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OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHITOFO nTIEﬂJiK'PAfA" 03)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
AnnepreH u3 ssaMeHHON Kpynbl ais auarHoctukd, 10000 PNU/mit, pacTBop miiss HaKOKHOTO

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

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB
B 1 mu npenapara coaepKutcs:
JlelicTByro11I€€ BEIIECTBO: AJJIEPIEH U3 SUMEHHOM KPYIIbI.

B 1 M1 npenapata conepxkurcs 10000 PNU™ aneprena u3 suMeHHO#H KpYIIbL.

[Ipumevanue:

*PNU (Protein Nitrogen Unit) - mexayHapomHas
CAuHULQa, IMPUHATAA OJI BBIPAXKCHHA KOHLCHTPAIUU
OEJIKOBOI0 a30Ta B AJUICPreHax, paBHas CoOaACPKaHUTO

1x10”° Mr GeKOBOrO a30Ta.

ITonHbri NEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB ITPUBEACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp /U1 HAaKO’KHOTO CKapHU(UKALMOHHOTO HAHECEHUS U IPOBEICHUS NIPUK-TECTA.

[Ipenapat npexacraBisgeT coOOH MPO3PAYHYIO >KUJIKOCTH OT CBETJIO-KOPUYHEBOI'O /10 TEMHO-
KOPHUYHEBOTO LIBETA.

B xoMmIUIeKTE € ajuIepreHOM BBITYCKAIOT TECT-KOHTPOJIBHYIO KUIKOCTb.

TeCT'KOHTPOJIBHaH KUIKOCTD NIPEACTABIIACT coboit 6CCI_IBeTHYIO MMpO3pavYHYIO KUAKOCTh.

4. KIMHUYECKHUE JJAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

Crneunduueckas TMarHOCTHKA MOBBIILIEHHONW YyBCTBUTEIBHOCTH K SIMMEHHOM KpyIe y B3pOCIBIX
U JIeTel cTapiie 4 JeT ¢ pa3IndHbIME (hopMaMK alljiepruyeckux 3a0osieBaHui (KparuBHUIIA, OTEK
KBuHKe, HeHpoaepMHT, acTMATHYECKUH OpOHXUT U Jp.) (C y4eTOM COCTOSIHMS peOeHKa,
BO3MOYKHO TIPOBEJIEHHUE KOXKHBIX TECTOB y JieTel crapiie 1 roza).

[ToxazaHusAMHU 171 TUATHOCTHKU SIBJISIFOTCSI KIIMHUYECKHE MPOSBIEHUS 3a00JI€BaHMs U JIaHHBIE
aHaMHe3a.

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEHHUs!

PexuMm no3upoBaHus

HNudopmanuio o pexuMe 103UpOBaHMs JIEKAPCTBEHHOTO IpernapaTa cM. B noapaszaene «Crnocod

MMPUMCHCHU .
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Oco0ble rpyInbl NALUEHTOB

Tlayuenmul nodcunozo eospacma
Koppekuuu 10361 HE TpedyeTcs.
Tayuenmsi ¢ HapyweHuem QyHKyuy novex
Koppekuuu 10361 He TpedyeTcs.
THayuenmoi ¢ HapywieHuem QyHKyuu neveHu
Koppekuuu 10361 HE TpeOyeTcs.
eTH
PexoMeHanuu no JO3MPOBAaHUIO JIEKAPCTBEHHOIO IIpernapara JeTsM He OTIMYalTCsS OT
pEKOMEH 1Al 110 JJO3UPOBAHUIO AJIs1 B3POCIIBIX.
[Ipumenenue npenapara MpOTUBONOKA3aHO Y JIeTel B Bo3pacte 10 1 roga (cm. pazaen 4.3.).
OOBIYHO KOXKHBIE TECTHI POBOJISATCS Y AeTel cTapiie 4 Jer.

Cnoco0 rnpuMeHeHus

[Ipemapar WCHONB3YIOT JUIS TIOCTAHOBKH KOXHBIX Mpo0 (ckapudukamms, TPHUK-TECT).
Crneunduueckyro JIUArHOCTHKY, Kak TPaBUIIO, TPOBOJIAT OIJHOBPEMEHHO C JAPYTUMHU
ajiepreHamH.

Ilocmanoska ckapuuKkayuoOHHbIX KOHCHBIX NPOO, NPUK-MECO8

CkapuduKaoHHbIE KOXXHBIE TPOOBI, MPHUK-TECTHl CTaBAT Ha BHYTPEHHEH IMOBEPXHOCTU
MpeaIieyubs WiK, TPU HeOOXOIUMOCTH, Ha KOXKE CITHBI.

