COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.08.2024 N2 17316

OBIASI XAPAKTEPUCTHKA JIEKAPCTBEHAGFO TIPEAAPATA "00T)

1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
Annepren w3 amenbcuHa i auarHoctuk, 10000 PNU/mi, pactBop Uisi HAKOXHOTO

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

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB
I[eflCTBYIOHlee BCIIICCTBO: annepreH n3 ariCJIbCHUHaA.

B 1 mn npenapara conepskutcest 10000 PNU™ aneprena u3 anenbcuHa.

[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 /U1 HAKO’KHOTO CKapHU(UKALMOHHOTO HAHECEHUS U IIPOBEICHUS NIPUK-TECTA.
[Tpenapat npexacrasiseT co60i NPO3PAYHYIO KUAKOCTh OT JKEJITOrO JJ0 KOPUYHEBOTO LIBETA.
B xoMIUIEKTE € aJUIEpreHOM BBITYCKAIOT TECT-KOHTPOJIBHYIO KUIKOCTD.

TecT-KOHTpOIbHAS JKUIKOCTD MPEACTABISAET COO0N OECLIBETHYIO TPO3PAUHYIO KHUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

Crieruduueckasi JUarHOCTHKA IMOBBIIIEHHOW UYyBCTBUTEJIBHOCTU K allebCUHY Y B3POCIBIX U
JeTeil cTapiie 4 JeT ¢ pa3iuyHbpIMU (OpMaMHU alIepruYecKux 3a0oneBaHuil (KparmMBHUIIA, OTEK
KBuHKe, HEHpPOJIEPMHUT, acTMATHUCCKUIl OpPOHXHT M Jp.) (C YY4EeTOM COCTOSHHS peOCHKa,
BO3MOYKHO TIPOBEJIEHUE KOXKHBIX TECTOB y JieTel crapiie 1 rozga).

[ToxazaHusAMHU 171 TUATHOCTHKH SIBIISIFOTCSI KJIIMHUYECKHE MPOSBICHUS 3a00JIeBaHUs U JaHHbIE
aHaMHe3a.

4.2. Peskum 103MPOBaHNS M CIOCO0 MPUMeEHEeHUs!

PexuMm no3upoBanus

HNudopmanuio o pexuMe 103UpOBaHUs JIEKAPCTBEHHOTO TpernapaTa cM. B nojapaszaene «Crnocod
PUMEHEHUSY.

Oco0bIe I'pynnbl DaMCHTOB

HauueHmbz NOJ2HCUTIOC0 803pacma

Koppekuuu 10361 HE TpedyeTcs.
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Ilayuenmul ¢ Hapywenuem yHKyuu novex

Koppexuu 10361 He TpedyeTcs.
THayuenmoi ¢ HapywieHuem YHKYuU neveHu
Koppekuuu 10361 He TpedyeTcs.
eTu
PexomMeHganuy 1o JO3MPOBAaHUIO JIEKAPCTBEHHOIO IIpernapara JAeTsSM He OTIUYAITCS OT
pEKOMEHIaluH 110 T03UPOBAHHUIO 111 B3POCIIbIX.
[IpumeHeHue npenapaTa NPOTUBOIIOKA3aHO Y JieTel B Bo3pacte 10 1 rona (cm. pasgen 4.3.).
OOBIYHO KOXKHBIE TECThI MPOBOATCS y IETEH cTapiie 4 JieT.

Cnooco0 nnpuMeHeHus

[IpenmapaT wWCHONB3YIOT S TOCTAHOBKM KOXHBIX Tpo0 (Ckapudukanus, MPHK-TECT).
Crneunduueckyro JIUArHOCTHKY, KaK TMPaBUJIO, TMPOBOJAT OAHOBPEMEHHO C JIPYTUMHU
ajyiepreHamu.

Ilocmanoska ckapuguKkayuoOHHbIX KOAHCHBIX NPOO, NPUK-MECO8

CkapudukaiioHHble KOXXHbIE MPOOBI, MPUK-TECTHl CTaBAT Ha BHYTPEHHEH MOBEPXHOCTHU
NpeIieybs WK, IIPH HEOOXOAUMOCTH, Ha KOXKE CITHHBI.

