COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 01.08.2024 N= 15862

OBIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI' O ITPEITAPATA
Annepren w3 ToBsSAuHBI s guarHoctwkd, 10000 PNU/mi, pacTBOp miis HAKOXHOTO

cKapu(UKaLMOHHOTO HAHECEHUSI U MTPOBEJICHUS TIPUK-TECTA.

2. KAUECTBEHHBINA U KOJIMYECTBEHHBIN COCTAB
JlericTByro1iee BEIIeCTBO: aJJIEPreH U3 TOBSIMHBI.

B 1 M npenapata coaepsxurcs 10000 PNU™ anseprena u3 roBsaiHbL

[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 npeacrasnseT co00i MPO3pavyHyr0 OECIIBETHYIO KUIKOCTD.

B xommuiekTe ¢ ajquiepreHoM BBITYCKAIOT TECT-KOHTPOJIbHYIO JKUIKOCTb.

TecT-KOHTpOIBbHAS KUJIKOCTD MPEACTABISAET COO0N OECBETHYIO TPO3PAUHYIO KHUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

Crnenn¢udeckast AMarHOCTHKA MOBBIMICHHONW YyBCTBUTEIBHOCTH K TOBSIIUHE Y B3POCIBIX U JCTEH
crapuie 4 JeT ¢ pa3InIHBIMU (POPMaMU AJUIEPTUUECKUX 3a00IeBaHMI: KpalMBHUIIA, OTeK KBHHKe,
HEHpPOJIEPMUT, aCTMATUYECKUA OpPOHXUT U JAp. (C Y4ETOM COCTOSIHHUSA DPEOCHKAa, BO3MOKHO
IIPOBEJICHUE KOKHBIX TECTOB y JIeTeH crapiie 1 rona).

[TokazaHusIMU ISl TMarHOCTUKH SIBIIIOTCSI KIIMHUYECKHE TPOSBICHHS 3a00JI€BaHUS U JaHHbBIC
aHaMHe3a.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

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

Oco0ble rpyInel NALKMEHTOB

Hauuenmbl NOJ2HCUTI020 803pacma

Koppekiuu 10361 HE TpeOyeTcs.
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Iayuenmot ¢ Hapywenuem QyHKyuy nouex (MOCNELOBATENBHOCTE 0001)

Koppeknuu n0361 HE TpeOyeTcs.
Ilayuenmul ¢ nHapywenuem ynKyuu neveHu
Koppexkiuu 10361 He TpedyeTcs.
eTu
PekoMeHmamm 1o JO3MPOBAHUIO JIEKAPCTBEHHOTO IIpermapaTa JAETSM He OTJIWYArTCS OT
pEKOMEHAALUH 110 T03UPOBAHUIO IS 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 [Jisi TIOCTAHOBKH KOXXHBIX Tpo0 (ckapuduKaiusi, TPHUK-TECT).
Crenuduueckyto JIUAarHOCTHKY, Kak IMpaBWJIO, MPOBOIAT OJHOBPEMEHHO C JPYIHMMHU
aJJIepreHamu.

Ilocmanoska ckapuguKkayuoHHbIX KOHCHBIX NPOO, NPUK-MECMO8

CkapudukaioHHble KOXHbIE MPOObI, MPUK-TECThl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTU
MpeaIieubs WK, P HEOOXOIUMOCTH, Ha KOXKE CITUHBL.

OMHOBPEMEHHO C aUIEPreHOM MPOBOJAT TOCTAHOBKY KOXHBIX TNPOO C TECT-KOHTPOJIbHOU
xunkocTbio u ¢ 0,01 % pacTBOpoM rucTamMmuHa, KOTOPBIN roToBAT pasBeaeHuem 0,1 % rucrammuna
quruapoxiopuaa pactBopa (1 wacte) Harpus xmopuma pactBopom 0,9 % (9 gacreit),
MOJIO’KUTEIbHAS PEAKIMs HAa KOTOPBIIl HE MEHee «+» CBUACTEIBCTBYET O HAIMYUK JOCTATOYHON
PCaKTHUBHOCTH KOXHU. Pa3BeneHHBIH pacTBOp T'MCTaMUHa TOJEH B TEUYEHHE 6 4 C MOMEHTa
IPUTOTOBIICHHS.

