COOTBETCTBYET 3KCMEPTHOMY OTUYETY
 0r31.07.2024 N2 15761
OBIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOFO TIPEAAPATA "00T)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI' O ITPEITAPATA
Annepren u3 0enka KypuHbIX suil st quarHoctuku, 10000 PNU/mi, pacTBop AJisi HAKOKHOTO

cKapu(UKALMOHHOTO HAHECEHUSI U MTPOBEJICHUS IPUK-TECTA.

2. KAUECTBEHHBIN U1 KOJJMYECTBEHHBII COCTAB
JelicTByro1iee BEMIECTBO: ajuIepreH U3 0eika KypUHBIX SIHII.

B 1 M npenapata coaepxkurcs 10000 PNU™ aneprena us3 6ejika KypHHBIX SHII,

[Ipumeyanue:
*PNU (Protein Nitrogen Unit) - mexayHapomHas

CAWHUIQA, ITPUHATAA AJId BBIPAXKCHUA KOHICHTpAIUN
0ETKOBOT0 a30Ta B aJUIepreHax, paBHas COJICPKaHUI0

1x10™® Mr GeIKOBOro a30Ta.

[TonHbIi nepedeHs BCIOMOraTelbHbIX BELECTB MPUBE/EH B paszene 6.1.

3. JEKAPCTBEHHASA ®OPMA

PacTBop A1 HaKOKHOTO CKapU(pUKALMOHHOTO HAHECEHUSI U TTPOBEICHUS MPUK-TECTA.
[Ipenapat npeacrasnseT co00i MPO3pavyHyr0 OECIIBETHYIO KUIKOCTD.

B xommuiekTe ¢ ajquiepreHoM BBITYCKAIOT TECT-KOHTPOJIbHYIO JKUIKOCTb.

TecT-KOHTpOIBbHAS KUJIKOCTD MPEACTABISAET COO0N OECBETHYIO TPO3PAUHYIO KHUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHH IO

Cneunduueckas IUArHOCTHKA TMOBBIIIEHHOW YyBCTBUTENBHOCTH K O€NKYy KYpPUHBIX SHIl Y
B3pOCIIbIX U JieTel cTapiie 4 JeT (C y4eTOM COCTOsIHUS peOeHKa, BO3MOYKHO MPOBEIEHUE KOKHBIX
TECTOB y JieTel crapiie |1 roaa).

[MokazanusiMu s  JUATHOCTUKHM  SIBJISIOTCS  KIMHUYECKHE TIPOSBICHHS —IJICPrHYECKOrO
3a00JIeBaHUs U IaHHbIE aHaMHE3a.

4.2. Pexxum 103UPOBAHUSA M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Wndopmanuio o pexxume J03UpPOBAaHUS JEKApCTBEHHOTO Iperapara cM. B nojpasnene «Crnocod
IPUMEHEHUS.

Oco0nIe I'pYHOIIbI TAaKMEHTOB

Hauuenmbl NOJ2HCUTI020 803pacma

Koppexkiun 103561 He TpedyeTcs.
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Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Koppeknuu n0361 HE TpeOyeTcs.
Ilayuenmul ¢ nHapywenuem ynKyuu neveHu
Koppexkiuu 10361 He TpedyeTcs.
eTu
PekoMeHmanmm 1o JO3MPOBAHUIO JIEKAPCTBEHHOTO TIpermapaTa JAETSM He OTJIWYArTCS OT
pEKOMEHAALUH 110 T03UPOBAHUIO IS B3POCIIBIX.
[Ipumenenue npenapara MpOTUBOINIOKA3aHO Y IeTeH B Bo3pacTte 1o 1 rona (cMm. pazaen 4.3.).
OOBIYHO KOXKHBIE TECTHI MPOBOJISATCS y ACTEH cTapiie 4 Jer.

Croco0 IIpuMeHeHus

[Ipenapar WCMOAB3YIOT MJisi TIOCTAaHOBKM KOXXKHBIX Tpo0 (ckapuduKamusi, TPHUK-TECT).
Crenuduueckyto JIUAarHOCTHKY, Kak IpaBWJIO, MPOBOAAT OJHOBPEMEHHO C JPYIHMMHU
ajyiepreHamH.

Ilocmanoeka ckapu@ukayuoHHbIX KOHCHBIX NPOO, NPUK-MECmo8

CkapuduKaIMoHHbIE KOXHBIE MPOOBI, TPHUK-TECTHI CTABAT HAa BHYTPEHHEH MOBEPXHOCTU
Ipearieybs Wik, P HeOOXOIMMOCTH, Ha KOKE CITUHBI.