OOHOBpEMEHHO C ajuIepPreHOM MPOBOJAST IOCTAHOBKY KOXHBIX MPOO C TECT-KOHTPOJIHHOU
xuakocteio U ¢ 0,01 % pacTBOpoM ructamuHa, KOTOPhIi roToBsT pazsenenueM 0,1 % ructamuna
nuruapoxiopuaa  pactBopa (1 wacte) Harpus xmopuga pactBopom 0,9 % (9 yacreii),
MOJIOKUTEIIbHAS PEAKIIUS HAa KOTOPBI HE MEHee «+» CBUAETEIbCTBYET O HATMYUU JIOCTATOYHOU
PEaKTUBHOCTH KOXXH. Pa3BeleHHBI pacTBOp T'MCTaMHHA TOJIEH B TeueHHWe 6 4 C MOMEHTa
MIPUTOTOBJICHUSI.

Metannuueckuii Koimadok (JIaKkoOHOB (C aJUIEpPreHOM, TEeCT-KOHTPOIBHOH KHAKOCTBIO)
MPOTUPAIOT COUPTOM. Y IAJSIOT CTEPWJIBHBIM MHHIIETOM IEHTPAIBbHYIO KPBIIMIKY KOJIMAadka, a
PE3NHOBYIO MPOOKY, MpeABApUTENBLHO 00padoTaHHy0 70 % STUIOBBIM CIIUPTOM, MPOKATBIBAIOT
CTEpPUIIBHOW UTJIOMN.

Koy BHyTpeHHEeW MOBEPXHOCTU MpeAruieubs NpoTuparoT 70 % 3THIOBBIM CIUPTOM U JIAIOT €
BBICOXHYTh. Ha e3nHQUIIpOBaHHYIO KOXKY C TIOMOIIBIO CTEPUIHLHOTO IINMPHUIIA HAHOCIT KarlIo
UCIIBITYEMOT'0 aJIJIEpreHa, Karullo TeCT-KOHTpoJbHON xkuakoctH u karmumo 0,01 % pactBopa
ructamuHa Ha paccrosiauu (30-40) MM apyr ot npyra. AJuiepreH, HaOpaHHbBIH B IINPHIL, HEIb3s
BBUIMBATH 0OpPaTHO BO (hJIAKOH.

[Ipu mocraHOBKE CKapu(UKAIMOHHBIX KOXHBIX MpPOoO 4Yepe3 Karuld HAHECEHHBIX PacTBOPOB
CTEPWIbHBIMA CKapU(HUKATOpaMH WM WHBEKIIMOHHBIMU HTJIAMUA HAHOCST JBE TapajuielIbHbIC
LaparuHbl JJIMHOU 5 MM.

[Ipy mocTaHOBKE MPUK-TECTOB Yepe3 KAl HaHECEHHBIX pPacTBOPOB CTEPUIbHBIMU

HHBCKIIMOHHBIMU HIJIaMU, YKOPOYCHHBIMH WJIX C OIPAHUYUTCIIEM FJ'IYGI/IHBI YKOJIa W UTJIaMU
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xon kdan e Hbyouy 15655 MW T pu

UCITOJIb30BAaHUM HMHBEKIMOHHBIX WIJI KOXKY IPOKaNbIBAlOT MOJ YrioM 45° Tak, 4TroObl He

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

Koxnyro peaknuio yuyutbiBatoT yepe3 20 MuH.

CTCpI/IJ'II)HBIMI/I BaTHBIMHU TaMIIOHaMH

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

TaMIIOH JOJIXKEH OBITh OTACJIBbHBIM IJIA Ka)KﬂOﬁ Karii HaHCCECHHBIX paCTBOPOB) U YYUTBIBAKOT

PEAKIIUIO KOXU.

OL;@HKCZ OUACHOCIMUYECKUX KOJMCHBIX l’lp06

MGCTHYI-O PEAKIIUIO KOXKH IIPU IMOCTaAHOBKE CKapI/I(i)I/IKaL[I/IOHHBIX KOXXHBIX 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/ICbI/IKaI_II/IOHHBIX KOXKHBIX Hp06, IIPUK-TCCTOB

Ouenka Crenenn Pa3mep u xapakTep peakuuu

peakuuu BBIPAKEHHOCTH
peakuuun*

OtpunarenbHas - OtcyrcTBHE BOJABIps (Mamyibl), TUIEPEeMUs Kak B
KOHTPOJIE C TECT-KOHTPOJIBHOM KUIKOCTHIO

