  mOSIBIEHMHM  CHMITOMOB  Q/JIEPTUYECKOM  peakuu  HEMEMJIEHHO  IPOBOAMUTCS
COOTBETCTBYIOIIAs TEPATIHSL.

OxazaHue nomowu npu peaxyusax ooue2o muna u aHaQuIaKmudecKkom uoke

[Ipu mpoBeneHUU KOXKHBIX MPOO BO3MOXKHO Pa3BUTHE PEAKIMM HEMEIUICHHOrO THUMa, B T.4.
aHauUIaKCUH, KOTOPas MPOSIBIIETCS B BUJI€ KPAIIMBHUILIBI M COCYIUCTOTO OTEKa, OTeKa TOPTaHU,
3aTPYJHEHHOrO JbIXaHUS U YAYHIbS. OTH CHUMITOMBI YacTO BO3HHMKAIOT IOCJIE OLIYIIEHUS
TeHEPATM30BAaHHOTO 3y/a, YyBCTBA ¥OKEHUS, TUTIEPEMHH KOXKHBIX TOKPOBOB, a TAKXKE OLIYIICHHS
CTpaxa CMEpTH.

BcnencrtBue aHagumIakKTHUECKOTO IIOKAa MOXKET Pa3BUTHCS HEKYNUPYIOLIUICS OpOHXOCHAa3M,
acukcus, 00yCIIOBICHHAs OTEKOM BEPXHHX JbIXaTEIbHBIX ITyTeH, U KOJIAIC.

B sToMm cinyuae TpeOyroTCs HEOTIIOKHBIE IeUeOHbIC MEPOTPHSITHSI.

Loeocnumanvrnas nomousb npu aHaqbuﬂaKmuQQCKOM uoke

1. HememieHHO npekpaTUTh BBEJICHUE aJUIEPT€HA, BBI3BABIIETO PEAKIIMIO, YIOKUTD NalleHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTh B CTOPOHY, BBIIBHHYTH HUKHIOIO YEINIOCTbD,
YIAIATh UMEIOLecs 3yOHbIe TPOTE3HI.

2. HamoXuTh RKTyT Ha MECTO BBIIIE BBEJICHUS AJJIEPreHa, €CIIM 3TO BO3MOXKHO.

3. B xoneuHoctb, cBOOOAHYIO OT »kryra, BBectu 0,3-0,5 mum 0,1 % pactBopa anpeHanuHa
BHYTPHUMBIIIEYHO (B/M) MM BHYTpUBEHHO (B/B) (meTsm 0,01 mr/kr, makcumanbao 10 0,3 mr). [Ipu
HEOOXOJUMOCTH, BBEACHHE JTHX JI03 MOBTOPSIOT ¢ uHTepBajgoMm 10-20 mmu. OOmas mo3a
aapeHanuHa He nospkHa npesbimate 1 mu 0,1 % pactBopa. KpaTHocTh M 1032 BBOAMMOIO
aJipeHaIMHa 3aBUCUT OT TSDKECTH IIOKa U IOKaszarenei aprepualibHOTrO naBieHus. [loBropHoe
BBEJICHHE MaJIbIX 703 aapeHanuHa Oosee d(PpPeKTHBHO, YeEM OJHOKpPATHOE BBEACHHUE OOBIION
JIO3BI.

4. Ookonotre mecto mHbekmuu 0,3-0,5 mu pactBopa ampenanuna (I mm 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHBbEeKIIUU NPUI0KUTH ITY3bIPh CO JIBIOM.

6. ObecreynTh TOCTYI CBEXKETO BO3AyXa WU AaTh KUCIopoAd. [Ipu HapylIeHnn puTMa JbIXaHus
WIM €ro 3aTpyJHEHUH POBOIUTH UCKYCCTBEHHYIO BeHTHWIISIIMIO Jierkux (MBJI).