OOHOBpEMEHHO C ajuIepPreHOM MPOBOMAST IOCTAHOBKY KOXHBIX MPOO C TECT-KOHTPOJIHHOU
)uakocteio u ¢ 0,01 % pacTBopom rucramMuHa, KOTOPHINA TOTOBAT pa3Benenuem 0,1 % rucramuna
auruapoxiopuaa pactBopa (1 wacte) Harpus xmopuga pactBopom 0,9 % (9 yacreii),
MIOJIO’KUTENbHASI PEAKIMS HA KOTOPBIM HE MEHEe «+» CBUAETEIbCTBYET O HAMYUU JTOCTATOYHON
PEaKTUBHOCTH KOKH. Pa3BelEHHBI pAacTBOp TMCTaMUHA TOJEH B TE€YEHHME 6 4 C MOMEHTa
IIPUTOTOBJICHUSI.

Merannuueckuii konmayok (IakoHOB (C  alJIEpreHOM, TECT-KOHTPOJIBHOM JKUAKOCTHIO)
MPOTUPAIOT COUPTOM. Y IAJSIOT CTEPUJIbHBIM MUHUETOM LEHTPAJIbHYIO KpPBIIIKY KOJMadka, a
PE3MHOBYIO MPOOKY, MpeBapuTeIbHO 00paboTanHy0 70 % 3TUIOBBIM COUPTOM, MPOKAJIBIBAIOT
CTE€pPUIILHOW UTJIOMN.

Koxy BHyTpeHHEH MOBEpXHOCTH Mpearsedbs npotupaoT 70 % 3TUIOBBIM CIIUPTOM U AAIOT e
BbICOXHYTh. Ha Ne3uHpUIMpoBaHHYIO KOXKY C TIOMOIIbIO CTEPUIILHOTO HIMPHUIIA HAHOCST KarlIo
UCTIBITYEMOTO aJIJIepreHa, Karllo TecT-KOHTpOJbHOM skuakoctd u kammo 0,01 % pactBopa
rucramuHa Ha pacctosauu (30-40) MM pyr oT apyra. AiepreH, HaOpaHHBIN B IIIPHUIL, HENb3S

BBUIMBATh 00PATHO BO ()JIaKOH.
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IIpy MOCTAaHOBKE CKAPU(UKAHOHHBIX KOXKHBIX IIPOG Dle'pezz %&“E&QEQ{;{H-{ 'DaéT—B'-(.)DOB

CTepUIBHBIMU CKapu(HUKaTOpaMy WIM WHBEKIIMOHHBIMH WIJIAMH HAHOCAT JIBE MapaJUieIbHBIE
LaparuHbl IJIMHOU 5 MM.

[Ipy mMOCTaHOBKE MPUK-TECTOB 4Yepe3 KaIuld HAaHECEHHBIX PAacCTBOPOB CTEPUIIbHBIMU
WHBCKIIMOHHBIMHU UTJIaMH, YKOPOYCHHBIMH WM C OTPAHUYUTENIEM TIYOUHBI YKOJIA WU UTJIaMU
JUIs TpUK-TecTa (JIaHIeTaMHu) MpPOU3BOAAT YKo Koxku Ha riayouny 1,0-1,5 mwm. Ilpu
UCIOJIb30BAaHUN HWHBEKIMOHHBIX HWIJI KOXY MPOKANBIBAIOT MMOA yriaoMm 45° Tak, 4TOObl He
BBICTYIIIJIA KPOBB; 3aTE€M UTJy BEHIHUMAIOT, CJIETKa MPUIIOJAHUMAsS KOXKY.

Koxnyto peakinuio yuutbiBaior uyepe3 20 wmuH. CTepwibHBIMA BaTHBIMH TaMIIOHAMU
«IIPOMOKAIOT» KAl HAHECEHHBIX PACTBOPOB B MECTE LAapaluH WM MPOKOJA KOXKMU (BaTHBIN
TaMIIOH JOJKEH OBITh OTAENIbHBIM JUIS KaXJI0M KaIljli HAaHECEHHBIX PACTBOPOB) M YUHUTHIBAIOT
PEaKIUIO KOXKH.

Oyenka OuazcHOCMUYECKUX KOHCHbIX NPo6

MecCTHYI0 pPEeakiuio KOXKH TP MOCTAHOBKE CKAPU(PUKAIMOHHBIX KOXHBIX MPOO, MPUK-TECTOB,
YUUTHIBAIOT yepe3 20 MUH HpU OTCYTCTBUU PEAKIMHM HA TECT-KOHTPOJIbBHYIO >KUIKOCTh U MpHU

HaJMYHH ITOJIOKUTEIILHON IPOOBI Ha TUCTAaMUH (HE MeHee «+») (Tadu. 1).

