COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 09.09.2025 N= 22465

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA 703

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
AnnepreH w3 OBCsHOW Kpymbl jius auarHoctukd, 10000 PNU/mi, pacTBop aJis HaKOKHOTO

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

2. KAUECTBEHHbBIN U KOJJMUYECTBEHHBIN COCTAB
B 1 mu npenapata coaepKutcs:
JelicTByroliee BEIECTBO: aJUIEPreH U3 OBCSHOM KPYIIBI.

B 1 M npenapata conepxkurcst 10000 PNU™ anseprena u3 oBCsHOM KPyTIB.

[Ipumeyanue:

*PNU (Protein Nitrogen Unit) - mexayHapomHas
CAHUIA, IPpUHATAaA IJId BBIPAKCHUA KOHLUCHTPpAlIUU
0OEeIIKOBOI0 a30Ta B aJjjiepredax, paBHasa COACPKaHUIO

1x10™ Mr GeJIKOBOro a30Ta.

[TosHBIA IepeYeHb BCIIOMOTaTeNIbHBIX BEIIECTB MPUBEZEH B pazzene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTBOp 111 HAKOKHOTO CKAapU(PUKAIIMOHHOTO HAHECEHUS M IPOBEICHUS IPUK-TECTA.

[Ipenapat npexacraBisgeT cCOOOM MPO3PAYHYIO >KUJIKOCTh OT CBETIO-KOPUYHEBOIO /0 TEMHO-
KOPUYHEBOTO 1IBETA.

B KOMIUIEKTE ¢ aJlJIEpreHOM BBITYCKAOT TECT-KOHTPOJIBHYIO KHUIKOCTb.

TecT-KOHTpOIbHAS KUJIKOCTh MPEACTABIISIET CO00M OECIBETHYIO MPO3PAYHYIO KHIKOCTD.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

Crierudrueckasi MarHOCTHKA IMOBBIIICHHOW YyBCTBUTEIILHOCTH K OBCSIHOM KPYIIE€ Y B3POCIHBIX U
JeTel crapiie 4 JIeT ¢ pa3aTudHbIME (hopMaMu aJlJIEprUYecKuX 3a00JieBaHUi (KparuBHUIA, OTEK
KBuHKe, HeHpoAepMHT, aCTMATUYECKUH OpOHXHUT U Jp.) (C y4eTOM COCTOSIHMS peOeHKa,
BO3MOYKHO MPOBE/IEHNE KOXKHBIX TECTOB y JieTel cTapiie 1 roaa).

[TokazaHusAMHU TSI TUATHOCTUKH SIBIISTFOTCS KIIMHUYECKUE TPOSBICHUS 3a00JIeBaHMS U JJAHHBIC
aHaMHe3a.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHHUs

Pexxum go3upoBaHus

HNHdopmanuio o pexumMe 103UpOBaHMs JIEKAPCTBEHHOr0 IpenapaTta cM. B nojpasaene «Crnocod

MMPUMCHCHU ).
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Oco0ble rpyIInbl NALMEHTOB

THayuenmor noxcunozo eospacma
Koppekmuu 103 He TpeOyercs.
Tayuenmoi ¢ Hapywenuem hyHKyuu novex
Koppekuuu 103 He TpedyeTcs.
THayuenmoi ¢ HapyweHuem yHKYuU neveHu
Koppekuuu 103 He TpeOyeTcs.
CTHU
PexomMeHmanuu 1O JO3MPOBAaHUIO JIGKAPCTBEHHOTO IMperapara JeTSIM HE OTIUYAITCS OT
PEKOMEHIALIT 110 TO3UPOBAHUIO ISl B3POCIIBIX.
[TpumeHeHne npenapaTa MPOTHUBOIIOKA3aHO Yy JIeTeil B Bo3pacte o 1 rona (cM. pasaen 4.3.).
OOBIYHO KOXHBIC TECTHI IPOBOASTCS y JACTEH crapiie 4 JeT.

Cnoco0 rnpuMeHeHus

[Ipemapar WCHONB3YIOT JUIS TIOCTAHOBKH KOXHBIX Mpo0 (ckapudukamms, TPHUK-TECT).
Crenuduueckyto JHMarHOCTUKY, Kak IPaBUJIO, HPOBOAAT OJHOBPEMEHHO C JIPYTUMHU
aJlJIepreHamu.

