COOTBETCTEBYET ZKCNEPTHOMY OTUETY

OBIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
AJnepreH U3 KeNTKa KypuHbIX sSull 11 quaraoctuku, 10000 PNU/Mi, pacTBop 171t HAKOKHOTO

cKapu(UKaLMOHHOTO HAHECEHUSI U MTPOBEJICHUS TIPUK-TECTA.

2. KAUECTBEHHBIN M1 KOJJMYECTBEHHBII COCTAB
JlericTByro1I€€ BEIIECTBO: AJUIEPTeH U3 KEITKA KYPUHBIX SIUII.

B 1 M1 npenapata coaepxkurcs 10000 PNU™ aneprena u3 enTka KypHHBIX SHII

[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. JJEKAPCTBEHHAS ®OPMA

PacTBOp /17151 HAKO)KHOTO CKapH(PUKAIIMOHHOTO HAHECEHHUS M TIPOBE/ICHHUS TPUK-TECTA.
[Ipenapar npeacrasisger coO0i OECIBETHYIO MPO3PAYHYIO KUIKOCTb.

B xoMIUIEKTE ¢ alIepreHoM BBIITYCKAIOT TECT-KOHTPOJIBHYIO KUIKOCTb.

TecT-KOHTpOIBbHAS KUJIKOCTD MPEACTABISAET COO0N OECBETHYIO TPO3PAUHYIO KHUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

Cneunduueckas IUAarHOCTUKA IOBBIIIEHHON YYBCTBUTEIBHOCTU K IKEITKY KYPUHBIX SHLl Y
B3POCIBIX M JeTed crapiie 4 JIeT C pasIuyHbIMH (popMaMu ajuiepruueckux 3a00JIeBaHUM:
KpanuBHUIIA, 0TeK KBHHKe, HEHPOAEPMHUT, aCTMATUUECKUN OPOHXUT U JIp. (C YUYETOM COCTOSIHUS
pebeHka, BO3MOXKHO MPOBEACHNE KOKHBIX TECTOB y AeTel crapiie 1 rona).

[ToxazaHusAMHU AJIS1 TUATHOCTUKU SIBISIFOTCSI KIIMHUYECKUE MPOSBICHUS 3a00JI€BaHMs U JTaHHBIE
aHamMHes3a.

4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

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

Oco0ble rpyInel NALKMEHTOB

Hauuenmbl NOJ2HCUTI020 803pacma

Koppekiuu 10361 HE TpeOyeTcs.
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Tayuenmoi ¢ Hapywenuem hyHKyuu novex

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
auruapoxiopuaa  pactBopa (1 wacte) Harpus xmopuma pactBopom 0,9 % (9 gacreit),
MOJIOKUTENbHAS PEAKIMs Ha KOTOPBIl HE MEHee «+» CBUAECTENBCTBYET O HAIMYUK JOCTATOYHON
PCaKTHUBHOCTH KOXKHM. Pa3BeneHHBI pacTBOp T'MCTaMUHa TOJEH B TEUYEHHE 6 4 C MOMEHTa
IPUTOTOBIICHHSL.

Merammueckuii  KoJImadok (IakoHOB (C  aJIEPTeHOM, TECT-KOHTPOJIBHOM KHUIKOCTHIO)
IPOTUPAIOT CHUPTOM. YJAISIIOT CTEPUIIBHBIM MHUHIIETOM LEHTPAIbHYIO KPBIIIKY KOJMA4yKa, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyto 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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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
PEaKIIUIO 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 Crenennb Pasmep u xapakTep peakuuu
peakuuu BBIPA’KEHHOCTH
peakuumn*
OtpunarenbHas - OtcyrcTBue BOAAbIpA (Iamylsibl), TUIEPEMHUS Kak B
KOHTPOJIE C TECT-KOHTPOJIBHON KHUJIKOCTBIO

I+

ComHuTenbHas OrcyrcTBue BONIbIpsS  (mamynbl), THUIEpEeMUs C
pa3Mepamu, MPEeBBIIIAIOIINMHI TaKOBbIE B KOHTPOJIE C
TECT-KOHTPOJIBHOM KUJAKOCTBIO