ComuuTeNnbHAs + OtcyTcTBHE BONIBIPS (HaIlyibl), TUIIEPEMUS C pa3MEpaMH,
NPEBHIIAIONIMMA  TaKOBBIE B  KOHTPOJE C  TeCT-
KOHTPOJIbHOM JKUAKOCTBIO

[TonoxurenbHast + Bonasips (mamyna) 2-3 MM, 3aMeT€H TOJIBKO IIpU
HATSTUBAaHUM KOXKU, TULIEPEMMUSI

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

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

[TonoxurensHas +++ Bonasips (mamyna) 6-10 MM, runepeMuss WiM BOJJIBIPh
(mamyna) 6-10 MM ¢ HCEBAONOAMSIMM, THIEpEMUS (IS
cKapu(UKaMOHHBIX MP00);

Bonnpipp (mamyna) 11-15 mm, runepemust (aias NpHUK-
TECTOB)

ITonoxurensHas ++++ Bonnpips (manyna) 6onee 10 MM, TuniepemMust Wi BOJABIPD
(mamyna) 6onee 10 MM ¢ IceBIONOIUSAMU, TUIIEpEMUS (11
CcKapu(UKaLUOHHBIX MPO0);

Bonneipe (mamyna) Oomee 15 MM c TceBIONOAMSIMH,
runepemMus (s IpUK-TECTOB)

[Tpumevanue:
* CTeneHb BBIPAXKEHHOCTH PEAKITUH:

— OtpunarenbHas;

+ CoMHUTEIbHAS,

+ CnabomnonoKuTeNIbHAas;

++  IlomoxxurenbHasi;

+++ Pe3Ko IMoJIOKUTEIbHAS,

++++ OueHb pe3KO MOJOKUTENbHAS.
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4.3. IlpoTuBONMOKA3AHUS

1. T'unep4yyBCTBUTENBHOCTh K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB, TEPEUUCICHHBIX B
paznene 6.1.
2. OO0ocTpeHne auIepruaecKoro 3a00JIeBaHusl.
3. Tsxenas OpoHXHManbpHas acTMa, IUIOXO KOHTpoJHpyeMas  (apMaKOJIOTHYCCKUMHU
npemapatamu (00beM (opcupoBanHOro BhIIOXa 3a 1 ¢ menee 70 % mocne mpoBeneHUs
a/IeKBaTHOM (hapMaKoTepanmu).

Octpbie HHPEKIHH.

XpOHI/IIICCKI/IC 3a00J1€BaHHUs B CcTaun 06OCTpeHI/I$[ H/uau JCKOMIICHCAIIUH.

AyTOMMMYHHBIE 3200JI€BaHUSI.

4
5

6. HMMyHOIEpUIIUTHBIC COCTOSHUSA.

7

8. Tybepkyne3 m000ii TOKANIU3AIMH B IEPHOJ 00OCTPEHHUS.
9

3nmoKkauecTBEeHHBIE HOBOOOPA30BaHUs U OOJIE3HU KPOBH.
10. ITcuxuueckue 3a00I€BaHUS B IEPHO]] OOOCTPEHHUSL.
11. CucremHsble 3a001€BaHMs COEAUHUTEIBHON TKAHU.
12. Jlerckuii Bo3pact 10 1 roga (mpoBeJeHHEe KOKHBIX TECTOB Ul CeLU(PUIECKON TUarHOCTHUKH
BO3MOYKHO Y JIeTel B Bo3pacTe crapiie | roaa, ¢ yueToM COCTOSIHUS peOeHKa, HO 0OBIYHO KOXKHBIE
TECThI IPOBOASTCS y JieTel cTapiie 4 JieT).
13. bepeMeHHOCTH H MEPUOJ TPYAHOTO BCKapMIIMBaHuUs (cM. pasnen 4.6.).
14. CuctemHass TIJIIOKOKOPTUKOCTEPOUAHAs Tepamus, Tepanus B-aapeHOMUMETUKaMU U
AQHTUTMCTAMUHHBIMHU ITperapaTaMH.
4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH MPHU MPUMEHEeHUH

Oco0ble yKa3aHus

3a 2-3 AHS A0 TOCTAaHOBKM KOXHBIX MPOO JOMKHBI OBITH OTMEHEHBl AHTUTMCTAMUHHBIE
npenapatsl. [[pu COMHUTENBHBIX pe3ylbTaTaX KOXKHBIX TPOO UX MOKHO MOBTOPHUTH Yepes 2-3 HS
(mocne cTUXaHWS MECTHOM peakluu Ha Mpeaplaymme mpoObl). B ciiydae mooXUTEIHHOTO
pe3ynbTara, KOKHbIe MPOOKI ¢ aljiepreHaMu MOYHO MTOBTOPSATH HE Yallle OJTHOTO pa3a B MECHLL.