Tabnuna 1
Cxema yyera ckapu(PUKALMOHHBIX KOKHBIX P00, MPUK-TECTOB
Ouenka peakunu Crenenpb Pa3mep u xapakrep peakuuu
BBIPa’KEHHOCTH
peakuuu®
OtpunarenabHast — OTtcyrcTBUE BOABIPS (Tamysibl), TUIIEPEMUS KaK B
KOHTPOJIE C TECT-KOHTPOJIBHON KHUIAKOCTBIO
[TonoxxurenbHast + Bongsips (mamyna) 2-3 MM, 3aMeTeH TOJBKO IpHU
HATATMBaHUM KOXKH, TUIIEPEMUS
[TonoxxurenpHast ++ Bongeips (mamyna) 4-5 mm, runepemus (s

CKapU(pUKALNOHHBIX NPO0);
Bongeips (manmyna) 4-10 mm, runepemus (s
MIPUK-TECTOB)

[TonoxurensHas +++ Bongeips (mamyna) 6-10 MM, rumepeMus wiu
BOJLJIBIph 6-10 MM ¢ TCeBAONONUSMHU, TUIIEPEMUS
(U1t ckapupUKAIMOHHBIX IPO0);

Bonnpipy  (mamyna) 11-15  wMM, runepemus
(7St IPUK-TECTOB)

ITonoxurensHas ++++ Bonnpips (manyna) 6onee 10 MM, runepeMust win
BOJIIIBIPS (maryna) 6onee 10 MM ¢ TICEBAOTIOAUSIMH,
runepemMust (s ckapuPUKAIMOHHBIX TP00);
Bonnpips (mamyna) 6oee 15 MM ¢ IceBAOMOAUAMH,
runepemMus (s IPUK-TECTOB)
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* CTeneHb BRIPAKEHHOCTH PEAKITUH:
- OrtpunarenbHas;
+ CoMHHTEIbHAS,
+ C1aboI1005KUTEIbHAS,
++  IlomoxxwurenbHasi;
+++ Pe3Kko MoJIOKUTEIbHAS,
++++ OueHb pe3KO MOJOKUTENbHAS.
4.3. IlpoTUBONOKA3aAHHS
1. T'unep4yyBCTBUTENBHOCTh K JIOOOMY M3 BCIOMOTATEIbHBIX BEIIECTB, MEPEUYHCICHHBIX B
pasaene 6.1.
O06ocTpeHne auIepruaeckoro 3a00IeBaHusl.

OcTpble UHTEPKYPPEHTHBIE HHPEKLIUH.

XpoHuueckue 3a005IeBaHMs B CTAIMU O0OCTPEHUS W/UIH JeKOMITCHCALIH.

2
3
4
5. bepeMeHHOCTH U MepHOJ IPyAHOr0 BCKapMiIMBaHus (cM. paszaen 4.6).
6. Tybepkyne3 m000ii TOKANIU3AIMH B IEPHOJ OOOCTPEHHUS.

7. Ilcuxwuyeckue 3a00€BaHUs B IEPUOT OOOCTPEHUS.

8. Cucremnble 3a0051€BaHMs COCTUHUTEIHHON TKaHU.

9. 3moxauecTBEHHBIEC 3200JICBAHUS.

10. UmmyHOIE(DULIIUTHBIE COCTOSHUSI.

11. AytouMMyHHBIE 3a00JI€BaHU.

12. Tsoxemass  OpoHXHMalbHAasE acTMa, IUIOXO  KOHTpoimpyemas  (papMakoJOTHUYECKUMHU
npenaparamu (00beM (opcupoBanHoro Beioxa 3a 1 ¢ Mmenee 70 % mocne mpoBeAeHUS
a/IeKBaTHOM (hapMakoTepanuu).

13. Mlerckuit Bo3pact 10 1 roga (mpoBeeHHEe KOKHBIX TECTOB Ul CelU(PUIECKOI JUarHOCTHKH
BO3MOXKHO Y JIeTel B BO3pacTe crapiie 1 roja, ¢ yueToM cCOCTOsTHUS pPeOeHKa, HO OOBIYHO KOKHBIE
TECThI IPOBOJSATCS y JIeTel cTapiie 4 JieT).

