COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 08.08 2024 N° 16389

WHCTE yKHI/mI'I QCNEOQBATENEHOCTE 0001)

1O MEJVNITMHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA
AJLIepreH U3 XeKa Ui JUArHOCTUKH

PerucrpanuoHHbIii HOMeEp:

Toprosoe HaumMeHoBaHHe. AJJIEPreH U3 X€Ka U JUaTHOCTHUKHU.

Me:xkayHapoaHOe  HENATEHTOBAHHOEC MJIM  IPYNNHMPOBOYHOEC  HaMMEHOBaHHeE.
AJiepreHsl UIIEBBIE.

JlexapcTBeHHast popma. PacTBop Ul HAKOXKHOTO CKapU(PHUKAIIMOHHOIO HAHECCHHS W
IIPOBEJCHUS NPUK-TECTA.

Cocras. B 1 M1 npenapaTa coaepx uTcs:

JlelicTBYIOIIIEE BENIECTBO.

- aJUIepreH U3 XeKa - 10000 PNU"

[Ipumeyanue:

*PNU (Protein Nitrogen Unit) - wmexayHapoaHas
eQUHULIA, IPUHATAs O BBIPpAXKECHUS KOHIEHTpalluu
0EJIKOBOTO a30Ta B aJulepreHax, paBHas COAEPIKaHUIO

1x10™® Mr GeskoBoro a3ora.

BcnoMoraTensHBIC BEIIECTBA:

- (hocdaTHO-cosIeBOI OyepHBIi pacTBOp - 10 1 M.

docdaTtHO-coneBoit OydepHbIi pacTBOp coaepxutr (B 1 Mi1): HaTpus XJOpUI, HATPUSL
ruapodocdara noaexaruapar, kanus auruapodocdar, Geron (korcepsanrt) — 2,0-4,0 mr, Boxy
U1 UHBEKITUH.

B xomIiekTe ¢ ajiepreHoM BBITYCKAIOT TECT-KOHTPOJIBHYIO KHUIKOCTb.

Tecr-konTpONBHASA KUIKOCTE (pocdaTHO-coneBoit OydhepHbIit pacTBop) coaepkut (B 1 mi):
HaTpus XJopun, HaTpus rtuapodocdara mgomekarumpar, kamus auruapodocdar, deHon
(xoncepanT) — 2,0-4,0 Mr, BOy JIJ1s1 MHBEKITUH.

Onucanme. Ilpenapar npezacraiser co0oil MPO3pavHYIO KHUAKOCTH OT OECLBETHOW [0
CBETJIO-KOPUYHEBOTO IBETa. TecT-KOHTPOJIbHASA JKUAKOCTH TPEICTaBIsEeT cOo00i OeCIBETHYIO
MPO3PAYHYIO KHUJIKOCTb.

XapakTepucTuka mnpenapara. AJulepreH - BOJHO-COJICBOM pacTBOp OEIKOBO-
NOJIMCAaXapUAHBIX KOMIUIEKCOB, BBIICJICHHBIX M3 XeKa dKCTparupoBaHueM B (HocdaTHO-COICBOM
OydepHOM pacTBOpE.

dapmakoTepaneBTHYeCKas IPyNNa. AJUIEPTeHbl; SKCTPAKTHI aJIIEPIeHOB.

Koax ATX: VO1AAOS.
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dapmako/0ruyecKne CBOHCTBA. (NOCNEOOBATENEHOCTE 0001)
Dapmaroounamuxa

AJIepreH BBI3BIBACT IMMOJIOKHUTETBHYID MECTHYIO PEakKIMI0 HEMEUICHHOTO THIA TpH
MOCTAaHOBKE KOXXHBIX MpPOO B BHJIE BOJABIPS, TUIEPEMHH Yy JIUI, HWMEIOIIUX MOBBIIICHHYIO
YYBCTBUTEIBHOCTD K XEKY.

DapmarokuHemuxa

OCHOBHYIO YacTh aKTHBHOTO BEIIECTBA Mpenapara MpeCTABISIOT OCIKH U MOJUICTITHIBL,
KOTOpBIE, KaK OKHUJACTCsl, paclagaloTcss Ha aMUHOKHUCIIOTHI U MaJible OJUIENTHABI B IPOCBETE
KEIyJ0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmomaraercs, 4To ajjiepreH mpenapara
NPaKTUYECKH HE BCACBIBAETCS B COCYAMCTYIO cucTeMy. [lo3Tomy mcciieoBaHUs MO M3YYEHUIO
(apMaKOKMHETHYECKOTO NpoduIIs npenapara He MPOBOIUIUCE.