7. CpouHO BbI3BaTh Bpaya, OJHOBPEMEHHO BBI3BIBACTCS peaHUMAIMOHHAas Opurasa.

Jlo mpue3na peaHMMalMOHHON Opurajabl HEOOXOAMMO OKa3bIBaTh MEAMIIMHCKYIO MOMOIIb U
IPOBOAMUTH TOCTOSIHHBIA KOHTPOJb 33 TEMOJWHAMUYECKUMH IOKA3aTeIsIMH U COCTOSHUEM

¢ynkuuu BHemHero asixanus (OB/I).
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Tocnumanvnas nomousb npu aHaqbquaKmull€CKCM uokKe

1. Tpwu kpaiiHe TsHKEeJIOM COCTOSTHUM MAallieHTa U TPU BIPAKCHHBIX HAPYIICHUSIX TEeMOJUHAMUKH
BBOAAT B/B MeasieHHo 5 mut 0,01 % pacTBopa agpeHanuHa, Ipu AOCTHXKEHUU dPdeKTa BBEACHNE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEVIEHHO B T€YEHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naBienue (AJl) He cTaOMIM3UpPYeTCs, CPOYHO HAYaTh BHYTPHUBEHHOE
KareslbHOe BBeJeHHEe HopanuHeppuHa (dpenmmdpuna, nonamuna) 0,2 % 1,0-2,0 M ma 500 mn
5 % pacTBOpa IIIOKO3bI 11 HHPY3U uiu HaTpus xjopuaa pactsopa 0,9 %.

3. BHyYTpuBEHHO CTpYHHO BBECTH TIFOKOKOPTHUKOCTEPOUIBI: TIpeaHn30JI0H — 60-180 mr (meTsm
5 mr/kr) unu gexcameta3oH - 8-20 mr (metsm 0,3-0,6 mr/kr), win rugpokoptuzon — 200-400 mr
(metsim 4-8 mr/kr). [lo cocTosiHHIO BBEIEHHE TOPMOHOB MOBTOPSIIOT M MPOJOJDKAIOT HE MEHEe
4-6 cyr nus TpeNoTBpALICHHs aJIEPrHYEeCKHX peakuuid M0 HMMYHOKOMIUIEKCHOMY HIIU
3aMeJUICHHOMY THUITY.

4. Tompko mpu crabunmzanuu AJ[ BHyrpumsimedno BBectd 2,0 mia 2% pactBopa
xjoponupamuna (netsm 6-12 mec. — 0,25 mn, 1-6 mer — 0,5 mu, 7-18 ner — 0,5-1,0 mun) wnm
0,1 % xnemactuna (netsm 0,025 MI/Kr/cyT 3a 1BE MHBEKIIUHN).

5. CumrnromMatudeckas Tepamus Mo TokazaHusM. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHHJIpOMa BHYTPHUBEHHO MEUIEHHO BBOJAT amuHOGWuMH, 10 miu 2,4 % pacTtBopa KOTOPOTO
npenBapuTeNbHO pa3BoaaT B 20 Mt Hatpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/Kr, IeTsam
2-3 wr/kr). AMUHOQWIIMH HEOOXOIWMO NPHUMEHSITH OCTOPOKHO B CBSI3M C BO3MOKHBIM
MOSIBJICHUEM apUTMUHU.

6. IIpu HeoOXOIUMOCTH OTCACHIBAIOT U3 JIBIXAaTEIbHBIX MYTEH CKOMUBIIUICS CEKPET U PBOTHHIE
MacChl, HAUMHAIOT OKCUTEHOTEPAITHIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MOKa3aHa UHTYOALIHS UITH TPAXEOTOMHSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekKaT 0053aTeIbHON rOCUTAIN3aIMN Ha CPOK
He MeHee 10 AHEH ¢ 1enplo0 MPOJOIDKEHUS HAOMIOACHUS M JICUYCHUs, T.K. y 2-5 % manueHToB,
nepeHecnx aHaQUIAKTHYECKUA TOK, HAOI0IAl0TCS O3 JHUE aJUIEPTUUECKUE PEAKITHH.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKA Bpaya ONpPeAeNsIoTCs KINHUYECKOW KapTUHOM, HO BO BCEX
ClIy4asix HeOOXOAMMO, B MEPBYIO OYEpEe]b, BBEICHUE aJ[peHANIMHA, TNIFOKOKOPTUKOCTEPOUIHBIX
npemapaToB. BBenenuwe mnpenaparoB (HEHOTHA3MHOBOTO psga M TPErnaparoB  KallbIus
MPOTUBOMOKA3aHO.

4.5. B3aumojeiicTBue ¢ JPYrHMH JIEKAPCTBEHHBIMH HMpenapaTamMum H JApyrue BHJbI
B3aNMOJAEHCTBUSA

He nmpumeHsATh OAHOBPEMEHHO C IPUEMOM [-apeHOO0I0KATOPOB.