[TonoxxurenpHast + Bonapips (mamyna) 2-3 MM, 3aMEeT€H TOJIBKO TWIpH
HATSTUBAHUU KOXKU, TULICPEMHUSI

[TonoxuTtenpHas ++ Bonapips (mamyna) 4-5 ™M, runepemus (ais
ckapu(UKaMOHHBIX MPo0);

Bonapips (mamyna) 4-10 MM, runepemust (sl TpUK-
TECTOB)

[TonoxxurenpHast +++ Bonapips (mamyna) 6-10 MM, rurepeMus WJIA BOJIIBIPh
(mamryna) 6-10 MM ¢ TICEBAOTIOAUSIMH, TUTIEPEMHUS (7151
cKapu(PUKaIMOHHBIX MPO0);

Bongsips (mamyna) 11-15 mm, runepemust (Juist puk-
TECTOB)

ITonoxurenpHas ++++ Bongeips (mamyma) Gosnee 10 MM, TumepeMus Hiu
BOJIIBIPE (Tamyna) 6onee 10 MM ¢ TICEBIOTIOAUSIMH,
rurnepeMus (s CKapupHUKaIMOHHBIX TIP00);

Bonapips (mamyma) Gosnee 15 MM C mceBIONOAUSIMH,
runepemMus (s IpUK-TECTOB)
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* CremneHb BHIPAXKCHHOCTH PEAKIINH:
—  OrpunarenpHas;

+ CoMHUTEIIbHA,

+ C1a0oIoa0KUTEIbHAS,

++ IlomoxxutenpHasd;

+++ Pe3ko0 MoJI0OKUTEIbHAS,

++++ OueHb pe3KO MOJIOKUTETbHAS.

4.3. IIpoTuBONOKA3aAHUS

1. T'unep4yyBCTBUTENBHOCTh K JIIOOOMY M3 BCIOMOTATEIBHBIX BEIIECTB, IEPEUUCICHHBIX B
paszene 6.1.

2. OboctpeHne auIepruaeckoro 3a00IeBaHusl.

3. Tsxenmas OpoHXMaibHas acTMa, IUIOXO  KOHTpoiupyemas  (apMakoJIOTHYECKUMU
npemapatamu (00beM (opcupoBanHoro BeImoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
aZIeKBaTHOM (papMaKoTeparun).

Octpbie HHPEKIINHN.

XpoHuueckue 3a00yIeBaHus B CTaIUU 00OCTPEHUS U/ UM JEKOMITEHCAIIHH.

4
5

6. HMMyHOIEPUIIUTHBIE COCTOSHUS.

7.  AyronMMyHHbIE 3200JI€BaHUSL.

8. Tybepkyne3 m000i ToKaIu3aIuu B Iepruoi 000CTpEHUSI.
9

3510KaueCcTBEHHBIC HOBOOOPa30BaHMs M 00JIE3HN KPOBH.

10. ITcuxuveckue 3a001€BaHUS B IEPUO]] OOOCTPEHHUSL.

11. Cucremusle 3a00€BaHUs COEQUHATEILHON TKAHH.

12. Jlerckuii Bo3pacT o 1 roga (mpoBeaeHNE KOKHBIX TECTOB IS ClIeU(PHUIeCKON THarHOCTUKH
BO3MOJXKHO Y JIeTel B Bo3pacTte cTapiie 1 rosa, ¢ yueToM COCTOSIHUS peOeHKa, HO OOBIYHO KOYKHBIC
TECTBI IPOBOSTCS Y IeTel cTapiie 4 JieT).

13. bepemeHHOCTH U TIEPHOJ TPYIHOTO BCKapMIIMBaHUsA (CM. pazzen 4.6.).

