COOTBETCTBYET 3KCMEPTHOMY OTUYETY
 o131.07.2024 N2 15744
OBIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
Annepren w3 wmsica Kypuibl mius auarHoctuku, 10000 PNU/mn, pacTtBop ajis HAKOXHOTO

cKapu(UKaLMOHHOTO HAHECEHUSI U MTPOBEJICHUS TIPUK-TECTA.

2. KAUECTBEHHBIN M1 KOJJMYECTBEHHBII COCTAB
JlericTByro1I€€ BEIIECTBO: AJUIEPreH U3 MsICa KYypPHIIbI.

B 1 M1 npenapata coaepsxurcs 10000 PNU™ aneprena u3 msica KypuibL.

[Ipumeyanue:
*PNU (Protein Nitrogen Unit) - mexayHapomHas

CAWHUIQA, ITPUHATAA AJId BBIPAXKCHUA KOHICHTpAIUN
0ETKOBOT0 a30Ta B aJUIepreHax, paBHas COJICPKaHUI0

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 npeacrasnseT co00i MPO3pavyHyr0 OECIIBETHYIO KUIKOCTD.

B xommuiekTe ¢ ajquiepreHoM BBITYCKAIOT TECT-KOHTPOJIbHYIO JKUIKOCTb.

TecT-KOHTpOIBbHAS KUJIKOCTD MPEACTABISAET COO0N OECBETHYIO TPO3PAUHYIO KHUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

Cneunduueckas AMarHOCTHKA MOBBIIIEHHON YYBCTBUTEIBHOCTH K MSCY KYPHIIbl y B3POCIHbIX U
neTeii crapiie 4 JIeT ¢ pa3IndHbpIME (opMaMH aJuIeprudeckux 3a0oeBanuii (KparMBHUIIA, OTEK
KBuHKe, HEHWPOAEPMHUT, ACTMAaTHYSCKHW OPOHXHT W J1p.) (C y4ETOM COCTOSIHUSI PEOCHKA,
BO3MO>KHO IIPOBEJICHUE KOXKHBIX TECTOB Yy A€Tel cTapiue 1 roga).

[ToxazaHuAMHU AJIS1 TUATHOCTUKU SIBIISIFOTCSI KIIMHUYECKUE IMPOSBIICHUS 3a00JI€BaHMs U JTaHHBIE
aHaMHes3a.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

HNHdopmanuio o pexxuMe T03UpOBaHMs JICKAPCTBEHHOTO Tpernapara cM. B nojpasaene «Crnocod
PUMEHECHHSY.

Oco0ble rpyInel NALKMEHTOB

Hauuenmbl NOJ2HCUTI020 803pacma

Koppekiuu 10361 HE TpeOyeTcs.
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Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Koppeknuu n0361 HE TpeOyeTcs.
Ilayuenmul ¢ nHapywenuem QynKyuu neveHu
Koppexkiuu 10361 He TpedyeTcs.
eTu
PekoMeHmamm 1o JO3MPOBAHUIO JIEKAPCTBEHHOTO IIpermapaTa JAETSM He OTJIWYArTCS OT
pEKOMEHAALUH 110 T03UPOBAHUIO IS B3POCIIBIX.
[TpumMeHeHMe TpenapaTa MPOTUBOITOKA3aHO y JAeTeil B Bo3pacte a0 1 roaa (cm. pasaen 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 pasBeaeHuem 0,1 % rucrammuna
auruapoxiopuaa pactBopa (1 wacte) Harpus xmopuma pactBopom 0,9 % (9 gacreit),
MIOJIO’KUTENIbHASI PEAKIMS HA KOTOPBII HE MEHEE «+» CBUAETEIbCTBYET O HAIMYUM JOCTATOYHOU
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 LEHTPAJIbHYIO KPBIIIKY KOJMA4Ka, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyio 70 % STHIIOBBIM CIIUPTOM, MPOKAIBIBAIOT
CTEpPUIIBHOW HUTJION.

