COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 25.06.2024 N2 12731

OBIASI XAPAKTEPUCTHKA JIEKAPCTBEHAGFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
AnnepreH u3 KOpoBbero mojioka s auarHoctuku, 10000 PNU/mi, pacTBop uisi HAKOKHOTO

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

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB
JleiicTByOIIEE BEIECTBO: AJIJIEPTEH U3 KOPOBBETO MOJIOKA.

B 1 M npenapata conepxkurcs 10000 PNU™ aneprena u3 KOpoBbero MoJioka.

[Ipumevanue:

*PNU (Protein Nitrogen Unit) - mexayHapoaHas
CAWHUIQA, IMPUHATAA OJIA BBIPAXKCHHA KOHLCHTPAIIUU
OEJIKOBOI0 a30Ta B AJUICPreHax, paBHasa CoOACPKAHUIO

1x10”° Mr GeKoBOTO a30Ta.

ITonHbri NEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB ITPUBEIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp /U1 HAKOKHOTO CKapU(PUKAIMOHHOTO HAHECEHUS M TTPOBE/ICHUS MPUK-TECTA.

[Ipenapar mpencraBisieT CO00 MPO3pauHYK WM CJIErKa ONAICCHUPYIOUIYIO JKHIKOCTh OT
OECI[BETHOI'O JIO CBETIIO-KOPHYHEBOTO I[BETA.

B KOMITIEKTe ¢ ajlIepreHOM BBIITYCKAKOT TECT-KOHTPOJIbHYIO KHUIKOCTb.

TCCT-KOHTPOJILHEU{ KUAKOCTDH MPEACTABIISACT coboii 6GCHB6THYIO MMpO3pavYHYHO KUAKOCTh.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Creruduueckass IUarHOCTUKA TIOBBIIIEHHON YYBCTBUTEIBHOCTH K KOPOBBEMY MOJIOKY
y B3pOCJIBIX M JAETei cTapuie 4 JeT ¢ pa3iIuyHbIMH (OpMaMH aJUIEPTHUECKUX 3a00JIeBaHMI
(xpanuBHMLA, 0TeK KBUHKE, HEHPOAEPMHUT, ACTMATHUECKUI OPOHXUT U Jp.) (C YUETOM COCTOSHUS
peGeHKa, BO3MOKHO MTPOBE/IEHUE KOXKHBIX TECTOB Y JieTe cTapiie 1 roza).

[ToxazaHusMH JUIsl JAMArHOCTUKM SIBJISIFOTCSL  KJIMHWYECKHE TIIPOSIBJIICHUS AJUIEPIHUECKOTO
3a00JIeBaHUs U JIaHHbIE aHaMHE3a.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

I/IH(I)OpMaI_II/IIO 0 PCKUMC NO3UPOBAHUS JICKAPCTBCHHOT'O IpCIiapara CM. B TOAPA3ALIIC «Croco0

MMPUMCHCHU ).
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Oco0ble rpyInbl NALUEHTOB

Tayuenmul nostcunozo eo3pacma
Koppekuuu 103 He Tpedyercs.
Iayuenmul ¢ napywenuem GyHKyuu novex
Koppexkuuu 103 He TpeOyercs.
Tayuenmul ¢ napywenuem QYHKyuu nevenu
Koppekuuu 103 He Tpedyercs.
eTn
PexoMenianu 10 JO3MPOBAaHHIO JICKAPCTBEHHOTO Mpernapara JIeTsSM HE OTIMYATCS OT
PEKOMEHJAaLNH 10 TO3UPOBAHMIO JUTS B3POCIIbIX.
[IprMeHeHue npenapara MpoTUBOIOKA3aHO y JieTel B Bo3pacTe 10 1 roxa (cMm. pazaen 4.3.).
OOBIYHO KOXHBIE TECTHI IPOBOJIATCA y A€Te cTapiie 4 Jer.

Cnoco0 npuMeHeHus

[lpenmapaT wWCHONB3YIOT IS TOCTAHOBKM KOXHBIX Tpo0 (CkapuduKamus, TMPHK-TECT).
Crenuduueckyto JHMarHOCTUKY, Kak IPaBUJIO, HPOBOAAT OJHOBPEMEHHO C JIPYTUMHU
aJlJIepreHamu.

Ilocmanoska ckapu@uKayuoHHbIX KOHCHLIX NPOO, NPUK-MECmO8

CkapuduKaoHHbIE KOXXHBIE TPOOBI, MPHUK-TECTHl CTaBAT Ha BHYTPEHHEH ITOBEPXHOCTU
nperieubs Wik, IPpU He0OOXOAUMOCTH, Ha KOXKE CITMHBI.