OMHOBPEMEHHO C aUIEPreHOM MPOBOJAT TOCTAHOBKY KOXHBIX TNPOO C TECT-KOHTPOJIbHOU
xunkocTbio u ¢ 0,01 % pacTBOpoM rucTamMuHa, KOTOpBIN roToBAT pasBeaenuem 0,1 % rucrammna
auruapoxiopuaa pactBopa (1 wacte) Harpus xmopuma pactBopom 0,9 % (9 wacreit),
MIOJIO’KUTENIbHASI PEAKIUS HA KOTOPBII HE MEHEE «+» CBUAETEIBCTBYET O HAIMYMM JOCTATOYHOU
PEAKTUBHOCTH KOXHW. Pa3BeleHHBIM pacTBOpP THCTaMHUHA TOJIEH B TE€YE€HHE 6 4 C MOMEHTa
IPUTOTOBJICHUSI.

Mertamunyeckuii  KOJMayoK (IIakoHOB (C  AJJIEPIeHOM, TECT-KOHTPOJIBHOM JKUAKOCTBIO)
IPOTUPAIOT CHUPTOM. Y JAISIIOT CTEPUIIBHBIM MHUHIIETOM LEHTPAIbHYIO KPBIIIKY KOJMA4Ka, a
PE3UHOBYIO MPOOKY, MpeABapUTEIbHO 00padoTanHyio 70 % STHIIOBBIM CIIUPTOM, MPOKAIBIBAIOT
CTEpPUIIBHOW HUTJION.

Koy BHyTpeHHEN MOBEPXHOCTH MpeAruiedbs NpoTUparoT 70 % 3THIOBBIM COUPTOM U JAKOT €d
BBICOXHYTh. Ha Ie3nHPUIINPOBAHHYIO KOXKY C TIOMOIIBIO CTEPHILHOTO IIMPHUIIA HAHOCAT KAILTIO
HCIIBITYEMOT'0 aJlJIEpTreHa, KaIuTi0 TeCT-KOHTpOoJbHON kuakoctd u karmmo 0,01 % pactBopa
rucramuHa Ha paccrosauu (30-40) MM apyr oT apyra. AjiepreH, HaOpaHHBIN B IIIIPHIL, HETb3SI
BBUTMBATh 00PaTHO BO (pJIAKOH.

[Tpu mocraHOBKE cKapu(UKAIMOHHBIX KOXKHBIX MPOO Yepe3 Kalull HAaHECEHHBIX PacTBOPOB
CTEpUJIbHBIMU CKapu(HUKaTOpaMH WIM MHBEKIMOHHBIMH HUIJIAMU HAHOCST JIBE HapasuieibHbIe
LaparuHbl JJIMHOU 5 MM.

[Ipy mocTaHOBKE MPUK-TECTOB Yepe3 KAl HaHECEHHBIX pPacTBOPOB CTEPUIbHBIMU

WHBCKIIMOHHBIMU HIJIAMH, YKOPOYCHHBIMH HJIK C OIPAHUYIUTCIICM FHYGI/IHBI YKOJIa WK UTJIaMU



JUIs TIpUK-TecTa (JaHUEeTaMu) MPOU3BOISAT
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xon _ kOnd - Ha - HiyGihay BHOIES S hpn

UCIIOJIb30BAaHUN HHBEKIMOHHBIX WIVT KOXY MPOKalbIBAlOT MoA YriioMm 45° Tak, 4ToOBl He

BBICTYIIWJIa KPOBb, 3aTEM UIJTY BBIHUMAIOT, CJICTKA NPUIIOJHUMAA KOXY.

Koxnyto peaknuto yuutbiBaioT yepe3 20 MuH. CTepuwibHBIMM BaTHBIMH TaMIIOHAMHU

«IPOMOKAIOT» KaIlJIi HAHECEHHBIX PACTBOPOB B MECTE LapalMH WU MPOKOJa KOXH (BaTHBIN

TaMIIOH OOJIZKCH OBITh OTACIBbHBIM OJIA Ka)KHOﬁ Kalljlid HaHCCCHHBIX paCTBOpOB) " YUUTBIBAIOT

PEaKIUIO KOXKH.

OueHKa OUASHOCIMUYECKUX KOIMCHBIX I’lp06

MecTHyI0 peakiHio KOXXHM IpU IMOCTAHOBKE CKapHU(PHUKAIIMOHHBIX KOXKHBIX MPOO, MPUK-TECTOB,

YUUTHIBAIOT yepe3 20 MUH MpU OTCYTCTBUU PEAKIIMHM HA TECT-KOHTPOJIbHYIO KUIKOCTh U MpU

HaJMYHH MTOJIOKUTEILHON TPOOKI Ha TUCTaMUH (HE MeHee «+») (Tabi. 1).