Ilocmanoska ckapuuKkayuoHHbIX KOHCHBIX NPOO, NPUK-MECO8

CkapuduKaoHHbIE KOXXHBIE TPOOBI, MPHUK-TECTHl CTaBAT Ha BHYTPEHHEH IMOBEPXHOCTU
Hperieubs Wik, IpU HEOOXOAUMOCTH, Ha KOXKE CITMHBI.

OMHOBPEMEHHO C aJUIEPreHOM MPOBOJAT TMOCTAHOBKY KOXHBIX IMPOO € TECT-KOHTPOJIbHOU
)uakocteio u ¢ 0,01 % pacTBopom rucramMuHa, KOTOPHINA TOTOBAT pa3Benenuem 0,1 % rucramuna
auruapoxiopuaa pactBopa (1 wacte) Harpus xmopuga pactBopom 0,9 % (9 yacreii),
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  alJIEpreHOM, TECT-KOHTPOJIBHOM JKUAKOCTHIO)
IPOTUPAIOT CHUPTOM. Y JAISIFOT CTEPUIIBHBIM NHHIIETOM LEHTPAJIbHYIO KpPBINIKY KOJIIAYKa, a
PE3MHOBYIO MPOOKY, MperBapuTenbHO 00padboTanHyo 70 % STHIOBBIM COUPTOM, MPOKAJIBIBAIOT
CTE€pPUIILHOU UTJIOM.

Koxy BHyTpeHHEH MOBEpXHOCTH Mpearsedbs npotupaoT 70 % 3TUIOBBIM CIIUPTOM U AAIOT e
BBICOXHYTh. Ha e3MHPHUIMPOBAHHYIO KOXKY C TOMOIIBIO CTEPUIIBHOTO HINMPHIIA HAHOCAT KarlIo
UCTIBITYEMOTO JIJIEpreHa, Karllo TecT-KOHTpOJbHOM skuakoctd u kammo 0,01 % pactBopa
ructamuHa Ha paccrosiaun (30-40) MM apyr ot npyra. AJuiepreH, HaOpaHHbBIH B IIMPHIL, HETb3s

BBUIMBATh 00PATHO BO ()JIAKOH.
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CTepUIBHBIMU CKapu(HUKaTOpaMy WIM WHBEKIIMOHHBIMH WIJAMH HAHOCAT JIBE MapaJUIeIbHBIE
LaparuHbl IJIMHOK 5 MM.
[Ipy moOCTaHOBKE MPUK-TECTOB Yepe3 KaIUld HaHECEHHBIX pPacTBOPOB CTEPUIILHBIMU
WHBEKIMOHHBIMHU UTJIaMH, YKOPOUYCHHBIMH HJIU C OTPaHUYHUTENIEM TIyOUHBI YKOJIA WU UTIIaMH
JUIs TpUK-TecTa (JIaHIeTaMHu) MpPOU3BOAAT YKo Koxku Ha riayouny 1,0-1,5 mwm. Ilpu
UCIIOJIb30BAaHUN WHBEKIMOHHBIX HWIJI KOXY MPOKANBIBAIOT MMOA yrioMm 45° Tak, 4TOObl He
BBICTYIIMJIa KPOBB; 3aT€M UTJy BEHIHUMAIOT, CJIETKa MPUMIOIHUMAS KOXKY.
Koxnyto peakinuio yuutbiBaior uyepe3 20 wmuH. CTepwibHBIMH BaTHBIMH TaMIIOHAMU
«IPOMOKAIOT» KaIlJIl HAHECEHHBIX PACTBOPOB B MECTE I[apalllH WM MPOKOJa KOXKHU (BAaTHBIN
TaMIOH JOJKEH OBITh OTACNBHBIM Ui KaXK/10M Kalll HAaHECEHHBIX PACTBOPOB) U YUHUTHIBAIOT
PEAKIUIO KOXKH.
Oyenka OuUazHOCMuUYecKuUx KOJCHbIX npood
MecTHYI0 peakIuio KOXKH IMPH MOCTAHOBKE CKAPU(PUKAINMOHHBIX KOXHBIX MPOO, MPUK-TECTOB,
YUUTHIBAIOT yepe3 20 MUH IpU OTCYTCTBUU PEAKIMHM HA TECT-KOHTPOJIBHYIO KUIKOCTh U MU
HaJIUYHH ITOJIOKUTEILHON TPOOKI HA TUCTaMUH (HE MeHee «+») (Tadu. 1).