IToxa3zanus K  NpUMEHEHUIO. Cnenuduyeckas  JUArHOCTHKA  IOBBIIICHHOMN
YYBCTBUTEJIBLHOCTH K XE€KY Y B3pOCIBbIX M JAeTed crapuie 4 jer ¢ pa3iudHbIMH (opmamu
JJIepruyeckux 3abosieBaHUM (C Y4eTOM COCTOSIHUSI peOeHKa, BO3MOXHO MPOBEJICHHUE KOMXKHBIX
TECTOB y JieTel crapiie |1 rozaa).

[lokazaHusMu AJi1 JAUArHOCTUKU SIBJSIOTCS KJIMHUYECKUE TPOSIBICHUS 3a00JEBaHUS U
JaHHBIC aHAMHE3a.

IIpoTuBoNOKa3aHUS.

C uenpio BBIABIECHUS MPOTHUBOINOKA3aHUN Bpad B J€Hb MMOCTAHOBKH AJJIEPIHUECKUX MPOO
MPOBOAMT OCMOTp MAIUEHTA.

1. I'unepuyBCTBUTENBHOCTH K BCIIOMOTAaTEIHHBIM BEIIECTBAM B COCTABE Mpernapara.

2. O0oCTpeHHEe aIEPruYecKoro 3a00IeBaHuUs.

3. Tsokenmass OpoHXHMaNbHAs acTMa, IUIOXO KOHTpojupyemas (hapMaKoIOrMYECKUMHU
npenapatamu (00beM (opcupoBaHHoro Bbioxa 3a 1 ¢ menHee 70 % mociie mpoBeneHUs
aJIeKBaTHOM (papmMakoTepanum).

4. Octpelie HHOEKITUH.

5. Xponuueckue 3a00JI€BaHUS B CTAIUH 0OOCTPEHUS U/UITU TEKOMITCHCAITUH.

6. HMMyHOIEPUIIUTHBIE COCTOSHUS.

7.  AyromMMyHHbIE 3200JI€BaHUSL.

8. Tybepkyne3 mo00¥ JJOKAIM3AIUN B IEPUOT 000CTPEHUS.

9. 3noxauecTBeHHbIE HOBOOOPA30BaHUS U OOJIE3HH KPOBH.

10. Ilcuxuveckue 3a00eBaHUs B IEPHUOT 0OOCTPEHUSI.

11. CucremHble 3a001€BaHNS COSAMHUTEIHHON TKAHU.

12. Jlerckuit Bo3pacT mo 1 roma (mMpoBeAeHHE KOXHBIX TECTOB IS CHEHU(PUUECKON
JTUATHOCTHKU BO3MOXKHO Y JIETei B Bo3pacTe crapiie | rojga, ¢ yueToM COCTOsSIHUS peOeHKa, HO
0OBIYHO KOKHBIE TECThI TPOBOASATCS y IeTel crapiie 4 JeT).

13. bepemMeHHOCTh U IEPHOJ TPYAHOTO BCKAPMITMBAHUS.
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14. CucremHasi TIIFOKOKOPTHKOCTEPOUTHAS Tepafl;lll;i:::T %&“&E{H&H%&?&MMH u

AHTUTUCTAaMUHHBIMU IIpCHIapaTaMu.

C 0CTOPOKHOCTBIO.

Yy OC060 YYBCTBUTCIIbHBIX ITAUCHTOB MOKCT BO3HHUKHYTH CHUCTCMHASA aJlJICPTHYCCKAA
peakuus W aHaQUIAKTHYECKHA MIOK. B CBsS3m ¢ 3TUM B KaOuHETe, THE MPOBOIAUTCS
cnenuduyeckas JAMArHOCTHKA TAIMEHTOB, JOJDKHBI HAaXOAWUThCA  (papmMakoioruyeckue
npenapaTsl U HHCTPYMEHTapHi 17151 OKa3aHUsl HEOTJIOKHON TTOMOIIIH.

Oxazanue nomowu npu peakyusax 0oue2o muna u aHaQuIaKmuiecKkom uoke.