Mephl IPEeAOCTOPOKHOCTHU IMPHU IPUMEHECHUH

C OCIIBIO BBIABIICHUA HpOTHBOHOKa3aHHI>'I Bpad B ACHb IIOCTAHOBKH AJUICPIHUCCKHUX Hp06
MMPpOBOAUT OCMOTD MMaIlUCHTA.

ITocae Ka)KI[OI\/’I HHBCKIUHN aJJICPreHa MaluCHT OOJIKCH Ha6J'HO)IaTI)C$I BpavuoOM-aJlJIEProJIOroM HE
Mmenee 60 muH. B TeueHue sToro BPEMCHH Bpad JOJKCH OTMECUATh PCAKINIO KOXXH Ha BBEACHUC
npemnapara " 06Luee COCTOSAHHE ITallMCHTA. 06 OTAAJICHHBIX PCAKIUAX MAOUCHT HOOJIKCH
I/IH(I)OpMI/IpOBaTB Bpaya. Y4uuthiBas BO3MOXKHOCTh BO3HHMKHOBEHHS CHCTEMHOI anneprﬂquKoﬁ

peakiuu, B TOM 4ucie, aHapUIAKTUUYECKOTO IIOKa, MEAUITMHCKUA KaOWHET, T/Ie TPOBOIUTCS
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cenuduueckas  IMATHOCTHKA  IIALMCHTOB,|  JIOJDKE T

IIPOTUBOLIOKOBOM TEPAINH.

[Ippy  nosiBIEHMM  CHUMIOTOMOB  QJUIEPrUYE€CKOM  peaklUu  HEMEUIEHHO  IPOBOJIUTCS
COOTBETCTBYIOLIAs TEPAIIHS.

Oka3zanue nomowu npu peaxyusx 0ouje2o 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/ia, YyBCTBA #OKEHMUSI, TUTIEPEMUU KO>KHBIX IIOKPOBOB, a TAK)KE OLLYILEHUS
CTpaxa CMEpTH.

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

B atoM ciryuae TpeOyroTcst HEOTI0KHbIE JICUeOHbIE MEPOTTPHUSITHS.

Joecocnumanvras nomousb npu aHad)uJZCleuLlQCKOM uwoke

1. HemeieHHO peKpaTUTh BBEICHUE aJUIEPTe€Ha, BHI3BABIIETO PEAKIUIO, YIOKUTH MMAllMEHTa Ha
KYIIETKY (TOJIOBa HUXKE HOT), TOJOBY MOBEPHYTHh B CTOPOHY, BBIIBUHYTh HUKHIOIO YEINIOCTb,
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
BHYTPUMBIIIIEYHO (B/M) M BHYTpUBEHHO (B/B) (1eTsm 0,01 mr/kr, makcumanbho 10 0,3 mr). [pu
HEOOXOIMMOCTH, BBEJCHHE OSTHUX JI03 TMOBTOPSIIOT ¢ uHTepBasioM 10-20 mun. OO6mias 1o3a
aZpeHanuHa He JnoipkHa npesbimate 1 M 0,1 % pactBopa. KparHocTh M 1032 BBOJIMMOTO
aJpeHaJIMHA 3aBUCUT OT TSDKECTH IIOKA M ITOKa3zaTeled apTepualbHOro nasieHud. IloBropHoe
BBEJICHHE MaJbIX /03 aJipeHannHa Oosiee 3pPEKTUBHO, YEM OJHOKPATHOE BBEJCHHE OOJIBIION
JTO3BI.

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

5. K MecTy uHbEKIIMH NPUITOKUTE IY3bIPh CO JIBJOM.

6. OOGecmeunTh JOCTYI CBEXEr0 BO3AyXa WM AaTh Kuciopoa. [Ipu HapymeHnn puTMa abIXaHus
WM €r0 3aTPyJHEHUH MPOBOJUTH UCKYCCTBEHHYIO BeHTHIIALMIO Jerkux (VBJI).