Tabnuma 1

Cxema ydera ckapu(PpUKAIIMOHHBIX KOXKHBIX MPOO, MPUK-TECTOB

Ounenka Crenenn Pa3mep u xapaktep peakumuun
peaknuu BBIPA’KEHHOCTH
peakuuu*

OtpunarenbHas - OrcyrcTBue BOJIIBIpSA (MAmysbl), TUIEpEMHUS Kak B
KOHTPOJIE C TECT-KOHTPOIBHON KHUJIKOCTBIO

CoMmHuTenbHas + OtcyTrcTBUE BOAABIPS (MAIyIibl), TUIIEPEMHUS C pa3MepamH,
IPEBBINIAIOIIMMHA ~ TAKOBBIE B KOHTpPOJE C  TECT-
KOHTPOJIBHOM KUAKOCTBIO

[TonoxurenpHas + Bonasips (mamyna) 2-3 MM, 3aMeT€H TOJBKO IIpU
HATSTUBAHUH KOXKH, THTICPEMHSI

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

Bonasips (mamyma) 4-10 MM, runepemust (JUisi TpHUK-
TECTOB)

ITonoxurensHas +++ Bonasips (mamyna) 6-10 MM, TunepeMusi Wid BOJJIBIPh

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

Bonnpipe (mamyna) 11-15 mwm, runepemust (Aias NpHUK-
TECTOB)

IHonoxurenbpuas ++++

Bonasips (mamyna) 6osxee 10 MM, runepeMus WiH BOJIBIPh
(mamyna) 6osee 10 MM ¢ iceBIONOaUSAMU, TUIIEpEeMUs (11
cKkapu(UKalMOHHBIX MPo0);

Bonapips (mamymna) Oosee 15 MM ¢ TICEBIOTOAMSIMH,
runepemMus (s IpUK-TECTOB)
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* CrerneHb BBIPAKECHHOCTH PEAKIIHH:
—  OrpunarenbHas;

+ CoMHHUTEIIbHAS;

+ Cnabonoa0KUuTelIbHAas;

++  IlomoxxurenbHasd,

+++ Pe3ko momoKuTeabHasd,

++++ OueHb pe3KO MOJOKUTETbHAS.

4.3. IlpoTUBONOKA3AHUS
1. T'unep4yyBCTBUTEIBHOCTh K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB, MEPEUYHCICHHBIX B
paznene 6.1.
2. OO0ocTpeHne auIepruaeckoro 3a00IeBaHusl.
3. Tsxenas OpoHXHanbHas acTMa, IUIOXO KOHTpoJHpyeMas  (apMaKOJIOTHYCCKUMU
npemapatamu (00beM (opcupoBaHHOro BhImOxXa 3a 1 ¢ Menee 70 % mociie mpoBeneHUs
aJIcKBaTHOM (papMakoTeparun).

OcTtpblie uHQEKIUH.

XpoHuueckue 3a005IeBaHMs B CTAIMU O0OCTPEHUS W/UIH JeKOMITCHCALIH.

4
3)

6. HmmyHOIehUIIUTHBIE COCTOSHUSI.

7. AyrouMMyHHbIE 3200JI€BaHUS.

8. Tybepkye3 m000i TOKAIHU3AIHMH B IEPUO]] 00OCTPECHHUS.

9. 3rnokauecTBEeHHBbIE HOBOOOpPA30BaHUs U OOIE3HH KPOBHU.

10. TTcuxwuueckue 3a00JI€BaHUS B IEPHO]] OOOCTPECHHSL.

11. Cucremnsble 3a0601€BaHMs COEAMHUTEIHHON TKAHU.

12. Jetckuii Bo3pacT 1o 1 rona (mpoBeeHue KOKHBIX TECTOB IS CrielU(PUIECKON JUArHOCTUKH
BO3MOXKHO Y JIeTel B BO3pacTe crapiie 1 roja, ¢ yueToM COCTOSTHUSA PeOeHKa, HO OOBIYHO KOKHBIC
TECTBI TPOBOSATCS Y ieTel cTapiie 4 JeT).

13. bepeMeHHOCTh ¥ MEPUOJ TPYAHOTO BCKapMIIMBaHUs (cM. pasnen 4.6.).