[Tocne npoBeneHNUs KOKHBIX TPOO MOTYT Pa3BUTHCS CUMITOMBI KIIMHUUYECKUX MPOSBICHUIN
MOBBIIICHHONW YYBCTBUTEIBHOCTH K ajUIEpreHy; BO3MOXHO Pa3BUTHE PEAKIMH HEMEIJIECHHOTO
TUMA, B T.4. aHa(UIIAKCUU, KOTOPAas MPOSBIAETCS B BUAE KPANKUBHUIIBI U COCYIUCTOIO OTEKa,
OTCKa IOpTaHU, 3aTPYAHCHHOI'O AbIXaHUSA U YAYHIbA. OTH CUMITOMBI YaCcTO BO3HHUKAIOT IIOCTIE
OINYIICHHUA 'CHCPAJIN30BAHHOI'O 3yld, YYBCTBA KIKCHUS, TUIICPCMUHN KOXKHBIX ITIOKPOBOB, a TAKKC
OLL[YILIEHUS CTpaxa CMEPTH.

BcenenctBue — aHapMIaKTUYECKOrO  IIOKA  MOXET  Pa3BUTHCA — HEKYIMUPYIOIIUNCS
OponxocnasM, acuKcusi, 00yCIOBIEHHAs OTEKOM BEPXHUX JIbIXAaTEIBHBIX MyTEH, U KOJIJIAIC.

B sToMm ciydae TpeOyroTCs HEOTIOKHBIC JIeUeOHBIC MEPOTIPUSTHS.

JlorocnuranabHas IIOMOITE IPU aHad)I/IJ'IaKTI/I‘IeCKOM IITOKCE.

1. HememieHHO mNpekpaTUTh BBEIEHUE AaJUIEPI€HA, BBI3BABIIETO PEAKLHUIO, YJIOXKHUTh
MarueHTa Ha KyIIeTKy (ToJIoBa HUXKE HOT), TOJIOBY TIOBEPHYTHh B CTOPOHY, BBIIBUHYTHh HUKHIOIO
YeIOCTh, YIAIUTh UMEIOIIUECs 3yOHbIE TPOTE3BI.

2. Hanoxuthb *ryT Ha MECTO BBIIIE BBEICHHUS aJlIEpreHa, €CiIu 3TO BO3MOXKHO.

3. B xoHeuHOCTH, cCBOOOIHYIO OT kryta, BBectu 0,3-0,5 M 0,1 % pactBopa anpenanuHa
BHYTPUMBIIIEYHO (B/M) win BHYyTpuBeHHO (B/B) (metsm 0,01 mr/kr, makcumansHo 10 0,3 mr).
[Ipn HEoOXOaUMOCTH, BBEIEHUE ITUX J103 MOBTOPsOT ¢ MHTEepBaioM 10-20 mua. OOmas mo3a
agpeHanMHa He AoibkHa npessimate 1 mur 0,1 % pactBopa. KparHocTe M 1032 BBOJMMOIO
aJipeHaIMHA 3aBUCUT OT TSDKECTH IIOKa U IMOKaszareseil aprepuaibHoro nasieHus. [loBropHoe
BBEJICHUE MaJbIX 703 aJpeHainHa Oosiee 3((HEeKTUBHO, YeM OJHOKPATHOE BBEIECHHUE OOJBILION
JIO3BI.

4. OOkonote mMecto unbekuuu 0,3-0,5 ma pactBopa aapenanuna (1 ma 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHbEeKIIMY NPUITIOKUTH ITY3bIPb CO JIbIOM.

6. OGecreunTh AOCTYN CBEXKEro BO3AyXa WM JaTh Kuciopox. Ilpum HapymeHuu putma
JBIXaHUS WK €0 3aTPYAHEHUU ITPOBOAUTH HCKYCCTBEHHYIO BeHTU IO jterkux (MBJI).

7. CpouHO BBI3BaTh Bpaya, OJJTHOBPEMEHHO BBI3bIBAETCS peaHUMallMOHHAs OpHUraja.
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Jlo mpue3na peaHUMaIMOHHON OpHTaIbI Ieo6xonﬂ;\|/}3::bﬂ§3gf§ 'ET@/_:I(IEI 'FI';IIﬁd:lﬁgMme

U TIPOBOJUTH TOCTOSHHBIM KOHTPOJb 32 T'e€MOJAMHAMHYECKUMH IMOKAa3aTeIsIMH U COCTOSHHUEM
¢ynkuuu BHemHero asixanus (OB/I).

I'ocutanbHAs TOMOITE IPU aHad)I/IJ'IaKTI/ILIeCKOM IITOKE.

1. Ilpu kpailHe TSKEIOM COCTOSIHUM TAlMEHTa W TPH BBIPAXKEHHBIX HaPYIIEHUSIX
reMOJIMHAaMHUKU BBOJAT B/B MemineHHo 5 miu 0,01 % pacTBopa aapeHanuHa, MpHU JOCTHXKEHHH
saddekra BBenenue mnpekpamart. [eram 0,1 mu/kr 0,01 % pacTtBopa BBOIAT MEUICHHO B
TE4YEHUE HECKOJIbKUX MUHYT.