14. CucrtemHass TJIIOKOKOPTUKOCTEPOWAHAS Tepamus, Tepanus B-aapeHOMUMETHKaMu |
AHTUTHCTAMUHHBIMHU TIpeTapaTamH.

4.4. OcoOble yka3aHusl 1 MepbI PeJ0CTOPOKHOCTH NPHU NPHUMeHEeHHH

Oco0snle yKa3zaHus

3a 2-3 AHS OO0 TOCTAHOBKM KOXKHBIX MNMPOO JOJKHBI OBITh OTMEHEHBl AHTUTMCTaMUHHBIE
npenapatsl. [Ipu COMHUTENBHBIX pe3ybTaTax KOXKHBIX P00 UX MOKHO MMOBTOPUTH uepe3 2-3 nHs
(mocie cTHXaHUsT MECTHOW peakluh Ha Tpesplaylue mpoObl). B ciiydae MonoXUTENTLHOTO

pe3yiibTaTa, KOXHBIC HpOGBI C AJUICPIreHaM1 MOKHO IMOBTOPATH HC Yalle OJHOI'0O pa3a B MCCHII.
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Mephl IpeaoCcTOPOKHOCTH IPYU NPUMEHEHUHI

C uenpio BBISBICHUS NPOTHUBOMOKA3aHWA Bpay B JCHb IOCTAHOBKU AUIEPTUYCCKUX IMPOO
MPOBOAMUT OCMOTP MAlIUEHTA.

[Tocne ka0 MHBEKLIMHU aJUIepreHa MalueHT JOHKEeH HaOMI0JaThCsl BpadyoM-aJlJIeprojioroM He
meHee 60 MuH. B TeueHue 3TOro BpeMEeHH Bpad JIOJDKEH OTMEYaTh PEaKIUi0 KOXKH Ha BBEICHUE
npermapata u obmiee cocrtosHue manueHTta. OO0 OTHANIEHHBIX pEAKIMSIX MAIlNeHT JODKEH
uH(OPMUPOBATh Bpaya. YUYUTHIBAasi BO3MOKHOCTh BO3SHHUKHOBEHHSI CHCTEMHOM aJljIeprU4ecKon
peakuuy, B TOM 4YHclie, aHApUIAKTHYECKOro IIOKa, MEIUIMHCKUNA KaOWHET, IZie MPOBOIUTCS
cnenuduyeckas JAMATHOCTUKA  MAlMEHTOB, JIOJDKEH OBITh  OOecCmedeH  CpelcTBaMu
IIPOTUBOLLIOKOBOM TEPAINH.

[Ipy  mOSIBIEHMHM  CHMITOMOB  Q/JIEPTUYECKOM  peakuu  HEMEMJIEHHO  IPOBOAMUTCS
COOTBETCTBYIOIAs TEPAIIHSL.

Oxaszanue nomowu npu peaxkyusx ooue2o muna u aHaPUIAKmMuyecKom uoke

[Ipu mpoBeneHUH KOXKHBIX MPOO BO3MOXKHO Pa3BUTHE PEAKIMU HEMEIJICHHOTO THMA, B T.4.
aHauUIaKCUH, KOTOPas MPOSIBISIETCS B BUJI€ KPAIIMBHUILIBI M COCYIUCTOTO OTEKa, OTeKa TOPTaHU,
3aTPYJHEHHOrO JbIXaHUS U YAYHIbS. OTH CHUMITOMBI YacTO BO3HHMKAIOT IOCJE OLIYIIEHUS
TeHEePATH30BAaHHOTO 3Y/1a, YYBCTBA ¥OKCHHUS, THIIEPEMUU KOKHBIX ITOKPOBOB, a TAK)KE OIYIICHUS
CTpaxa CMEpTH.

BcnencrtBue aHagumIakTHUECKOTO IIOKAa MOXKET Pa3BUTHCS HEKYNUPYIOLIUICS OpOHXOCIHa3M,
acdukcus, 00yCIOBICHHAs OTEKOM BEPXHHX JbIXaTEIbHBIX IMyTeH, U KOJLIAIC.

B sTom cnyuae TpeOyroTCs HEOTIIOKHBIE IeUeOHbIC MEPOTPHSITHSI.

Loeocnumanvrnas nomousb npu aHaqbuﬂaKmuQQCKOM uoke

1. HememieHHO npekpaTUTh BBEJIEHUE aJUIEPT€HA, BBI3BABIIETO PEAKIIMIO, YIOKUTh NAlleHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTh B CTOPOHY, BBIABHHYTH HUKHIOIO YEINIOCTb,
yIaTUTh UMEIOIIHUECs 3yOHBIE TIPOTE3bI.