14. CucremHas TJIOKOKOPTUKOCTEPOUJHAS Tepanus, Tepanus [B-aapeHOMHMETUKaMU H
AHTUTUCTAMUHHBIMU TIperapaTamH.

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTHU NPH NPUMEHEHUH

Oco0ble yKazaHus

3a 2-3 OHS 10 TOCTAaHOBKM KOXKHBIX MPOO JOKHBI OBITh OTMEHEHBl AaHTHUTHMCTAMUHHBIE
npenapatsl. [Ipu COMHUTENBHBIX pe3ylibTaTaXx KOKHBIX IPOO UX MOKHO MOBTOPHUTH Yepes 2-3 Hs
(mocne CTHXaHMsI MECTHOW peakIMM Ha Mpeablayliue MpoObl). B ciiyyae mog0XKHUTEIBHOTO
pe3ysbTara, KOXKHbIE TPOOBI C allIepreHaMy MOXKHO ITOBTOPSTH HE Yallle OJJHOrO pa3a B MECHLL.

MGDBI IPEAOCTOPOKHOCTHU IIPU IIPUMCEHECHUHN

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

IMPOBOAUT OCMOTDP MAallMCHTA.
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MeHee 60 MuH. B TeueHHe 3TOr0 BpeMEHH Bpad JOJKEH OTMEUYaTh PEAKIUIO KOKU HA BBEICHHE
npermapata W oOmiee cocrtosHue manuenta. OO0 OTHANCHHBIX PEaKIUAX MaIlMeHT JODKECH
WH(OPMHUPOBATh Bpaya. YUYUTHIBas BO3MOXKHOCTH BO3HMKHOBCHHS CHCTEMHOM aJlIEprHUCCKOMN
peakuu, B TOM 4YHCJe, aHA(DUIAKTHYECKOTO IIOKA, MEAUIIMHCKUN KaOWHET, TIe MPOBOJUTCS
cnenuduyeckas JUArHOCTUKA  MAlMEHTOB, JOJDKEH OBITh  O0ecleueH  CpeiCcTBaMH
IIPOTUBOIIIOKOBOM TEpaIyH.

[Ipy  TOSIBJICHMM  CHMIITOMOB  QJUICPTHYECKOM  PEaKIMH  HEMEIJICHHO  IPOBOJUTCS
COOTBETCTBYIOIIIAST TEPATTHSI.

Oxazamnue nomowu npu peaxyusx ooueco muna u aHAOUIAKMUYECKOM WOoKe

[Ipy mpoBeneHHUH KOKHBIX IMPOO BO3MOXKHO Pa3BUTHE PEAKIMM HEMEUICHHOI'O THIIA, B T.U.
aHa(HIIAaKCUH, KOTOPasl MPOSIBIISICTCS B BUJIE KPAITUBHUIIBI U COCYIMCTOTO OTEKA, OTEKa TOPTaHH,
3aTPyJHEHHOTO JBIXaHWS W YAYIIbS. DTH CHMITOMBI 9acTO BO3HHMKAIOT ITOCJIE OUTYIICHUS
TeHEPATM30BAaHHOTO 3y/1a, YYBCTBA ¥OKCHHUS, THIICPEMUH KOKHBIX ITOKPOBOB, & TAK)KE OIYIICHUS
CTpaxa CMEpTH.

BenencrBue aHaMIaKTHYECKOTO IMIOKA MOXET Pa3BUTHCS HEKYNMUPYIONIMIACS OpOHXOCHAa3M,
acukcus, 00yCIIOBJICHHAS OTEKOM BEPXHHUX JIBIXaTEIbHBIX ITYTEH, U KOJIJIATIC.

B sToMm cinyuae TpeOyroTCS HEOTIIOKHBIC JICUeOHBIC MEPOTIPHUSITHS.

ﬂOZOCI’leaJZbHCl}Z nomouib npu aHad)uﬂaKmulleCKOM uokKe

1. HemeyeHHO NIpeKpaTUTh BBEICHUE aJIEPreHa, BBI3BABIIETO PEAKIINIO, YIOXKHUTh NMallueHTa Ha
KYLIETKY (TOJIOBa HUKE HOT), TOJIOBY MOBEPHYTHh B CTOPOHY, BBIIIBUHYTh HI)KHIOIO YEIIOCTb,
yIaJIUTh UMEIOIINECs 3yOHbIE TPOTE3HI.

