COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 19.05.2026 N= 3903

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA 703

1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
Annepren w3 gauMoHa i guarHoctuku, 10000 PNU/mu, pactBop it HaKOKHOTO

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

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
I[eflCTBYIOHlee BCIIICCTBO: annepreH U3 JIUMOHA.

B 1 mn npenapara cogepsxutcs 10000 PNU™ anneprena u3 1mMoHa.

[Ipumevanue:

*PNU (Protein Nitrogen Unit) - mexayHapoaHas
CAuHULQa, IMPUHATAA OJIA BBIPpAXKCHHA KOHLCHTPAIUU
OEJIKOBOI0 a30Ta B AJUICPreHax, paBHas CoOaACPKaHUTO

1x10™ Mr GeJIKOBOrO a30Ta.

ITonHb1i NCPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB ITPUBEACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp 111 HAKO’)KHOTO CKapU(PUKAIIMOHHOTO HAHECEHUS M IPOBEACHUS IIPUK-TECTA.
[Tpenapat npexacraBiseT cOO0H MPO3PaYHYIO KUAKOCTh OT JKEJITOr0 JO KOPUYHEBOT'O 1IBETA.
B KOMILIEKTE ¢ allIepreHOM BBIIYCKAIOT TECT-KOHTPOJIBHYIO KUIKOCTD.

TecT-KOHTpOIBHAS KUJIKOCTh MIPEICTABIIAET CO00M OECIBETHYIO MPO3PAYHYIO JKUIKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Cneuuduueckas TMarHOCTUKA MOBBIIIEHHON YyBCTBUTEILHOCTH K JINMOHY Y B3pPOCTBIX U JeTel
crapiie 4 et (C y4eTOM COCTOSIHUSI peOeHKa, BO3MOXKHO MPOBEICHUE KOXKHBIX TECTOB Y JETeH
crapiie 1 roga).

[TokazaHusMU ISl JAMArHOCTUKH SIBISIFOTCSL  KJIMHUYECKHUE TPOSIBICHUS aJUIEPTHUECKOTO
3a00JIeBaHUA U JaHHBIE aHAMHE3A.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMeEHEHUSI

PexuMm no3upoBaHus

I/IH(I)OpMaLII/IIO 0 PCKUMC NO3UPOBAHUS JICKAPCTBCHHOI'O IIpCliapara CM. B IMOAPA3aCiic «Cmoco0
MMPUMCHCHU ).

Oco0ble TPVIIILI TAIUEHTOB

HauueHmbz NnOJ2HCUTIOC0 803pacma

Koppex1uu 10361 He TpedyeTcs.
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Tayuenmoi ¢ Hapywenuem yHKyuu novex

Koppexkiuu n0361 HE TpeOyeTcs.
THayuenmoi ¢ HapywieHuem QYHKYuu neveHu
Koppekuuu 10361 HE TpedyeTcs.
eTu
PekomeHnmanuu 1Mo JO3MPOBAHUIO JICKAPCTBEHHOTO IIperapara AETsSM He OTJIMYaITCA OT
pPEeKOMEH 1Al TI0 JJO3UPOBAHUIO JJIs1 B3POCIIBIX.
IIpumeHeHue npenapaTa NPOTUBOIIOKA3aHO Y ieTel B Bo3pacte A0 | rona (cm. paszaen 4.3.).
OOBIYHO KOXKHBIE TECThI MPOBOATCS y IETEH cTapiie 4 JieT.

Croco0 rIpuMeHeHus

[IpenmapaT wWCHONB3YIOT M TOCTAHOBKM KOXHBIX Tpo0 (Cckapudukanus, MPHK-TECT).
Crneunduueckyro JIUArHOCTHKY, Kak TMPaBUIIO, TMPOBOIAT OJHOBPEMEHHO C APYTUMHU
ajiepreHamH.

Ilocmanoexka ckapu@ukayuoHHbIX KOHCHBIX NPOO, NPUK-MECO8

CkapudukaiioHHble KOXXHbIE MPOOBI, MPUK-TECTHl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTHU
MPEIUICYbs WIH, TPH HEOOXOIMMOCTH, Ha KOXKE CITUHBI.