2. HamoXuTh KTyT Ha MECTO BHIIIC BBEICHUS AJJIEPreHa, €CJIM 3TO BO3MOXKHO.

3. B xoneuHoctb, cBoOOaHYyI0 OT kryra, BBectu 0,3-0,5 mum 0,1 % pactBopa anpeHanuHa
BHYTPHUMBIIIEYHO (B/M) MM BHYTpUBEHHO (B/B) (meTsm 0,01 mr/kr, makcumaibao a0 0,3 mr). [Ipu
HEOOXOUMOCTH, BBEACHHE JTHX JI03 NOBTOPSIOT ¢ uHTepBajgoMm 10-20 mmu. OOmas mo3a
aapeHanuHa He nospkHa npesbimate 1 mu 0,1 % pactBopa. KpaTHocTh M 1032 BBOAMMOIO
aJipeHAIMHA 3aBUCUT OT TSDKECTH IIOKA W TOKaszarenei apTepualibHOTO namieHwus. [loBTopHOE
BBEJICHHE MaJIbIX 7103 aapeHanuHa Oosee d(PpPeKTHBHO, YeM OJHOKpPATHOE BBEACHHUE OOIBIION
JTO3BI.

4. Oo6konotre mecto mHbekmmuu 0,3-0,5 mu pactBopa ampenanuna (1 mm 0,1 % pactBopa

aJipeHaMHa pa3BecTy B 3-5 Mi HaTpus xjopuaa pactsopa 0,9 %).
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5. K MecTy uHBEKIINN IPUIOKUTH ITY3bIPh CO JIHIOM.

6. ObecrieunTh TOCTYI CBEXKETO BO3AyXa WU AaTh KUCIopoAd. [Ipu HapylieHnn puTMa JbIXaHus
WJIM €TO 3aTPYIHEHUH MMPOBOJANTH UCKYCCTBEHHYIO BeHTHIISIIHIO Jerkux (MBJI).

7. CpouHO BbI3BaTh Bpayua, OJHOBPEMEHHO BbI3BIBACTCS peaHUMAIlMOHHAsA OpUrajaa.

Jlo mpue3na peaHUMAIMOHHOW Opuraabl HEOOXOAMMO OKAa3bIBaTh MEAMIIMHCKYIO TMOMOIIb U
MPOBOJIUTh TMOCTOSHHBIA KOHTPOJIb 3a TEMOJAMHAMUYECKMMHU ITIOKA3aTeNIMU U COCTOSIHUEM
dbyakuun BHemHero apixanus (OBJI).

Tocnumanvnas nomouwb npu aHad)quaKmuquKOM uokKe

1. Tpwu kpaiiHe TsHKEJIOM COCTOSTHUY MAallMeHTa U MPU BRIPAKCHHBIX HAPYIICHUSIX TeMOJIUHAMUKH
BBOJAT B/B MemieHHo 5 mi 0,01 % pacTBopa ajpeHannHa, MpH AOCTHXEeHUU 3((eKTa BBeICHHUE
npekpamatoT. Jersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B T€YEHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepumanbHoe naBnenue (AJ]) He crabumm3upyeTcsi, CpOUYHO HayaTh BHYTPHUBEHHOE
KareslbHOe BBeZieHne HopanuHeppuHa (pennmmppuna, gonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIOK03bI T HHGY3UH Wi HAaTpus xjopuaa pacteopa 0,9 %.

3. BHyYTpuBEHHO CTpYHHO BBECTH TIFOKOKOPTHUKOCTEPOUIBI: TIpenHn30JI0H — 60-180 mr (meTsam
5 mr/kr) unu nekcametasoH - 8-20 mr (aetsm 0,3-0,6 mr/kr), uian ruapokopTuszon — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosiHHIO BBEIEHHE TOPMOHOB MOBTOPSIIOT M MPOJOJDKAIOT HE MEHEe
4-6 cyT nans TPEAOTBPAIICHUS AIJIEPIrMYECKHX PEAKIMA MO0 HMMMYHOKOMILJICKCHOMY WM
3aMeJUICHHOMY THUITY.

4. Tompko mpu crabmwimzauuu AJl BHyTpumblieuHo BBectu 2,0 min 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 (metsim 0,025 mMr/Kr/cyT 3a IBe HHBEKIINN).