Tab6muna 1

Cxema yyera ckapu(pUKaIMOHHBIX KOKHBIX MPOO, MPUK-TECTOB

Onenka peakunu

Crenenn
BbIPA’KEHHOCTH
peakuumn*

Pa3Mmep u xapakrep peakuuu

OrtpunarenbHas

OtcyTcTBUE BOJABIPS (TAMmysibl), TUIIEpEMUS KaK B
KOHTPOJIE C TECT-KOHTPOJIBHON KHUAKOCTBIO

CoMHUTEILHAS

I+

OtcyrcTBue BOJABIps (TAmyJibl), THUIIEPEMHS C
pasMepaMu, NPCBBIIITAOIITNUMUA TaAKOBBIC B KOHTPOJIC
C TECT-KOHTPOJbHOU YKHUKOCTHIO

IlomoxurenbHas

Bongpips (mamyna) 2-3 MM, 3aMeTeH TOJBKO IpU
HaTSTMBAaHUM KOXH, THIIEPEMUS

IlomoxurenbpHas

++

Bongsips (mamyna) 4-5 mm, runepemus (s
ckapu(UKaIMOHHBIX MP00);

Bongsips (mamyna) 4-10 mm, runepemus (muis
MIPUK-TECTOB)

TlomoxurenbpHas

+++

Bonnpipp (mamyna) 6-10 mm, runepemus WiH
BOJABIPE (mamyna) 6-10 MM ¢ TICeBIOMOAMSIMH,
runepeMust (JUist CKapu(pUKaIMOHHBIX Tpo0);
Bongeips (mamyna) 11-15 mMm, rumepemust (muist
IIPUK-TECTOB)

IMonoxxurensHas

++++

Bongsips (mamyna) 6onee 10 MM, runepemMust  Uiu
BOJIIIBIPS (mamyna) 6onee 10 MM ¢ TICEBAOTIOAUSIMH,
runepemMus (s ckapuPuKanoOHHBIX MPo0);
Bonneips (mamyna) 6oee 15 MM ¢ ICEBAOMIOAUSIMH,
runepemust (s MPUK-TECTOB)

[Ipumeyanue:
* CreneHb BBIPAXEHHOCTU PEAKLIUU:

—  OrpunarenpHas;

+ CoMHUTEIIbHA,

+ C1a0oI0a0KUTEIbHAS,

++ IlomoxxutenpHasdi;

+++ Pe3ko0 MOoJI0KUTEIbHAS,

++++ OueHb pe3KO MOJIOKUTETbHAS.
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4.3. IIpoTBONOKA3aAHUS

1. T'unepyyBCTBUTENBHOCTh K JIIOOOMY M3 BCIOMOTATENbHBIX BEILECTB, MEPEUMCICHHBIX B
pazznene 6.1.
2. O0ocTpeHne aeprudeckoro 3a00IeBaHMsI.
3. Tsmkemas OpoHXHWalbHas acTMa, IUIOXO KOHTposmpyemas  (hapMakoJIOrH4ecKuMu
npemapatamu (00beM (opcupoBanHoro BeImoxa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
aZIeKBaTHOM (papMakoTeparun).

Octpsle nHpeKuu.

XpoHuveckue 3a00IeBaHus B CTATUN 000CTPEHUS U/WUJTH IEKOMIICHCAITUH.

4

5

6. HmMmyHOAEpHUIUTHBIE COCTOSHHUSL.

7.  AyToMMMYyHHBIC 3a00JICBaHHS.

8. Ty0Oepxkyne3 m000ii JOKAIKU3AIKUH B IEPHOJ 000CTPEHHUS.

9. 3nokadyecTBEeHHBIE HOBOOOPa30BaHUS U 00JIE3HU KPOBH.

10. Ilcuxuueckue 3a00NeBaHUS B IEPUOJ OOOCTPEHUS.

11. Cucremusle 3a001€BaHUs COEIUHUTEIBHON TKAHU.

12. Hetckuii Bo3pact o 1 rona (mpoBeeHue KOKHBIX TECTOB ISl CIIEU(DUISCKOM JUATHOCTUKH
BO3MOJXKHO Y JIeTell B Bo3pacTte cTapuie 1 rosa, ¢ yueToM COCTOSIHUS peOeHKa, HO OOBIYHO KOYKHBIE
TECTBI TPOBOSTCS Y IeTel cTapiie 4 JieT).