Merammueckuii - KoJImadok (IakoHOB (C  aJJIEPTeHOM, TECT-KOHTPOJIBHOM IKHUIKOCTHIO)
IPOTUPAIOT CHUPTOM. YJAISIIOT CTEPUIIBHBIM MHUHIIETOM LEHTPAIbHYIO KPBIIIKY KOJIMAyKa, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyio 70 % STHIIOBBIM CIIUPTOM, MPOKAIBIBAIOT
CTEpPUIIBHOW HUTJION.

Koy BHyTpeHHEN MOBEPXHOCTU MpeAruiedbs NpoTUparoT 70 % 3THIOBBIM COUPTOM U JAKOT €d
BBICOXHYTh. Ha e3nHpUIMpOBaHHYIO KOXKY C IOMOIIbIO CTEPUJIBHOTO LIMPHUIIA HAHOCAT KaIlIio
UCTIBITYEMOTO JIJIepreHa, Karulio TeCT-KOHTPOJbHOM >kuakoctd u kammo 0,01 % pactBopa
ructamuHa Ha paccrosaun (30-40) MM npyr ot npyra. AJuiepreH, HaOpaHHbBIN B LINPHIL, HEIb3s
BBUTMBATh 00paTHO BO ()IAKOH.

[Tpu mocraHoBKEe cKapu(UKAIMOHHBIX KOXKHBIX MPOO dYepe3 Kalull HAaHECEHHBIX PacTBOPOB
CTEPWJIBHBIMU CKapU(PHUKATOpaMU WIM MHBEKIHMOHHBIMH UTJAMHM HAHOCAT JBE MapajliesibHbIC

LaparyHbl JJIMHOU 5 MM.
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IIpy mocTaHOBKE MNPUK-TECTOB uepe3  Kajulu ndfbceHNbIe - %ﬁgﬁ%: "C];ébr&;[gilllﬁlMH

WHBEKIIMOHHBIMU UTJIAMH, YKOPOYCHHBIMHU WIIA C OTPAHUYUTENIEM TNIYOMHBI yKOJa WA WUTJIAMU
JUIsT TIpUK-TecTa (JaHIleTaMu) TPOU3BOAAT YKOI KOxH Ha riayouny 1,0-1,5 mm. Ilpum
UCIIOJIb30BAaHUN HWHBEKIUMOHHBIX WIVT KOXY MPOKalbIBAIOT MoA Yriiom 45° Tak, 4ToObl He
BBICTYITIJIA KPOBB; 3aTE€M UTTy BEIHUMAIOT, CJIETKA MPUTIOIHUMAS KOXKY.

Koxnyto peaknuto yuntbiBaioT yepe3 20 MuH. CTepuwibHbIMM BaTHBIMH TaMIIOHAMHU
«IPOMOKAIOT» KaIlJIi HAHECEHHBIX PACTBOPOB B MECTE LapalMH WU MPOKOJa KOXH (BaTHBIN
TaMIIOH JOJKEH OBbITh OTAENbHBIM Ul KaXI0M KaIllji HAaHECEHHBIX PACTBOPOB) U YUHUTHIBAIOT
PEaKLHIO KOXKHU.

Oyenka ouazHoCmuYecKux KOXCHbIX npood

MecTHyI0 peakIiio KOXKU MPHU MOCTaHOBKE CKapU(PUKAIMOHHBIX KOXHBIX MPOO, MPUK-TECTOB,

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

HATMYUU TIOJIOKUTEIIBHOM MpOObI Ha TUCTaMHH (HE MEeHee «+») (Tabum. 1).

Tab6muna 1

Cxema ydera ckapu(UKaIIMOHHBIX KOKHBIX TPOO, MPUK-TECTOB

Onenka peakunu Crenennb Pa3Mmep u xapakrep peakuuu
BBIPAKEHHOCTH
peakuumn*

OtpunarenbHas - OtcytcTBUE BONBIPS (HaIyJibl), TUIEPEMHUSI KaK B
KOHTPOJIE C TECT-KOHTPOJIbHON KHUAKOCTBIO

