ot 13.08.2024 N2 16757

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

COOTBETCTBYET 3KCMEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

No6ynpoden, 100 mr/5 mi, cycneHsus A npuemMa BHYTPb JUIs IETel [CO BKYCOM arelbCruHa, CO

BKYCOM KJIYOHHKH].

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBylol1ee BemecTBo: HOYIpodeH.

Kaxnpie 5 M1 cycrieH3uu ajis mpueMa BHYTpb Juist Aeteit copepkat 100 mr ubynpodena.
BcnomorarenbHble BEIIECTBa, HAIWYHE KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JICKAPCTBEHHOI'O
npernapara; MaJbTUTOJ cUpoIl, riunepod (cMm. pasaen 4.4).

ITonnbI MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

Cycnensus ais npuemMa BHYTpPb Ul AeTel [co BKYCOM amnelbCHHA, CO BKYCOM KIIYOHUKH].
CycneHsus 0T CBETIIO-CEpOro MM CBETJIO-CEPOro € KEITOBAaTBIM OTTEHKOM IIBETA JI0 CEPOro

OBCTAa UJIK CCPOro C KCITOBATHIM OTTCHKOM LIBECTA C XapaKTCPHBIM 3aIlaXOM.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

Cycnensuto HOympodeH mnpuMeHsoT y JnaeTteil ¢ 3 MecdleB >KM3HM 10 12 nmer jans
CUMIITOMAaTUYECKOTO JIEYEHHS] B KauyeCTBE JKApPOINOHMKAIOLIETO CPENCTBAa IPU  OCTPBIX
pecnupaTopHbIX 3a0ojeBaHUSAX (B TOM uHWCie, TPHUMNE), AETCKUX HHQPEKIUAX, APYTUx
MH(}EKIMOHHO-BOCTAIUTEIbHBIX 3a00JIeBaHUAX u MOCTIIPUBUBOYHBIX peaxkuusx,
COIPOBOKAAIOIINXCS OBBILIEHUEM TEMIIEPATYPHI TENA.

[IpenapaT HpUMEHSIOT KaK CHMIITOMaTHYeCKOe 00e300/MBarolee CpeicTBO Npu 00JIEBOM
CUHApPOME CcJ1a00 UM yMEPEHHON HHTEHCUBHOCTH, B TOM YHCJIe: OO IpHU MPOpe3bIBaHUH 3y00B,
3yOHOH 00JM, TOJIOBHOM 0O0JM, MUTPEHH, HEBpAITUsAX, 00U B ymiax, Oonu B ropie, 6onu npu
pacTSKEHUU CBSI30K, MBIIICYHOM 00JIH, peBMaTHUECKOM 001, 6011 B CycTaBax.

[Tpenapat npenHa3zHaveH sl CHMOTOMATUYECKON Tepanuy, yMeHbIIECHHUs 00T U BOCHAJICHHS Ha

MOMCHT HMCITIOJIb30BaHMA, HAa IPOIrpECCUPOBAHNEC 3a00JIcBaHNs HE BIIUSET.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEeHUs!

Tonbko 114 KpaTKOBPEMCHHOI'O IIPUMCHCHMU . HCHOJIB3y1>iTC MHUHUMAJIbBHYIO Bq)(bCKTI/IBHYIO A03y
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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‘noc DB A HOCTEO007
B TEYCHHE HamOojiee KOPOTKOTO IPOMEXYTKA Bpeh/}-g{n,"'lllé%‘xg'zxp}_n% 15t TOGJ"IGI"JCIHI/IH

CHUMIITOMOB. 5 MJ1 nipenapara cogepkart 100 mr ubynpodena i 20 Mr uéynpodena B 1 mi.

PexxuM J103upoBaHusd

Jluxopaoxka (scap) u 601v:

Jlo3upoBKa Ut JeTeil 3aBUCUT OT BO3pacTa M Macchl Tesa pedeHka. MakcuManbHas CyTOYHas
71032 He JIOJDKHA MpeBbImaTh 30 MI/Kr Macchl Tena peOeHKa ¢ MHTepBajlaMH MEXIy MpHeMaMu
npemnapara 6-8 4acos.

Hemu 6 s6o3pacme 3-6 mecaues (sec pebenxa om 5 0o 7,6 k2). mo 2,5 mu (50 mr) 10 3 pa3 B TeUCHHE

24 gacos, He 6osiee 7,5 mit (150 mr) B cyTKH.

Hemu 6 sospacme 6-12 mecayes (sec pebenka 7,7-9 ke): no 2,5 mi (50 mr) no 3-4 pa3 B TeueHue

24 qacos, ue 6omnee 10 mut (200 Mr) B CyTKH.