13. bepemMeHHOCTH U IEPHOJ TPYAHOTO BCKapMIIMBaHUs (CM. pa3zen 4.6.).

14. CuctemHass TJIIOKOKOPTUKOCTEPOUIHAS Tepamus, Tepanus [-aApeHOMHUMETUKaMU U
AQHTUTUCTAMUHHBIMHU IIpernapaTamH.

4.4. OcoOble yka3aHusl 1 MepbI IPeI0CTOPOKHOCTH NPHU NPHMMEHEeHHH

Oco0snle yKa3zaHus

3a 2-3 AHS OO0 TOCTAHOBKM KOXKHBIX MNMPOO JOJKHBI OBITh OTMEHEHBI AHTUTMCTaMUHHBIE
npenapatbl. [Ipy COMHUTETBHBIX PE3yJIbTaTaX KOXKHBIX MPOO UX MOYKHO MOBTOPHUTH uepes3 2-3 aHs
(mocnme CTHXaHHWsST MECTHOM peakIMu Ha Mpeablayliue MmpoObl). B ciiyyae mojgoXHUTEIHHOTO
pe3ynbTara, KOJKHbIe MPOOKI ¢ aljiepreHaMu MOYKHO MTOBTOPSATH HE Yallle OJIHOTO pa3a B MECHL.

Mephl IPeA0CTOPOKHOCTH IIPH MPUMEHECHNUH

C uenpio BBISBICHUS TPOTHUBOMNOKA3aHUN Bpad B JI€Hb IOCTAHOBKU aJJIEPTUYECKHX MpoO
IIPOBOJUT OCMOTp ITALUEHTA.

[Tocne kax10il MHBEKIMK aJulepreHa MalMeHT JO/DKEH HalJtoJaThes BpauyoM-aJuIeprojioroM He
MeHee 60 MUH. B TeueHue 3TOro BpeMeHM Bpad JOJDKEH OTMEYaTh PEAaKIHIO KOXKHM Ha BBEIICHUE
npenapata MU obmee cocrossHue mnanueHTa. OO0 OTHANEHHBIX PEAKIMAX MAIUEeHT JO0JIKEH
UH(POPMHPOBATH Bpaya. YUHUTHIBas BO3MOXKHOCTb BO3HHMKHOBEHHS CHCTEMHOW aJJIeprHYecKOn

pcaknuu, B TOM YHUCIIC, aHa(bI/IJIaKTI/I‘-IGCKOFO III0Ka, MGI[I/II_[I/IHCKI/Iﬁ Ka6I/IH€T, rac mpoBOAUTCHA
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crenuduueckas  JMATHOCTHKA  MALCHTOB,| JOMKEH JC Bt B ecibiek - | e ibrBamu

IIPOTUBOLLIOKOBOM TEpAINH.

[Ipy  mOSIBIEHMHM  CHMITOMOB  Q/JIEPTUYECKOM  peakuu  HEMEMJIEHHO  IPOBOAMUTCS
COOTBETCTBYIOIIAs TEPATIHSL.

OxazaHue nomowu npu peakyusax ooue2o muna u aHaQuIaKmuiecKkom uoke

[Ipu mpoBeneHUU KOXKHBIX MPOO BO3MOXKHO Pa3BUTHE PEAKIMM HEMEIJICHHOrOo THUMa, B T.4.
aHauUIaKCUH, KOTOPas MPOSIBIIETCS B BUJI€ KPAIIMBHUILIBI M COCYIUCTOTO OTEKa, OTeKa TOPTaHU,
3aTPYJHEHHOrO JbIXaHUS U YAYHIbS. OTH CHUMITOMBI YacTO BO3HHMKAIOT IOCJE OLIYIIEHUS
TeHEPATM30BAaHHOTO 3y/a, YYBCTBA ¥OKEHUS, TUIIEPEMHH KOXKHBIX TOKPOBOB, a TAKXKE OLIYIICHHS
CTpaxa CMEpTH.

Bcenencreue aHagumIakTHUECKOTO IIOKA MOXKET Pa3BUTHCS HEKYNUPYIOLIUICS OpOHXOCHa3M,
acdukcus, 00yCIOBICHHAs OTEKOM BEPXHHX JbIXAaTEIbHBIX ITyTeH, U KOJIAIC.

B sTom cinyuae TpeOyroTCs HEOTIIOKHBIE IeUeOHbIC MEPOTPHSITHSL.