OMHOBPEMEHHO C aJUIEPreHOM MPOBOJAT MOCTAHOBKY KOXHBIX IMPOO € TECT-KOHTPOJIbHOW
)uakocteio u ¢ 0,01 % pacTBopom rucramMuHa, KOTOPHINA TOTOBAT pa3Benenuem 0,1 % rucramuna
nuruapoxiopuaa  pactBopa (1 wacte) Harpus xyopuga pactBopom 0,9 % (9 wacreii),
MIOJIO’KUTENBbHASI PEAKIMS HA KOTOPBIM HE MEHEE «+» CBUAETEIbCTBYET O HAJUYUU TOCTATOYHON
PEaKTUBHOCTH KOKH. Pa3BelEHHBI pAacTBOp TMCTaMUHA TOJEH B TE€YEHHME 6 4 C MOMEHTa
IIPUTOTOBJICHUSI.

Merannuueckuii Konmayok (IakoHOB (C  allJIepreHOM, TeCT-KOHTPOJIBHOM  KUAKOCTBIO)
IPOTUPAIOT CHUPTOM. Y JAJSIFOT CTEPUIIBHBIM NMHMHIIETOM LEHTPAJIbHYIO KpPBINIKY KOJIIAYKa, a
PE3MHOBYIO MPOOKY, MpeBapuTenbHO 00padboTanHyo 70 % STHIOBBIM COUPTOM, MPOKAIBIBAIOT
CTE€pPUIILHOU UTJIOM.

Koxy BHyTpeHHEH MOBEpXHOCTH Mpearsedbs npotupaoT 70 % 3TUIOBBIM CIIUPTOM U AAIOT e
BBICOXHYTh. Ha Ne3uHpuImpoBaHHYIO KOXKY € IIOMOIBIO CTEPUIHLHOTO IIMPHUIAa HAHOCAT KaIUTIo
UCTIBITYEMOTO aJIJIepreHa, Karilo TecT-KOHTPOJbHOM skuakoctd u kammo 0,01 % pactBopa
ructamuHa Ha paccrosinun (30-40) MM apyr ot npyra. AjuiepreH, HaOpaHHBIH B LINPHIL, HETIb3s

BBUIMBATh 00PATHO BO ()JIaKOH.
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[Ipu moctraHOBKE CKapU(UKAUOHHBIX KOKHBIX HpOG'EI‘I -l%rriﬁz-

CTepUIIBHBIMU CKapu(HUKaTOpaMH WIM WHBEKIIMOHHBIMH WIJIAMH HAHOCAT JIBE MapaUieIbHBIC
LaparuHbl JJIMHOU 5 MM.

[Ipy TmOCTAaHOBKE TMPHUK-TECTOB UYepPe3 KaIlUlM HAHECEHHBIX pPacTBOPOB CTEPHIbHBIMU
WHBEKIIMOHHBIMHU UTJIaMH, YKOPOUYCHHBIMH HIIU C OTPaHUYUTENIEM TIyOUHBI YKOJIA WU UTIIaMH
JUIs TpUK-TecTa (JIaHIeTaMHu) MpPOU3BOAAT YKo Koxku Ha riayouny 1,0-1,5 mwm. Ilpu
WCIIOJIb30BAaHUHM HMHBEKIIMOHHBIX HIJT KOXY MPOKAJIBIBAIOT IMOJ yriom 45° Tak, 4ToOBI HE
BBICTYITHJIa KPOBb; 3aTEM UTJIy BRBIHUMAIOT, CJIeTKa MPUIIOJHUMAs KOXKY.

Koxnyro peakmuio yuutbiBator dYepe3 20 wmuH. CTepWIbHBIMH BaTHBIMH TaMIIOHAMH
«MPOMOKAIOTY» KaIlJIl HAHECEHHBIX PACTBOPOB B MECTE IApalHH WM MPOKOJIA KOXH (BaTHBIN
TaMIIOH JIOJDKEH OBITh OTICIBHBIM JUIS KaXKIOH KAl HAaHECCHHBIX PACTBOPOB) W YUYHUTHIBAIOT
PEAKIIMIO KOXKH.

Oyenka OuazcHOCMUYECKUX KOHCHbIX NPo6

MecTHYI0 peakIuio KOKH TP MOCTAHOBKE CKAPHU(PUKAIMOHHBIX KOXHBIX MPOO, MPUK-TECTOB,
YUUTHIBAIOT yepe3 20 MUH IpU OTCYTCTBUU PEAKIMHM HA TECT-KOHTPOJIBHYIO JKUIKOCTh U MpU
HAJIMYUH TIOJIOKUTEIILHOM MPoObI Ha THCTaMUH (HE MeHee «+») (Tadu. 1).