Koy BHyTpeHHEN MOBEPXHOCTH MpeAruiedbs NpoTUparoT 70 % 3THIOBBIM COUPTOM U JAKOT €d
BBICOXHYTh. Ha Ie3nHPUIINPOBAHHYIO KOXKY C TIOMOIIBIO CTEPHIILHOTO HIMPHUIIA HAHOCAT KAILTIO
HCIIBITYEMOT'0 aJlJIEpTeHa, KaIuTi0 TeCT-KOHTpOoJbHON kuakoctd u karmwmo 0,01 % pactBopa
rucramuHa Ha paccrosauu (30-40) MM Ipyr oT apyra. AjiepreH, HaOpaHHBIN B IIIIPHIL, HETb3SI
BBUTMBATh 00pPaTHO BO ()JIAKOH.

[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, YKOPOUYCHHBIMH HJIK C OTIPAHUYIUTCIICM FHYGI/IHBI YKOJIa WK UTJIaMU
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xon _ kOnd - Ha - HiyGihay BHOIES S hpn

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

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

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

PEAKIIUIO KOXKH.

OueHKa OUASHOCMUYECKUX KOIMCHBIX I’lp06

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

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

HAJTMIHMH TOJI0XKHUTEIBHOM MPOOBI Ha THCTaMUH (He MeHee «+») (Tabi. 1).

Tab6muna 1

Cxema ydera ckapu(UKaIlMOHHBIX KOKHBIX TPOO, MPUK-TECTOB

Onenka peakunu Crenennb Pa3Mmep u xapakrep peakuuu
BbIPA:KEHHOCTH
peakuumn*

OtpunarenbHas - OtcyrcTBUE BOJABIPS (TAMmysibl), TUIIEpEMUS KaK B
KOHTPOJIE C TECT-KOHTPOJIBHON KHUAKOCTBIO

ComHuTenbHas + OtcyrcTBUE BONABIpA (MAIyNbl), TUIEPEMHS C
pasMepamH, IPEBBIIIAIOIINMYU TAKOBBIE B KOHTPOJIE
C TECT-KOHTPOJIbHOM JKUIKOCTHIO

ITonoxurenpHas + Bongpips (mamyna) 2-3 MM, 3aMeTeH TOJBKO IpU
HATSATHUBAHUM KOXKH, TUIIEPEMHUS

ITonoxurenpHas ++ Bongsips (mamyna) 4-5 mm, runepemus (s
ckapu(UKaIMOHHBIX MP00);

Bongsips (mamyna) 4-10 mm, runepemus (muis
MIPUK-TECTOB)

[TonoxxurenpHast +++ Bongeipe (mamymna) 6-10 MM, rumepeMust WiIu
BOJJIBIph (mamyna) 6-10 MM ¢ TICEBIOMOAMSIMH,
runepemMust (s ckapupuKanoOHHBIX MPo0);
Bongeips (mamyna) 11-15 mMm, rumepemust (muist
IIPUK-TECTOB)

ITonoxurenpHas ++++ Bongsips (mamyna) 6osee 10 MM, runepeMust Win
BOJIBIPH (TMamysna) 6osee 10 MM ¢ TICEBIOTIOIUSMH,
runepeMust (JUist CKapu(pUKaIMOHHBIX Tpo0);
Bonasips (mamyma) 6oee 15 MM ¢ ICEBIOTIOIUSIMH,
runepeMus (JUist IPUK-TECTOB)

[Ipumeyanue:
* CremneHb BHIPAXKCHHOCTH PEAKIINH:

—  OrpunarenpHas;

+ CoMHUTEIIbHA,

+ C1a0oIoa0KUTEIbHAS,

++ IlomoxxutenpHasdi;

+++ Pe3ko0 MoJI0KUTEIbHAS,

++++ OueHb pe3KOo MOJIOKUTEITbHAS.
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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 OpoHXWanpHas 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 00JIE3HN KPOBH.
10. ITcuxuveckue 3a001€BaHUS B IEPUO]] 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 IPOBOSTCS Y IeTel cTapiie 4 JieT).
13. bepeMeHHOCTh M MEPUOJ TPYAHOTO BCKapMIMBaHuA (cM. pazaen 4.6.).
14. CuctemHass TJIIOKOKOPTUKOCTEPOHMIHAS Tepamus, Tepanus B-aapeHOMUMETHKaMu |
AQHTUTUCTAMUHHBIMHU ITpernapaTamH.
4.4. OcoOble yka3aHusl 1 MepbI PeI0CTOPOKHOCTH 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 cTUXaHUsi MECTHOW peaklud Ha Tpeaplaylue mpoOsl). B ciiydae MmMonoXUTENTbHOTO
pe3ynbTara, KOKHbIE MPOOKI ¢ aIepreHaMu 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 HAOMI0IaThCs 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(GOPMUPOBATh Bpaya. YUUTHIBAasi BO3MOKHOCTh 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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crenuduueckas  JMATHOCTHKA  MALCHTOB,| JOMKEH JC Bt B ecibiek - | e ibrBamu