14. CuctemHas THIOKOKOPTHKOCTEPOUIHAS Tepamus, Tepanus [B-aapeHOMUMETHKaMU H
AHTUTUCTAMUHHBIMHU TIpemapaTamH.

4.4. Oco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH MPHU MPUMEHEeHHH

Oco0ble yKa3aHus

3a 2-3 JHA 0 ITIOCTAaHOBKHU KOXHBIX Hp06 JOJIXKHBI OBITb OTMEHEHBHI AHTHIHMCTAMHHHBIE
npemnaparsl. HpI/I COMHMUTCJIBHBIX PE3YJIbTATAX KOXHBIX Hp06 HUX MOKHO IIOBTOPUTH 4CPE3 2-3 JHA
(HOCJ’IG CTHUXaHHUS MECTHOM pCakiun Ha MNPCAbIAYIINC HpO6BI). B cJIydyac IMOJIOKUTCIBHOI'O

peE3yiabTaTra, KOXKHBIC HpO6I)I C AJUICPréHaMm MOKHO IMOBTOPATH HE Yalll€ OJJHOI'0O pa3a B MECAII.
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Mephl IpeaoCcTOPOKHOCTH IPY IPUMEHEHUH

C uenpio BBISBICHHUS MPOTHBONOKA3aHWN Bpad B JICHb IMOCTAHOBKH AalUICPrHYECKHX MPOO0
MPOBOJUT OCMOTp MallUCHTA.

[Tocne kaxx10if MHBEKIIMK aJJIEPTeHA MAIMEHT JO0DKSH HaOI01aThCs BpadyOM-aJlJIEpProJioroM He
Menee 60 muH. B TeueHue 3Toro BpeMeHu Bpad J0HKEH OTMEYaTh PEaKIMI0 KOKM Ha BBEJCHUE
npermapara W oOmiee cocrtosHue manueHta. OO0 OTHANEHHBIX PEaKIUAX IMAlUeHT JOJDKEH
nH(pOpMUpOBaTh Bpaya. YUHUTHIBas BO3MOKHOCTh BO3HMKHOBEHHUS CHCTEMHOW allJIEPTHYECKON
peakiuu, B TOM 4ucie, aHAQUIAKTHYECKOTO IIOKA, MEIUIIMHCKUN KaOWHET, TJe MPOBOJUTCS
cnenuduyeckas JUArHOCTUKA  MAlMEHTOB, JOJDKEH OBITh  O0ecleueH  CpeiCcTBaMHU
IIPOTUBOILIOKOBOM TEPAINH.

[Ipy moOsIBIEHHM  CUMIITOMOB  QJJIEPrUYECKOM  pEeakuuW  HEMEIJIEHHO  MPOBOJUTCA
COOTBETCTBYIOLIAs TEPAIIHSI.

Oxazamnue nomowu npu peaxyusx ooueco muna u AHAOUIAKMUYECKOM UWOKe

[Ipr mpoBeneHUH KOXKHBIX MPOO BO3MOXKHO Pa3BHTHE PEAKIMM HEMEUICHHOTO THIIA, B T.U.
aHauUIaKCUH, KOTOPas MPOSBIIAETCS B BUJIE KPATUBHUIIBI U COCYUCTOTO OTEKa, OT€Ka rOpTaHHU,
3aTPYIHEHHOTO JbIXaHWUSI W yAYLIbS. ODTH CHUMITOMBI YacTO BO3HMKAIOT IIOCIE OILYLICHUS
reHEPAIM30BAaHHOTO 3y/1a, YYBCTBA ¥ KCHUS, TUIIEPEMUH KOKHBIX TTOKPOBOB, a TAK)KE OIIYIICHUS
cTpaxa CMepTH.

BcenencrtBue anaduiiakTHUECKOTO IMIOKAa MOXKET Pa3BUTHCS HEKYMHPYIOMIHMICS OpOoHXOCHa3M,
acukcus, 00yCIOBICHHAs OTEKOM BEPXHHX JbIXaTeIbHBIX ITYTEH, U KOJLIAIIC.

B aToM cimyuae TpeOyroTcst HEOTIOKHBIE JIEUeOHbIE MEPOTIPHUSTHSI.

Jococnumanvras nomousb npu aHa(buJZCleMVQCKOM uoke

1. HemeyieHHO NIpeKpaTUTh BBEICHUE aJIEPreHa, BBI3BABILIETO PEAKIINIO, YI0KHUTh NallueHTa Ha
KYIIETKYy (roJioBa HHMXE HOT), TOJIOBY MOBEPHYTHh B CTOPOHY, BBIABUHYTH HIJKHIOIO YEIIOCTD,
YIAIATH UMEIOIINeCs 3yOHbIE TPOTE3HI.

2. Hanoxwuth )XTyT Ha MECTO BBIIIE BBEJICHHS AJIEPTeHa, €CITH 3TO BO3MOXKHO.

3. B koHeuHoOCTh, cBOOOAHYIO OT *ryta, BBectd 0,3-0,5 mu 0,1 % pacTBOpa agpeHannHa
BHYTPUMBIIIIEYHO (B/M) Wi 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
aJpeHanuHa He noipkHa npesbimath 1 M 0,1 % pactBopa. KpatHocTh M 7032 BBOJMMOTO
aJIpeHaJIHA 3aBUCHT OT TSDKECTH IIOKa M TOKa3aTeliel apTepuanbHOTO AaBieHus. [loBTOpHOE
BBEJICHUE MaJbIX /03 aJpeHannHa Oonee 3(p(PEKTUBHO, YEM OJHOKPATHOE BBEJCHHE OOJIBIION
JIO3BI.