5. CumrnromMatudeckas Tepamus 1Mo TokazaHusM. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHUHApPOMa BHYTPHUBEHHO MEUIEHHO BBOAAT amuHOG(uumH, 10 mMa 2.4 % pacTtBopa KOTOPOro
npeIBapuTeNbHO pa3BoaatT B 20 Mt Hatpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/Kr, IeTsaMm
2-3 Mr/kr). AMUHOQWUIMH HEOOXOIMMO IPHUMEHSATh OCTOPOKHO B CBS3M C BO3MOXKHBIM
MOSIBJICHUEM apUTMUHU.

6. [Ipu HeoOXOIUMOCTH OTCACHIBAIOT U3 JIbIXaTENbHBIX MYTEH CKOMUBIIUIICSI CEKPET U PBOTHHIE
Macchl, HAUMHAIOT OKCUTEHOTEPAIIHUIO.

7. Ilpu ocTpoM OTeKe rOPTaHU MOKa3aHa MHTYOAIUS MM TPaxeOTOMUS.

Bce nanuenTs! ¢ aHaQUIAKTHUECKUM IIIOKOM IOJUIekAT 003aTeIbHON TOCIUTAIN3AUN Ha CPOK
He MeHee 10 mHE# ¢ 1enbio MpoAoKEHUsT HAOMIONCHHUS W JIeUeHus, T.K. y 2-5 % MaiueHTos,
nepeHecmmnx aHaduIaKTHUYECKU 10K, HA0II01al0TCs O3 JHUE aJUIEPTUYECKUE PEAKIIHH.

J103b1 BBOOUMBIX JIEKApCTB U TaKTHKa Bpada ONPENENSIOTCA KIMHUYECKOM KapTUHOM, HO BO BCEX

cirydasx HGOGXOI[I/IMO, B INCPBYIO 04YCpPCb, BBCACHUC aApCHAIMHA, INNTFOKOKOPTUKOCTCPOUJIHBIX
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MPOTUBOMOKA3aHO.
4.5. B3aumojeiicTBHEe ¢ JAPYIrMMH JIeKAPCTBEHHBIMH TMpenapaTaMM W [pyrue BHIbI
B3aNMOJAEHCTBUSA

He npuMeHSTh OTHOBPEMEHHO C PUEMOM [3-aIpeHO0IOKATOPOB.

KoxHbie mpo0ObI ciieyeT MpOBOANTH HE paHee, 4eM Yepes:

- 1 Hepento nmocine TyOepKyIIMHOBOM MPOOHI;

- 1 Mecs11 mocie BaKIIMHAIIMY HHAKTHBUPOBAHHBIMU BaKIIHHAMU;

- 3 Mecsa Mmocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMHU,
BKutovas Bakiuuy BLK).

B03M0OXHO 0JTHOBPEMEHHOE UCIIOIB30BAHUE C AITICPIeHAMH IPYTUX HAUMEHOBAHMIA.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

[Ipumenenue npenapara npu OEPEeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTamus
[IpuMeHeHue npenapara B IEPUOJ IPYAHOIO BCKaApMIIMBAHUS IPOTUBOIIOKA3aHO.

DepTUILHOCTE

Hert nanHbIX 0 BIMSHUM TpenapaTa Ha GepTHILHOCTh YeT0BeKa.

4.7. BausiHMe HAa CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHM3MaMH

Hekoropele HexenaTenbHblE pEeaklMM, CBS3aHHBIE C JAEWCTBHEM IIpernapaTa, MOTYT OKa3bIBAaTh
BO3/ICHCTBHE Ha CHOCOOHOCTh yIpaBJIATh TPAHCHOPTHBIM CpeICTBOM WIN
JBIDKYIUMUCS MeXaHu3MaMu. [l ManueHToB, y KOTOPBIX HAONIOJAUCh HEXKeIaTelbHbIE
peakuuMyM Tpu  BBEAECHWM [penapara, yOpPaBJIE€HUE TPAHCIOPTHBIM  CPEICTBOM WM
JBIDKYIIUMUCS. MEXaHU3MaMH  BO3MOXHO  TOJBKO  IIOCJII€  HCYE3HOBEHHMS  CHMIITOMOB
HEXEJATEIIbHbIX PEeaKIUil.