Hozocnumanvhas nomowb npu aHAQUIAKMULECKOM ULOKe

1. HemeieHHO pekpaTUTh BBEJIEHUE aJUIEPT€HA, BBI3BABIIETO PEAKIINIO, YIIOKUTh NAlleHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTh B CTOPOHY, BBIIBUHYTH HUKHIOIO YEINIOCTbD,
YIAIATh UMEIONeCs 3yOHbIe TPOTE3BI.

2. Hanoxuth )XTyT Ha MECTO BBIIIE BBEJCHUS AJIJICPTeHa, €CIIH 3TO BO3MOXKHO.

3. B koHewyHOCTh, cBOOOAHYIO OT >kryrta, BBectd 0,3-0,5 mu 0,1 % pactBOpa agpeHamuHa
BHYTPHUMBIIIEYHO (B/M) Wi BHYTpUBEHHO (B/B) (neTsm 0,01 mr/kr, makcumanbHo 10 0,3 mr). [Ipu
HEOOXOJUMOCTH, BBEACHHE JTHX JI03 MOBTOPSIOT ¢ MHTepBajgoMm 10-20 mmu. OOmas no3a
aapeHanuHa He nospkHa npesbimate 1 mu 0,1 % pactBopa. KpaTHocTh M 1032 BBOAMMOIO
aJipeHaIMHa 3aBUCUT OT TSDKECTH IIOKa M IOKaszarenei aprepualibHOro naBieHus. [loBropHoe
BBEJICHHE MaJIbIX 703 ajapeHanuHa Oosee d(PpPeKTHBHO, YeEM OJHOKpPATHOE BBEACHHUE OOBIION
JIO3BI.

4. OOkonorp Mecto uubeKkimu 0,3-0,5 mn pacrBopa aapenanmuna (1 ma 0,1 % pactBopa
aJipeHaNMHa pa3BecT B 3-5 My HaTpus xjopuaa pactsopa 0,9 %).

5. K MecTy uHBEKIIMU NPUIOKUTH ITY3bIPh CO JIIOM.

6. OGecrieunTh JOCTYI CBEXKEr0 BO3AyXa WM JaTh KUCIopoA. [Ipu HapymeHnn puT™Ma IbIXxaHus
WIH €ro 3aTpyJHEHUH POBOIUTH UCKYCCTBEHHYIO BEeHTHWIISIIMIO Jierkux (MBJI).

7. CpouHO BbI3BaTh Bpaya, OJHOBPEMEHHO BBI3BIBACTCS PeaHUMAIMOHHAs Opurasa.

Jlo mpue3na peaHMMalMOHHON Opurajabl HEOOXOAMMO OKa3bIBaTh MEAMIIMHCKYIO MOMOIIb U
MPOBOAMUTH TOCTOSIHHBIA KOHTPOJb 3a TEMOJWHAMUYECKUMH IOKA3aTeIsIMH U COCTOSIHUEM

¢ynkunu BHemHero apixanus (OBJI).
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Tocnumanvuasn nomowb npu aHaqbquaKmull€CKCM uokKe

1. Tlpwu kpaiiHe TsHKEJIOM COCTOSTHUY MallieHTa U MPY BRIPAKCHHBIX HAPYIICHUSIX TEeMOJUHAMUKH
BBOAAT B/B MeanieHHo 5 mut 0,01 % pactBopa anpeHanuHa, npu JOCTHXKEHUH P deKTa BBEACHNE
npekpamatoT. ersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYEHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naBienue (AJl) He cTaOMIM3UpPYETCs, CPOYHO HAYaTh BHYTPUBEHHOE
KarelbHOe BBeZieHne HopanuHepuHa (pennmmppuna, gonamuna) 0,2 % 1,0-2,0 ma mva 500 mn
5 % pacTBOpa IIIIOKO3bI 151 HHPY3U uiu HaTpus xjopuaa pactsopa 0,9 %.

3. BHYTpuUBEHHO CTpYHHO BBECTH TIFOKOKOPTHUKOCTEPOUIBI: TIpeaHn30JI0H — 60-180 mr (meTsam
5 mr/kr) unu aekcametason — 8-20 mr (getsam 0,3-0,6 mr/kr), nimm ruapoxkoptuszod — 200-400 mr
(metsim 4-8 mr/kr). [lo cocTosiHHIO BBEIEHHE TOPMOHOB MOBTOPSIIOT M MPOJOJDKAIOT HE MEHEe
4-6 cyr nus TpeNoTBpALICHHsS aJIEPTHYECKHX peakuuid M0 HMMYHOKOMIUIEKCHOMY HIIU
3aMeJUICHHOMY THUITY.