OnHOBpEMEHHO C aJUIEPreHOM NPOBOJAST IOCTAHOBKY KOXKHBIX IHpPOO C TECT-KOHTPOJIbHOU
xuakocteio U ¢ 0,01 % pacTBOpoM ructamuHa, KOTOpbIi roToBsAT pazsenenueM 0,1 % ructamuna
nuruapoxiopuaa  pactBopa (1 wacte) Harpus xmopuga pactBopom 0,9 % (9 yacreii),
MOJIOKUTEIbHAS PEAKIIMS HAa KOTOPBI HE MEHee «+» CBUAETEIbCTBYET O HAIMYUH JOCTATOYHON
PEaKTUBHOCTH KOXHU. Pa3BeleHHbI pacTBOp T'MCTaMUHA TOJEH B TE€UE€HHE 6 4 C MOMEHTa
MIPUTOTOBJICHUSI.

Metannuueckuii Koimadok (JIakOHOB (C aJUIEpPreHOM, TEeCT-KOHTPOIBHOH KHAKOCTHIO)
MPOTUPAIOT CHOUPTOM. Y IAJSIOT CTEPHJIBHBIM MHHIIETOM IEHTPAIBHYIO KPBIIIKY KOJMadka, a
PE3UHOBYIO MPOOKY, MpeABapUTENHHO 00padoTanHy 70 % 3TUIIOBBIM CIIUPTOM, TPOKAJIBIBAIOT
CTEpPUIIBHOW UTJIOMN.

Koy BHyTpeHHEeW MOBEPXHOCTU MpeAruieubs NpoTuparoT 70 % 3THIOBBIM COUPTOM U JIAIOT €d
BBICOXHYTh. Ha e3nHQUIMpOBaHHYIO KOXKY C MOMOIIBIO CTEPUIILHOTO HIMPHUIIA HAHOCIT KAaIlIo
UCIBITYEMOTO ajliepreHa, Karullo TeCT-KOHTpoJdbHOU xkuakoctd u kKammo 0,01 % pactBopa
ructamuHa Ha paccrosiauu (30-40) MM pyr ot npyra. AJuiepreH, HaOpaHHbBIH B IINPHIL, HEIb3s
BBUIMBATH 0OpPaTHO BO (hJIAKOH.

[Tpu mocraHoBKE CKapU(DUKAIMOHHBIX KOXXHBIX MPOO dYepe3 Kaluld HAHECEHHBIX PacTBOPOB
CTEPWIbHBIMA CKapuU(UKATOpaMH WM WHBEKIIMOHHBIMU HTJIAMHA HAHOCST JBE TapajuiesIbHbIC
LaparuHbl JJIMHOU 5 MM.

[Ipy mocTaHOBKE MPUK-TECTOB Yepe3 KAl HaHECEHHBIX pPacTBOPOB CTEPUIbHBIMU

HHBCKIIMOHHBIMHU HIJIAMHU, YKOPOUYCHHBIMU WJIN C OTPAHHUYUTEIICEM I‘J'IY6I/IHI)I YKOJIa WX UriiamMu



JUIs TIpUK-TecTa (JaHIeTaMu) TPOU3BOISAT
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UCITOJIb30BAaHUM HMHBEKIMOHHBIX WIJI KOXKY IPOKaNbIBAlOT MOJ YrioM 45° Tak, 4TroObl He

BBICTYIIWJIA KPOBb, 3aTCM UIJ1Y BBIHUMAIOT, CJICTKA MPUIIOJHUMAA KOXKY.

Koxnyro peakuuto yuyuthiBaloT uepe3 20 wmuH. CTepuibHBIMH BAaTHBIMH TaMIIOHAMHU

«IIPOMOKAIOT» KallJll HAaHECEHHBIX PacTBOPOB B MECTE LAPAlMH WM IPOKOJa KOXKM (BAaTHBII

TaMIIOH JOJIXKEH OBITh OTACJIBbHBIM IJIA Kaﬁ(HOﬁ Karii HaHCCECHHBIX paCTBOPOB) U YYUTBIBAKOT

PEAKIIUIO KOXU.

OL;@HKCZ OUACHOCIMUYECKUX KOMCHBIX np06

MGCTHYI-O PEAKIIUIO KOXKH IIPU IMOCTaAaHOBKE CKapI/I(i)I/IKaI_[I/IOHHBIX KOXKHBIX Hp06, IIPUK-TECTOB,

YUUTHIBAOT yepe3 20 MUH IpU OTCYTCTBUU PEAKIMM HA TECT-KOHTPOJIBHYIO JKUIKOCTb U IpU

HAJIMYUU TIOJIOKUTEIILHOM MpoObI Ha THCTaMUH (HE MeHee «+») (Tadi. 1).