2. Ecmm aprepuanpbnoe paBnenue (AJl) He craOunmusmpyercs, CpOYHO HadaTh
BHYTPUBEHHOE KalelbHOE BBeJeHHE HopanuHeppuHa (peHmmddpuna, nomamuna) 0,2 %
1,0-2,0 mu Ha 500 ma 5 % pacTtBOpa TIAIOKO3BI sl MHGY3UH WM HAaTpUs XJIOpHIA pacTBopa
0,9 %.

3. BHYTpuUBEHHO CTPYHHO BBECTH TIIFOKOKOPTHUKOCTEPOMJIBI: MpeaHu30yioH — 60-180 mr
(metssm 5 wmr/kr) unu nexcameta3zoH — 8-20 mr (metsm 0,3-0,6 MI/KT), WU TUAPOKOPTU3OH —
200-400 mr (mersim 4-8 mr/kr). [o cocTosiHUIO BBEIGHNWE TOPMOHOB TIOBTOPSIIOT U MPOJIOIKAIOT
HEe MeHee 4-6 CyT Julsl NMpeloTBpAIlEHHUs aJUIEPrUYeCKUX peakiuil M0 MMMYHOKOMIUIEKCHOMY
WIN 3aMEJIJIEHHOMY THITY.

4. Tompko mpu crabwimszauuu AJl BHyTpuMmbimedHo Bectd 2,0 ma 2 % pacTBopa
xjoponupamMuna (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. Cumnromaruueckast Tepanus o MOKa3aHUSIM. ITpu COXpaHEHUHU
OpOHXO00OCTPYKTHUBHOTO CHHJIpPOMa BHYTPUBEHHO MEIJICHHO BBOJAT amMuHOG(umumH, 10 M
2,4 % pacTBOpa KOTOPOI0 MpEeABapUTEIbHO pa3BoAsaT B 20 M HaTpus xjopuaa pactsopa 0,9 %
(B3pocibIM 5-6 MI/KT, neTsaMm 2-3 Mr/kr). AMUHOGUIUTHH HEOOXOIUMO MMPUMEHATh OCTOPOXKHO B
CBSI3U C BO3MOXKHBIM IOSIBICHEM apUTMHH.

6. Ilpu HEoOXOAMMOCTH OTCACHIBAIOT W3 JABIXaTENbHBIX IYTE€H CKOMUBIIMWUCA CEKpeT
¥ PBOTHbIE MacCChl, HAUMHAIOT OKCUT'€HOTEPAIHIO.

7. Ilpu ocTpoM OTeKe ropTaHH MOKa3aHa MHTYOALUs WIN TPAXEOTOMMSL.

Bce nanuenTs! ¢ aHa(MIAKTUYECKUM [IOKOM TOJUIEXKAT 00513aTeIbHOM FOCIUTAIN3AMK Ha
cpok He MeHee 10 gHEHl ¢ wenbl0  TPOAOIDKEHHMS — HAOMIONEHHS W JICUCHHS,
T.K. y 2-5 % mDanueHToB, NEpeHeCHInX aHa()UIAKTHUECKUH IIOK, HAONIONAIOTCS TO3THHE
JIJIeprUYecKre peakluu.

J103bI BBOJMMBIX JIEKapCTB M TAKTUKA Bpaya ONPEAEIISIOTCS KINHUYECKON KapTHHOH, HO BO
BCEX  Cilydasx  HEoOXOoJuMo, B  TMEpPBYl0  ouepeAb,  BBEJACHHME  aJpCHAIMHA,
[NIIOKOKOPTUKOCTEPOUIHBIX —MpenapaToB. BpenmeHue mnpemapatoB (EHOTHA3UHOBOTO —psia

U IIPENapaToB KaJbLKs IPOTUBOIIOKA3AHO.
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IIpumeHenune npu 6epeMEeHHOCTH U B MIEPH O/ rp%'&&rg%@kﬁ)mﬁgm Tb 0001)

[IpoTuBomnOKa3aHo.

Cnoco6 npuMeHeHus U 103bI.