4. O6xkonotre mecto uabekiuu 0,3-0,5 ma pactBopa agpenasmna (1 ma 0,1 % pactBopa

aJpeHalInHa pa3BecTH B 3-5 mur HaTpus xsopuaa pactopa 0,9 %).
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5. K MecTy MHBEKIIUHU NPUIIOKUTD ITY3bIPb CO JIbAOM.

6. ObecreynTh TOCTYI CBEXKETO BO3AyXa WU AaTh KUcIopoa. [Ipu HapylieHUN puT™Ma AbIXaHUS
WIN €T0 3aTPYAHCHUH MPOBOANTH UCKYCCTBEHHYIO BeHTUIIsIMIO Jerkux (UBJI).

7. CpouHO BBI3BaTh Bpaya, OJHOBPEMEHHO BBI3BIBACTCS PECaHUMAIIMOHHAS OpUTaja.

Jlo mpuesna peaHUMAIMOHHON Opurajibl HEOOXOAMMO OKAa3bIBATh MEAMIIMHCKYIO IMOMOIIL U
MPOBOANTH TIOCTOSIHHBIA KOHTPOJbh 33 TEeMOJMHAMHUYCCKUMH TOKA3aTeISIMH M COCTOSHUEM
¢dbyakuun BHemHero apixanus (OBJI).

Tocnumanvnas nomowb npu aHad)quaKmuqecmM uokKe

1. Ilpu xpaiiHe TSKETOM COCTOSHUH MAIEHTA U IIPU BBIPAKEHHBIX HAPYIICHUSX T€MOIMHAMHUKH
BBOAAT B/B MemneHHO 5 mit 0,01 % pactBopa anpeHanuHa, mpu JOCTHXKeHUU 3(pdekTa BBeIeHUE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B T€YEHHE HECKOJIBKUX MUHYT.
2. Ecnu aptepuanbHoe naBinenue (AJl) He cTaOMIM3HpYeTCs, CPOYHO HAyaTh BHYTPUBEHHOE
KareJibHOe BBeZeHnEe HopanuHepuHa (pernmpuna, nomamuna) 0,2 % 1,0-2,0 M mva 500 M
5 % pacTBOpa IIIFOKO3bI I HHPY3HUA WM HATpUs Xjopuaa pacteopa 0,9 %.

3. BHYTpUBEHHO CTPYHHO BBECTH TNIFOKOKOPTUKOCTEPOHBI: Mpeann3oioH — 60-180 mr (mersam
5 mr/kr) nnm aexcamera3o — 8-20 mr (mzetsm 0,3-0,6 mr/kr), win rugpokoptuzon — 200-400 mr
(metsim 4-8 mr/kr). o cocTosHHIO BBEIEHHE TOPMOHOB MOBTOPSIOT M IPOJIOIDKAIOT HE MEHEe
4-6 cyr Uil TPENOTBpAIICHUS QJUIEPIrMUECKUX pPEaKIUil MO0 HMMYHOKOMIIEKCHOMY WJIH
3aMeJUICHHOMY THUITY.

4. Tonbko mpu crabunmzanuu AJ] BHyTpumbimieyHo BBectu 2,0 ma 2 % pacTBopa
xjioponupamMuHa (metsm 6-12 mec. — 0,25 mm, 1-6 mer — 0,5 mu, 7-18 ner — 0,5-1,0 mun) wim
0,1 % xnemactuna (nersam 0,025 mr/kr/cyT 3a 1Be HHBEKLIUN).

5. Cumnromaruyeckas Tepamus Mo nokazaHusM. IIpu coxpaneHMH OpPOHXOOOCTPYKTHMBHOI'O
CHUHJIpOMa BHYTPUBEHHO MEIJIEHHO BBOJIAT aMMHOGWILIMH, 10 mu 2,4 % pacTBOpa KOTOPOro
MpeABapUTENILHO pa3BoadT B 20 Mi1 HaTpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/KT, AETIM
2-3 wr/kr). AMHUHOQWUIMH HEOOXOAMMO MPHUMEHSITh OCTOPOKHO B CBS3H C BO3MOXHBIM
HOSIBICHUEM apUTMHH.

6. Ilpu HeOOXOAMMOCTH OTCACHIBAIOT U3 JBIXATENbHBIX MyTEH CKOMMBIIUICS CEKPET U PBOTHBIE
Macchl, HAUUHAIOT OKCUTEHOTEPAIIUIO.