Taonuua 1
Cxema ydera ckapu(UKAIIMOHHBIX KOKHBIX TIPOO, TPUK-TECTOB

Ouenka Crenenpb Pa3mep u xapakrep peakuuu
peakiuun BbIPAKEHHOCTH
peakuuu®

OtpunarenabHast — OtcyrcTBUE BOJABIPS (MaIlysibl), TUIEPEMHUS Kak B
KOHTPOJIE C TECT-KOHTPOJIBHON KHUIKOCTBIO

CoMHuTenbHas + OTtcyTcTBUE BONABIPA (TAILyJIbl), TUIIEPEMHUSI C pa3MepamH,
IPEBBIIIAIOIIMMHA ~ TAKOBBIE B  KOHTpPOJE C  TECT-
KOHTPOJIBHOM KUAKOCTBIO

[TonoxurensHas + Bonasips (mamyna) 2-3 MM, 3aMeT€H TOJIBKO IIpU
HATSATUBAHUH KOXKH, THTICPEMHSI

[TonoxxurenbHast ++ Bonasipp  (mamyna) 4-5 MM, runepemus  (Ans
CcKapu(UKaLMOHHBIX MPO0);

Bongsips (mamyma) 4-10 MM, rumepemust (s HpUK-
TECTOB)

ITonoxurensHas +++ Bonasips (mamyna) 6-10 MM, runepeMusi Wil BOJJIBIPb

(mamyna) 6-10 MM ¢ TCEBAONOAMSIMH, THIEPEMUS (VIS
cKapu(UKalMOHHBIX MP00);

Bonnpipp (mamyna) 11-15 mwm, runepemust (Aias NpUK-
TECTOB)

IHonoxurenbpuasg ++++

Bonasips (mamyna) 6osee 10 MM, runepeMust WM BOJJIBIPb
(mamyna) 6osee 10 MM ¢ iceBIONOUSAMU, TUTIEpEMUS (IS
cKapu(UKaMOHHBIX MP00);

Bonapips (mamymna) Oosee 15 MM ¢ TICEBIOTOAUSIMH,
runepeMust (JUist IpUK-TECTOB)
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* CTeneHb BBIPAXKEHHOCTH PEAKITUH:

- OrtpunarenbHas;

+ CoMHUTEIIbHAS,

+  CnabGomnooXuTenbHas;

++  IlomoxwurenbHasi;

+++ Pe3ko mojiokuTenpHat,

++++ OueHb pe3KO MOJOKUTEbHAS.
4.3. IlpoTUBONOKA3AHUS
1. T'unepuyyBCTBUTEIBHOCTHh K JHOOOMY U3 BCHOMOIaTEJIbHBIX BEUIECTB, MEPEUYHCICHHBIX B
paznene 6.1.
2. ObocTpeHue aIepruuecKkoro 3a00JIeBaHMs.
3. Tsokemas OpoHXHWanmpHash acTMa, IUIOXO  KOHTpoiupyemas  (hapMaKoJIOTHYECKHUMHU
npenapatamu (06beM (opcupoBaHHoro Bbioxa 3a 1 ¢ meHee 70 % mocne mpoBeACHUS
a/IeKBaTHOM (hapMaKoTeparmH).

Octpbie uHpeEKIIH.

XpoHuueckue 3a00IeBaHMs B CTAIMU O0OCTPEHUS W/ JEKOMITEHCAIINH.

4
3)

6. HmMmyHOnehUIIUTHBIE COCTOSHUS.

7. AyTtouMMmyHHBbIE 3a00J1€BaHUSI.

8. TyOGepkyne3 1r000M JTOKaTU3alKUU B IEPUOA 0OOCTPEHUS.

9. 3n0kayecTBEHHBIE HOBOOOPA30BaHMS U OOJIE3HU KPOBH.

10. Ilcuxuueckue 3a0oneBaHUs B IEPUOI 0OOCTPEHUSI.

11. Cucremusble 3a00JI€BaHUs COCTUHUTEIHLHON TKAHH.

12. Jdetckuii Bo3pacT 1o 1 rona (mpoBeeHUE KOKHBIX TECTOB JUTsI CIIEU(UYECKON JUATHOCTUKH
BO3MOXKHO Y JIeTel B BO3pacTe crapiie 1 roja, ¢ yueToM COCTOsIHUS pPeOeHKa, HO OOBIYHO KOKHBIS
TECTBI TPOBOSATCS Y ieTel cTapiie 4 JeT).

13. bepeMeHHOCTh ¥ MEPHUOJ TPYAHOTO BCKapMIIMBaHUs (cM. paszen 4.6.).