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

Jlo mpuesna peaHMMAalMOHHOW Opurajpl HEOOXOIMMO OKa3bIBaTh MEAMLMHCKYIO IMOMOIIb U
IIPOBOAMTH TIOCTOSIHHBIA KOHTPOJb 33 TEMOJMHAMUYECKMMH IIOKA3aTesIMM M COCTOSHUEM

¢byHkun BHemHero Asixanus (OBJI).
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s wore (MOCMENOBATENBHOCTS 0001)

Tocnumanvnas nomousb npu aHad)M]laKmult€CKC

1. Tpwu kpaiiHe TSHKEeTIOM COCTOSTHUY MAlMeHTa U TIPU BBIPAKCHHBIX HAPYIIICHHUSIX TeMOIMHAMUKH
BBOAAT B/B MeanieHHo 5 mit 0,01 % pacTBopa anpenanuHa, mpu AOCTHXXKEHUU 3(PdexTa BBeIeHUE
npekpamatoT. lersam 0,1 mu/kr 0,01 % pacTBopa BBOAAT MEJIEHHO B TEYCHHE HECKOJIBKUX MUHYT.
2. Ecmu aprepuanpHoe naminenue (AJl) He cTaOWIM3UpPyeTCs, CPOYHO HAYaTh BHYTPHUBEHHOE
KareJbHOe BBeZeHnEe 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 TNIFOKOKOPTHKOCTEPOHIbI: TIpeaHn30sI0H — 60-180 mr (meTsam
5 mr/kr) unm pexkcamera3on — 8-20 mr (getsam 0,3-0,6 mr/kr), nwim ruapoxkoptu3zod — 200-400 mr
(metsim 4-8 mr/kr). [1o cocTosHUIO BBEIEHHE TOPMOHOB MOBTOPSIOT M MPOJODKAIOT HE MEHEe
4-6 cyr Ui TpPeNOTBpAIICHUS aJUIEPrHUYEeCKUX peakuuil MO0 HMMMYHOKOMIUIEKCHOMY WIIU
3aMeJUICHHOMY THUITY.

4. Tombko mnpu crabunusanuu AJl BHyTpumbimieyHo BBectu 2,0 mi 2 % pacTtBOpa
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 (metsim 0,025 mMr/kr/cyT 3a IBe UHBEKIIUN).

5. CumnromaTtuueckas Tepamnus Mo mnokazaHusMm. [Ipu coxpaneHuu OPOHXOOOCTPYKTHUBHOTO
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 WU TPAXEOTOMMSL.

Bce nmanuenTs! ¢ aHaUIaKTHYECKUM IIOKOM MOJUIekKAT 0053aTebHON MOCMUTAIU3AIMHA Ha CPOK
He MeHee 10 AHE# ¢ 1enbro NMpoAOHKeHUsT HAOMIOIEHUS U JIeYeHUs, T.K. Yy 2-5 % MaiueHTos,
MepeHeCNX aHaPMIAKTHYECKUH 0K, HAOJI01at0TCs TTO3/THUE AJNIEPTHUYECKUE PEAKITUH.

J103b1 BBOJUMBIX JIEKapCTB U TAKTHUKA Bpaya OMPEAESIOTCS KIMHUYECKOW KapTHHOM, HO BO BCEX
CIIy4asix HeOOXOAMMO, B TIEPBYIO OYepe/lb, BBEJICHHUE aapeHaINHa, TITIOKOKOPTHUKOCTEPOUTHBIX
npenapatoB. BBeneHue mnpemapaToB (PEHOTHMA3WHOBOTO psla M MPENapaTroB  KajbIus
MIPOTUBOIIOKA3aHO.

4.5. B3auMmojeiicTBMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM IpenaparamMu W Jpyrue BHIbI
B3aUMOJACHCTBUSA

He npuMeHATh OTHOBPEMEHHO C PUEMOM [3-aIpeHOOIOKATOPOB.

KoskHbie mpo0OBI ciieayeT MpoBOIUTh HE paHee, YeM Yepes:

- 1 Hegento nmocne TyOepKyIIMHOBOM MPOOH;
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- 1 Mecs11 oCyIe BaKIMHALMK HHAKTHBUPOBAHHBIMU BaKﬂJI'H'éM—LII';:-J'*-' BATENEHOCTE 0001)

- 3 Mecsma Mmocjie MPUBUBOK JKUBBIMH BaKIIMHAMU (KaK BUPYCHBIMHU, TaK U OaKTepUATHHBIMU,
BKrOYas BakiuHy BIK).