Tabmura 1

Cxema ydeTa CKapI/I(bI/IKaI_[I/IOHHLIX KO>XHBIX Hp06, IMIPHUK-TCCTOB

Ouenka peakuuu

CreneHnn
BbIPAKEHHOCTH
peakmum*

Pa3zmep u xapakTtep peakuuu

OTtpunarenbHas

OtcyrcTBUE BOJABIPS (Hammysbl), TUIIEPEMUS KaK B
KOHTPOJIE C TECT-KOHTPOJIbHOH JKUAKOCTHIO

CoMHuUTEBHAS

+

OtcyrcTBUE BOJABIPS (MAIynbl), TUIEPEMHS C
pa3mMepamu, IPEeBbIIAIOIIMMYU TAKOBBIE B KOHTPOJIE
C TECT-KOHTPOJIbHOH JKUJKOCTHIO

IHonoxurenbpHas

Bonnpips (mamyna) 2-3 MM, 3aMeT€H TOJIBKO IpU
HATSATHBAHUY KOXKH, TUTICPEMUS

Ilonoxurenbpuas

++

Bongeips (mamyna) 4-5 mm, runepemus (s
CKapU(pUKaALUOHHBIX NPO0);

Bongeips (manyna) 4-10 mm, runepemus (s
MIPUK-TECTOB)

ITonoxurenbuas

+++

Bongeips (mamyna) 6-10 MM, rumepeMus wid
BOJIbIph (mamyna) 6-10 MM C TICeBAONOAMSIMH,
runepeMus (JUist CKapu(pUKalMOHHBIX Mpo0);
Bonnpipp (mamyma) 11-15 mm, runepemust (s
IIPUK-TECTOB)

I[Honoxurenpuas

++++

Bongsips (mamyna) 6onee 10 MM, runepeMust win
BOJIIIBIPS (maryna) 6onee 10 MM ¢ ICEBAOMIOAUAMH,
runepemMus (s ckapuPpUKAIMOHHBIX TIP00);
Bonnpips (mamyna) 6oee 15 MM ¢ iceBAOMIOAUAMH,
runepemus (J11s1 IPUK-TECTOB)

[Ipumeyanue:
* CTeneHb BRIPAKEHHOCTH PEAKITUH:

— OrtpunarenbHas;

+ CoMHUTEIbHAS,

+ CnabomnonoKuTeNIbHAas;

++  IlomoxxurenbHasi;

+++ Pe3Ko IMoJIOKUTEIbHAS,

++++ OueHb pe3KO MOJOKUTENbHAS.
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4.3. IlpoTuBONMOKA3AHUS

1. T'unep4yyBCTBUTENBHOCTh K JIIOOOMY W3 BCIIOMOTAaTEIbHBIX BEIECTB, MEPEUYHCICHHBIX B
paznene 6.1.
2. ObocTpeHue aIepruiecKoro 3a00JeBaHMs.
3. Tsokemas OpoHXHManmbHas acTMa, IUIOXO KOHTpoiupyemas  (apMaKOJIOTHYECKUMHU
npenapatamu (00beMm (opcupoBanHoro Beigoxa 3a 1 ¢ menee 70 % mocne mnpoBeneHUs
a/IeKBaTHOM (hapMaKoTepanmm).

Octpble nHDEKIUN.

XpoHuueckre 3a00sIeBaHUs B CTAAUU 00OCTPEHUS U/ U JEKOMITEHCAIINH.

4
3)

6. HmmyHOneUIIMTHBIC COCTOSHHUS.

7. AyTouMMyHHBIE 3200JI€BaHUS.

8. TyOGepkyne3 1r000M JTOKaTU3alKUK B IEPUOA 0OOCTPEHUS.

9. 3no0kayecTBEHHBIC HOBOOOpPA30BaHMs U OOJIE3HU KPOBH.

10. Tlcuxuueckwue 3a00J€BaHUs B TIEPHO] OOOCTPECHHMS.

11. Cucremubie 3a00JIeBaHUS COCTUHUTEIIEHON TKaHH.

12. Jetckuii Bo3pacT 10 1 rona (mpoBeeHue KOKHBIX TECTOB IS Crielu(PUIECKOM JUArHOCTUKH
BO3MOXKHO Y JIeTel B BO3pacTe crapiie 1 roga, ¢ yueToM COCTOSIHUS PeOCHKA, HO OOBIYHO KOKHBIC
TECTBI IPOBOSATCS y IeTel cTapiie 4 JeT).