7. Ilpu ocTpoM OTeke ropTaHu MoKa3zaHa MHTYOALUs WM TPaXeoTOMHUSI.

Bce nanuenTs! ¢ aHaMIaKTHYECKUM IIOKOM MOJUIeXaT 0053aTelbHON MOCIUTAIN3AMA Ha CPOK
He MeHee 10 HEH ¢ 1enplo MpoJoKeHUsT HAOMI0AeHUS U JIeYeHus, T.K. y 2-5 % NalueHToB,
nepeHeclnx aHapUIaKTHUECKU 0K, HaOIr01at0TCs TIO3THUE aIEPrHUECKUe PEaKIUH.

J103bI BBOJUMBIX JIEKApCTB U TAKTHKA Bpaya ONpPEAENSIOTCS KINHUYECKOW KapTUHOM, HO BO BCEX

cirydasax HGO6XO)II/IMO, B IICPBYIO O04YEpPCab, BBCACHUEC aJApCHaIMHA, I'TFOKOKOPTUKOCTCPOUIHBIX
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MIPOTUBOIIOKA3aHO.
4.5. B3auMmojeiicTBHMe ¢ JAPYrHMH JIeKAPCTBEHHBIMHM TpenaparamMu W Jpyrue BHIbI
B3aNMOJAEeHCTBUSA

He npuMeHSATh OTHOBPEMEHHO C MPUEMOM [-aIpeHOOI0KATOPOB.

KoxHble Ipo0kI clielyeT IPOBOJIUTh HE paHee, 4eM depes:

- 1 Hegento nmocie TyOepKyITMHOBOM MPOOHI;

- 1 Mecs11 mocie BaKIIMHAIIMY MHAKTHBUPOBAHHBIMU BaKI[MHAMHU;

- 3 Mecsla nociie MPUBUBOK >KMUBBIMH BaKIIMHAMH (KaK BUPYCHBIMH, TaK M OaKTepUaTbHBIMU,
BKurovas Bakiuny BLK).

Bo03M0XHO 0JTHOBpEMEHHOE UCIOJIb30BAHUE C AJUIEPTCHAMH JIPYTUX HAUMEHOBAaHUM.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

[Ipumenenue npenapara npu 6€peMeHHOCTH MPOTHUBOIIOKA3aHO.

JlakTarms

[IpumeHeHue npenapara B HEPUOJ TPYAHOIO BCKAPMIMBAaHUS IPOTUBONOKA3aHO.

DdepTUabHOCTD

HeT naHHBIX 0 BIMSHUY Mpernapara Ha GepTUIbHOCTD YEI0BEKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAITH TPAHCIOPTHBIMH CPEACTBAMHM H PadoTaTh ¢
MeXaHHU3MaMH

HekoTopsie HexenaTeNbHbIE PEaKIuH, CBsI3aHHBIC C EHCTBHEM IMpenapara, MOTYT OKa3bIBaTh
BO3JICHCTBUE Ha CIIOCOOHOCTh YIIPaBJIATH TPaHCIIOPTHBIM CpENCTBOM 158105
I[BI/DKYHII/IMI/ICSI MECXaHU3MaMMH. ILJ'I?[ IIarmuEeHTOB, y KOTOpBIX Ha6J'IIOI[aJ'II/ICB HCXKECJIATCIIBHBIC
peakiuu TpH  BBEJIEHUU I[Ipermaparta, yIOpaBiIeHHE TPAHCHOPTHBIM  CPEACTBOM  HIIU
I[BI/DKYHII/IMI/ICSI MEXaHU3MaMHN BO3MOXXHO TOJIBKO I10CJIC HNCUC3HOBCHUA CUMIITOMOB
HEKeNaTeNIbHBIX PEaKIuil.

4.8. Hexkenare/jibHbIE peakKUUU

Pesrome nnpoduias 0e30macHOCTH

HexxenarenbHbIMH peakLMsMH, KOTOpble YacTo HaOmojnatoTcs y mnamueHtoB (y 1-10%
MAIMEHTOB), SIBJISIFOTCS TUIIEPEMHUSI U OTEK B MECTE BBEJICHUS Iperapara.