B03M0XHO 0JTHOBpEMEHHOE HUCII0JIb30BAHUE C AJlJIEpreHaMH IPYTHMX HAaMMEHOBAHUU.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAIIHSA

bepemeHHOCTD

[TpumeHneHue mpenapara npu 6epeMeHHOCTH MPOTHBOIIOKA3aHO.
JlakTamus
[IpumeneHue npenapara B Nepuo;] IpPyIHOTO BCKapMIIMBAHUS IPOTUBOIOKA3aHO.

DepTUILHOCTE

Her naHHbIX 0 BAMSHUU NpenapaTa Ha (pepTUILHOCTh YeJI0BEKa.

4.7. Baiusinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CPeJICTBAMHU H pPadoTaTh €
MeXaHHU3MaMH

HexoTopsle HeXenaTelbHbIE PEaKLUH, CBSI3aHHBIE C JEHCTBUEM IIpenapara, MOI'yT OKa3blBaTb
BO3JCHCTBUE Ha CIIOCOOHOCTh YIPABIATH TPAHCIIOPTHBIM CPEJICTBOM WIH
JBIDKYILUMHCS MeXaHu3Mamu. [l MalueHToB, Yy KOTOpBIX HAOIIOAAINCh HEKeNlaTelIbHbIe
peakuuMyu TIpu  BBEIEHUU IIpenapara, yINpaBiICHHE TPAHCHOPTHBIM  CPEJACTBOM MU
JBIKYUIUMHCS MEXaHU3MAaMH  BO3MOXKHO  TOJBKO  IIOCJI€  HMCYE3HOBEHHS  CHMIITOMOB
HE)KEJIATEJIbHBIX PEaKLUil.

4.8. Hexkes1aTelbHbIE peaKIUH

Pesrome mpoduiist 0e300acHOCTH

HexxenarenbHbIMH peakLMsMHU, KOTOpble YacTo HaOmojnatoTcs y mnanueHtoB (y 1-10%
NAIMEHTOB), SIBJISIOTCS TUIIEPEMHUSI U OTEK B MECTE BBEJICHUS Iperapara.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

YactoTa pa3BUTHS HEXKEIATSIBHBIX PEaKIMi MPEACTaBIICHA B COOTBETCTBHH C PEKOMEHIAIHSIMH
BcemupHoii opraHu3anuu 37paBOOXPAHCHHS U BKITIOYACT CIIEAYIONIUE KATETOPHH: OYCHBb YacTO
(>1/10), wacto (>1/100 go <1/10), neuacro (>1/1000 mo <1/100), penko (=1/10000 mo <1/1000),
oudeHb peako (10 < 1/10000) n yactoTa HEM3BECTHA (HA OCHOBAHWU UMEIOIIIUXCS TAHHBIX OIEHUTH

HEBO3MOKHO).
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CucTeMHO-OpPraHHbIii KJIacce Yacrtora HexenaTenbHble peakunu
(MedDRA)
Hapymienust co cTopoHbl UMMYHHOM Penko | KpanuBauna, aHahuIakTHYECKHH IIOK
CUCTEMBI Heuacto | OTék nuna
Hapymenust co ctTopoHbl HEPBHOM Heuacto | I'onoBHas 6076
CUCTEMBI
Hapymenust co croponsl oprana 3peaust | Penko | KoHbIOHKTHBUT
Hapymienust co cTOpoHbI COCYI0B Yacto | ['unepemus

Hapymenust co croponsl asixarensHoit | Hewacro | Kamens, ynxanue, pyuaut, OpoHXOCHA3M
CUCTEMBI, OPraHOB IPYJHOMN KJIETKU U
CPEOCTEHUS

OO6mue HapyIICHUS U PeaKIuid B MECTE Yacto | OT€K B MecTe BBEACHUS
BEJICHUS

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKIII/If/'I

Y 0c060 4yBCTBUTEIBHBIX MAIIMEHTOB MOKET BO3HUKHYTH CUCTEMHAs alljiepruueckasi peakius, B
TOM YHCJIIe, aHA(DHUIAKTHYECKUH MIOK.
Mepbl, IpUHUMAEMbIE TIPU Pa3BUTHH aJUICPIrHUECKHUX PEAKIIMid, OMMCAHbI B pa3jeie 4.4.
Penko B mporiecce MOCTAHOBKM KOXHBIX IMPOO MOXKET HACTYMUTh OOOCTPEHHE OCHOBHOIO
3a00J1eBaHuUs.

eTU
LIaCTOTa, BHU U TSOKECTh HCXKECIIATCIIbHBIX peaKHI/Iﬁ y I[eTeI\/JI n B3pOCJII)IX OJINHAKOBBI.