2. Hanoxuth )KTyT Ha MECTO BBIIIE BBEJCHHUS AIJIEPreHa, €CIIM 3TO BO3MOXKHO.

3. B koHeuHocTh, 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
HEOOXOJUMOCTH, BBEJCHHE JTHX JI03 MOBTOPSIOT ¢ wmHTEepBaioM 10-20 mmu. OOmas mo3a
aapeHanuHa He noipkHa npesbimate 1 mu 0,1 % pactBopa. KparHocTe M 1032 BBOIMMOIO
aJpeHaJIMHA 3aBUCUT OT TSDKECTH IIOKAa M ITOKa3aTeseld apTepHalpbHOro AasieHus. IloBropHoe
BBEJICHHE MaJIbIX 703 aJpeHanuHa Oosee d(PpPeKTUBHO, YeM OJHOKPATHOE BBEICHHE OOJBIION
JTO3BI.

4. OO6xkonotre mecto uubekiuu 0,3-0,5 ma pactBopa amperHasmna (1 ma 0,1 % pactBopa
aJipeHaMHa pa3BecT B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy MHBEKLINN NPUIIOKUTH ITY3BIPh CO JIBIOM.

6. OOGecmeynTh JOCTYI CBEXKEr0 BO3AyXa WM AaTh KuciopoA. [Ipu HapymeHnn puTMa apIxaHus

WM €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).
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Jlo mpuesna peaHUMAIMOHHON Opurajabl HEOOXOAMMO OKAa3bIBATh MEAMIIMHCKYIO IMOMOIIL U
NPOBOJUTHh TIOCTOSHHBIA KOHTPOJb 32 TEMOJWHAMHYCCKUMH II0Ka3aTeNIIMU U COCTOSIHUEM
¢dbyakuun BHemrHero apixanus (OBJI).

Tocnumanwvnas nomoub npu aHaQbMJZCleuUGCKOM uwoke

1. Tlpwu kpaiiHe TSHKETIOM COCTOSTHUY MalleHTa U TIPU BBIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOAAT B/B MeanieHHo 5 mut 0,01 % pactBopa anpeHanvHa, pu AOCTUNKEHUH dPQeKTa BBeIeHUE
npekpamatot. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYCHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naminenue (AJl) He cTaOWIM3HPYETCs, CPOYHO HAYaTh BHYTPUBEHHOE
KareslbHOe BBeZeHnEe HopanuHeppuHa (permmPppuna, gonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIIOKO3bI 15 HHPY3U Uil HaTpus xjopuaa pacteopa 0,9 %.

3. BHYTpuUBEHHO CTPYHHO BBECTH TNIFOKOKOPTUKOCTEPOUIbI: Mpeann3oioH — 60-180 mr (metsam
5 mr/kr) uimu aexcametas3od - 8-20 mr (nersam 0,3-0,6 mr/kr), win rugpokoptu3on — 200-400 mr
(metsim 4-8 mr/kr). 1o cocTosHUIO BBEIEHHE TOPMOHOB IMOBTOPSIOT M TPOJODKAIOT HE MEHee
4-6 cyT Uil TPENOTBpAIICHUS AJUIEPIrHUECKUX pPEaK[Uuil MO0 HMMYHOKOMILUIEKCHOMY HWJIH
3aMeJUICHHOMY THUITY.

4. Tompko mnpu cradbmmmzanuu AJl BHyrpuMmbimewyno BBectu 2,0 min 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 (netssm 0,025 mr/kr/cyT 3a IBe HUHBEKIINN).

5. CumnromaTthueckas Tepamnus Mo mokazaHusMm. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHHJpPOMa BHYTPHMBEHHO MEIJIEHHO BBOJAT amuHO(pmumH, 10 mu 2,4 % pacTBopa KOTOPOTO
MpeABapUTENILHO pa3BoaaT B 20 Mi1 HaTpust xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/KT, AETIM
2-3 Mr/kr). AMUHOQWUIMH HEOOXOAMMO IPUMEHSTh OCTOPOKHO B CBSA3M C BO3MOXHBIM
MOSIBJICHUEM apUTMUHU.

6. Ilpu HEOOXOAMMOCTH OTCACHIBAIOT M3 JBIXATEIHHBIX MyTEH CKOMMBIIUICS CEKPET M PBOTHBIE
Macchl, HAUUHAIOT OKCUTEHOTEPAIIUIO.