4.8. HexkesaTeJIbHbIE peaKIuu

Pesrome mpoduiist 6e300acHOCTH

HexxenarenbHbIMM peakIMsIMH, KOTOpble dYacTo Habmomaiorcs y mnanueHtoB (y 1-10 %
NalMEHTOB), SIBIISIOTCS TUIIEPEMUs U OTEK B MECTE BBEJICHHS Iperapara.

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINT

YactoTa pa3BUTHS HEXKEIATEIBHBIX PEAKIMN MPEACTaBIIeHA B COOTBETCTBUH C PEKOMEHIAIHSIMH
BcemupHOIi opraHu3aiuy 3[paBOOXPaHEHUS M BKIIOYACT CIEAYIONINE KaTETOPUU: OYCHb YacTO
(>1/10), wacto (>1/100 mo <1/10), Heuacto (>1/1000 mo <1/100), peaxo (=1/10000 mo <1/1000),
oueHb peako (1o < 1/10000) 1 yacToTa HeM3BeCTHA (HA OCHOBAHUHM UMEIOIIUXCSI JAHHBIX OIICHUTH

HEBO3MOJKHO).
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MECTEC BCACHUA

CucTeMHO-OpPraHHbIi Kjace Yacrora He:kenarenbHble peakuuu
(MedDRA)
Hapyienus co ctopoHbl Penko Kpanusuuia, anaduIakTHYECKHA 10K
WMMYHHOUN CUCTEMBI Heuacrto Orék nnua
Hapy1ienust co cTopoHbl HEpBHOU Heuacro l'onoBuas 6onp
CUCTEMBI
Hapyienust co cTopoHsl oprana Penxo KoHbIOHKTHBUT
3pEHHUs
Hapy1enust co CTOpOHBI COCYI0B Yacro I'unepemus
Hapymenust co ctoponbl Heuacrto Kamens, ynxanue, puHuT, OpOHXOCTIA3M
JBIXaTEIbHOM CHCTEMBI, OPIaHOB
IPYAHOU KJIETKH U CPETOCTEHUS
OO0mue HapyIIeHUs U PeaKIINH B Yacro OTéEK B MeCTe BBEJICHUS

Onucanue OTACIBbHBIX HEXKEIATCIbHBIX PECAKIIHI

YV oco6o YYBCTBUTCIIBHBIX MAIMCHTOB MOXXET BOSHUKHYTh CUCTCMHAas aJVICpruiccKasd peakuus, B

TOM 4uCIie, aHAaQUIAKTHYECKUHN IIOK.

Mepsbl, npuHUMaeMble IPU Pa3BUTUHN AIIEPTUUYECKUX PEAKIUiL, ONMCaHbl B pasneie 4.4.

Penxo B mporecce MOCTAaHOBKM KOXKHBIX MPOO MOXKET HACTyMHUTh OOOCTPEHHWE OCHOBHOTO

3a00JIeBaHUsl.

CTH

Yacrora, BUJI U TSHKECTh HEXKEIIATEIIBHBIX PEAKUUN Y AETEN U B3POCIBIX OJUHAKOBBI.

COOGH.IGHI/IH 0 TOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co00111aTh 0 0103pEeBaEMbIX HEXKENATEIbHBIX PEaKIUAX MOCIe pErucTpaly mpenapara ¢

Hejapro  odecnedueHust

JIEKapCTBEHHOTO Mpernapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYETCsl coo0IaTh O JII0OBIX
MOJI03PEBACMBIX HEXKEIATENbHBIX PEaKLUUAX JEKApCTBEHHOTO Ipernapara uepe3 HaIl[MOHAJIbHBIC

CUCTEMBbl COOOILEHUS O HEXeJaTeNbHbIX peakIusiX TrocyAapcTB — ujieHOB EBpasuiickoro

OKOHOMHYECCKOI'O COrO3a:

Poccniickas @enepanvs

HEMpPEepPhIBHOTO MOHUTOPHHTA

COOTHOIICHHUA  «I10JIb3a -

Anpec: 109012, r. Mocksa, CiaBstHCKasl miiomiaip, 1. 4, ctp. 1

®denepanbHas ciayx0a mo Haa30py B chepe 3apaBooxpanenus (Pocsnpasruanzop):

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

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

PHUCK»
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4.9. Mepeno3uposka (NMOCNEQOBATENEHOCTE 0001)

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

dapMakoTepaneBTUUYECKas Ipynmna: AJUIEpreHbl; IKCTPAKTHI AJIJIEPTEHOB.
Kon ATX: VO1AAOQS.