13. bepeMeHHOCTh H MEPUOJ TPYAHOTO BCKapMIIMBaHuUs (cM. pasnen 4.6.).

14. CucrtemHas THIOKOKOPTHKOCTEPOUIHAS Tepamus, Tepanus [-aApeHOMUMETUKAMU H
AHTUTHCTAMUHHBIMHU TTpEIIapaTaMH.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

Oco0ble yKkazaHus

3a 2-3 AHS A0 TOCTAaHOBKM KOXHBIX MPOO JOMKHBI OBITH OTMEHEHBl AHTUTMCTAMUHHBIE
npenapatbl. [I[pu COMHUTENBHBIX pe3yIbTaTaX KOXKHBIX IPOO UX MOXKHO IMOBTOPHUTH uepe3 2-3 Hs
(mocne cTUXaHWS MECTHOM peakluuu Ha Mpeaplaymue TpoObl). B ciiydae mooXKUTEIHHOTO
pe3ynbTaTa, KOXKHbIE TPOOBI ¢ allJIepreHaMHu MOKHO TTOBTOPSITH HE Yallle OJJHOTO pa3a B MECHII.

Mephbl IPEeAOCTOPOKHOCTU IPU MPUMEHEHUH

C uenpio BBISBICHHUS NPOTHBOINOKAa3aHUW Bpad B JIEHb IOCTAHOBKH aJUIEPIrHUECKUX Mpoo
IIPOBOJIUT OCMOTp IALMEHTA.

[Tocne xax10i1 MHBEKLINHU aJUIEpreHa MaleHT AOKEeH HaOI0aThCsl BpauoM-aJljIeprojioroM He
MeHee 60 MUH. B TeueHne 3TOro BpeMEHM Bpad JOJKEH OTMEYATh PEaKLMI0 KOKM Ha BBEJICHUE
npenapata M obmee coctosHue mnanueHta. OO0 OTJAJIEHHBIX pPEaKUUAX MalMeHT JOJDKEH
uH(OPMUPOBaTh Bpaya. YUYUTHIBAs BO3MOXXHOCTb BO3HMKHOBEHMSI CHCTEMHOM ajiepruyeckoit

peakiuu, B TOM 4ucie, aHAQUIAKTHUYECKOTO IIOKa, MEAUIIMHCKUN KaOWHET, TIe MPOBOIUTCS
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CH€LII/I(1)I/ILICCKaSI JUarHoCTukKa MMalMCHTOB, I[OJDKQEI:I - G-Lgf% 0 EIG&&EMQE C TC_'IIJQH(I;II’-]ISIaMI/I

IIPOTUBOLIOKOBOM TEPAINH.

IIppy mnosIBIEHMM  CHUMIOTOMOB  QJUIEPrUYECKOM  pEaKUUMM  HEMEJIEHHO  IPOBOJIUTCS
COOTBETCTBYIOLIAs TEPAIIHS.

Oka3zanue nomowu npu peaxyusx oouje2o muna u aHapuIaKmuieckom uoke

[Ipu mpoBeneHNH KOXHBIX MPOO BO3MOXKHO pa3BUTHE PEAKIMH HEMEJIEHHOTO THIA, B T.U.
aHa(uIaKCUH, KOTOPas MPOSBIIAETCS B BUJIE KPATUBHUIIBI U COCYUCTOrO OTEKa, OT€Ka rOpTaHH,
3aTPYIHEHHOTO JbIXaHWUS U YIAylIbs. DTH CHUMIOTOMBI YacCTO BO3HUKAIOT IOCJE OLIYIIECHHS
TFeHEPAIM30BaHHOIO 3y/1a, YyBCTBA HOKEHUS, TUIIEPEMUU KOKHBIX IIOKPOBOB, a TAK)KE OLYILIEHUS
CTpaxa CMEpTH.

Bcenencrteue anaduiiakTUUECKOTO IMIOKAa MOXKET Pa3BUTHhCS HEKYMHPYIOMIMICS OpoHXOCHasM,
acdukcus, 00yCIOBICHHAs OTEKOM BEPXHHUX JIbIXaTEIbHBIX MMyTEH, U KOJIJIATIC.

B atoMm ciryuae TpeOyroTCst HEOTIOKHBIE JICUeOHbIE MEPOTTPHUSITHSI.