KosxHble mpoObI ciieyeT mpoBOIUTh HE paHee, YeM Yepes:

- 1 Hexemto mocne TyOepKyIUHOBOM MPOOHI;
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- 1 Mecsu mocne BakMHAIIMY MTHAKTUBUPOBAHHBIMU BaKHgIh'aM;ll,E-‘]- OBATEINEBHOC T-‘ 0001)

- 3 Mecsma Mocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMHU,
BKuTrOYas BakuHy BIDK).
B03M0OXHO 0JTHOBPEMEHHOE UCIIOIB30BAHUE C AIICPreHAMH IPYTUX HAUMEHOBAHMIA.

4.6. ®epTWIBLHOCTD, 0EPEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Ipumenenue npenapara npu 6EPEeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTanus
[IpumeHeHue npenapara B EpUOJ TPYAHOTO BCKAPMIIMBAHUS TPOTUBOIIOKA3aHO.

depTUabHOCTD

Hert nanHbBIX 0 BIUSHUM TpenapaTa Ha GepTHIBHOCTD YeT0BeKa.

4.7. BaiusiHMe HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTaTh C
MeXaHNU3MaMu

Hexotopsie HexenaTenbHbIE peaklMM, CBSI3aHHBIE C JIEWCTBHEM Mpernapara, MOTYT OKa3bIBaTh
BO3/IEIICTBUE Ha CIIOCOOHOCTh yIpaBIsATh TPAHCIIOPTHBIM CPEICTBOM WIH
ABVKYIIUMHUCA MCXaHU3MaMU. ILJBI ManMuCeHTOB, Y KOTOPBIX Ha6JIIO,Z[a.HI/ICB HEXKCIIATCIbHBIC
peakuuy NMpu BBEJICHUU IperapaTa, yIpaBleHue TPAaHCIIOPTHBIM CPEICTBOM WIIH JABHKYILIUMUCS
MeXaHU3MaMH BO3MOYKHO TOJIKO MOCIIE HCUE3HOBEHUSI CUMIITOMOB HEKEaTeNbHBIX PEaKIIHA.
4.8. HexkesaTeJIbHbIE peaKIuu

Pesrome mpoduist 0e3onacHOCTH

HexxenarenbHbIMM peakIMsIMHU, KOTOpble dYacTo Habmomarorcs y mnanueHtoB (y 1-10 %
NAIMEHTOB), SIBJISIOTCS TULIEPEMUS U OTEK B MECTE BBE/ICHUS Mpenapara.

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINT

YacroTa Pa3BUTUA HCKCIIATCIIbHBIX peaKHI/Iﬁ npeacTraBjicHa B COOTBCTCTBHUU C PCKOMCHAAIUAMU
BcemupHoii opraHu3anuu 3paBoOXpaHeHHs] U BKIIFOYAET CIEAYIONINE KaTerOpHH: OYeHb 4acTo
(>1/10), wacto (>1/100 mo <1/10), vewacto (>1/1000 mo <1/100), peaxo (>1/10000 mo <1/1000),
oudeHb peako (10 < 1/10000) n gactoTa HeM3BECTHA (HA OCHOBAHWY UMEIOIINXCS TAHHBIX OIEHUTH

HEBO3MOYKHO).
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CucTeMHO-OpPraHHbIi Kjace Yacrora HesxkenarenbHble peakuuu
(MedDRA)
Hapyienus co ctopoHbl Penxo Kpanusuuna, anapuiakTuyecKuii
WMMYHHOUN CUCTEMBI 10K
Heuacro Oték nuua
Hapyienus co ctopoHbl Heuacro l'onoBuas 6onb
HEPBHOU CUCTEMBI
Hapymenust co ctoponbl Penxo KOoHBIOHKTUBUT
opraHa 3peHus
Hapymenust co ctoponbl Yacto I'mnepemust
COCYII0B
Hapyienus co ctopoHbl Heuacro Kamens, YUXaHHUE, pHHHUT,
JBIXaTEJIbHON CUCTEMBI, OpoHxocnasm
OpraHOB I'PYJHOU KIIETKU U
CPEIOCTEHUS
OOmue HapyIIeHus U Yacrto OTéEK B MeCTe BBEJICHUS
peaku B MECTE BEACHUS

Onucanue OoTACILHBIX HEXKEIATEIbHEIX PEAKIINT

Yy OC060 YYBCTBUTCIIbHBIX MANUCHTOB MOXKCT BOSHUKHYTh CUCTCMHAA aJUICPruicCKasd peakuusi, B
TOM 4HcIe, aHA(DUIAKTHYECKUH 1IOK.
Mepsl, npuHUMAaeEMbIE TPU PA3BUTUHU AJUIEPTUUECKUX PEAKIMA, ONTMCAHBI B pazzaene 4.4.
Penxo B mporecce MOCTAaHOBKM KOKHBIX MPOO MOXET HACTYHNUTh OOOCTpPEHHE OCHOBHOIO
3a00JIeBaHU.