[Ipenapar WCHONB3YIOT JISI TIOCTAHOBKM KOXKHBIX MpOO (CKapuduKaius, MPHUK-TECT).
Cneunduueckyro JTUArHOCTHKY, Kak TPaBUJIO, TPOBOAAT OJHOBPEMEHHO C APYTUMHU
ajiepreHamMu. 3a 2-3 1HS 0 TOCTaHOBKM KOXHBIX MPOO JOJKHBI OBITH OTMEHEHBI
AHTUTUCTaMUHHBIC Tpernaparbl M OpOHXOJUTHYECKHE cpeacTBa. lIpm  COMHHUTEIBHBIX
pe3ynbTartax KOXKHBIX MPOO MX MOXHO MOBTOPUTH depe3 2-3 AHs (MOcie CTUXaHWUS MECTHOM
peakuuu Ha mpenslayime npoObl). B ciayyae monoxuTensHOro pesysiabTaTa, KOXKHbBIE MPOOBI C
aJJIepreHaMi MOXKHO MOBTOPSITH HE Yallle OJJHOTO pas3a B MECHLL.

TTocTanoBKa ckapuPUKAIMOHHBIX KOXKHBIX [IPO0, IPUK-TECTOB.

CkapudukaioHHble KOXHBIE MPOOBI, MPUK-TECTHI CTABSIT HAa BHYTPEHHEH MOBEPXHOCTHU
IpeaIieubs Wik, P HEOOXOIMMOCTH, Ha KOKE CITUHBI.

OZHOBPEMEHHO C aJUIEPreHOM MPOBOJAT IMOCTAHOBKY KOXKHBIX MPOO € TECT-KOHTPOJIBHOM
xuakoctblo u ¢ 0,01 % pacTBOpoM TIHCTaMHHA, KOTOPBI TOTOBAT pa3BElCHUEM
0,1 % rucramuna auruapoxjopuaa pactBopa (1 wacte) Harpus xmopuaa pactBopom 0,9 %
(9 gacTeit), MOMOKHUTENbHAS PEAKIMsI Ha KOTOPBIH HE MEHEE «T» CBUACTEIHLCTBYET O HATHYUH
JIOCTaTOYHOM PEaKTUBHOCTU KOXXM. Pa3BelleHHBIN pacTBOp I'MCTaMUHA IOJIEH B T€UEHHE 6 4 ¢
MOMEHTa IPUTOTOBJICHMUSL.

Merammueckuii Koamadok (IakoHOB (C a/uIepreHOM, TECT-KOHTPOIBHOM KHIKOCTHIO)
IPOTUPAIOT CHUPTOM. Y JAISIIOT CTEPUIIBHBIM MHUHIIETOM LEHTPaIbHYIO KPBIIIKY KOJIMA4yKa, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyio 70 % 3THUIIOBBIM CIUPTOM, MPOKAIBIBAIOT
CTEpPUIIBHOW HUTJION.

Koxy BHyTpeHHEl mnoOBepXHOCTM mpeamiedbs npotupatoT 70 % STUIOBBIM CIIHPTOM
U 1alI0T el BBICOXHYTh. Ha ne3uH@UUUpOBaHHYIO KOXY C MOMOILIBIO CTEPUIIHLHOIO IIIpPHIIA
HAHOCAT KaIUII0 MCHBITYEMOI'O ajuIepreHa, KaIllll0 TECT-KOHTPOJIBHOM >KMIKOCTH U KaIlllo
0,01 % pactBopa rucramuna Ha pacctosiHuu (30-40) MM npyr oT Apyra. AJuiepreH, HaOpaHHBIN
B IITIPHII, HEJIb3s1 BEUTMBATH 00paTHO BO (PJIaKOH.

[Tpu nocranoBKe ckapu(UKAIMOHHBIX KOXKHBIX P00 uepe3 KaIjid HaHECEHHBIX pacTBOPOB
CTEPWJIBHBIMU CKapU(PHUKATOPaMU WJIM MHBEKIHMOHHBIMH UTJAMHM HAHOCAT JIBE MapajliesibHbIC
LaparyHbl JJIMHOU 5 MM.

[Ipy mnocTaHOBKE MNPUK-TECTOB Yepe3 Kalluldi HAHECEHHBIX pacTBOPOB CTEPUIBLHBIMU
MHDBEKIIMOHHBIMU UTJIaMH, YKOPOUEHHBIMHU WJIM C OTPAHUYUTENIEM [NIYOMHBI yKOJa WM WIJIaMU
JUIs TpUK-TecTa (JIaHIIETaMHu) TMPOU3BOAAT YKON Koku Ha rinyouny 1,0-1,5 mwm. Ilpu
UCIIOJIb30BAaHUN HMHBEKIIMOHHBIX MIJI KOXY IMPOKAIBIBAIOT MOJ yriioM 45° Tak, 4TOOBI He

BBICTYIIWJIA KPOBb, 3aTCM UTJY BBIHUMAIOT, CJICTKA NPUIIOJHUMAA KOXKY.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 16383 6

KOoXHYI0 peakuuio YUMTHIBAIOT depes RO mumH! [ epititinid Haribmin| TatrbHamu

«IIPOMOKAIOT» KaIlJli HAHECEHHBIX PACTBOPOB B MECTE LlapallMH MJIM MPOKOJA KOXKH (BaTHBIN
TaMIIOH JIOJDKEH OBITh OTACIBHBIM JUI KaKIOM KalUlM HaHECEHHBIX PacTBOPOB) M YUHUTHIBAIOT
PEAKIMIO KOXKH.