Joecocnumanvras nomousb npu aHad)wzaKmuquKOM uwoke

1. HemeieHHO peKpaTUTh BBEICHUE aJUIEPTe€Ha, BHI3BABIIETO PEAKIUIO, YIOKUTH MMAllMEHTa Ha
KYIIETKY (TOJIOBa HUKE HOT), TOJIOBY MOBEPHYTH B CTOPOHY, BBIIBUHYTh HI)KHIOIO YENIOCTD,
YAAJIUTh UMEIOIINECs 3yOHbIE TPOTE3BI.

2. HanoxwuTp XryT Ha MECTO BBIIIE BBEJCHHUS AJIEPTeHa, €CIH 3TO BO3MOXKHO.

3. B xoneuHocth, cBOOOAHYIO OT *ryra, BBectu 0,3-0,5 mm 0,1 % pactBopa ampeHanuHa
BHYTPUMBIIIEYHO (B/M) 1 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
aZpeHanuHa He JnoypkHa npesbrmate 1 M 0,1 % pactBopa. KparHocTh M 1032 BBOJMMOTO
aJlpeHaJIMHA 3aBUCUT OT TSDKECTH IIOKA M INOKa3aTesel apTepHalbHOro AasieHus. [loBropHoe
BBEJICHHE MaJbIX /03 aJipeHannHa Oosiee 3pPEKTUBHO, YEM OJHOKPATHOE BBEJCHHE OOJIBIION
JTO3BI.

4. O6xkonotre Mecto unbekiuu 0,3-0,5 ma pactBopa ampenaimna (1 mi 0,1 % pactBopa
aJipeHaIMHa pa3BecTH B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHbEKIIMN TPUIIOKUTH ITY3bIPh CO JIBIOM.

6. OOGecmeunTh JOCTYI CBEXKEr0 BO3AyXa WK AaTh Kucinopoa. [lpu HapymeHnn puTMa JbIXaHus
WM €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).

7. CpouHO BbI3BaTh Bpayua, OJHOBPEMEHHO BbI3bIBAETCS] peaHUMAaI[MOHHas Opurana.

Jlo mpuesna peaHMMalMOHHOW Opurajsl HEOOXOIMMO OKa3blBaTh MEAMULMHCKYIO IMOMOIIb U
IIPOBOAMTH IOCTOSIHHBIA KOHTPOJb 33 TE€MOJAMHAMUYECKMMH II0Ka3aTeIsIMH U COCTOSHHUEM

¢byHkun BHemHero Asixanus (OBJI).
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I'ocimTansHas TOMOITL ITPH aHad)I/IHaKTI/I‘-IeCKO IIIOKE

1. Tpwu kpaiiHe TSHKEeTIOM COCTOSTHUY MallMeHTa U TIPU BBIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pactBopa anpeHanuHa, npu JoCTUXKEHUH P deKTa BBEICHUE
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
KareJbHOe BBeZeHWEe HopanuHepuHa (pernm ppuna, nomamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIOKO3bI 111 HHPY3U Uil HaTpus xjopuaa pactsopa 0,9 %.

3. BHYTpUBEHHO CTpYHHO BBECTH TNIFOKOKOPTHKOCTEPOUIBI: mpeaHn30i0H — 60-180 mr (meTsam
5 mr/kr) i aekcameta3oH - 8-20 mr (nersam 0,3-0,6 mr/kr), wiu rugpokoptu3zon — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHEe
4-6 cyr Uil TPeNOTBpAIICHUS aJUIEPrHUECKUX peakuil MO0 HMMYHOKOMILUIEKCHOMY WJIH
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 mu, 7-18 ner — 0,5-1,0 M) wim
0,1 % xnemactuna (netsim 0,025 mr/kr/cyT 3a IBe UHBEKIIUN).

5. CumnromaTtuueckas Tepamnus 1o mnokazaHusMm. [Ipu coxpaHeHuun OpPOHXOOOCTPYKTHBHOTO
CUHIpPOMA BHYTPHUBEHHO MEJUICHHO BBOAAT amuHOGWUMH, 10 M 2,4 % pacTBopa KOTOPOTO
peBapUTEILHO pa3BoaaT B 20 Mt Hatpus xjopuaa pacteopa 0,9 % (B3pociabiM 5-6 MI/KT, IETIM
2-3 Mr/kr). AMUHOQWIIMH HEOOXOIMMO NPHUMEHSITh OCTOPOXKHO B CBSI3M C BO3MOYKHBIM
MOSIBJICHUEM apUTMUHU.