TabanuHoe pE3IOME HEXKENATCIILHBIX PEaKINH

YacroTa pa3BUTHs HEXETATeNbHBIX PEaKIUil MpeICTaBlIeHa B COOTBETCTBUU C PEKOMEHIALIUSIMHU
BceMupHo#i opraHu3aiuy 3ApaBOOXPAHCHUS W BKITIOYACT CIICAYIONIUE KATETOPHH: OYCHB YacTo
(>1/10), gacto (>1/100 mo <1/10), Hegacto (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb penko (10 <1/10000) u yactoTa HeM3BeCTHA (HA OCHOBAHUHM UMEIOIINUXCSI JTAHHBIX OLICHUTh

HEBO3MOJKHO).
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CucTeMHO-OpPraHHbIii KJIacce Yacrtora HexenaTenbHble peakunu
(MedDRA)
Hapymenust co ctoponsl Penxo KpanuBauna, anHapuiakTHYECKHUMA
VMMYHHOH CHUCTEMBI LI0K
Heuacto OT1ék nuna
Hapymenust co ctopoHnsl Heuacrto I'onoBHas 60116
HEPBHOM CUCTEMBI
Hapymenust co ctopoHnsl Penxo KoHbroHKTUBUT
opraHa 3peHus
Hapymenust co ctopoHnsl Yacro ['unepemus
COCYJIOB
Hapymenust co ctoponsl Heuacrto Kamens, ynxanue, puHuT,
JIBIXaTEIbHON CUCTEMBI, OpoHxocnasm
OpraHOB I'PYJAHOM KIIETKH U
CPENOCTEHUs
OO61ue HapyiieHus u Yacrto OTték B MecTe BBEICHUS
peaKIy B MECTE BEACHUS

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

Y 0c000 4yBCTBUTEIBHBIX MMAIUCHTOB MOXKET BO3HUKHYTh CUCTEMHAsl aJlJIeprudeckasi peakiivsi, B
TOM 4HCJIe, aHa(QUIAKTHYCCKHUI [IOK.
Mepsl, npuHUMaeMble IPU Pa3BUTUHN AIJIEPTUUYECKUX PEAKIUil, OMcaHbl B pasjeie 4.4.
PeI[KO B Hpouecce IIOCTAHOBKH KO>XHBIX Hp06 MOXKET HaCTyrII/ITI) O6OCTpeHI/Ie OCHOBHOTI'O
3a0071€BaHus.

eTU
qaCTOTa, BU U TSOKECTh HCXKECIIATCIIbHBIX peaKHI/Iﬁ y I[eTeI\/JI n B3pOCJ'II)IX OJINHAKOBBI.

Co001rIeHns 0 I0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo co0011aTh 0 0103pEBaEMbIX HEXENATEIbHBIX PEAKIIUIX MOCIIE PETUCTPAIIMU TIperapara ¢
Henbl0  O0ecreueHusi  HEeMpepbhlBHOTO ~ MOHUTOPUHTA  COOTHOIIGHHUS  «II0JIb3a-PUCK)
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIAYETCsl cOOOIIaTh O JHOOBIX
MoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpEriapara 4€pe3 HAIlMOHAJIbHBIC
CHUCTEMBI COOOIIEHHsI O HEXKeJIaTeNbHBIX pPEeaKIUsIX ToCcylAapcTB — uJIeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a:

Poccniickas @enepanvs

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

®depnepanpHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (Pocsnpasuanzop):

Tenedon: +7 800 550 99 03

OnekTponHas 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

CumnromaTrueckas Tepamnus. B ciaydae pa3BuTusi aHaQUIaKTHIECKOTO MIOKA M, KaK CIE/ICTBUE,
TSDKEBIX CHUCTEMHBIX PEaKIUi (HEKyMUPYIOIIUUCS OpoHxocmasM, achUKCHUs, 00yCIOBICHHAs
OTEKOM BEpPXHHUX JBIXaTCIIbHBIX IyTeH, M KOJUIAIC) MPOBOMATCS HEOTIOXKHBIC JIeUeOHbBIC

MeponpusTus (cM. paznen 4.4).

5. ®PAPMAKOJOT'MYECKHE CBOMCTBA

5.1. ®apmakoaHHAMHUYECKHE CBOMCTBA

dapMakoTeparneBTHYECKas TPYIIa: AJUICPTeHBI; IKCTPAKTHI AJIJICPTESHOB.
Kox ATX: VO1AAOS.

MexaHu3M ASHCTBUS

OCHOBHBIM JICHCTBYIOIIMM HAYaJIOM aJulepreHa siBisieTcs OeIKOBO-TIONMCaXapUIHbIA KOMILIEKC,
H03BOJI$IIOHII/H>'I ANarHoCTUpoOBaTh y IIannueHTa npu IIOCTAaHOBKE KOXXHBIX Hp06
THUIICPYYBCTBHUTCIBHOCTD K STIMEHHOM Kpyr1ie€.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