IIPOTUBOLLIOKOBOM TEpAINH.

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

OxazaHue nomowu npu peakyusax ooue2o muna u aHaQuIaKmuiecKkom uoke

[Ipu mpoBeneHUU KOXKHBIX MPOO BO3MOXKHO Pa3BUTHE PEAKIMM HEMEIJICHHOTO THUMa, B T.4.
aHauUIaKCUH, KOTOPas MPOSIBIIIETCS B BUJI€ KPAIIMBHUIIBI M COCYIUCTOTO OTEKa, OTeKa TOPTaHU,
3aTPYJHEHHOrO JbIXaHUS U YAYHIbS. OTH CHUMITOMBI YacTO BO3HHMKAIOT IOCJE OLIYIIEHUS
TeHEPATM30BAaHHOTO 3y/a, YYBCTBA ¥OKEHUS, TUTIEPEMHH KOXKHBIX TTOKPOBOB, a TAKXKe OLIYIICHHS
CTpaxa CMEpTH.

BcenencrtBue aHaQumIakKTHUECKOTO IOKA MOXKET Pa3BUTHCS HEKYHNUPYIOLIUICS OpOHXOCHa3M,
acdukcus, 00yCIIOBICHHAs OTEKOM BEPXHHX JbIXaTEIbHBIX ITyTeH, U KOJIAIC.

B sTom cnyuae TpeOyroTCs HEOTIIOKHBIE IeUeOHbIC MEPOTPHSITHSL.

Loeocnumanvrnas nomousb npu aHaqbuﬂaKmuQQCKOM uoke

1. HememieHHO npekpaTUTh BBEJIEHUE aJUIEPT€HA, BBI3BABIIETO PEAKIINIO, YIIOKUTh NAlleHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTh B CTOPOHY, BBIABHHYTH HUKHIOIO YEINIOCTbD,
YIAIUTh UMEIOIIeCs 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) M1 BHYTpUBEHHO (B/B) (meTsm 0,01 mr/kr, makcumaibro 10 0,3 mr). [Ipu
HEOOXOJUMOCTH, BBEACHHE JTHX JI03 MOBTOPSIOT ¢ uHTepBajgoMm 10-20 mmu. OOmas mo3a
aagpeHanuHa 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 OOIBIION
JIO3BI.

4. Oo6konotre mecto mHbekmuu 0,3-0,5 mu pactBopa ampenanuna (1 mm 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHBbEeKIIMU NPUI0KUTH ITY3bIPh CO JIBIOM.

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

7. CpouHO BbI3BaTh Bpaya, OJHOBPEMEHHO BBI3BIBACTCS peaHUMAIMOHHAas Opurasa.

Jlo mpue3na peaHMMalMOHHON Opurajabl HEOOXOAMMO OKa3bIBaTh MEAMIIMHCKYIO TOMOIIb U
IPOBOAMUTH TOCTOSIHHBIA KOHTPOJb 33 TEMOJWHAMUYECKUMH IOKa3aTeIsIMH U COCTOSHUEM

¢ynkuuu BHemHero asixanus (OBJI).
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Tocnumanvnas nomousb npu aHaqbquaKmull€CKCM uokKe

1. Tlpwu kpaiiHe TsHKEeJIOM COCTOSTHUY MallieHTa U MPU BRIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mut 0,01 % pactBopa anpeHanuHa, Npu JOCTHXKEHUH 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
KaresibHOe BBeZieHne HopanuHeppuHa (pennmmppuna, gonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIIOKO3bI 11 HHPY3U uiu HaTpus xjopuaa pactsopa 0,9 %.