6. IIpu HEOOXOTUMOCTH OTCACHIBAIOT M3 JIBIXATCIbHBIX ITyTeH CKOMUBIIHICS CEKPET H PBOTHBIC
MaccChl, HAUMHAIOT OKCUTEHOTEPAIHIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MTOKA3aHA UHTYOAIIHS W TPAXEOTOMHSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM TOJIekKAT 0053aTeNbHOM rOCIUTATH3AINH Ha CPOK
He MeHee 10 AHE# ¢ 1enbro NMpoAOHKeHUsT HAOMIOIEHUS U JIeYeHUs, T.K. Yy 2-5 % MaiueHTos,
MepeHeCcnX aHaPIAKTHIECKUH 0K, HAOJI01at0TCs TIO3JHUE AJIJIEPTUUECKHUE PEaKITIH.

J103b1 BBOJUMBIX JIEKAPCTB U TAaKTHKA Bpada OMpPeAesSIOTCs KIMHUYECKOW KapTUHOM, HO BO BCEX
CIIy4asix HeOOXOAMMO, B TIEPBYIO OYepe/lb, BBEJICHHUE aapeHaINHa, TITIOKOKOPTHUKOCTEPOUTHBIX
npenaparoB. BBeneHue mpemaparoB (PEHOTHA3WHOBOTO psAJia HM TPEnapaTtoB  KajbIus
MIPOTUBOIIOKA3aHO.

4.5. B3auMmojeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM MNpenaparamMu H Jpyrue BHAbI
B3aUMOJACHCTBUSA

He npuMeHATh OTHOBPEMEHHO C PUEMOM [3-aIpeHOOIOKATOPOB.

KoskHbie mpo0OBI ciieayeT MpoBOIUTh HE paHee, YeM Yepes:

- 1 Hegento mocine TyOepKyITMHOBOM MPOOHI;
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10 JBA HOCTE 0003
- 1 Mecsn mocne BakMHALIMY MHAKTUBUPOBAHHBIMU BaKI';lgHaMﬂl,E"]' OBATEMNBHOCTS 0003)

- 3 Mecsa Mmocjie MPUBUBOK JXUBBIMH BaKIIMHAMH (KaK BUPYCHBIMH, TaK U OaKTepUaTbHBIMHU,
BKrOYas BakiuHy BIK).

B03M0XHO 0JTHOBpEMEHHOE HUCII0JIb30BAHUE C AJlJIEpreHaMH IPYTHMX HAaMMEHOBAHUU.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[Ipumenenue npenapara npu 6€peMEeHHOCTH MPOTHUBOIIOKA3aHO.
JlakTamus
[IpumeneHue npenapara B Nepuo;] IpyIHOTO BCKapMIIMBAHUS IPOTUBOIOKA3aHO.

DdepTUabHOCTD

HeT naHHBIX 0 BIMSHUY Mpernapara Ha GepTUILHOCTD YeI0BEKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSITH TPAHCIOPTHBIMH CPEACTBAMHM H PadoTaTth ¢
MeXaHHU3MaMH

HCKOTOpI)IG HECXKECJIATCIbHBIC peaKHI/II/I, CBSI3BAHHBIC C IICI\/JICTBI/IGM HpenapaTa, MOFYT OKa3bIBAThb
BO3/IEIiCTBHE Ha CIIOCOOHOCTH YIIPABIISATH TPAHCIIOPTHBIM CPEICTBOM WA
JBYKYIIUMHUCS MEXaHU3MaMH. [l MaIMeHTOB, Y KOTOPBIX HAOIIOAAINCh HEXKENaTeIbHbIC
pCaKHI/II/I HpI/I BBCIACHHUU npenapaTa, ynpaBneHI/Ie TpaHCHOpTHI)IM CpeI[CTBOM NN
IIBI/I)KYHII/IMI/ICFI MECXaHU3MaMHN BO3MOXHO TOJIBKO II0CJIC HNCUYC3HOBCHUA CUMIITOMOB
HEKEJIATCIIbHBIX PEaKIUii.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pesrome nnpoduiast 0e30macHOCTH

HexenarenpbHBIMH peakIMsIMH, KOTOphIe dYacTo HaOmromatorcss y manueHToB (y 1-10 %
NalMEHTOB), SIBJISIOTCS TUIIEpPEMUsI U OTEK B MECTE BBE/ICHUS Mpenapara.

Tabauunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YacToTa pa3BUTHS HEXKENATEIbHBIX PEAKIIUN MPECTaBICHA B COOTBETCTBUU C PEKOMEHIAlUSIMHU
BcemupHoii opranuszanuu 31paBOOXpaHEHUs U BKIIOYACT CIEAYIONIUE KaTerOpUM: OUYE€Hb YacTo
(>1/10), wacto (>1/100 go <1/10), neuacro (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oueHb peako (10 < 1/10000) 1 yacToTa HeM3BeCTHA (Ha OCHOBAaHUH UMEIOIUXCSI JAHHBIX OIICHUTh

HEBO3MOJKHO).
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CucTeMHO-OpPraHHbIil KJIacce Yacrora HexenatenbHble peakunu
(MedDRA)

Hapymenust co ctoponsl Penxo KpanuBauna, anaduiakTHIECKUI IIOK

VMMYHHOH CHUCTEMBI Heuacto OTték nuua

Hapymenust co ctoponsl Heuacto [NonmoBHas 60J1b

HEPBHOM CUCTEMBI

Hapymenust co ctopoHnsl Penxo KoHbIOHKTUBUT

Oprasa 3peHus

Hapymenust co ctoponsl Yacto INunepemus

COCYII0B

Hapyienust co ctopoHbl Heuacto Kamens, unxanue, puHuT, OpOHXOCIIA3M

JBIXaTEJIbHON CUCTEMBI,
OpPraHoB I'PYAHOM KIIETKU U
CpeoCTeHUs

OO61ue HapyiieHus u Yacto OTéK B MeCTe BBEJICHUS
pEeaKIny B MECTE BEACHUS

Onucanue OTACIBHBIX HCXKCIATCIbHBIX DeaKIII/If/'I

Y 0c060 4yBCTBUTEIBHBIX MAIIMEHTOB MOKET BO3HUKHYTH CUCTEMHAs alljiepruueckasi peakius, B
TOM YHCJIe, aHAPUITAKTHYSCKUHN IIIOK.
Mepbl, MpUHUMAaEMbIC TIPH PA3BUTHN AJNICPTUICCKUX PEAKIUi, ONTMCAHbBI B pasnueie 4.4.
Penxko B mporiecce MOCTAaHOBKH KOXKHBIX IMPOO MOXKET HACTYIHTh OOOCTPCHHE OCHOBHOTO
3a00/1eBaHus.

eTn
UYacrtoTa, BHJT ¥ TSDKECTh HEXKETATSIIbHBIX PEAKINi Yy IeTeH M B3POCIIBIX OJJMHAKOBBI.

Co001rIeHns 0 I0I03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo co00111aTh 0 T0J03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX MOCIE PETUCTPAIMK TIpernapara ¢
[EeNbI0 O0ECHeueHHss HEMPEephIBHOTO MOHUTOPHHTA COOTHOIIEHUS <«II0JIb3a - PHUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYyeTCs COOOIAaTh O JIFOOBIX
MoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O Iperiapara 4€pe3 HAIlMOHAJIbHBIC
CHUCTEMBI COOOIIEHHsI O HEXKeJIaTeNbHBIX pPEaKIUsIX TOoCyAapcTB — uJIeHOB EBpasuiickoro
SKOHOMHUYECKOTO COH03a:

Poccuiickas @enepanus

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

®denepanbHas cryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop):

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovta: 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

CumnromaTtrueckas Tepanus. B ciydae pa3BuTus aHauUIaKTHYECKOTO IIOKA ¥, KaK CIEJCTBUE,
TSDKEBIX CHUCTEMHBIX PEaKIUi (HEKyMUPYIOIIUUCS OpoHxocmasM, achUKCHUs, 00yCIOBICHHAs
OTEKOM BEpPXHHUX JBIXaTCIIbHBIX NyTEeH, M KOJIJIAIC) MPOBOMAATCS HEOTIOXHBIC JIeUCOHBIC

MeponpusTus (cM. paznen 4.4).

5. ®PAPMAKOJIOT'MTYECKUE CBOVICTBA

5.1. dapmakoaMHaMHuUYecKHe CBOlicTBa

®apMakoTepaneBTUYeCKas Ipymnmna: AJIepreHbl; IKCTPAKThI AJIJIEPTreHOB.
Kon ATX: VO1AAO8.