14. CuctemHas THIOKOKOPTHKOCTEPOUIHAS Tepamus, Tepanus [-aApeHOMUMETUKAMU H
AHTUTHCTAMUHHBIMHA TTpEIIapaTaMH.

4.4. OcoOble yka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0ble yKazaHus

3a 2-3 OHS 10 TOCTAaHOBKHM KOXKHBIX MPOO JOKHBI OBITh OTMEHEHBl AaHTHUTMCTAMUHHBIE
npemnapartsl. [I[pu COMHUTENBHBIX pe3ylibTaTaXx KOXKHBIX TPOO UX MOKHO MOBTOPHUTH Yepes 2-3 THs
(mocne cTUXaHUS MECTHOW peaklMd Ha MpeAblaylie mpooOsl). B cioyyae monoxuteabHOro
pe3yibTara, KOXKHbIE IPOOBI C alNIEpreHaMu MOXKHO ITOBTOPSTH HE Yallle OJJHOIO pPa3a B MECHLL.

Mepbl IpeaoCcTOPOKHOCTH TP NPUMEHEHUHI

C OCJIBIO BBIABIICHHUA HpOTI/IBOHOKaBaHI/Iﬁ Bpad B ACHBb IIOCTAHOBKH AJUICPTHUCCKHUX Hp06

IMPOBOAUT OCMOTP MallMCHTA.
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[Tocne kax10M MHBEKUUH aJUIEPTeHa MAMEHT [OJDKEH %’651101{%&:'365'

meHee 60 MuH. B TeueHHe 3TOr0 BpeMEHH Bpad JIOJDKEH OTMEYATh PEaKIMI0 KOXKH Ha BBEJICHUE
npermapata W oOmiee cocrosHue manueHta. OO0 OTHAJCHHBIX PEAKIUAX IMAlUeHT JIOJDKEH
WH(OPMHUPOBATh Bpaya. YUYUTHIBas BO3MOXKHOCTH BO3HHKHOBCHHS CHCTEMHOM aJlIeprHUCCKOMN
peakuu, B TOM 4YHCIe, aHA(PUIAKTUYECKOTO MIOKA, MEAWIIMHCKUN KaOWHET, TIe MPOBOIAUTCS
cnenuduyeckas JUArHOCTHKA  MAlMEHTOB, JOJDKEH OBITh  O0EcleueH  CpelCcTBaMH
IIPOTHUBOIIIOKOBOM TEParyH.

[Ipy  TOSIBJICHMM  CHMIITOMOB  QJUICPTHYECKOM  PEAKIMH  HEMEIJICHHO  IPOBOJUTCS
COOTBETCTBYIOIIIAST TEPATTHSI.

Oxazamnue nomowu npu peaxyusx ooueco muna u AHAGUIAKMUYECKOM UWOKe

[Ipy mpoBeleHUH KOXKHBIX IMPOO BO3MOXKHO Pa3BUTHE PEAKIMM HEMEJICHHOTO THIIA, B T.d.
aHa(HIAKCUK, KOTOPAsl MPOSIBIISIETCS B BUJIE KPAITUBHUIIBI M COCYIMCTOTO OTEKA, OTEKa TOPTaHH,
3aTPyJHEHHOTO JBIXaHWS W YAYIIbs. DTH CHMITOMBI 49acTO BO3HHUKAIOT IIOCJE OIIYIICHUS
TeHePATM30BAaHHOTO 3y/1a, YYBCTBA ¥OKCHHUS, THIICPEMUHU KOKHBIX ITOKPOBOB, a TAK)KE OIYIICHUS
CTpaxa CMEpTH.

BenencrBue aHaMIaKTHYECKOTO IMIOKA MOXET Pa3BUTHCS HEKYNMUPYIONIHMICS OpOHXOCHAa3M,
acukcus, 00yCIIOBJICHHAS OTCKOM BEPXHHX JBIXaTEIbHBIX ITYTEH, U KOJUIAIIC.

B sToMm cinyuae TpeOyroTCS HEOTIIOKHBIC JICUeOHBIC MEPOTIPHUSITHS.

ﬂOZOCI’leaJZbHCl}Z nomouib npu aHad)uﬂaKmulleCKOM wokKke

1. HemeyieHHO NpeKpaTUTh BBEICHUE aJIEpreHa, BBI3BABILIETO PEAKIINIO, YIO0KHUTh NallueHTa Ha
KYIIETKY (TOJIOBa HUKE HOT), TOJOBY MOBEPHYTHh B CTOPOHY, BBIIBUHYTh HM)KHIOIO YEJIOCTb,
yIaJIUTh UMEIOIINECs 3yOHbIE TPOTE3HI.