ComHuTENbHAS + OtcyrcTBUe BOJIBIPS (Mamyibl), TUHNEPEMHUS C
pa3MepamH, IPEBBIIIAIOIINMYU TAKOBBIE B KOHTPOJIE
C TECT-KOHTPOJIbHOU KHKOCTBIO

ITonoxurenpHas + Bongsips (mamyna) 2-3 MM, 3aMeTeH TOJBKO HpU
HaTSTMBAaHUM KOXH, THUIIEPEMUS

ITonoxurenpHas ++ Bonnsips (mamyna) 4-5 mm, runepemus (s
ckapu(UKaIMOHHBIX MPO0);

Bongpips (mamyna) 4-10 mm, runepemus (s
MIPUK-TECTOB)

ITonoxurenpHas +++ Bonnpipp (mamyna) 6-10 mm, runepemus WiH
BOJABIPE (mamyna) 6-10 MM ¢ TICeBIONOAMSIMH,
runepeMust (JUist CKapu(pUKaIMOHHBIX Tpo0);
Bongeips (mamyna) 11-15 mMm, rumepemust (muist
IIPUK-TECTOB)

ITonoxurenpHas ++++ Bonasips (mamyna) 6osee 10 MM, runepeMust Win
BOJIBIPH (TMamysa) 6osee 10 MM ¢ TICEBIOTIOIUSMH,
runepeMust (JUist CKapu(pUKaIMOHHBIX Tpo0);
Bonasips (mamysa) 6oee 15 MM ¢ ICEBIOTIOIUSIMH,
runepeMus (JUist MPUK-TECTOB)
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* CremneHb BHIPAXKCHHOCTH PEAKIINH:

- OTtpunarenbHas;

+ CoMHUTEIIbHA,

+ C1a0oIoa0KUTEIbHAS,

++ IlomoxxutenpHasd;

+++ Pe3ko0 MoJI0OKUTEIbHAS,

++++ OueHb pe3KO MOJIOKUTETbHAS.
4.3. IlpoTuBONOKA3aAHUS
1. T'unepuyyBCTBUTEIBHOCTH K JIOOOMY U3 BCIOMOTATEIbHBIX BEUIECTB, MEPEUYHCICHHBIX B
pazznene 6.1.
2. OO6ocTpeHue amIepruiaeckoro 3a00IeBaHusl.
3. Tsmkemas OpoHXHWalbHas acTMa, IIOXO KOHTpospyemas  (hapMakoJIOrH4ecKuMu
npemapatamu (00beM (opcupoBanHoro BeImoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
aZIcKBaTHOM (papMaKoTeparun).

Octpsle nHpeKuuu.

XpoHuveckue 3a00IeBaHus B CTATUN 000CTPEHUS U/WUITH IEKOMIICHCAITUH.

4

5

6. HmMmyHOAEQUIUTHBIE COCTOSHHUSL.

7. AyToMMMYyHHBIC 3a00JICBaHMS.

8. Ty0Oepkyne3 m000ii JOKAIU3AIUH B IEPHOJ 00OCTPEHHUS.

9. 3nokadyecTBEHHbIC HOBOOOpPAa30BaHUs U OOJIE3HU KPOBH.

10. Ilcuxuueckue 3a00yeBaHUS B IEPUOJ OOOCTPEHUS.

11. Cucremusle 3a001€BaHUs COEAUHUTEIBHON TKAHU.

12. Hetckuii Bo3pact 1o 1 rona (mpoBeeHUe KOKHBIX TECTOB JUIsl CIIEIU(DUISCKOM JUATHOCTUKH
BO3MOJXKHO Y JIeTell B Bo3pacTe cTapuie 1 rosa, ¢ yueToM COCTOSIHUS peOeHKa, HO OOBIYHO KOYKHBIE
TECTBI TPOBOSTCS Y IeTel cTapiie 4 JieT).

13. bepemeHHOCTH U IEPHOJ TPYAHOTO BCKapMIIMBaHU (CM. pa3zen 4.6.).