MexaHu3M IeHCTBUS

OCHOBHBIM HGfICTBYIOHIHM HavaJiIOM aJlJICpreHa ABJIACTCA 66HKOBO-HOHHC&X3PHHHBIﬁ KOMIIJICKC,
HO3BOJI$IIOILIHI>'I ANAarHoCTUPOBATH y namueHTa npu IIOCTAaHOBKE KOXHBIX Hp06
TUIEPYYBCTBUTEIBHOCTD K JKEITKY KYPUHBIX SIHII.

5.2. ®DapmakoKHHEeTHYECKHE CBOMCTBA

OCHOBHYIO YaCTb AKTHUBHOI'O BCIICCTBA IIpfriapara MPCACTaBJIAIOT 6€.HKI/I U IIOJIUIICIITUABI,
KOTOPBIC, KaK OXUAACTCA, paClalatoTCd Ha aMUHOKHCIIOTBI U MaJIbIC IMOJIMIICIITUABI B IIPOCBCTC
KEIyJI0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmonaraercs, 4yTo ajulepreH Ipenapara
MPAKTUYECKH HE BCACBhIBACTCA B COCYIUCTYIO cucTeMy. [lo3Tomy uccienoBaHusi O HU3y4EHUIO

(apMaKOKMHETHYECKOT0 MpoduIIs npenapara He MPOBOIUINCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJILHBIX 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 ruapodocdaTa J0AEKaruIpar,

- Kaius auruapogocdar,

- (perON (KOHCEPBAHT),

- BOJIa UISI UHBEKIIUH.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

Aunepren — 2 roja.

TecT-KOHTPOJIbHAS KUIKOCTD — 5 JIET.

Cpok ToAHOCTH KOMIUIEKTa ONpPENENseTCs MO0 HAUMEHbIIEMY CpPOKY TOJHOCTH OJHOTO U3
KOMIIOHEHTOB, BXOJSIIUX B COCTaB KOMILIEKTA.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpauuth B xonoauibHuke (2 — 8 °C).

XpaHUTh B 3alIMIIEHHOM OT cBeTa Mecte. He 3amMmopaxxuBaTs.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKHU

[To 4,5 mn amneprena, mo 4,5 MJ TeCT-KOHTPOJBHOW JKHUIKOCTH B CTEKJISHHBIX (JIaKoHaX,
YKYIIOPEHHBIX PE3UHOBBIMU MPOOKAMU ¥ 3aKATAHHBIX ATIOMUHUEBBIMH KONmaykamu. Komruiekt
cocrouT u3 1 ¢uakona amneprena, 1 (aakoHa TECT-KOHTPOIBHOM KXUAKOCTH, MOMEIICHHBIX B
MayKy U3 KapTOHA C MHCTPYKUUEH O MPUMEHEHHUIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOXKEHHMHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WIM OTX0J0B, TMOJYYEHHBIX [MOCJe MpPUMeHEHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ PenapaTomM

Het oco0bIx TpeOOBaHMI K yTHIIU3AIUH.

Bech ocraBmmiics iekapCTBEHHBIN Mpenapar U OTXOJIbI CJIEyeT YHUUTOXKUTh B YCTaHOBICHHOM

MOpsIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AxknmonepHoe 00mecTBo  «HaydHO-TIPOU3BOJICTBEHHOE OOBEIMHEHHWE TI0 MEIUIUHCKUM
UMMyHoOHoIorHueckuM rnpenaparam «Mukporen» (AO «HIIO «Mukporen»)

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

Tenedon: (495) 710-37-87

daxc: (495) 783-88-04

DnekTpoHHas mouta: info@microgen.ru
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7.1. llpeacTaBuTelb AEPKATE]Is 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

OO01mmas xapakTepUCTHKa JIEKAPCTBEHHOI'O MpernapaTa AJUIEpreH U3 KeJNTKa KypUHBIX ULl AJis
JTUArHOCTHKY JOCTYIHA HAa MHPOPMAIIMOHHOM MopTaiie EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a B

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