O1eHKa THAarHOCTUYCCKUX KOMKHBIX HDO6.

MecTHYI0 peakIMi0 KOXU IMPH MOCTAHOBKE CKapU(UKAIMOHHBIX KOXXKHBIX P00, MPHUK-
TECTOB, YYUTHIBAIOT uepe3 20 MUH MPH OTCYTCTBUM PEAKIIMH HA TECT-KOHTPOJIBHYIO KHJIKOCTh U

MIPU HAIMYWHU TTOJIOKUTETHHOM MPOOBI HAa TUCTAaMUH (HE MeHee «+») (Tabm. 1).

Taonuma 1
Cxema yyera ckapu(pUKaIMOHHBIX KOKHBIX MPOO, MPUK-TECTOB
Ounenka peakuuu Crenennb Pasmep u xapakTep peakuuu
BBIPA’KEHHOCTH
peakuumn*
OtpunarenbHas - OtcyrcTBUEe BONIBIPS (Mamysbl), TUIEPEMUS
KaK B  KOHTpPOJIE C  TECT-KOHTPOJIbHON
KHJIKOCTBIO
ComHuTeNnbHas * OtcyrcTBUE BOJABIPS (HAIysibl), TUIIEPEMUS C
pasMepamH, IPEBBINAOIMMH  TaKOBbIE B
KOHTPOJIE C TECT-KOHTPOIbHON KHUAKOCTBIO
[TonoxurenpHas + Bongpips (mamymna) 2-3 MM, 3aMeTeH TOJIBKO
IIPU HATATMBAHUM KOKHU, TUIIEPEMHUSI
ITonoxurenpHas ++ Bonnplpy  (mamyma) 4-5 MM, TUnepemMus

(s ckapuUKAIMOHHBIX TPO0);

Bongpips  (mamyma) 4-10 MM, runepemus
(111 TPUK-TECTOB)

ITonoxurenpHas +++ Bonnpipp (mamyna) 6-10 mm, runepemus Uiau
BOJIABIPE (mamyna) 6-10 MM ¢ MCeBAOTIOANSIMU,
runepeMust (JUist CKapu(pUKaIMOHHBIX Tpo0);
Bongeips (mamyma) 11-15 MM, tunepemwus
(nJ151 IPUK-TECTOB)

[TonoxurenpHas ++++ Bongpips (mamyna) Gosee 10 MM, rumepemmus
Wi BoIAbph (mamyna) OGomee 10 MM
C MICEBAOOAUSIMH, TUIepeMus (mns
cKapu(UKALMOHHBIX P00);

Bonasips (mamyna) Oosee 15 MM
C TICEBAONOAMSIMH, THUIEepeMusl (IS TMPHK-
TECTOB)

[Ipumeyanue:

* CremneHb BHIPAXKCHHOCTH PEAKIINH:

- OTtpunarenbHas;

+ CoMHUTETbHAS,

+ C1a0oI0a0KUTEIbHAS,

++ IlomoxxutenpHasdi;

+++ Pe3ko0 MOoJI0KUTEIbHAS,

++++ OueHb pe3KOo MOJIOKUTEIbHAS.
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IToGounoe neiicTame. (MOCNEOOBATENLHOCTL 0001)

Cornacno knaccudpukanuun BO3 (BcemupHoi opraHu3anuu 31paBOOXpaHEHHs) 4acTOTa
pa3BUTHS HEXeJaTeNbHbIX peakiuil Kiaccu(UIMpoBaHa CIEAYIOIMIMM 00pa3oM: OYeHb YacTo
(>1/10), gacto (>1/100 mo <1/10), mewacto (>1/1000 mo <1/100), peako (>1/10000 mo <1/1000),
oueHb peako (mo <1/10000) m vactora Hews3BecTHa (HEBO3MOXKHO OIEHUTh HAa OCHOBAaHUU
MMEIOIIUXCS TAHHBIX ).