14. CuctemHass TJIIOKOKOPTUKOCTEPOUIHAS Tepamus, Tepanus [-aApeHOMHUMETUKaMU U
AQHTUTUCTAMUHHBIMHU IIpernapaTamH.

4.4. OcoOble yka3aHusl 1 MepbI IPeI0CTOPOKHOCTH NPH NPHUMeHEeHHH

Oco0snle yKa3zaHus

3a 2-3 OHS [0 NOCTAaHOBKM KOKHBIX MPOO JTODKHBI OBITh OTMEHEHBl AHTUTMCTAaMHHHBIE
npenapathbl. [Ipy COMHUTEIBHBIX PE3yJIbTaTaX KOXKHBIX MPOO UX MOYKHO MOBTOPHUTH uepes3 2-3 aHs
(mocne CTHXaHHWs MECTHOM peakIMu Ha MpeAblaylue mpoObl). B ciiyyae mojgoXHTENHHOTO
pe3ybTara, KOXKHbIE POOBI C aJUIepreHaMHu MOYKHO IIOBTOPSATH HE Yallle OJTHOTO pa3a B MECHII.

Mephl IPeAOCTOPOKHOCTH IIPH MPUMEHCHNUH

C uenpio BBISBICHUS NPOTUBONOKA3aHUM Bpay B J€Hb IOCTAHOBKU aNIEPrUYecKux Mpod

MMPOBOAUT OCMOTD IMAIl[MCHTA.
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MeHee 60 MuH. B TeueHue 3TOro BpeMeHH Bpad JIOJDKEH OTMEYaTh PEaKIUi0 KOXKH HAa BBEICHUE
npenapata W oOmee cocrossHue manueHTa. OO0 OTHANICHHBIX PEaKIMAX MAIUeHT JIOJKCH
UHPOPMHUPOBATH Bpadya. YUHUTHIBas BO3MOXKHOCTb BO3HUKHOBECHHS CHCTEMHOW aJICPrHYECKON
peakuuu, B TOM 4YHCIe, aHAPUIAKTHYECKOTrO IIOKa, MEIUIIMHCKAN KaOWHET, TNIe MPOBOIUTCS
cnenuduyeckas JAMATHOCTUKA  MAlMEHTOB, JIOJDKEH OBITh  OOEeCmedeH  CpelcTBaMu
MPOTUBOILIOKOBOM TEpaMMHu.

[lpy  TOSBIIGHWM  CHMIITOMOB  QJJICPIHYECKOW  pEaKkIMH  HEMEIJICHHO  TPOBOJIUTCS
COOTBETCTBYIOIIAS TEPATTHSI.

Oxaszanue nomowu npu peaxkyusx oowe2o muna u aHaPUIAKmMuyecKom uoke

[lpr mpoBeneHNH KOXHBIX NMPOO BO3MOXHO Pa3BUTHE PEAKIIMH HEMEIUICHHOTO THMa, B T.d.
aHa(HIIAKCUH, KOTOpast MPOSIBIISIETCS B BUJIE KPATUBHUIIBI M COCYIMCTOTO OTEKA, OTEKa TOPTaHH,
3aTPyJHEHHOTO MABIXaHHWS W YAYIIbS. DTH CHUMOTOMBI YacTO BO3HHUKAIOT IOCJE OIIYIICHUS
TeHEPATH30BAaHHOTO 3Y/1a, YyYBCTBA ¥OKCHHUS, THIIEPEMUU KOKHBIX ITOKPOBOB, a TAK)KE OIIYIICHUS
CTpaxa CMEpTH.

BenencrBue aHaMIaKTHYECKOTO IMOKA MOXET Pa3BUTHCS HEKYNMUPYIOMIMACS OpOHXOCIHA3M,
acukcus, 00yCIIOBICHHAs OTEKOM BEPXHHX JBIXaTEIbHBIX ITYTEH, U KOJUIAIC.

B sTom cyuae TpeOyroTCs HEOTIIOKHBIC IeUeOHbIC MEPOTPHSITHSI.

Jlococnumanvras nomousb npu aﬂad)uﬂakmuuecxww uoke

1. HemeuieHHO IPEKPATHTh BBEICHUE aNIEPreHa, BRI3BABIIETO PEAKIINIO, YIOKHUTH NAIlMeHTa Ha
KYIIETKY (T0JIOBa HMXE HOT), TOJIOBY NMOBEPHYTH B CTOPOHY, BBIABHHYTH HIDKHIOIO YEJIOCTb,
YIAIATh UMEIOIIeCs 3yOHbIe TPOTE3HI.