2. HanoxuTh )KryT Ha MECTO BBIIIE BBEJICHUS AJJIEPreHa, €CIM 3TO BO3MOXKHO.

3. B koHeuHoOCTh, cBOOOAHYIO OT *ryra, BBectd 0,3-0,5 mu 0,1 % pacTBOpa agpeHannHa
BHYTPUMBIILIEYHO (B/M) Wi BHyTpUBeHHO (B/B) (aetsim 0,01 mr/kr, makcumansHo 10 0,3 mr). [Ipu
HEOOXOIMMOCTH, BBEJCHHE OSTHUX JI03 MOBTOPSIIOT ¢ uMHTepBasioM 10-20 mun. OO6mas mo3a
aapeHanuHa He noipkHa npesbrimats 1 v 0,1 % pactBopa. KpatHocTe M 1032 BBOIMMOTO
aJipeHaJIMHA 3aBUCUT OT TSDKECTH IIOKAa M IOKa3aTesleld apTepHalbHOro AasieHus. [loBropHoe
BBEJICHHE MaJIbIX 7103 aJpeHanuHa Oosee d(PPEeKTUBHO, YeM OJHOKpPATHOE BBEACHHE OONBIION
JTO3BI.

4. O6xkonotre mecto umabekuu 0,3-0,5 mn pactBopa ampenHasmna (1 ma 0,1 % pacTtBopa
aJipeHaNMHa pa3BecT B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy MHBEKIINN NPUIIOKUTH ITY3BIPh CO JIBIOM.

6. OOGecmeuynTh JOCTYI CBEXKEr0 BO3AyXa WX AaTh Kucinopoa. [Ipu HapymeHnn puTMa JIbIXaHus

WIH €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).



COOTBETCTBYET 3K(
B 2024 N12731 O
7. Cpo4HO BBI3BaTh Bpaya, OJHOBPEMEHHO BI3BIBACTCS %hﬁﬁ%%ﬁﬁg%ﬁéﬁ'a.T: 0001)

oT 25.0F

_NNEPTHOMY OTYETY

Jlo mpuesna peaHUMAIMOHHON Opurajabl HEOOXOJAMMO OKAa3bIBATh MEAMIIMHCKYIO IMOMOIIL U
NPOBOJUTHh TIOCTOSHHBIA KOHTPOJb 32 T'eMOJAMHAMHUYECKUMH TIOKA3aTeIsIMA W COCTOSHHEM
¢dbyakuun BHenHero apixanus (OBJI).

Tocnumanwvnas nomoub npu aHaQbMJZCleuUGCKOM uwoke

1. Tlpwu kpaiiHe TSHKEeTIOM COCTOSTHUY MallMeHTa U TIPU BBIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pactBopa anpeHanuHa, npu JOoCTHXEHUH dPdeKTa BBEACHUE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYCHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanbHoe naminenue (AJl) He cTaOWIM3HPYETCs, CPOYHO HAYaTh BHYTPUBEHHOE
KareslbHOe BBeZeHUE HopanuHepuHa (pernmppuna, nonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIIOKO3bI 1 HHQPY3U Uil HaTpus xjopuaa pactsopa 0,9 %.

3. BHYTpUBEHHO CTpPYHHO BBECTH TIFOKOKOPTUKOCTEPOUIBI: Mpeann3oioH — 60-180 mr (mersam
5 mr/kr) uinu gexcametas3oH - 8-20 mr (netsam 0,3-0,6 mr/kr), win ruapokoptu3zon — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHee
4-6 cyrT Uil TPENOTBpAIICHUS AaJUIEPrHUECKUX pPEaKk[uil MO0 HMMYHOKOMILIEKCHOMY HWJIH
3aMeJUICHHOMY THUITY.

4. Tonpko mpu crabwmsanuu AJ] BHyTpumbimieyHo BBectn 2,0 mi 2 % pactBopa
xjoporupamMuHa (netsm 6-12 mec. — 0,25 mm, 1-6 mer — 0,5 mur, 7-18 ner — 0,5-1,0 M) wim
0,1 % xnemactuna (netssm 0,025 mr/kr/cyT 3a IBe UHBEKIINN).

5. CummnromaTthueckas Tepamus Mo mnokazaHusMm. [Ipu coxpaHeHHHn OPOHXOOOCTPYKTHUBHOTO
CHHJpPOMa BHYTPHMBEHHO MEIJIEHHO BBOJAT amuHOpwuinH, 10 mu 2,4 % pacTBopa KOTOPOTO
MpeABapUTENILHO pa3BoaaT B 20 Mi1 HaTpus xiopuaa pactsopa 0,9 % (B3pocnbiM 5-6 MI/KT, AETIM
2-3 Mr/kr). AMUHOQWUIMH HEOOXOAMMO MPHUMEHSATh OCTOPOKHO B CBS3M C BO3MOXHBIM
MOSIBJICHUEM apUTMUHU.

6. Ilpu HEOOXOAMMOCTH OTCACBIBAIOT M3 JBIXATEIHHBIX MyTEH CKOMMBIIUICS CEKPET M PBOTHBIE
Macchl, HAUUHAIOT OKCUTEHOTEPAIIHUIO.