4. Tompko mpu crabunmzanuu AJ[ BHyrpumsimedno BBectd 2,0 mia 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 (netsm 0,025 MI/Kr/cyT 3a 1BE MHBEKIIAHN).

5. Cumrnromatudeckas Tepamus 1Mo TokazaHusM. [Ipu coxpaHeHun OpPOHXOOOCTPYKTHBHOTO
CHHJIpOMa BHYTPUBEHHO MEIJICHHO BBOIAT amuHOGmMH, 10 mi 2,4 % pacTBOpa KOTOpPOTO
peIBapuTeNbHO pa3BoaaT B 20 Mt Hatpus xiopuaa pactsopa 0,9 % (B3pocibiM 5-6 MI/Kr, IeTsaMm
2-3 wr/kr). AMUHOQWIIMH HEOOXOIWMO NPHUMEHSITH OCTOPOKHO B CBSI3M C BO3MOKHBIM
MOSIBJICHUEM apUTMUHU.

6. IIpu He0OXOIUMOCTH OTCACHIBAIOT U3 JIBIXAaTEIbHBIX MYTEH CKOMUBIIUICS CEKPET U PBOTHHIE
Macchl, HAUMHAIOT OKCUTEHOTEPAIIHIO.

7. Ilpu ocTpoM OTeKe TOPTaHU MOKa3aHa UHTYOALIHs UITH TPAXEOTOMHUSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekaT 0053aTeIbHON rOCUTATN3AIMN Ha CPOK
He MeHee 10 AHEH ¢ 1enplo0 MPOJOIDKEHUS HAOMIOACHUS M JICUYCHUs, T.K. y 2-5 % manueHToB,
nepeHecnx aHapuIaKTHYECKUH 0K, HaOII0Aal0TCs TIO3THUE AIICPIrHUECKUE PEaKIIHH.

J103b1 BBOJUMBIX JIEKApCTB U TaKTHKa Bpaya ONpPEAeNsIoTCs KINHUYECKOW KapTUHOM, HO BO BCEX
ClIy4asix HeOOXOAMMO, B MEPBYIO OYEpEe]b, BBEICHUE aJ[peHANIMHA, TNIFOKOKOPTUKOCTEPOUIHBIX
npenapatoB. Bpenenwe mnpenaparoB (EHOTHA3MHOBOTO psiia W IpEnapaToB  KajbIUs
POTHBOIIOKA3aHO.

4.5. B3aumojeiicTBue ¢ JPYrHMH JIEKAPCTBEHHBIMH HMpenapaTamMum H JApyrue BHJbI
B3aNMOJAEHCTBUSA

He nmpumeHsATh OAHOBPEMEHHO C IPUEMOM [-apeHOO0I0KATOPOB.

KosxHble mpoObI ciieyeT mpoBOIUTh HE paHee, YeM Yepes:

- 1 Hexemto mocne TyOepKyIUHOBOM MPOOHI;
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- 1 Mecsu mocne BakMHAIIMY MTHAKTUBUPOBAHHBIMU BaKHgIh'aM;ll,E-‘]- OBATENBHOCTL 0001)

- 3 MecsIa Mocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMHU,
BKrovast BakuHy BIDK).

Bo3MO0kHO 0/THOBpEMEHHOE UCIOJIb30BAHUE C AJIEPTCHAMH IPYTUX HAUMEHOBAHUM.

4.6. ®epTWIBLHOCTD, DEPEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Ipumenenue npenapara npu 6EPEeMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTamus
IIpuMeHeHue npenapara B IEPUOJ IPYAHOIO BCKaApMIIMBAHUS IPOTUBOIIOKA3aHO.

DdepTUabHOCTD

Het nanHbIX 0 BIusHUY Mpemnapara Ha GepTUILHOCTD YeIOBEKa.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpPeACTBAMH M PadoTaTh C
MeXaHNu3MaMu

Hexotopsie HexenaTenbHbIe peaklMM, CBSI3aHHbBIE C JIEWCTBHEM Mpernapara, MOTYT OKa3bIBaTh
BO3/IEIICTBUE Ha CIIOCOOHOCTh yIpaBIsATh TPaHCIIOPTHBIM CPEICTBOM WIH
JIBUKYLIIUMUCS MEXaHU3MaMU. J[is ManueHToB, y KOTOPBIX HAOIIOAANUCh HEKenaTeIbHbIe
peakiuu IIpd  BBEACHHUM IIpelapara, YIpPaBICHHE TPAHCIOPTHBIM  CPEACTBOM  HIU
ABVIKYIIUMUCA MCXaHU3MaMU BO3MOXHO TOJIBKO II0CJIC HNCUYC3HOBCHU A CHUMIITOMOB
HE)KeJaTeJIbHBIX PeaKIuil.