2. HanouTh )XTyT Ha MECTO BBIIIE BBEJCHUS AJJICPTeHA, €CITH ATO BO3MOXKHO.

3. B xoneuHoctb, cBoOOaHYI0 OT »kryra, BBectu 0,3-0,5 mum 0,1 % pactBopa anpeHanuHa
BHYTPUMBIIIIEYHO (B/M) Wik BHYTpUBEHHO (B/B) (neTsam 0,01 mr/kr, MakcumansHo 10 0,3 mr). [pu
HEOOXOUMOCTH, BBEACHHE JTHX JI03 NOBTOPSIOT ¢ WHTepBajgoMm 10-20 mmu. OOmas mos3a
afgpeHanMHa He noibkHa npesslmate 1 mur 0,1 % pactBopa. KparHocTe M 1032 BBOJMMOTIO
aJIpeHaJIHA 3aBUCHT OT TSDKECTH IIOKa M TOKa3aTeliel apTepHaibHOro naBiieHUs. [loBTOpHOE
BBEJICHHE MaJbIX J03 aJpeHaianHa Oosiee 3((HEeKTUBHO, YeM OJHOKPATHOE BBEIEHHUE OOIbIION
JI03BI.

4. OOkonotp Mecto uubekimu 0,3-0,5 mn pacrBopa azapenamuna (1 mi 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy HHBEKIIMH TPUIIOKUTH TTY3bIPh CO JIHJIOM.

6. OGecrieunTh JOCTYI CBEXKEr0 BO3AYyXa WM JaTh KUCIopoA. [Ipu HapymeHnn puT™Ma IbIXxaHus

WIH €ro 3aTpyJHEHUH POBOIUTH UCKYCCTBEHHYIO BeHTHWIISIIMIO Jierkux (MBJI).
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7. Cpo4HO BbI3BaTh Bpaua, OJJTHOBPEMEHHO BbI3BIBACTCS %Hmﬂaggvmﬁﬁé-% zt'a.T:' 0001)

Jlo mpue3na peaHUMAIMOHHOW OpuUraabl HEOOXOAMMO OKAa3bIBaTh MEAMIIMHCKYIO MOMOIIb U
NPOBOJUTH TIOCTOSIHHBIA KOHTPOJb 33 T'eMOJAMHAMHUYECKAMHU TOKA3aTesIMH M COCTOSHHEM
dbyakuun BHemHero apixanus (OBJI).

Tocnumanvnas nomousb npu aHaqbquaKmull€CKOM uokKe

1. Tpwu kpaiiHe TsHKEJIOM COCTOSTHUM MallieHTa U MPU BRIPAKCHHBIX HAPYIICHUSIX TEeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mut 0,01 % pactBopa anpeHanuHa, Npu JOCTHXKEHUH P deKTa BBEACHNE
npekpamatoT. ersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B T€YEHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naBienue (AJl) He cTaOMIM3UpPYETCs, CPOYHO HAYaTh BHYTPHUBEHHOE
KareslbHOe BBeZieHne HopanuHeppuHa (pennmmppuna, nonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIOKO3bI 151 HHPY3HM uiu HaTpus xjopuaa pactsopa 0,9 %.

3. BHyTpuBEHHO CTpYHHO BBECTH TTFOKOKOPTHUKOCTEPOUIBI: TIpeaHn30JI0H — 60-180 mr (meTsm
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). [o cocTosiHHIO BBEIEHHE TOPMOHOB MOBTOPSIIOT M MPOJOJDKAIOT HE MEHEe
4-6 cyr nus TpenoTBpALICHHs AIEPrUYEeCKUX peakuuid M0 HMMYHOKOMIUIEKCHOMY HIIU
3aMeJUICHHOMY THUITY.

4. Tompko mpu cradbunmzanuu AJ[ BHyrpumbimedno 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 (netsam 0,025 MI/Kr/cyT 3a 1BE MHBEKIIUHN).

5. CumrnromMatudeckas Tepamus 1Mo TokazaHusM. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHHJIpOMa BHYTPHUBEHHO MEMJICHHO BBOIAT amuHOGmmH, 10 mi 2,4 % pactBOpa KOTOpPOTO
npenBapuTeNbHO pa3BoadT B 20 Mt Hatpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/Kr, IeTsaMm
2-3 wr/kr). AMUHOQWIIMH HEOOXOIMMO NPHUMEHSITH OCTOPOKHO B CBSI3M C BO3MOKHBIM
MOSIBJICHUEM apUTMUHU.