7. Ilpu ocTpoM OTEKe TOPTAHU MTOKA3aHA UHTYOAIIHS WU TPAXEOTOMHS.

Bce manuenTs! ¢ aHahUIAKTHYECKUM IIIOKOM TOJUIeKAT 0053aTeTbHOM TOCIUTATU3AlMU Ha CPOK
He MeHee 10 mHE# ¢ menpro MpoAOHKeHUST HAOMIOICHUS U JIeUeHUs, T.K. y 2-5 % MalueHTos,
nepeHecunx aHapuIaKTHUECKUN 10K, HAOJI0Ial0TCs MO3HHUE aNIEPTUYeCKUE Peaklnu.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKA Bpaya ONpPeAessioTCs KIMHUYECKOW KapTHHOW, HO BO BCEX
cilydasix HeoOXOJMMO, B MEPBYIO O4Yepe/b, BBEJICHHE aJpeHaINHA, TNIIOKOKOPTUKOCTEPOUIHBIX
npemapaToB. BBenenue mnpenapaToB (EHOTHA3MHOBOTO psja H MPENnapaTroB  KalbIUsd

POTHUBOIIOKA3aHO.



COOTBETC TEn'ET SKCTEPTHOMY OTY ETr"
ot 25.06.2024 N 1.:7*1

4.5. B3amMmopeiicTBHMe ¢ JIPYrHMH JeKap BeHHBLIVIL | ﬂqﬁﬂa‘p@r;ﬁgtﬁl “1p y;e“llhm,l

B3auMOJeiCTBUS

He npuMeHsATh 0THOBPEMEHHO € MPHUEMOM [3-aIpeHO0I0KaTOPOB.

Koxnble mpoObl clielyeT IpOBOAUTH HE paHee, YeM depes:

- 1 Hepemto mocie TyOepKyIUHOBOM MPOOHI;

- 1 Mecs1 moce BaKIMHAIIMY MHAKTUBUPOBAHHBIMU BaKI[MHAMU;

- 3 Mecsa Mocie NPUBUBOK YKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMU, TaK U OaKTepUaIbHBIMHU,
BKrOYas BakiuHy BILK).

Bo03M0XHO 0IHOBpEMEHHOE UCITOJIH30BAHUE C AJUIEPTCHAMH IPYTUX HAUMEHOBAHUM.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

[IpumeneHue npenapara npu 6EpeMEHHOCTH MPOTHUBOIIOKA3aHO.
JlakTams
[Ipumenenue npenapara B IepUo;] TPYIHOTO BCKaPMIIMBAHUS IPOTUBOIOKA3aHO.

DepTUabHOCTH

Her nanHbIX 0 BAMSHUM Npenapara Ha (pepTUILHOCTD YellOBeKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CPeICTBAMHU H padoTraTh €
MeXaHU3MaMH

HekoTopsle HeXenaTelbHbIE pEaKLUH, CBSI3aHHBIE C JEHCTBUEM IIpenapara, MOI'yT OKa3bIBaTb
BO3/ICHCTBHE Ha CIOCOOHOCTh YIIPaBJIATh TPAHCIIOPTHBIM CPEICTBOM WIH
JBUKYLIIUMUCS MEXaHU3MaMU. [l ManueHToB, y KOTOPBIX HAONIOAAIUCh HEXKelaTelbHbIe
peakuuMyd Tpu  BBEIEGHUU T[Ipenapara, yIpaBiI€HHE TPAaHCIOPTHBIM  CPEICTBOM WM
JBIKYIIUMHCS MEXaHU3MAaMH  BO3MOXKHO  TOJBKO  IIOCJII€  HMCUE3HOBEHMS  CHMIITOMOB
HE)KEJIATEJIbHBIX PEaKLil.

4.8. Hexkes1aTeibHbIE peaKiUu

Pesrome nnpoduiast 0e3omacHoCTH

HexxenarenbHbIMH peakLMsMHU, KOTOpble YacTo HaOmojnatorcs y mnamueHtoB (y 1-10%
NAIMEHTOB), SIBJISIOTCS TUIIEPEMUS U OTEK B MECTE BBE/ICHUS Ipenapara.

TabnuuHoe pE3I0ME HEXKENATSILHBIX PEaKIMH

Yactora pa3BuTHs HEXENATEIbHBIX PEaKIil MPEeACTaBIeHa B COOTBETCTBHH C PEKOMEHIAITUSIMHU
Bcemuprol opranuzanuu 31paBOOXpaHEHHUST U BKIIIOYAET CIASAYIONINE KATErOPUU: OYEHb 4acTo
(>1/10), wacto (>1/100 no <1/10), mewacro (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb peako (10 < 1/10000) 1 yacToTa HeM3BeCTHA (Ha OCHOBAaHUH UMEIOIUXCS JAHHBIX OIICHUTH

HEBO3MOJKHO).