4.8. HexenaTebHbIEe peaKkiuu

Pesrome npoduiis 0esonacHocT

HexxenarenbHbIMM peakIMsIMH, KOTOpble dYacTo Habmomaiorcs y mnanueHtoB (y 1-10 %
NAlMEHTOB), SIBISIOTCS TUIIEPEMUS U OTEK B MECTE BBEJICHHS Iperapara.

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

YacroTa Pa3BUTUA HCIKCIIATCIIbHBIX peaKHI/Iﬁ npeacTaBjicHa B COOTBCTCTBHUU C PCKOMCHAAIUAMU
BcemupHoii opranu3anuu 31paBoOXpaHeHHs] U BKIIFOYACT CIEAYIONINE KaTerOpHH: OYeHb 4acTo
(>1/10), wacto (>1/100 mo <1/10), vewacto (>1/1000 mo <1/100), peaxo (>1/10000 mo <1/1000),
oudeHb peako (10 < 1/10000) n gactoTa HeM3BECTHA (HA OCHOBAHWY UMEIOIINXCS TAHHBIX OIEHUTH

HEBO3MOJKHO).
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YacToTa BCTPE4aeMOCTH Hemena$g{gﬁb;l>gt;ealgi1'ﬁEEﬂ EHOCTE 0001)

CucTeMHO-OpraHHbIil Kjaace Yacrora HesxkenarenbHble peakunu
(MedDRA)

Hapyienust co cTopoHbl MUMMYHHOU Penxo KpanusHuna,

CUCTEMBI aHadUIAKTUYECKHUHA IOK
Heuacto Orék nuua

Hapymenust co ctTopoHbl HEpBHOM Heuacrto ['onoBHas 60116

CHCTEMBI

Hapymenust co ctTopoHbl oprana 3peHus Penxo KOoHBIOHKTUBUT

Hapy1enust co cTopoHbI COCy0B Yacro I'mnepemus

Hapy1ienust co cTOpoHBI IbIXaTeIBHON Heuacro Kamwenp, 4uxaHue,  puHMUT,

CUCTEMBI, OPraHOB IPYJHOMN KJIETKU U OpoHxocnasm

CPEeIOCTEHUS

OOu1re HapyIIeHUs U PEaKLUU B MECTE Yacro OT1éEk B MeCTE BBEACHHUS

BEJICHUS

Onucanue OTACIBHBIX HEXKEIATCIbHBIX PECAKIIMI

Y 0c000 9yBCTBUTEBHBIX MAIMEHTOB MOKET BO3HUKHYTh CHCTEMHAs aJUIepruuecKasi peaKius, B
TOM 4YHCJIe, aHa(QUIAKTHIESCKUH TIIOK.
Mepsl, puHUMaeMble IPU Pa3BUTUU AJUIEPTUUYECKUX PEAKIUi, ONKcaHbl B pasnene 4.4.
Penko B mpoliecce MOCTAaHOBKH KOXKHBIX IMPOO MOXKET HACTYHNUTh OOOCTPEHHE OCHOBHOTO
3a00y1eBaHus.

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

COOGH.IGHI/IH 0 IOA03PpEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BakHO c000IIaTh 0 MOI03PEBAEMBIX HEXKEIATENBHBIX PEaKIUIX MTOCIIe PETUCTPAIH IIpernapara ¢
Henbl0  00eCTieUeHHsT HENpPEpPHIBHOTO MOHUTOPHHTA COOTHOINCHHS — «I0JIb3a -  PHCK»
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHYeTCs COOOINaTh O JIFOOBIX
MIOJI03PEBACMBIX HEXKEIAaTEIbHBIX PEaKUUAX JEKApCTBEHHOTO Ipernapara uepe3 HaIl[MOHAJIbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIMsIX TOCYAapcTB — WICHOB EBpa3uiickoro
SKOHOMHYECKOTO COI03a:

Poccniickas @enepanvs

Anpec: 109012, r. Mocksa, CiiaBsiHCKast miiomaib, 1. 4, ctp. 1

YnonHomoueHHas opranuzaius: denepanbHas ciry:k0a 1Mo Haa3opy B chepe 3apaBOOXpaHEHHS
(PoczmpaBHangzop):

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UnTeprere: https://www. roszdravnadzor.gov.ru.
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CuMITOMBI

B cnydae mnepeno3upoBKHM BO3pAacTaeT pPHUCK BO3HMKHOBEHMSI HEXENATENbHBIX pPEeaKIIHid,
CBSI3aHHBIX C IPUMEHEHUEM TIpernapara.