YacroTa BCTpEUaeMOCTH HEKEIATEIbHBIX PEAKIUN

CucTeMHO-OpPraHHbI Kjace Yacrora HesxkenarenbHble peakunu
(MedDRA)
Hapymenus co cTopoHbl UMMYHHOM Penxo Kpanusnuua, aHaUITAKTUICCKHIA
CHUCTEMBI LI0K
Heuacto Orték nuua
Hapymienust co cTopoHbl HEPBHOM Heuacrto ['onoBHas 60116
CHUCTEMBI
Hapymenust co cTopoHbl oprana Penxo KOoHBIOHKTUBUT
3peHUs
Hapymienust co cTOpoHbI COCYI0B Yacto I'mnepemust
Hapymenus co ctopoHbl Heuacto Kamens, ynxanue, puHuT,
JIbIXaTEJIbHON CUCTEMBI, OPraHOB OpoHxocnasm
TPYAHOM KJIIETKH U CPENOCTEHUS
OO0mre HapyIICHUS U PEaKIIUU B Yacro OT€K B MeCTE BBEACHUSA
MeCTE BeJICHUS

Onucanue OTACIBHBIX HEKEIATCAbHBIX PEAKIIHI

HexenarenbHbIMM —~ peakUUsMH, KOTOpble 4YacTO  HAOMIOJAIOTCs Yy  IMAIMEHTOB
(y 1-10 % nanueHTOB), SBJISAIOTCS TUIIEPEMHUS U OTEK B MECTE BBEJICHUS IIpernapara.

Y 0c000 4YyBCTBUTENBHBIX MNAI[MEHTOB MOKET BO3HUKHYTb CHUCTEMHasl ajulepruyeckas
peaxuus, B TOM 49Hclie, aHAQMIAKTHYECKUHN TIOK.

Mepbl, mpuUHUMaeMble TPU Pa3BUTUU ALUIEPIrHUECKUX PpEaKIUil ONHCAaHbl B pas3fenie
«C 0CTOPOKHOCTBIO.

Penko B mpouecce MOCTAaHOBKHM KOXKHBIX MPOO MOKET HACTYMUTh 0OOCTPEHHE OCHOBHOIO
3a00JIeBaHMUA.

[Tocme kaxmoili WHBEKIMM aJJiepreHa MalUeHT JODKeH HaONIoJaThCs BpPadyoM-
ajuieproioroM He meHee 60 MuH. B TeueHue 3TOro BpeMeHH Bpay JOJDKEH OTMEYaTh PEaKIUIo
KOKM Ha BBEJCHUE Mpemnapara W oOmiee cocrosHue mnanueHTa. OO0 OTHANEHHBIX pPeaKIMsIX
NalMeHT JOoJbKeH HH(opMupoBaTh Bpaua. B kaOuHere, rae NpoBOAMTCS crenupuieckas
UMMYHOTEpAIus MAlMeHTOB, JOJDKHBI  HAXOOUTHCS  (apMaKOJIOTHYECKUE  IperapaTsl

Y UHCTPYMEHTapHUH ISl OKa3aHUSI HEOTJIOKHOW MOMOIIH.
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Cumnmomwl

B cnydae mepeno3upoBKHM BO3pacTaeT PUCK BO3HUKHOBEHHUSI HEXKENATENbHBIX pPEaKIui,
CBSI3aHHBIX C IPUMEHEHUEM TIpernapara.

Jleuenue

Cumrnromarnueckass Ttepamus. B ciydae pa3BuTus aHAQUIAKTHYECKOTO MIOKA H, Kak
CIIEZICTBUE, TSDKENBIX CHCTEMHBIX peakIui (HEeKymupymoomuiics OpoHXocmasM, ac(ukcus,
00yCIIOBJIIEHHAsE OTEKOM BEpPXHHUX AbIXATEIbHBIX MyTEH, U KOJUIAIC) MPOBOJSATCS HEOTIONKHBIE
nedeOHbpIe MeponpuaThsi (cM. pazaen «C 0CTOPOKHOCTHION).

B3aumoneiicTBue ¢ APyruMu JIeKapCTBEHHBIMH CPeACTBAMHU.

KoxHbie mpo0ObI clieayeT MpOBOANTh HE PaHee, YeM depes:

- 1 Hegenro mocie TyOepKYITMHOBOM MPOOHI;

- 1 Mecsi11 mociie BakIIMHAIIMY MHAKTHBUPOBAHHBIMU BaKIIMHAMU;

-3 Mecsla TOCNEe TPUBHBOK OJKUBBIMH  BakIMHaMu (KaKk BHPYCHBIMH, TakK U
OakTepuanbHbIMU, BKITI04Yas BakiuHy BLIK).