COO6HI€HI/I$I 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo01maTh 0 Mo/103peBaeMbIX HEXKENATENbHBIX PEaKIUsIX I10C/Ie perucTpaliy npenapaTa ¢
Henpl0  00eCTeueHnss HENpPEphIBHOTO MOHUTOPHHTA COOTHOIICHHS <«I10Jb3a -  PHUCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAYETCs coOoOIaTh O JI0OBIX
MOJI03PEBAEMBIX HEKENATeIbHBIX PEaKIUIX JIEKApCTBEHHOTO IMpernapara uepe3 HalMOHAIbHbBIE
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEeaKIHsIX TOCYIapcTB — WICHOB EBpasuiickoro
HKOHOMHUECKOTO CO03a:

Poccuiickas ®enepanus

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAb, 1. 4, cTp. 1

®denepanbHas ciyx0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBHanzop):

Tenedon: +7 800 550 99 03

DnekTponHas movta: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

CHMIOTOMBI

B ciydae mepemo3MpoBKM BO3pacTaeT PHCK BO3HUKHOBEHHWS HEXKEIATEIbHBIX PEaKIIHid,

CBA3aHHBIX C MPUMCHCHUCM IIpCTiapara.
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Jleuenue (NOCNEQCBATENEHOCTE 0001)

CumnTomaTHueckas Tepanus. B ciaydae pa3BuTus aHapHIaKTHYECKOTO IIOKA U, KaK CIEICTBHE,
TSDKEJBIX CHUCTEMHBIX peakluil (Hekymnupymoomuiicas OponxocnasMm, achukcus, oOycIOBIIEHHAs
OTEKOM BEpXHMX JbIXaTE€JIbHBIX MyTEH, M KOJUIAlC) MPOBOAATCS HEOTJIOKHbIE JeueOHbIE

MeponpusTHs (cM. paznen 4.4).

5. ®PAPMAKOJIOT'MYECKUE CBOVICTBA

5.1. dapmakoanHaMHUYecKHe CBOlicTBa

®apMakoTepaneBTUYECKas Ipymnmna: AJIEpreHbl; IKCTPAKTHI AJIJIEPTEHOB.
Kon ATX: VO1AAOQ8.

MexaHu3M IeHCTBUS

OCHOBHBIM HeﬁCTBYIOHIHM Ha4YaJIOM aJUICpreHa sBJISACTCA 66J’IKOBO-HOJH/IC€IX3,pHI[HBII71 KOMIIJIIEKC,
HO3BOJI$[IOHII/H>'I ANarHoCTUupoOBaThb y ITalfueHTa npu IIOCTAaHOBKE KOXXHBIX Hp06
THIIEPYYBCTBUTEIILHOCTD K alleJIbCHHY.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

OCHOBHYIO YaCTb AKTUBHOI'O BCHICCTBA IIpfCriapara MpPCACTABIIAIOT 6CJ'IKI/I U IIOJIMIICITUBI,
KOTOPBIC, KaK OXXUAACTCA, pacliadaroTCsd Ha aMUHOKUCIIOTBI U MAJIBIC NOJUIICTITUABI B IIPOCBETC
KEIyTOYHO-KUIIEYHOTO TpakTa M B TKaHsX. [lpejaronaraercsi, 4TO ajuIepreH Mperapara
NPAaKTUYECKH HE BCACBIBACTCS B COCYAMCTYIO cucreMy. [loaToMy uccienoBaHus 0 U3YYCHUIO

(hapMaKOKHHETHYECKOTO MPOQUIIS ITpernapaTa He MPOBOIMIINCS.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

®ocparHo-coneBoil Oy epHbIi pacTBOp:

- HaTpHsL XJIOPH L,

- HaTpus ruapodocdara foaeKaruapar,

- kayust muruapodocdar,

- (heHoN (KOHCEPBAHT),

- BOJIa JUIsl UHBEKLIUH.