OCHOBHYI0 4YacTh AKTHBHOIO BEIIECTBAa MperapaTa MPEACTaBISIOT OETKU U TOJHUIENTUIBL,
KOTOPBIC, KaK OXXKUAACTCA, paclaaaroTCsd Ha aMUHOKUCIIOTBI U MAJIBIC MOJTUIICTITUABI B IIPOCBETC
JKENyJJ0OYHO-KMIIEYHOTO TpakTa M B TKaHAX. [Ipeamosaraercs, 4To ajiepreH mpenapara
MPaKTUYECKH HE BCACBIBAETCS B COCYIUCTYIO cucTemy. lloaToMy McciienoBaHus MO U3YYEHUIO

(apMaKOKUHETHYECKOT0 MPOodUJIs Mpenapara He MPOBOIUINCH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
®docpaTHO-coneBoit Oy epHbIil pacTBOp:

- HATPHSI XJIOPH,

- Hatpus ruapodocdara qomekaruapar,

- kaymst uruapodocdar,

- (henon (koHCEpBaHT),

- BOJIa JJ1sl UHBEKIIHH.

B xommiexTe ¢ AJUICPIC€HOM BBIITYCKAIOT TECT-KOHTPOJIBHYIO ) KHUIKOCTh.



TecT-KOHTpOJIBHAS KUAKOCTH (pochaTrHO-coneB
- HaTpUs XJIOPU]I,

- HaTpus ruapodocdara JoaeKaruapar,

- Kaymst muruapodocdar,

- (henou (koHCEpBAHT),

- BOJIa 11 MHBEKIIUH.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )
Annepren — 2 roaa.

TecT-KOHTPOJIbHAS JKUIKOCTh — 5 JIET.

i
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CpOK rOAHOCTU KOMIUICKTA OIPCACIIICTCA M0 HAMMCEHBIIEMY CPOKY TOAHOCTH OIAHOIO U3

KOMIIOHCHTOB, BXOJAIIKUX B COCTAaB KOMIIJICKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutsb B xonoaunbHuke (2 — 8 °C).

XpaHI/ITB B 3alIlMIIICHHOM OT CBE€Ta MCCTC. He 3aMOpPAKUBATh.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

ITo 4,5 mMn amneprena, mo 4,5 MJ TECT-KOHTPOJBHON JKHUIKOCTH B CTEKISHHBIX (IIaKoHaX,

YKYIOPCHHBIX PE3MHOBLIMU HpO6KaMI/I M 3aKaTaHHBIX aIIOMUHHUEBBIMH KoJmadykaMu. KommiaekT

cocTout u3 1 (1)JIaKOHa aJlJIeprexa, 1 (1)J'IaKOHa TeCT'KOHTpOHBHOﬁ KHUAKOCTHU, ITIOMCIICHHBIX B

MIa4YKy U3 KapTOHA C MHCTPYKIMEHN MO IPUMEHEHHIO.

6.6.

JICKAPCTBEHHOI'O

OcobOble  MepbI

npenapara  HJIH

NPEeI0CTOPOKHOCTH

0TX0/10B,

npu YHUYUTOKCHUH HCIIOJIb30BAHHOI'0

MOJTYYC€HHDBIX mocJje NPUMECHCHUSA

JJEKAPCTBCHHOI'0 Npenmapara 1 IPyru€ MaHUuMyJisiliuu € nmpemaparom

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.
Bech ocTraBIIMiiCs I€KapCTBEHHBIN IIpenapar u

TOPSIZIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O
Poccuiickas @enepanus

AKIIMOHEpHOE  OOIIECTBO

OTXOJbI CJICAYCT YHUYTOKUTH B YCTAHOBJICHHOM

YAOCTOBEPEHUA

((Hay‘-IHO-HpOI/ISBO,I[CTBeHHOC 06T>GILI/IHCHI/IC Io MCAUMIIMHCKHUM

UMMyHOOHOJIOoTHYecKnM npenapataM «Mukporen» (AO «HITO «Mukporen»)

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

Tenedon: (495) 710-37-87
daxkc: (495) 783-88-04

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

IIperen3un norpedbuTeieil HAOPABIIATS 10 AJIPECY:

Poccuiickas @enepanus

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

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 PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JIATA TEPBUYHOW PETUCTPALIMW/IIOATBEPKIEHUSI PETMCTPALIAU
(MEPEPETMCTPALINN)

JlaTa nepBUYHON PErUCTPALINHN:

10. JATA IEPECMOTPA TEKCTA

OOmast XapakTepHCTUKa JIEKapCTBEHHOTO IpemnapaTa AJUIepreH U3 sSUMEHHOM Kpymnsl JUis
JIMarHOCTUKY JIOCTYITHAa Ha MH(OpMaIIMOHHOM TopTajie EBpa3uiickoro 3KOHOMUYECKOI0 COI03a B

uH(pOpPMAIIMOHHO-KOMMYHHUKAIIMOHHOM ceTn «HTepHEeT™ https://eec.eaeunion.org.