Hemu 6 so3pacme -3 200a (sec pedenxa 10-16 xe): o 5,0 ma (100 mr) no 3 pa3 B TeueHue 24

yacoB, He Ooinee 15 mut (300 Mr) B cyTKw.

Hemu 6 6o3pacme 4-6rem (sec pedenxa 17-20 xe): o 7,5 mu (150 mr) no 3 pa3 B Teuenue 24

yacoB, He Oousiee 22,5 mi (450 Mr) B CyTKH.

Hemu 6 so3pacme 1-9 nem (sec pebenxa 21-30 ke): o 10 mu (200 mr) mo 3 pa3 B TeueHue 24

yacoB, He 6oinee 30 mu (600 Mr) B cyTKH.

Hemu 6 so3pacme 10-12 nem (8ec pebenka 31-40 ke): o 15 mm (300 mr) no 3 pas B Teuenue 24
yacoB, He Oosiee 45 mut (900 Mr) B cyTKU.

[TponomxuTensHOCTD JeueHus - He Oonee 3 aHeill. He nmpeBblmaiTe ykazaHHYIO J03Y.

Ecnu npu mpueme npenapata B TeueHue 24 dacoB (y neteil B Bo3pacte 3-5 MecslleB) WIH B
TeyeHue 3 aHel (y agereld B Bo3pacTe 6 MecslEeB U CTaplle) CUMOTOMBI COXPAHSIOTCA WU
YCUJIMBAIOTCS, HEOOXOUMO MPEKPATUTD JIEUEHUE U 00PAaTUTHCS K Bpavy.
TocmummyHu3ayuoHHas 1uxopaoxa:

Jetsim B Bo3pacte A0 6 mecsines: no 2,5 ma (50 mr) npenapara. [Ipu HeoOxoaumocTy, erie 2,5 mi
(50 mr) yepes 6 yacoB. He mpumensiiite 6osee 5 mit (100 mr) B Teuenne 24 yacoB. Ecinu cumMnToMbl
JMXOPAJKU HE YMEHBIIAIOTCS, HEOOX0IUMO 00paTUTHCS K Bpauy.

Cnooco0 nmpuMeHeHus

[Tpenapat npuHUMaIOT BHYTPb.

[TarueHTaM C MOBBIIEHHON YyBCTBUTEIBHOCTBIO KENTy/IKa pEKOMEHIYeTCsl IPUHUMATh Npenapar
BO BpeMs €Ibl.

[lepen ymorpebieHueM TiHiaTenbHO B30OonTaiiTe (rakoH. [[nsg TOYHOro OTMEpHUBAaHUS O3B

npemnapara UCIoJIb3yeTCAa MCpHBIfI CTaKaHYMK HJIM MCpHas JIOXKKaA.
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4.3. IlpoTUBONOKA3aAHHS

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.08.2024 N2 16757

(NOCNEOOBATENEHOCTE 0001)

['unepuyBCTBUTENFHOCT K HOYHNpOQeHy WM K JI0OOMY M3 BCIIOMOTATENIBHBIX BEIIECTB,
[IEPEYUCIICHHBIX B pa3zene 6.1.

[TosHOE MM HEMOJIHOE coYeTaHne OPOHXUAIBHOM aCTMBI, PELIUANBUPYIOIIETO IOJIUII03a HOCa
U OKOJIOHOCOBBIX Ma3yX M HENEPEHOCUMOCTH alleTUJICAIIMLMIOBON KHUCIOTHl WIH JAPYrUX
HECTEPOUIHBIX IPOTUBOBOCHIAINTENIbHBIX Mpernaparos (HITBIT).

KpoBoteuenune wiu mnepdopainus s3Bbl KETyJOUYHO-KUIIEYHOTO TpakTa B aHaMHese,
cripoBourpoBanHblie npumeHennem HIIBII.

DpO3UBHO-A3BEHHbIE 3a00JIEBaHUS OPraHOB KENyI0YHO-KUIIEYHOTO TpakTa (B TOM YHUCIE
si3BEHHasi OOJIe3Hb JKEIyJKa U JBEHAIUATUIEPCTHOM KHILKH, O0one3Hb KpoHa, s3BEHHBIN
KOJIMT) WM SI3BEHHOE KPOBOTEUYEHHME B aKTUBHOH ¢aze uiau B aHamHe3e (Ba wiu Oosee
MOJITBEPKICHHBIX SIM30/1a I3BEHHOI 0O0JIE3HU UJIH S3BEHHOTO KPOBOTEUCHHS).

Tspxenas neueHOYHAs HEAOCTATOYHOCTH MITH 32a00JIeBaHKE NIEUEHU B aKTUBHOM (hase.
[Touednast HEZOCTATOUHOCTH TSKEIION CTENIEHH TSDKECTH (KIIMpeHC KpeaTnHruHA < 30 MiI/MUH),
MOATBEPKICHHAS TUIIEPKATTUEMUS.