COOTBETCTBYET SKCTIEPTHOMY OTYETY
ot 25.06.2024 N° 12731

\TENBHOCTE 0001)

YacroTa BCTpE4aeMOCTH Hemenafgmﬁs;l)g%aﬁj

CucTeMHO-OpPraHHbIil KJIacce Yacrora HeskenarenbHble peakunu
(MedDRA)
Hapymenust co ctopoHnsl Penxo Kpanusnuia, anadpunakrnaeckuit
MMMYHHOH CHUCTEMBI LIOK
Heuacto OT1ék nuna
Hapymenust co ctopoHnsl Heuacrto ['onoBHas 60116
HEPBHOM CUCTEMBI
Hapymenust co ctopoHnsl Penxo KoHbOHKTUBUT
opraHa 3peHus
Hapyienust co ctopoHbl Yacto I'unepemus
COCYJIOB
Hapymenust co ctopoHnsl Heuacro Kamens, ynxanue, puHuT,
JBIXaTEJIbHON CUCTEMBI, OpoHxocmnam
OpPraHoB I'PYAHON KIJIETKU U
CpeloCTeHUs
OO61ue HapyIeHus u Yacrto OT1ék B MecTe BBEACHUSA
peaKuru B MECTE BEICHUS

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/If/'I

Y 0c000 4yBCTBUTEIBHBIX MAIUCHTOB MOKET BO3HUKHYTh CUCTEMHasl aJlJIeprudeckasi peakiiusi, B
TOM 4HCJIe, aHa(DUIAKTHYCCKHUI [IOK.
Mepsbl, npuHUMaeMble IPU Pa3BUTUHN AIIEPTUUYECKUX PEAKIUil, ONMCcaHbl B pasjeie 4.4.
Penxo B mporecce MOCTAHOBKM KOKHBIX MPOO MOXKET HACTYHHUTh OOOCTPEHHE OCHOBHOI'O
3a0071€BaHus.

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

Co001rIeHns 0 m0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo co00111aTh 0 T0JI03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX MOCIE PETUCTPAIMK TIpernapara ¢
[EeNbI0 OOECHedeHHss HEMPEephIBHOTO MOHUTOPHHTA COOTHOIIEHUS <«II0JIb3a - PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIAYETCsl cOOOIIaTh O JHOOBIX
MoOO03pC€BACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperiapara 4€pe3 HAllMOHAJIBHBIC
CHUCTEMBI COOOINEHHsT O HEKeJIaTeNbHBIX pPEaKIUsIX TOCYAapcTB — UIeHOB EBpasuiickoro
SKOHOMHYECKOT'0 COI03a:

Poccuiickas @enepanus

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

YnonnomoueHHasi opranuzanus: degepanbHas ciyk0a Mo Haa30py B cdepe 3ApaBOOXpaHEHUs
(PocanpaBuamzop):

Tenedon: +7 800 550 99 03
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DnekrponHas moura: pharm@roszdravnadzor.gv.ru (MOCNEACBATENBHOCTE 0001)

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

4.9. [lepeno3upoBka

CuMnOTOMBI

B cnyyae mnepeno3sMpoBKHM BO3pacTaeT PUCK BO3HUKHOBEHHUS HEXKEIATEIbHBIX PEaKIHid,
CBSI3aHHBIX C IPUMEHEHUEM IIpenapara.

Jleuenue

CumnroMaTrueckas Tepanus. B ciydae pa3BuTusi aHaQHIAKTUYECKOTO MIOKA U, KaK CIEICTBHE,
TSDKETIBIX CHUCTEMHBIX peakuuil (HeKymupyromuics OpoHxocmasM, achukcus, oOycloBICHHAS
OTEKOM BEpPXHHUX [IBIXaTENbHbIX IIyTeH, W KOJUIAIIC) IPOBOMSATCS HEOTIOXKHBIC Jie4eOHbIE

MeponpusThs (cM. pasuen 4.4).

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaHHAMHUYECKHE CBOMCTBA

dapmakoreparneBTHUECKas TpyIa: AJUIepreHbl; IKCTPAKThI AJIICPTEHOB.
Kox ATX: VO1AAOS.

Mexanusm ageiicTBus

OCHOBHBIM JICHCTBYIOIIUM HAYaJIOM aJjulepreHa siBisieTcs OeIKOBO-TIOIMCaXapUIHbIA KOMILIEKC,
MO3BOJIAIOIIMKA  NUArHOCTHUPOBAaTh Yy  MAlUMeHTa MpH  IOCTaHOBKE  KOXHBIX  Mpo0
TUTIEPYYBCTBUTEIIBHOCTh K KOPOBHEMY MOJIOKY.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