3. BHyYTpuBEHHO CTpYHHO BBECTH TNIFOKOKOPTHUKOCTEPOUIBI: TIpeaHn30JI0H — 60-180 mr (meTsam
5 mr/kr) unm aexcamerason — 8-20 mr (metsm 0,3-0,6 mr/kr), unu ruapokoptu3od — 200-400 mr
(metsim 4-8 mr/kr). [lo cocTosiHHIO BBEIEHHE TOPMOHOB MOBTOPSIIOT M MPOJOJDKAIOT HE MEHEe
4-6 cyr nus TpeNoTBpALICHHsS aJIEPTHYECKHX peakuuid M0 HMMYHOKOMIUIEKCHOMY HIIU
3aMeJUICHHOMY THUITY.

4. Tombko mnpu crabmnuzamuun AJl BHyrpumbimiedHo BBectu 2,0 ma 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 MHBEKIIAHN).

5. Cumrnromatudeckas Tepamus 1Mo TokazaHusM. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHHJIpOMa BHYTPUBEHHO MEIJICHHO BBOIAT amuHOGmMH, 10 mi 2,4 % pacTBOpa KOTOpPOTO
npenBapuTeNbHO pa3BoaatT B 20 Mt Hatpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/Kr, IeTsaMm
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 TPAXEOTOMHUSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekKaT 0053aTeIbHON rOCIUTAIN3AIMHN Ha CPOK
He MeHee 10 AHEH ¢ 1enplo0 MPOJOIDKEHUS HAOMIOACHUS M JICUYCHUs, T.K. y 2-5 % manueHToB,
nepeHecx aHaQUIAKTHYECKUA TOK, HAOI0IAl0TCS O3 THUE 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-‘]- OBATENBHOCTL 0001)

- 3 MecsIa Mmocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMHU,
BKuTrOYas BakiuHy BIDK).

Bo3MO0XHO 0/THOBpEMEHHOE UCIOJIb30BAHUE C AJNIEPTCHAMH IPYTUX HAUMEHOBAHUM.

4.6. ®epTWIBLHOCTD, DEPEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Ipumenenue npenapara npu 6EPEeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTamus
IIpuMeHeHue npenapara B IEPUOJ IPYAHOIO BCKaApMIIMBAHUS IPOTUBOIIOKA3aHO.

DdepTUabHOCTD

Het nanHbIX 0 BIusHUY Mpemnapara Ha GepTUILHOCTD YeIOBEKa.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTaTh C
MeXaHNu3MaMu

Hexotopsie HexenaTenbHbIe peaklMM, CBSI3aHHbBIE C JIEWCTBHEM Mpernapara, MOTYT OKa3bIBaTh
BO3/IEIICTBUE Ha CIIOCOOHOCTh yIpaBIsATh TPaHCIIOPTHBIM CPEICTBOM WIH
JIBUKYLIIUMUCS MEXaHU3MaMU. J[sl ManueHToB, y KOTOPBIX HAOIIOAANUCh HEKenaTeIbHbIe
peakiuu IIpd  BBEACHHUM IIpelapara, YIpPaBICHHE TPAHCIOPTHBIM CPEACTBOM  HIU
ABWIKYIIUMUCA MCXaHU3MaMU BO3MOXHO TOJIBKO II0CJIC HNCUYC3HOBCHU A CHUMIITOMOB
HE)KeJaTeJIbHBIX PeaKiuil.

4.8. HexenaTeabHbIe peakiuu

Pesrome npoduiis 0esonacHocT

HexxenarenbHbIMM peakIMsIMH, KOTOpble dYacTo Habmomatorcs y mnanueHtoB (y 1-10 %
HalMEHTOB), SIBISIOTCS TUIIEPEMUs U OTEK B MECTE BBEJICHHS Iperapara.