He nmpumMeHATh OJHOBPEMEHHO ¢ TIPUEMOM [3-aIpeHO0I0KATOPOB.

Bo3MO0XHO 0OTHOBPEMEHHOE HCTIOIb30BaHKE C allJiepreHaMH IPYyruX HauMEHOBaHUI.

Bausinue Ha cIOCOOHOCTH YNIPABJISATH TPAHCNIOPTHBIMHU CPeICTBAMM, MEXaHU3MAMH.

Hexotopeie HexenatenbHble pPEAaKIWU, CBA3aHHBIE C JICMCTBHEM Mpenapara, MOTYT
OKa3bIBaTh BO3JCHWCTBHE HAa CIIOCOOHOCTh YHPABIATH TPAHCIOPTHBIM CPEICTBOM  HIIU
JBUKYLIIUMUCS MEXaHU3MaMU. J[s1 ManueHToB, y KOTOPBIX HAOMIOAANUCh HEKenaTeabHbIe
peakiuu Npud BBEICHWM IMpenapara, yOPaBICHHE TPAHCHOPTHBIM  CPEICTBOM WM
JIBIDKYIIMMUCS MEXaHU3MAMH  BO3MOXXHO  TOJIBKO  IOCJ€  HMCUYE3HOBEHHS  CHUMIITOMOB
HE)KeJaTeJIbHBIX PeaKiuil.

®opma BbImycka. PacTBop Uii HAKOXHOTO CKapu(UKAIMOHHOTO HAHECEHHs U
npoBeneHus npuk-recta, 10000 PNU/mo.

ITo 4,5 mn amieprena, mo 4,5 MJI TECT-KOHTPOJIBHOM KUAKOCTU B CTEKJISHHBIX (PIIakoHAX,
YKYIIOPEHHBIX PE3WHOBBIMU MPOOKAMU UM 3aKaTaHHBIX aTIOMUHUEBBIMU Komaykamu. Komruiekr
cocrout u3 1 dmnakona amneprena, 1 ¢uakoHa TeCT-KOHTPOJBHON KHIKOCTH, IMOMEIICHHBIX B
MayKy U3 KapTOHA C MHCTPYKIIMEHN MO0 MPUMEHEHHUIO.

YcaoBusi xpanenus. IIpu temneparype ot 2 10 8 °C B 3alUIIEHHOM OT CBETA MECTE.
He 3amopaxuBars.

XpaHUTh B HEOCTYITHOM JIJIs1 IETE MECTE.

YcaoBus TpancnoprupoBanns. [Ipu temneparype ot 2 1o 8 °C. He 3amopaxuBaTs.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 02.08.2024 N= 16383 9

Cpoxk rognocTH. Anepres — 2 rojia, TecT —KOHTpoﬂﬁﬁ;rMi;&%ﬂE@ LRCTE 0001)

CpoK roJHOCTH KOMIIJIEKTA ONPEAENAETC 110 HAUMEHBIIEMY CPOKY FOJHOCTH OJHOTO W3
KOMIIOHEHTOB, BXOJSIIMX B COCTaB KOMIUIEKTa. lIpemapar ¢ HCTEKIIMM CpPOKOM T'OJHOCTHU
MPUMEHEHHUIO HE MOJIJICHKUT.

YcaoBus ornycka. OTMyCKalOT MO PELenTy.

Baapesnen perucTpanMoHHOIO y10CTOBEPEHHUS.

AO «HIIO «Muxkporeny».

Poccus, 115088, r. Mocksa, yn. 1-1 JlyopoBckas, a. 15, ctp. 2.

IIpousBoauTeib.

AO «HIIO «Muxporen».

Poccus, 115088, r. Mocksa, yn. 1-s1 JlyopoBckas, a. 15, ctp. 2, Ten. (495) 710-37-87,
daxc (495) 783-88-04, e-mail: info@microgen.ru.

Anpec mpousBoacTtBa: Poccusi, 355019, CraBpononbckuii kpaid, T. CTaBpOIoOib,
yi. buonorunueckas, 1. 20, ren. (8652) 24-40-84.

Opranun3anusi, IPUHUMAKOIIAS PEeTeH3UH MOTpeduTeJIs.

AO «HITO «Muxporen».

Poccus, 115088, r. Mocksa, yn. 1-a1 JlyopoBckas, a. 15, ctp. 2, ten. (495) 710-37-87,
daxc (495) 783-88-04, e-mail: info@microgen.ru.