CTU
YacroTa, BUJ U TSHKECTh HEXKEIATEIbHBIX PEAKIUi y 1eTell U B3POCIbIX OJMHAKOBBI.

COO6H_IGHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 1Mo103peBaeMbIX HeXeIaTeIbHBIX PEaKLUAX MOCIe PErHCTPALlUY IIperapara ¢
[ENbI0  O0CCIeUeHUs]  HEMPEPHIBHOTO  MOHUTOPUHTA  COOTHOIIEHHUS  «II0JB3a - PUCK)
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYEeTCS COOOIIaTh O JIIOOBIX
M0JI03PEBAEMBIX HEKENAaTEIbHBIX PEaKIMSIX JIEKApCTBEHHOTO Ipenapara 4yepe3 HalMOHAJbHBIE
CHCTEMBI COOOIICHHS O HEXeNaTeNbHBIX peaKIMsIX TOCYAapcTB — wWIEHOB EBpa3zuiickoro
HKOHOMHUYECKOTO CO03a:

Poccniickas @enepanvs

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1

®denepanbHas ciayx0a mo Haa30py B chepe 3apaBooxpanenus (Pocsnpasruanzop):

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. llepeno3upoBka (MOCNEAOBATENEHOC T-' ao01)

CuMITOMBI

B cnydae mnepeno3upoBKH BO3pAacTaeT pPHUCK BO3HMKHOBEHMSI HEXKENATENbHBIX pPEeaKIHid,
CBSI3aHHBIX C IPUMEHEHUEM TIpernapara.

JleueHue

CumnromaTnueckas Tepamnus. B ciaydae pa3BuTus aHaQUIAKTHYECKOTO IIOKA U, KaK CIEICTBHE,
TSDKETIBIX CHUCTEMHBIX PEaKIui (HEKymupyoImuiicss OpoHXocmnasM, achukcus, oOyCIOBIECHHAs
OTEKOM BEpXHHMX JbIXaTEeJIbHBIX MyTeH, M KOJUJIATC) MPOBOJSATCS HEOTIOXKHBIE JeueOHbIe

MeponpusaTHs (cM. pasznen 4.4).

5. ®PAPMAKOJIOT'TYECKUE CBOVCTBA

5.1. PapMakoANHAMHUYeCKHE CBOMCTBA

dapMakoTepaneBTUUYECKas Ipynmna: AJUIEpreHbl; IKCTPAKTHI AJIJIEPTEHOB.
Kon ATX: VO1AAOQS.

MexaHu3M IeHCTBUS

OCHOBHBIM HGfICTBYIOHIHM HavaJiIOM aJlJICpreHa ABJIACTCA 66HKOBO-HOHHC&X3PHHHBIﬁ KOMIIJICKC,
HO3BOJI$IIOILIHI>'I ANAarHoCTUPOBATH y namueHTa npu IIOCTAaHOBKE KOXHBIX Hp06
TUIEPYYBCTBUTEIBLHOCTD K TPEYHEBOM KpyTI€.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

OCHOBHYIO 4YaCTb AKTHUBHOI'O BCIICCTBA Ipfriapara MNPCACTaBJIAIOT 6€HKI/I U IIOJIUIICIITUABI,
KOTOPBIC, KAK OXUAACTCA, paCladatoTCA Ha aMUHOKHCIIOTBI U MaJIbIC IMOJIMIICIITUABI B IIPOCBCTC
KEIyJ0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmonaraercs, 4To ajulepreH Ipemnapara
MPAKTUYECKH HE BCACBhIBACTCA B COCYIUCTYIO cucTeMy. [loaTomy mccienoBaHusi O MU3y4EHUIO

(apMaKOKMHETHYECKOTO poduIIs mpenapara He MPOBOIUINCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTeJIbLHBIX BellIECTB

®dochaTtHO-coneBoit Oy epHbIil pacTBOp:

- HaTpus XJIOpUJ,

- Hatpus ruapodocdara qonekaruapar,

- Kaymmst muruapodocdar,

- (henoun (koHCEpBAHT),

- BOJIa JUISI HHBEKIIUH.