7. Ilpu ocTpoM OTEKe rOpTaHU MOKa3aHa UHTYOAlHs WK TPAXEOTOMHUSL.

Bce manuenTs! ¢ aHaQUIAKTUIECKUM IIIOKOM TOJUIEKAT 0053aTeTbHOM rOCIUTATN3AIMN Ha CPOK
He MeHee 10 mHEH ¢ menpro MpoAOHKeHUsST HAOMIOICHUS U JIeYeHUs, T.K. y 2-5 % MaiueHTos,
nepeHecunx aHapuIaKTHUECKUN 10K, HaOJI0Ial0TCs MO3HHUE aNIEPTUYECKUE PEeaKIInH.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKa Bpaya ONpeaeNstoTCsa KIMHUYECKOW KapTUHOM, HO BO BCEX
cilyyasix HeoOXOJIMMO, B MEPBYIO O4Yepe/b, BBEJCHHE a[peHAIMHA, TNIIOKOKOPTUKOCTEPOUIHBIX
npemapaToB. BBeneHue mnpenapaToB (EHOTHA3MHOBOTO psjfa H MPENnapaTroB  KalbIUsd

POTHUBOIIOKA3aHO.
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B3auMOJeiCTBUS

He npuMeHsATh 0THOBPEMEHHO € MPHUEMOM [3-aIpeHOOI0KaTOPOB.

Kosxnble mpoObl clieiyeT IpOBOAUThH HE paHee, YeM depes:

- 1 Hepemto mocie TyOepKyIUHOBOM MPOOHI;

- 1 Mecs1 mocie BaKIMHAIIMY MHAKTUBUPOBAHHBIMU BaKI[MHAMU;

- 3 Mecsla Mocjie NPUBUBOK JKUBBIMHM BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUaIbHBIMU,
BKr0o4as BakiuHy BIK).

Bo03M0HO 0IHOBpEMEHHOE UCITOJIb30BAHUE C AJUIEPTC€HAMH JIPYTUX HAUMEHOBAHUM.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepeMeHHOCTH

[TpumeHneHue penapara npu 0epeMEHHOCTH MPOTHBOITOKA3aHO.

JlakTarms

[IpumeHeHue npenapara B IEPUO IPYIHOTO BCKapMIIMBAHUS IPOTHUBOIOKA3aHO.

DdepTUabHOCTD

HeT naHHBIX 0 BIMSHUY Mpernapara Ha PepTUIbHOCTD YEI0BEKa.

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

Hekoropbie HexeNnaTebHbIC PEaKIliu, CBA3aHHBIC C JCHCTBUEM Iperapara, MOTYT OKa3bIBaTh
BO3JICHCTBUE Ha CIIOCOOHOCTh YIIPaBJIATH TPaHCIIOPTHBIM CpELNCTBOM 158105
I[BI/DKYHII/IMI/ICSI MECXaHU3MaMMH. ILJ'I?[ IIalrmuE€HTOB, y KOTOpBIX Ha6J'IIO,Z[aJ'II/ICB HECXKECJIATCIIBHBIC
peakiuu TpH BBEIEHUU IIpernapara, yMpaBiIeHHE TPAHCIOPTHBIM CPEACTBOM  HIIU
I[BI/DKYHII/IMI/ICSI MECXaHU3MaMH BO3MOKXHO TOJIBKO I10CJIC NCUYC3HOBCHUA CUMIITOMOB
HE)KeNaTeNbHBIX PeaKIuil.

4.8. Hexkenare/ibHbIE peakKUUU

Pesrome nnpoduins 0e30macHOCTH

HexenarenbHbIMH peaklMsMH, KOTOpble YacTo HaOmojnatorcs y mnamueHtoB (y 1-10%
MAIMEHTOB), SIBIISTIOTCS TUTIEPEMISI M OTEK B MECTE BBEJICHUS Tpernapara.

TabanuHoe pE3IOME HEXKENATCIILHBIX PEaKIMH

Yactora pa3BuUTHUsI HEXKENATEIbHBIX pPEeaKIUil MPEeACTaBIeHa B COOTBETCTBUM C PEKOMEHJALIUSIMU
BcemupHol opranuzanuu 31paBOOXpaHEHUS] U BKIIIOYAET CIAEAYIONIUE KaTerOpPUH: OYEHb 4acTo
(>1/10), gacto (>1/100 mo <1/10), mHewacto (=1/1000 mo <1/100), peaxo (=1/10000 mo <1/1000),
oueHb peako (10 < 1/10000) 1 yacToTa HeM3BeCTHA (Ha OCHOBAaHUH UMEIOIUXCSI JAHHBIX OIICHUTH