B xommiekTe ¢ aiepreHoM BhIYCKalOT TECT-KOHTPOJIBHYIO KUKOCTb.
TecT-KoHTpONBHAS KUAKOCTH ((hocdaTHO-coneBOM OyhepHBIil pacTBOp):
- HATPHSI XJIOPH,

- Hatpus Tunpodocdara qonekaruapar,

- Kaius auruapogocdar,

- (henoxn (koHCEpBaHT),

- BOJA JUIST MHBEKITHI.
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6.2. HecoBMecTHMOCTE

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

Auniepren — 2 roja.

TecT-KOHTPOJIbHAS JKUIKOCTb — 5 JIET.

Cpok TOAHOCTH KOMIUIEKTa ONpPENEeNseTcs M0 HAWMMEHBIIEMY CpPOKY TOJHOCTH OAHOTO U3
KOMIIOHEHTOB, BXOJSIIIUX B COCTaB KOMILIEKTA.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPHU XPAHEHUU

Xpaunutb B xonoawibHuke (2 — 8 °C).

XpaHUTh B 3alIUIIEHHOM OT cBeTa MecTe. He 3aMmopakuBaTh.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

[To 4,5 mn amneprena, mo 4,5 MJ TECT-KOHTPOJBHOW KUAKOCTH B CTEKISHHBIX (DIaKoHaXx,
YKYIIOPSHHBIX PE3WHOBBIMU NIPOOKAMH M 3aKaTaHHBIX ATFOMHUHHEBBIMU KoJIMadkaMu. KoMrmiekT
cocrouT u3 1 uakoHa amieprena, 1 ¢akoHa TECT-KOHTPOJIBHOMW KUIKOCTH, IIOMEIICHHBIX B
MavKy U3 KapTOHA C MHCTPYKIMEH M0 MPUMEHEHHUIO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpemapara WJIH OTXO0JA0B, TMOJYYE€HHBIX TOCJIe NPUMEHEHUs
JIEKAPCTBEHHOI0 Mpenapara u Jpyrue MAaHUMYJISIIIUN C PENapaTomM

Het ocoObix TpeOoBaHUI K yTHUIH3AINH.

Bech ocraBmmiics JiekapCTBEHHBIH Mpenapar U OTXOJbI CIEAYeT YHUUTOXKUTh B YCTAHOBJICHHOM

TOPSIZIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU S

Poccniickas @enepanns

AxmmonepHoe o6miectBo «HayuyHO-TIpOM3BOACTBEHHOE OOBEIWHEHHE 1O MEAUIIMHCKUM
UMMyHoOHoI0rHyeckuM mnpenaparam «Mukporen» (AO «HITIO «Mukporen»)

Anpec: 115088, r. Mockga, yi. 1-1 Jly6poBckas, 1. 15, cTp. 2.

Tenedon: (495) 710-37-87

daxkc: (495) 783-88-04

OnekTpoHHas nouta: info@microgen.ru

7.1. IlpeacraBuTe/Ib 1epKaTe/sl PerHCTPALMOHHOIO Y10CTOBEPEeHH

[Iperen3un HOTD66I/ITCJICI71 HalnpasJIATH 110 aApPECyY.

Poccuiickas @enepanus
AxmmoHeproe o6miectBo «HayuHO-TIpOM3BOACTBEHHOE OOBEAWHEHHWE 10 MEIUIIMHCKUM

UMMYyHOOHOI0rHYeckuM mnpemnaparam «Mukporen» (AO «HITO «Mukporen»).
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Tenedon: (495) 710-37-87
dakc: (495) 783-88-04

DneKkTpoHHas rmoyvra: info@microgen.ru.

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. JATA NEPBUYHOI PETHCTPALIMW/MOATBEPKIEHUSI PETUCTPALIUU
(IEPEPETUCTPALINN)

JlaTa nepBUYHON PEruCTPaALINHN:

10. JATA HEPECMOTPA TEKCTA

OO01as xapakTepruCTUKa JIEKAPCTBEHHOTO Mpenapara AJIepred U3 anejabCuHa Ui IUarHOCTUKU
JOCTymHa Ha WHGOPMAIMOHHOM TopTane EBpa3uilckoro 5SKOHOMHYECKOTO COl3a B

nH()OpPMAIMOHHO-KOMMYHUKAMOHHOM cetr «HTepHeT» https://eec.eaeunion.org.