JleueHue

CumnromaTnueckas Tepamnus. B ciaydae pa3BuTus aHaQUIAKTHYECKOTO IIOKA U, KaK CIEICTBHE,
TSOKEIBIX CHUCTEMHBIX PEaKIui (HEKymUpYIOIMAcs OpoHXocmasM, achuKchs, oOyCIOBIECHHAs
OTEKOM BEpXHHMX JbIXaTEeJIbHBIX MyTeH, M KOJUJIATC) MPOBOJSATCS HEOTIOXKHBIE JeueOHbIe

MeponpusaTHs (cM. pasznen 4.4).

5. ®PAPMAKOJIOT'TYECKUE CBOVCTBA

5.1. PapMakoANHAMHUYeCKHE CBOMCTBA

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

MexaHu3M IeHCTBUS

AnnepreH BBI3BIBACT MOJIOKUTCIIbHYIO MCCTHYIO PCAKIIMIO HEMCJICHHOI'O THIIA ITPU ITOCTAHOBKC
KOXHBbIX Hp06 B BUC BOJIABIPA, TUIICPEMUH Yy JIMIL, UMCIOIHX IMOBBIIICHHYIO YYyBCTBUTCIIBHOCTD
K O€JIKy KypUHBIX SIHII.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

OCHOBHYIO 4YaCTb AKTHUBHOI'O BCIICCTBA Ipfrapara MNPCACTaBIAIOT 6€.HKI/I U IIOJIMIICIITUABI,
KOTOPBIC, KAK OXUAACTCA, paCladatoTCd Ha aMUHOKHCIIOTBI U MaJIbIC IMOJIMIICIITUABI B IIPOCBCTC
KEIyJI0YHO-KUIIIEYHOTO TpakTa M B TKaHsX. [Ipenmonaraercs, 4To ajulepreH mpemnapara
MPAKTUYECKH HE BCACBIBACTCA B COCYIUCTYIO cucTeMy. [lo3Tomy mccienoBaHusi O HU3Yy4EHUIO

(bapMaKOKMHETHYECKOTO MpoduIIs npenapara He MPOBOIUINCE.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOTraTeJIbLHBIX BellleCTB

®dochaTtHO-coneBoit Oy epHbIil pacTBOp:

- HaTpus XJIOpUJ,

- Hatpus ruapodocdara qomekaruapar,

- 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. HecoBMecTUMOCTH

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
KOMITOHEHTOB, BXOJSIIMX B COCTAB KOMIUIEKTA.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpauuth B xonoauibHuke (2 — 8 °C).

XpaHUTh B 3alIMILEHHOM OT cBeTa Mecte. He 3aMmopaxuBaTs.

6.5. XapakTep ¥ coaepkaHue NePBUYHON 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 KHUAKOCTH, MOMEIICHHBIX B
Ma4YKy U3 KapTOHA C UHCTPYKIMEN IO IPUMEHEHHIO.

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 ocTaBmmiics 1ekapCTBEHHBIN IIpenapar U OTXObI CIEAYET YHUUTOXUTh B YCTAHOBIEHHOM

MOpsIZIKE.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AxnmonepHoe 00mecTBo «HaydHO-TIPOU3BOJICTBEHHOE OOBEIMHEHHWE M0 MEIUIMHCKUM
UMMyHoOHoI0rHueckuM npenaparam «Mukporen» (AO «HITO «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. llpeacTaBuTeIb AEPKATE]Is PErUCTPAHOHHOIO j;ﬂf;é;m%TEan': CTb 0001)

IIperen3uun norpeduTeel 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 NEPBAYHOW PETMCTPAIIMW/TIOATBEPKIEHUSI PETMCTPAIIAN
(MMEPEPETUCTPALINN)

JlaTa nepBUYHON pEruCTpaLMU:

10. JATA IEPECMOTPA TEKCTA

OO0mmas xapakTepHuCTHKa JIEKQpCTBEHHOTO Ipernapata AJuiepreH u3 Oeika KypUHBIX SIMI JJis
JUArHOCTHKY JOCTYIHA HAa MHPOPMAIIMOHHOM mopTaiie EBpa3uiickoro 3kOHOMHYECKOT0 COr03a B

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