6. [Ipu He0OXOIUMOCTH OTCACHIBAIOT U3 JIBIXAaTEIBbHBIX MYTEH CKOMUBIIUICS CEKPET U PBOTHHIE
Macchl, HAUMHAIOT OKCUT€HOTEPAIINIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MOKa3aHa UHTYOALIMS UITH TPAXEOTOMHUSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekKaT 0053aTeIbHON rOCIUTATN3AIMN Ha CPOK
He MeHee 10 mHeH ¢ 1eNnbl0 MPOJOHKeHUS HAOMIOACHUS U JIeUeHus, T.K. Y 2-5 % maIueHTos,
nepeHecnx aHapuIaKTHYECKUH OK, HaOII0Aal0TCs TIO3THUE AIICPIrHUECKUE PEaKIIHH.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKa Bpada ONPENENSIOTCA KIMHUYECKOM KapTUHOM, HO BO BCEX
ClIydasix HeOOXOAMMO, B MEPBYIO OYEpe]b, BBEICHUE aJ[peHANIMHA, TNIFOKOKOPTUKOCTEPOUIHBIX
npenapatoB. BBenenue mnpenapatoB (EHOTHA3MHOBOIO psfa M IMpernaparoB  KallbLus

IMPOTHUBOIIOKA3aHO.
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B3aUMO/JACHCTBUSA

He nmpumeHsATh OAHOBPEMEHHO C IPUEMOM [-aIpeHOOI0KATOPOB.

KoxHble poObl cliefyeT IpOBOAUTH HE paHee, UeM Yepes:

- 1 Hepemto nocne TyOepKyIUHOBOM MPOOHI;

- 1 Mecs11 mocie BakKIIMHAIIMYA WHAKTUBUPOBAHHBIMU BaKIIMHAMU;

- 3 Mecsina mocyie NPUBMBOK JKUBBIMHM BaKIIMHAMHU (KaK BUPYCHBIMHU, TaK U OaKTepUaIbHBIMHU,
BKTrOYast BakiuHy BIXK).

Bo03MOXHO 0OTHOBPEMEHHOE MCIIOIB30BAHUE C aJNIEPreHaMU JIPYTUX HAUMEHOBAHUH.

4.6. ®epTWIBLHOCTD, DEPEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Ipumenenue npenapara npu 6EPEeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTanus
[Ipumenenne npenapara B IEPUO IPYAHOIO BCKAaPMIIMBAHUS ITPOTUBOIIOKA3aHO.

DepTUILHOCTE

Her naHHBIX 0 BAMSHUM NpenapaTa Ha (pepTHILHOCTh YEJIOBEKa.

4.7. BausiHMe HA CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHU3MaMH

Hexoropele HexenaTeslbHblE pPEaKLUU, CBA3aHHBIE C JAEWCTBUEM IIpenapara, MOTYT OKa3blBaTh
BO3/ICHCTBHE Ha  CIIOCOOHOCTb yIpaBJIATh TPAHCHOPTHBIM CpeICTBOM WIN
ABVIKYIIUMHUCA MCXaHU3MAaMU. ILJBI ManMuCeHTOB, Y KOTOPbIX Ha6JIIO,Z[a.HI/ICB HCXKCIaTCIbHBIC
peakiuu IIpd  BBEACHHUM IIpelapara, YIpaBICHHE TPAHCIOPTHBIM  CPEACTBOM  HIU
JBIDKYIIUMHUCS. MEXaHU3MaMH  BO3MOXHO  TOJBKO  IIOCJIE€  HCYE3HOBEHHMS  CHMIITOMOB
HE)KENaTeNIbHBIX PeaKIuii.

4.8. HexkesaTeJIbHbIE peaKkIuu

Pesrome npoduiis 0esonacHocT

HexenarenbHpIMU peakIusiMUA, KOTOpbIe dYacTo HabOmomaroTcss y mamueHToB (y 1-10 %
MAIIMEHTOB), SIBIITIOTCSI TUTIEPEMHESI M OTEK B MECTE BBEJICHUS Tpernapara.