HEBO3MOJKHO).
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CucTeMHO-OpPraHHbI Kjacc Yacrora HeskenarenbHble peakunu
(MedDRA)
Hapymenust co ctopoHnsl Penxo Kpanusnuia, anadunakrnaeckuit
MMMYHHOH CUCTEMBI LIOK
Heuacro Orték nuua
Hapymenust co ctopoHnsl Heuacrto I'onoBHas 60116
HEPBHOM CUCTEMBI
Hapymenust co ctoponsl Penxo KoHBIOHKTUBUT
opraHa 3peHus
Hapymenust co ctoponsl Yacro [M'unepemust
COCY/IOB
Hapymenust co ctopoHnsl Heuacro Kamens, ynxanue, puHuT,
JBIXaTEJIbHON CUCTEMBI, OpoHxocmnam
OpPraHoB I'PYAHON KIJIETKU U
CpelOCTeHUs
OOmye HapymeHus 1 Yacto OTéK B MeCTE BBEJICHUS
peaku B MECTE BEACHUS

Onuncanue OTACIBHBIX HEKEJIATSAbHBIX PeaKIIUM

Y 0c000 4yBCTBUTEIBHBIX MAIUCHTOB MOKET BO3HUKHYTh CUCTEMHas aJlJIeprudeckasi peakiiusi, B
TOM YHCJIe, aHA(DUIAKTHYECKUH MIOK.
Mepsl, npuHUMaeMble IPU Pa3BUTUHN AIEPrUUYECKUX PEAKIIMM, OMKMCAaHbI B pasnene 4.4.
Penko B mporiecce MOCTAHOBKM KOXKHBIX IMPOO MOXKET HACTYMUTh OOOCTPEHHE OCHOBHOTO
3a0071€BaHus.

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

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 Mo/103peBaeMbIX HEXKENATENbHBIX PEaKIUIX 10C/Ie perucTpaliy npenapaTa ¢
Henpl0  00eCTieueHHnss HEMpPEPhIBHOTO MOHUTOPHHTA COOTHOIICHHS <«II0Jb3a -  PHUCK»
JIEKapCTBEHHOTO Tpernapara. MeIumHCKIM pa0OTHUKAM PEKOMEHIYETCs COOOIIaTh O JHOOBIX
MOJI03PEBACMBIX HEXENATENbHbBIX PEaKIUsAX JEKapCTBEHHOTO Ipernapara uepe3 Hal[MOHAJIbHBIE
CHCTEMBI COOOILIEHMS O HEeXeNaTeJIbHBIX pPEeaKIMsIX TocylapcTB — uWiIeHOB EBpa3zuiickoro
SKOHOMMYECKOT'O CO03a!

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl Iiomaip, 1. 4, ctp. 1

DenepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop):

Tenedon: +7 800 550 99 03

DnekTpoHHas nmovta: pharm@roszdravnadzor.gov.ru

Caiit B UnTepnere: https://www. roszdravnadzor.gov.ru.
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4.9. Ilepeno3npoBka

CHMITOMBI

B cnyuae mnepemo3upoBKH BO3pacTaeT PHCK BO3HUKHOBEHHUS HEXKENATEIbHBIX PpEaKIIHi,
CBSI3aHHBIX C PUMEHEHUEM IIpernapara.

JleueHue

CumnromaTrueckas Tepanus. B cinydae pa3BuTus aHauUIaKTHYECKOTO IIOKA ¥, KaK CIEJCTBUE,
TSDKEJIBIX CHUCTEMHBIX PEaKIUi (HEKyMUPYIOIUUCS OpoHxocmasM, achUKCHUs, 00yCIOBICHHAs
OTEKOM BEpPXHHUX JbIXaTCIIbHBIX IyTeH, M KOJUIANC) MPOBOAITCS HEOTIOXKHBIC JIeUYCOHBIC

MeponpusTHs (cM. paznen 4.4).

5. ®PAPMAKOJIOT'MYECKUE CBOVCTBA

5.1. dapmakoaMHaMHuUYecKHe CBOlicTBa

®apMakoTepaneBTUYeCcKas rpymnmna: AJIepreHbl; IKCTPAKThl AJJIEPTreHOB.
Kon ATX: VO1AAO8.