OCHOBHYI0 4YacTh aKTHBHOTO BEIIECTBa MperapaTa MPEACTaBISIOT OETKU W TOJHUIETTHIBL,
KOTOpbIE, KaK 0KMAAETCs, pacnaatoTcsd Ha aMUHOKHUCIIOTHI M MaJible TIOJIUIIETITU/IBI B IPOCBETE
JKETyJOYHO-KHUIIIEYHOTO TpakTa M B TKaHaAx. [Ipeamosaraercsi, 4TO ayiepreH mpernapara
MPaKTUYECKH HE BCACBIBACTCS B COCYIUCTYIO cHcTemy. [loaToMy mMccrenoBaHus MO U3YYEHHUIO

(apMaKOKMHETHYECKOT 0 MPOodUIIs Mpenapara He MPOBOIUINCH.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCOMoOraTeIbHbIX BellleCTB
dochaTHO-coneBoit Oy epHbIil pacTBOp:

- HaTpus XJIOPHJI,

- Hatpus ruapodocdara qomekaruapar,

- kaymst uruapodocdar,

- (henon (koHCEpBaHT),

- BOJIa JJIs1 UHBEKIIHH.

B xommiexTe ¢ AJUICPICHOM BBIITYCKAIOT TECT-KOHTPOJBHYIO ) KUIKOCTh.
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TecT-KOHTpOJIbHAS KUIKOCTH ((PochaTHO-coneBpit 6y¢)eiml it agc;m%)“ TENMBHOCTE 0001)

- HATpHs XJIOPHU]I,
- HaTpus ruapodocdaTa J0ACKaruIpar,
- Kaymst muruapodocdar,

- (henou (koHCEpBAHT),

- BOJa JUISI UHBEKIIUH.

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

Annepren — 2 roaa.

TecT-KOHTpONbHASA KUAKOCTH — 5 JIET.

Cpok TOJHOCTM KOMIUIEKTa OMpelessieTcss M0 HAaUMEHBIIEMY CpPOKY TOAHOCTH OJHOTO U3
KOMITOHCHTOB, BXOJISIIIIUX B COCTaB KOMILIEKTA.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutsb B xonoaunsHuke (2 — 8 °C).

XpaHuThb B 3alUIICHHOM OT cBeTa Mecte. He 3amopaxuBaTh.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 4,5 mn amrepreHa, mo 4,5 MJ TECT-KOHTPOJIBHOW JKUJKOCTH B CTEKISHHBIX (DIIaKOHAX,
YKYTOPEHHBIX PE3WHOBBIMU MPOOKAMU M 3aKaTaHHBIX ATIOMUHHEBBIMU KonmaykamMu. Kommekr
coctouT u3 1 ¢uakona amneprena, 1 ¢akoHa TECT-KOHTPOJIBHOM KHUIKOCTH, MOMEIICHHBIX B
MavKy U3 KapTOHA C MHCTPYKITUEH 110 TPUMEHEHUIO.

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

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

Bechb ocraBmmiics iekapCTBEHHBIN MTpermapaT U OTXOJBI CIIEIyeT YHUUYTOXKHUTHh B YCTAHOBJICHHOM

MOpSIZIKE.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YIOCTOBEPEHMUS

Poccuiickas @enepanus

AxkmmonepHoe o0miectBo  «HayyHO-IPOU3BOJICTBEHHOE OOBEIMHEHUE TI0 METUIIUHCKUM
uMMyHOOHOJIoTHYeckuM npenapatam «Mukporen» (AO «HIIO «Mwukporen»)

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

Temedon: (495) 710-37-87

dakc: (495) 783-88-04
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(NOCNEQCBATENEHOCTE 0001)

DnekTpoHHas nmouta: info@microgen.ru

7.1. Hpe)l(:TaBI/ITe.TIL AepikaTeist PErMCTPaAlMOHHOI0 YyI10CTOBEPECHUS

[Iperen3zun HOTDG6HTCHCﬁ HaIIpaBJIATH 110 aAPECy.

Poccuiickas @enepanus

AxuuonepHoe o0mectBo «HaydHO-IPOM3BOACTBEHHOE OOBEAMHEHHE TI0 MEIUIUHCKUM
UMMYyHOOHOI0rHYeckuM mpenaparam «Mukporen» (AO «HITO «Mukporen»).

Anpec:115088, r. MockBa, yi. 1-s1 JIyopoBckas, a. 15, ctp. 2.

Tenedon: (495) 710-37-87

daxkc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. JATA NEPBUYHOI PETUCTPALIMW/MOATBEPKIEHUSI PETUCTPALIUU
(MEPEPETUCTPALIAN)

JlaTa nepBUYHON PEruCTPaALINHN:

10. JATA HEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKAPCTBEHHOro NpemnapaTa AJiepreH U3 KOPOBBETO MOJIOKA IS
JUArHOCTHKY JAOCTYIHA HAa HTHPOPMAIIMOHHOM nopTaiie EBpa3uiickoro 3KOHOMHYECKOI0 COr03a B

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