TabauyHoE PE3IOME HEXKENATEIbHBIX DEAKIINN

YacroTa Pa3BUTUA HCIKCIIATCIIbHBIX peaKHI/Iﬁ npeacTaBjicHa B COOTBCTCTBHUU C PCKOMCHAAIUAMU
BcemupHoii opranuzanuu 31paBoOXpaHeHHs] U BKIIFOYAET CIEAYIONINE KaTerOpuu: OYeHb 4acTo
(>1/10), wacto (>1/100 mo <1/10), Hewacto (>1/1000 no <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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YacToTa BCTPE4aeMOCTH Hemena$g{gﬁb;l>gt;calgil'ﬁEEn EHOCTE 0001)

CucTeMHO-OpPraHHbI Kjace Yacrora HesxkenarenbHble peakuuu
(MedDRA)

Hapyienus co ctopoHbl Penko KpanuBHuia, anapuIakKTHIECKUA MIOK

WMMYHHOUN CUCTEMBI Heuacto Oték nuua

Hapyienus co ctopoHbl Heuacro I'onoBHast 601b

HEPBHOM CHUCTEMBI

Hapyienust co ctopoHbl Penko KOHBIOHKTUBUT

OpraHa 3peHus

Hapyienus co ctopoHbI Yacto I'mnepemus

COCYZIOB

Hapymenust co ctoponbl Heuacto Kamrens, ynxanue, puHuT, OpOHXOCIA3M

JIBIXATEIIbHON CHCTEMBI,
OpPraHoOB I'PYIHOMN KJIETKH U
CpENOCTEHUs

OO0mue HapyIlIeHus U Yacro OT1ék B MecTe BBEJCHUS
peaxkiuy B MECTE BEJICHUS

Onucanue OTACIBHBIX HEKEIATCIbHBIX PEAKIIHI

Y 0c000 9yBCTBUTEIBHBIX MAIMEHTOB MOKET BO3HUKHYTh CHCTEMHAs aJUIepruuecKasi peaKis, B
TOM 4YHCIIe, aHa(QUIAKTHIESCKUH TIIOK.
Mepsl, ipuHUMaeMble TPU Pa3BUTUU AJUIEPTUUYECKUX PEAKIUi, OKcaHbl B paznene 4.4.
Penko B mpoliecce MOCTAaHOBKH KOXKHBIX MPOO MOXKET HACTYHNUTh OOOCTPEHHE OCHOBHOTO
3a00yIeBaHus.

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

COOGH.IGHI/IH 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BakHO c000mIaTh 0 MOI03PEBAEMBIX HEKETATENBHBIX PEaKIUIX MTOCIIe PETUCTPAIIH IIpernapara ¢
Henpl0  00eCTieueHHsT HENpPEphHIBHOTO MOHUTOPHHTA COOTHOINCHHS — «I0JIb3a -  PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYeTCs COOOINaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKENATEIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpernapara 4epe3 HalMOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIMsIX TOCYAapCcTB — WICHOB EBpa3suiickoro
SKOHOMHUYECKOTO COI03a:

Poccniickas @enepanvs

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

®denepanbHas ciayx0a mo Haa3opy B chepe 3apaBooxpanenus (Pocsnpasuanzop):

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UnTepnere: https:// www. roszdravnadzor.gov.ru.
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CuMITOMBI

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

JleueHue

CumnromaTnueckas Tepamnus. B ciaydae pa3BuTus aHaQUIAKTHYECKOTO IIOKA U, KaK CIEICTBHE,
TSDKEIBIX CHUCTEMHBIX PEaKIui (HEKymupyImuiicss OpoHxocmnasM, achukcus, oOyCIOBIECHHAs
OTEKOM BEpXHHMX JbIXaTeJIbHBIX NyTeH, M KOJUJIAIC) MPOBOJATCS HEOTIOXKHBIE JeueOHbIe

MeponpusaTHs (cM. paznen 4.4).

5. ®PAPMAKOJIOT'TYECKUE CBOVCTBA

5.1. PapMakoANHAMHUYeCKHE CBOMCTBA

®apMakoTepaneBTUYECKas TpyMNIa: AJUIEPIeHbl; SKCTPAKThI aJIJIEPreHOB.
Kon ATX: VO1AAOQS.