MexaHu3M ASHCTBUS

OCHOBHBIM ZIef/'ICTBYIOHII/IM Ha4YaJIOM aJUICpreHa sIBJISACTCA 6CJIKOBO-HOJII/ICZlX3.pI/IIlelﬁ KOMIIJIIEKC,
HO3BOJI$IIOHII/H>'I ANarHoCTUpoOBaTh y IIannueHTa npu IIOCTAaHOBKE KOXXHBIX Hp06
TUIEPYYBCTBUTEIBLHOCTD K OBCSHOM KpyIIE.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

OCHOBHYI-O 4YaCTb AKTUBHOI'O BCHICCTBA IIp€riapaTta MNPCACTaBJIAIOT OellkKn u ITOJIUIICTITUBI,
KOTOPBIC, KaK OXXUAACTCA, paclaaaroTCsd Ha aMUHOKUCIIOTBI U MAJIBIC MOJTUIICTITUABI B IIPOCBETC
JKEIYJOYHO-KMIIIEYHOTO TpakTa M B TKaHAX. [lpeamonaraercsi, 4To ajiepreH mnpenapara
MPaKTUYECKH HE BCACBIBAETCS B COCYIUCTYIO cucTemy. lloaToMy McciienoBaHus Mo U3YYEHUIO

(hapMaKOKHMHETHYECKOTO POoduIIs rpenapara He MPOBOAMINCH.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

®ocdarHo-coneBoii OydepHbIi pacTBoOp:

- HATpHsI XJIOPH L,

- HaTpus ruapodocdata goaeKaruapar,

- Kaius aguruapogocdar,

- (henou (koHCEPBAHT),

- BOJA JUIST MHBEKITHIA.

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

- HaTpus XJIOPHUJ,
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- HaTpus ruapodocdaTa J0AEKaruIpar,

- kanmus guruapodocdar,
- (peHON (KOHCEPBAHT),

- BOJIA 11 MHBEKIIUH.

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpoOK XpaHeHus1)

Annepren — 2 roaa.

TecT-KOHTpOJIbHAS KUJKOCTh — 5 JIET.

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

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanutsb B xonoauibHuke (2 — 8 °C).

XpaHuThb B 3alIUIIEHHOM OT cBeTa Mecte. He 3aMopakuBaTh.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 4,5 mn amnepreHa, mo 4,5 MJ TECT-KOHTPOJBHOW JKUJKOCTH B CTEKISHHBIX (DJIaKOHAX,
YKYIMOPEHHBIX PE3WHOBBIMU MPOOKAMU M 3aKaTaHHBIX ATIOMUHHEBBIMU Kosmaykamu. Kommiekr
coctouT u3 1 ¢uakona amieprena, 1 ¢akoHa TECT-KOHTPOJIBHOM KHUAKOCTH, MOMEIICHHBIX B
MavKy U3 KapTOHA C HHCTPYKITUEH 10 TPUMEHECHHIO.

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

Her oco0bix TpeOoBaHUM K yTHIM3AIUH.

Bechb ocraBmmiics ieKkapCTBEHHBIN TIpermapaT U OTXOJBI CIIETyeT YHUYTOXKHUTh B YCTAHOBJICHHOM

MOPSIZIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOTI' O YAOCTOBEPEHMU S

Poccniickas @enepanvs

AxuuonepHoe o6mectBo «HayuHO-IPOM3BOACTBEHHOE OOBEJUMHEHHE IO MEIUIUHCKUM
UMMyHoOHoI0rnueckuM rnpenaparam «Mukporen» (AO «HITO «Mukporen»)

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

Temedon: (495) 710-37-87

daxc: (495) 783-88-04

OnexTpoHHas noyra: info@microgen.ru
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[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATh 110 agApPECy:

Poccuiickas @enepanus

AkuuonepHoe oOmectBo  «HayyHO-TIpOU3BOJICTBEHHOE OOBEIMHEHUE TI0 MEIUIIUHCKUM
UMMYyHOOHOI0rHYecKuM mpenaparam «Mukporen» (AO «HITO «Mukporeny).

Anpec:115088, r. Mockaa, yi. 1-s1 JlyopoBckas, 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 XapakTepuCTUKa JIEKapCTBEHHOTO Ipenapata AJulepreH U3 OBCSHOM Kpymlbl JUis
JIMarHOCTUKY JIOCTYITHA Ha MH(OpMAIIMOHHOM TopTajie EBpa3uiickoro 3KOHOMUYECKOI0 CO03a B

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