B komIuiekTe ¢ aniepreHoM BBITYyCKAaOT TECT-KOHTPOIbHYIO KHUIKOCTb.
TecT-koHTpONBHAS KUAKOCTH (PochaTHO-coneBoit OydhepHbIid pacTBOp):

- HaTpus XJIOPUL,
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- HaTpus ruapodocdaTa J0AEKaruIpar,

- Kaius auruapogocdar,
- (perON (KOHCEPBAHT),

- BOJIa UISI UHBEKIIUH.

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

Annepren — 2 roaa.

TecT-KOHTpOJIbHAS KUJKOCTh — 5 JIET.

Cpok rogHOCTH KOMIUIEKTa ONpPENENseTCs MO0 HAUMEHbLIEMY CpPOKY TOJHOCTH OJHOTO U3
KOMITOHEHTOB, BXOJISIIIUX B COCTaB KOMILJIEKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpauuts B xonoaunsauke (2 — 8 °C).

XpaHUTh B 3alIMIIEHHOM OT cBeTa Mecte. He 3aMopakuBaTh.

6.5. XapakTep u coaep:kaHHe NEPBUYHOI YIAKOBKH

Mo 4,5 mn amneprena, mo 4,5 MJI TECT-KOHTPOJIBHOUW JKHUIKOCTH B CTEKJISIHHBIX (DIIaKOHAX,
YKYIIOPEHHBIX PE3WHOBBIMU MPOOKAMU UM 3aKaTaHHBIX aTIOMUHUEBBIMU Kojmaykamu. Komruiekt
cocrout u3 1 ¢nakona amneprena, 1 ¢uakoHa TeCT-KOHTPOJBHON KHIKOCTH, IMMOMEIICHHBIX B
MayKy U3 KapTOHA C MHCTPYKIMEHN MO0 MPUMEHEHHUIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Npemapara WJIM OTX0A0B, IOJYYEHHBIX [0CJie TNPHMEHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIALHMHU € PenapaToM

Het oco06bix TpeGoBaHUH K YTHIU3AIIH.

Bech ocraBumiics JiekapCTBEHHBIHN Mpenapar U OTXO/Ibl CIeAyeT YHUUTOXKUTh B YCTAHOBICHHOM

MOPSIZIKE.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA

Poccuiickas @enepanus

AkuuoHepHoe o0mectBo  «Hay4uHO-TIpOU3BOJICTBEHHOE OOBEIMHEHHWE M0 MEIULHUHCKUM
UMMYyHOOHOJ0oTHYeCKHM mpenapataM «Mukporen» (AO «HITO «Mukporen»)

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

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DneKkTpoHHas rmoyvra: info@microgen.ru
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7.1. llpeacTaBuTelb AEPKATE]IsA PErUCTPAHOHHOIO j;ﬂf;é;m%TEan': CTb 0001)

IIperen3uun norpeduTesiell HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus

AxunonepHoe o6mectBo «HayuyHO-IpOM3BOJACTBEHHOE OOBEAMHEHUE 10 MEIUIUHCKUM
UMMyHoOHoJI0rHYecKkuM rnpenaparam «Mukporen» (AO «HIIO «Mukporeny).

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

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DnekTpoHHas mouta: info@microgen.ru.
8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. JATA NEPBAYHOW PETMCTPAIIMW/TIOATBEPKIEHUSI PETMCTPALIAN
(MMEPEPETHCTPALINN)

JlaTa nepBUYHON pEruCTpaLMu:

10. JATA IEPECMOTPA TEKCTA

OO0mas XxapakTepHCTHKA JIEKAPCTBEHHOT'O Tperapata AJUlepreH W3 TPEeYHEBOH Kpymbl s
JUArHOCTHKY JOCTYIHA HAa MHPOPMAIIMOHHOM mopTaiie EBpa3uiickoro 3kOHOMHYECKOT0 COr03a B

UH(pOpPMaIIMOHHO-KOMMYHUKAIIMOHHOM cetn «HTepHeT https://eec.eaeunion.org.