MexaHu3M IeHCTBUS

OCHOBHBIM HGfICTBYIOHIHM HavaJiOM aJJICpreHa ABJISACTCA 66HKOBO-HOHHC&X3PHHHBIﬁ KOMIIJICKC,
HO3BOJI$IIOILIHI>'I ANAarHoCTUPOBATH y namueHTa npu IIOCTAaHOBKE KOXHBIX Hp06
TUIEPYYBCTBUTEIBLHOCTD K TOBSIAMHE.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

OCHOBHYIO YaCTb AKTHUBHOI'O BCIICCTBA IIpfriapara MNPCACTAaBJIAIOT 6€HKI/I U IIOJIUIICIITUABI,
KOTOPBIC, KAK OXUAACTCA, paClafatoTCd Ha aMUHOKHCIIOTBI U MaJIbIC IMOJIMIICIITUABI B IIPOCBCTC
KEIyJ0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmonaraercs, 4To ajulepreH mpemnapara
MPAKTUYECKH HE BCACBhIBACTCA B COCYIUCTYIO cucTeMy. [loaTomy mccienoBaHusi O M3Yy4EHUIO

(apMaKOKMHETHYECKOT0 poduIIs mpenapara He MPOBOIUIUCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeJIbLHBIX BellleCTB

®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 rupodocdaTa JOASKaruIpar,

- Kaius auruapogocdar,

- (perON (KOHCEPBAHT),

- BOJIa UISI UHBEKIIUH.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

Aunepren — 2 roja.

TecT-KOHTPOJIbHAS KUIKOCTD — 5 JIET.

Cpok TOAHOCTH KOMIUIEKTa ONpPENENseTCs MO0 HAMMEHbIIEMY CpPOKY TOJHOCTH OJHOTO U3
KOMITOHEHTOB, BXOJSIIMX B COCTAB KOMIUIEKTA.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpauuth B xonoauibHuke (2 — 8 °C).

XpaHUTh B 3alIMILEHHOM OT cBeTa Mecte. He 3aMmopaxuBaTs.

6.5. XapakTep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

[To 4,5 mn amneprena, mo 4,5 MJ TECT-KOHTPOJBHON JKHUIKOCTH B CTEKJISHHBIX (IaKoHaX,
YKYIIOPEHHBIX PE3UHOBBIMU MPOOKAMU ¥ 3aKATAHHBIX ATIOMUHUEBBIMH KONmaykamu. Komruiekt
cocrouT u3 1 ¢uakona amneprena, 1 (aakoHa TECT-KOHTPOIBHOM KXHUAKOCTH, MOMEIICHHBIX B
Ma4YKy U3 KapTOHA C UHCTPYKIMEN IO IPUMEHEHHUIO.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH TPH YHUYTOXKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIM OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIUHU ¢ PenapaToM

Het oco0bIx TpeOOBaHM K yTHIIU3AIUH.

Bech ocTaBmmiics 1eKapCTBEHHBIN IIpenapar U OTXObI CIEAYET YHUUTOXUTh B YCTAHOBIEHHOM

MOpsIZIKE.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AxknmonepHoe 00mecTBo «HaydHO-TIPOU3BOJICTBEHHOE OOBEIMHEHHWE TI0 MEIUIUHCKUM
UMMyHoOHoIornueckuM npenaparam «Mukporen» (AO «HITO «Mukporen»)

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

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DnekTpoHHas nmouta: info@microgen.ru
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7.1. llpeacTaBuTelb AEPKATE]IsA PErUCTPAHOHHOIO jﬂ&%{ﬁﬂ%ﬁTEﬂbHc 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 PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBHYHOI PETNCTPAIIMW/MOATBEPKIEHNSI PETUCTPALIAU
(MEPEPETUCTPALINN)

JlaTta mepBUYHON peruCTpaIuu:

10. JATA IEPECMOTPA TEKCTA

OO61mas xapakTepucTUKa JEKapCTBEHHOTO Mpernapara AJiepreH U3 TOBSAUHBL 7S THarHOCTUKU
JocTynmHa Ha UWHGOpMalMOHHOM mopTane EBpasuiickoro 5SKOHOMHYECKOIO COr03a B

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