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

YacroTa Pa3BUTUA HCIKCIIATCIIbHBIX peaKHI/Iﬁ npeacTraBjicHa B COOTBCTCTBUU C PCKOMCHAAIIUAMU
BcemupHoii opranu3anuu 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

HEBO3MOJKHO).
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HexenateHe ekt |=HOCTE 0007]

pEeaKIy B MECTE BEACHUS

CucTeMHO-OpPraHHbI Kjacc Yacrora He:kenarenbHble peakuuu
(MedDRA)

Hapyienus co ctopoHbl Penko Kpanusuuia, anaduIakTHYECKHA 10K

WMMYHHOUN CUCTEMBI Heuacto Orék nnua

Hapyienus co ctopoHbl Heuacro l'onoBuas 6onp

HEPBHOM CHUCTEMBI

Hapyienust co ctopoHbl Penko KoHbIOHKTHBUT

opraHa 3peHus

Hapyienus co ctopoHbI Yacto I'mnepemus

COCYJIOB

Hapymenust co ctoponbl Heuacto Kamrens, ynxanue, puHuT, OpOHXOCTIA3M

JBIXaTEIBbHON CUCTEMBI,

OpraHOB I'PYJAHOU KIIETKU U

CpPEeOCTEHUS

OO0mue HapylIeHus 1 Yacro OTéEK B MeCTe BBEJICHUS

Onucanue OTACIBHBIX HEKEIATCIbHBIX PEAKIIHI

YV oco6o YYBCTBUTCJIBHBIX MAIMCHTOB MOXXET BOSHUKHYTh CUCTCMHAa aJULICpruiccKasd peakuus, B

TOM 4ucCIie, aHaQUIAKTHYECKUN IIOK.

Mepbl, npuHUMaeMbIe IPU Pa3BUTUHN AIIEPTUUYECKUX PEAKIUI, ONMCaHbl B pasneie 4.4.

Penxo B mporecce MOCTAaHOBKM KOXKHBIX MPOO MOXKET HACTyNMHUTh OOOCTPEHHE OCHOBHOTO

3a00JIeBaHUsl.

CTH

Yacrora, BUJI U TSHKECTh HEKEIIATENIBHBIX PEAKUUN Y AETEN U B3POCIBIX OJUHAKOBBI.

COOGH.IGHI/IH 0 TOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co00111aTh 0 T0103pEBAEMbIX HEXKENATEIbHBIX PEaKIUAX MOCIe PEruCTpaluy penapara ¢

OCIIbIO obOecreyeHus HCIIPEPLIBHOI'O  MOHUTOPHHI'a COOTHOHICHHUA  «I10JIb3a - PHCK»

JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYeTCs COOOINaTh O JIFOOBIX

MoAO03pCBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O Ipcrapara 4Cpe3 HAIlMOHAJILHBIC

CUCTEMBbl COOOILEHUS O HEXeJaTeNbHbIX peakIusiX TroCcyAapcTB — uieHOB EBpasuiickoro

OKOHOMHYECCKOI'O COrO3a:

Poccniickas @enepanvs

Anpec: 109012, r. Mocksa, CraBstHCKasl miiomaip, 1. 4, ctp. 1

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

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UnTepnere: https:// www. roszdravnadzor.gov.ru.
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4.9. epeno3uposka (MOCNEQOBATENEHOCTE 0001)

CuMITOMBI

B cnydae mnepeno3upoBKH BO3pAcTaeT pPHUCK BO3HMKHOBEHMSI HEXKENATENbHBIX pPEeaKIHid,
CBSI3aHHBIX C IPUMEHEHUEM Mpernapara.

JleueHue

CumnromaTnueckas Tepamnus. B ciaydae pa3BuTus aHaQUIAKTHYECKOTO IIOKA U, KaK CIEICTBHE,
TSDKETBIX CHUCTEMHBIX PEaKIui (HEKymupyIuiicss OpoHXxocmnasM, achukchs, oOyCIOBIECHHAs
OTEKOM BEpXHHMX JbIXaTEeJIbHBIX NyTeH, M KOJUJIAIC) MPOBOJATCS HEOTIOXKHBIE JeueOHbIe

MeponpusaTHs (cM. pasznen 4.4).