MexaHu3M ASHCTBUS

AJIJICpFeH BBI3BIBACT IMMOJIOKUTCIBbHYIO MCCTHYIO PCAKIUIO HEMCAJICHHOI'O THUIIA IIPU IMTOCTAHOBKC
KOXHBIX Hp06 B BUAC BOJIABIPA, THIICPEMHHU Y JIMI, MMCIOIUX IMOBBIICHHYIO YYBCTBUTCIIbHOCTD
K JJUMOHY.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

OCHOBHYIO YaCTb AKTUBHOI'O BCHICCTBA IIperiapara MPCACTABIIAIOT 6€JIKI/I U IIOJIMIICITUBI,
KOTOPBIC, KaK OXKUAACTCA, paclmaaaroTCsd Ha aMUHOKHUCIIOTBI U MAJIBIC MOJTUIICTITUABI B IIPOCBETC
JKEIYJOYHO-KMIIIEYHOTO TpakTa M B TKaHAX. [lpeamomaraercsi, 4To ajiepreH mpenapara
MPaKTUYECKH HE BCACBIBACTCS B COCYIUCTYIO cucTemy. lloaToMy mccnegoBaHusi mo M3y4eHUIO

(hapMaKOKHHETHYECKOTO PO uIIs pernapaTa He MPOBOAMIIUCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

®ocparHo-coneBoil OydepHbIi pacTBOp:

- HaTpHsL XJIOPH,

- HaTpus ruapodocdara foaeKaruapar,

- Kaius auruapogocdar,

- (penou (koHCEPBAHT),

- BOJA JUIST MHBEKITHI.

B kommiekTe ¢ ajuiepreHoM BBITYCKAOT TeCT-KOHTPOJIBbHYIO KHIKOCTb.
TecT-KoHTpONIBHAS KUAKOCTH ((hocdaTHO-coneBOM OydepHbIil pacTBOp):

- HaTpus XJIOPHUJ,
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- HaTpus ruapodocdaTa J0AEKaruIpar,

- Kaius auruapogocdar,

- (peHON (KOHCEPBAHT),

- BOZIa JUI UHDBEKIIUH.

6.2. HecoBMecTUMOCTDH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

Auniepren — 2 roja.

TecT-KOHTPOJIbHAS JKUIKOCTh — 5 JIET.

Cpok TOJHOCTM KOMIUIEKTa ONpPENENsieTCs 10 HAaUMEHbBIIEMY CpPOKY TOJAHOCTH OJHOTO M3
KOMIIOHEHTOB, BXOJSIIIUX B COCTaB KOMILIEKTA.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

Xpanutb B xonoawibHuKe (2 — 8 °C).

XpaHUTb B 3alLUIIEHHOM OT cBeTa Mecte. He 3aMopaxuBaTh.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

[To 4,5 mn amneprenHa, mo 4,5 MJI TECT-KOHTPOJBHOW >KUIKOCTU B CTEKJISHHBIX (hrakoHax
BMECTUMOCTBIO 5 MJI, YKYNOPEHHBIX PE3UHOBBIMU MPOOKAMU M 3aKAaTAaHHBIX AJIOMUHUEBBIMU
konmavykamu. Kommiiekt coctout u3 1 ¢umakona amiepreHa, 1 ¢iakoHa TecT-KOHTPOJIBHOW
KUJKOCTHU, TOMEUICHHBIX B IMaYKy U3 KapTOHA C UHCTPYKLHEH MO MPUMEHEHHUIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXOJA0B, TMOJYYEHHBIX IOcjde TNPUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIyJISIUM C IPenapaToM

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.

Bech ocTaBmmiicst 1eKapCTBEHHBINA MPENapaT U OTXObI CIEAYET YHUUTOXUTh B YCTAHOBIEHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

AxmmonepHoe o6miectBo  «HayuyHO-TIpOM3BOACTBEHHOE OOBEIUHEHHWE 10 MEIUIIMHCKUM
UMMyHOOHOIoTHYecKknM npernapatam «Mukporen» (AO «HIIO «Mukporeny)

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

Tenedon: (495) 710-37-87

dakc: (495) 783-88-04

OnekTpoHHas nouta: info@microgen.ru
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[Iperen3uun norpeduTeieil HaOPaBIATh 110 AIPECY:

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

Qaxkc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru.

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JATA NEPBHYHOI PETNCTPAIIMW/MOATBEPKIEHUSI PETMCTPALIAU
(MEPEPETUCTPALIAN)

JlaTa nepBUYHON perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOTO IIpCIiapara AnnepreH n3 JJUMOHA IJI NUArHOCTUKH
AOCTYIIHA Ha I/IH(I)OpMaI_II/IOHHOM nopraje EBpaBHﬁCKOFO OKOHOMHWYECCKOIro CoOm3a B

uH(pOpMAIIMOHHO-KOMMYHHUKAIIMOHHOMU ceTn «HTepHEeT™ https://eec.eaeunion.org.