5. ®PAPMAKOJIOT'TYECKUE CBOVCTBA

5.1. PapMakoANHAMHUYeCKHE CBOMCTBA

dapMakoTepaneBTUYECKas Ipynna: 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 MSICY KYPHULIBI.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

OCHOBHYIO 4YaCTb AKTHUBHOI'O BCIICCTBA IIpfrapara MNPCACTaBIAIOT 6€.HKI/I U IIOJIMIICIITUABI,
KOTOPBIC, KAK OXUAACTCA, paCladatoTCd Ha aMUHOKHCIIOTBI U MaJIbIC IMOJIMIICIITUABI B IIPOCBCTC
KEIyJI0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmonaraercs, 4To ajulepreH mpemnapara
MPAKTUYECKH HE BCACBIBACTCA B COCYIUCTYIO cucTeMy. [lo3Tomy mccienoBaHusi O MU3y4EHUIO

(apMaKOKMHETHYECKOT 0 PoduIIs penapara He MPOBOIUINCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
docdaTtHO-coneBoit Oy epHbIil pacTBOp:

- HATPHSL XJIOPH L,

- HaTpus ruapodocdara goaeKaruapar,

- Kaymst uruapodocdar,

- (eHON (KOHCEPBAHT),

- BOJIa IS HHBEKIIUH.

B xommiekTe ¢ AJUICPICHOM BBITYCKAIOT TECT-KOHTPOJIbHYIO KUJIKOCTb.
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TecT-KOHTpOIIbHAS )KUIKOCTH (ochaTHO-coneBpit 6yd)eH;L' i a&‘;m%)‘ TENMBHOCTE 0001)

- HaTpusl XJIOpUJI,
- Hatpus runpodocdara qonekaruapar,

- Kaymst muruapodocdar,

- (henoun (koHCEpBAHT),

- BOJIa IS HHBEKIUH.

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

Annepren — 2 roaa.

TecT-KOHTpOJIbHAS KUJKOCTh — 5 JIET.

Cpox TOJHOCTM KOMIUIEKTa OIpeneseTcsl M0 HauMEHBIIeMY CPOKY TOJHOCTH OJHOTO U3
KOMITOHEHTOB, BXOJISIIIMX B COCTaB KOMILJIEKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

Xpauuts B xonoaunbHuke (2 — 8 °C).

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

6.5. XapakTep u coaep:kaHue NePBUYHONH YIIAKOBKH

ITo 4,5 mn amneprena, mo 4,5 MJI TECT-KOHTPOJIBHOW JKUIKOCTH B CTEKJISIHHBIX (DIIAKOHAX,
YKYIIOPEHHBIX PE3WHOBBIMU MPOOKAMU UM 3aKaTaHHBIX aTIOMUHUEBBIMU Kojmaykamu. Komruiekt
cocrout u3 1 ¢nakona amneprena, 1 ¢uakoHa TeCT-KOHTPOJBHON KHIKOCTH, IMTOMEIICHHBIX B
MayKy U3 KapTOHA C MHCTPYKIMEHN MO0 MPUMEHEHHUIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIM OTX0A0B, TMOJYYEHHbIX [Ocjde TMPUMEHEeHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C PenapaToM

Het oco06bIx TpeGoBaHU K YTHIU3AIIH.

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

MOPSIZIKE.

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

AkuuoHepHoe o0mectBo «HayuHO-TIpOU3BOJICTBEHHOE OOBEIWHEHHWE 0 MEIULHUHCKUM
UMMYyHOOHOJOoTHYeCKHM 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
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(MOCNEOQBATENEHOCTL 0001)

DnekTpoHHas mouta: info@microgen.ru

7.1. IlpeacTaBuTe/Ib JEpsKATE/s] PETHCTPALMOHHOIO YI0CTOBEPEHHA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

Axknmoneproe 00mecTBo  «HaydHO-TIPOU3BOJICTBEHHOE OOBEIMHEHHWE TI0 MEIUIMHCKUM
UMMyHoOHoI0rHYeckuM rnpenaparam «Mukporen» (AO «HIIO «Mukporeny).

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

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DnekTpoHHas mouTa: info@microgen.ru.

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JATA NEPBAYHOW PETMCTPALIMW/IIOATBEPKIEHNSI PETMCTPALIAN
(MMEPEPETHCTPALINN)

JlaTa mepBUYHOMN pEeruCTpaIuu:

10. JATA IEPECMOTPA TEKCTA

OOmiass xapakTepHCTHKa JIEKapCTBEHHOTO TIpemnapara AJUlepreH U3 Msca KypuIbl AJis
JTMAarHOCTUKY JIOCTYITHA Ha MH(OpMaIIMOHHOM nopTajie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B

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