JlekoMIeHCHpOBaHHAsE ~ CEepAEYHAs  HEAOCTATOYHOCTb, IMEPHOJ TOCIE  MPOBEACHUS
AOPTOKOPOHAPHOTO LIYHTUPOBAHUS.

LlepeObpoBacKyisipHOE HIIM MHOE KPOBOTEUYCHHE.

I'emounus u apyrue HapylleHUs CBEPTHIBAEMOCTH KPOBH (B TOM YHCIIE€ TUIIOKOAryJsus),
reMOpparu4eckue JuaTe3pl.

bepemennocts B cpoke 6osee 20 Henenb (cM. pasaen 4.6).

Heduuut caxapa3pl/U30MalnbTa3bl, HENEPEHOCUMOCTb (PYKTO3BI, TIIIOKO30-TaJaKTO3Has
ManbabcopOIus.

[Tpuem npyrux HIIBII B kauecTBe 006€3001MBaIONIET0 WM aCIUPHUHA B CYTOYHOM J03€ BBIIIE
75 Mr.

Macca Tena pebeHka 10 5 Kr.

Bo3spact 10 3 mecsues.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHUH

C 0CTOPO’KHOCTBLIO

HpI/I HaJIM4YHuH COCTOHHHﬁ, YKa3aHHbIX B JAaHHOM pasaciic, IMepca IMPUMCHCHUCM IIpCliapara

N6ymnpodeH cienyer mpoKOHCYIbTUPOBATHCS C BPAUOM.

OnnoBpemennsiii mpuem npyrux HIIBII, Hanmuune B aHaMHE3€ OJHOKPATHOTO AITH30/1a I3BEHHON

0oJ1e3HH KEIIyAKa WIH SA3BCHHOTO KPOBOTCYUCHUS KEIYAOUYHO-KHUIICYHOTO TpakKTa, TI'aCTpHUT,
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.08.2024 N2 16757

SHTEPHT, KOJIHUT, Haanuue uHdekiuu Helicobacter pylorl'qgﬁéﬁﬁ%%ﬁ%ﬁlﬂz%b&&h;ﬂH%ﬂ‘ngMa

WIN aJulepruieckue 3abosieBaHus B CTaMH OOOCTPEHUS MM B aHAMHE3€ - BO3MOXKHO Pa3BUTHE
OpoHXocnazMma; TsSKEIble COMAaTHYeCKHe 3a00JeBaHUS, CUCTEMHAs KpacHas BOJYAHKA MM
CMelIaHHOe 3a0oJieBaHME COCAMHUTENbHOW TKaHU (cuHzapom lllapma) - mOBBINIEH pHCK
aCeNTHYECKOT0 MEHMHIHWTA; BETpsSHAs OCIa; MoYeyHas HeIO0CTaTOYHOCTh, B TOM YHCIIE TIPH
o0e3BokuBanuM (knupeHc kpeatuHuHa 30-60 wi/MuH), 3agepkKKa JKUAKOCTH M OTEKH,
NEYCHOYHAs HEJJOCTAaTOYHOCTb, apTepHaIbHast TUIIEPTEH3MS H/UITN cepAeyHast HeJOCTaTOYHOCTb,
nepeOpoBacKyIsipHbIe  3a00JICBaHUs, UCIHUITNACMUS/THIICPIUITUACMES, CaXapHbIi aualer,
3aboJieBaHMs epUPEPHUUECKUX apTepui, 3a00JIeBaHUs KPOBH HESCHOM STHOJIOTHH (JICHKOTICHHUS,
aHeMHs1); OJHOBPEMEHHBIN MPHEM JIPYTHX JICKAPCTBEHHBIX CPEACTB, KOTOPHIE MOTYT YBEIUYUTh
pPUCK  BO3HMKHOBEHHS  $3B  HJM  KPOBOTCUCHHsS, B  YaCTHOCTH,  IEPOPATIHHBIX
TIIIOKOKOPTUKOCTEPOUIOB (B TOM 4YHCJE IPEJHU30JIOHA), AHTUKOATYJISHTOB (B TOM 4HUCIIE
Bap(dapuHa), CEJEKTUBHBIX HHIHOMTOPOB OOpaTHOTO 3axBaTa CEPOTOHMHA (B TOM 4YHCIE
uTagonpama, (hIyoKCeTHHa, MapOKCETHHA, CepTpaliiHA) WM AaHTHArPEraHToB (B TOM 4YHCIE
aIeTHIIICATTMIIMIIOBON KHUCIIOTHI, KJIOMUI0TPENa); 0epeMEHHOCTh B cpoke MeHee 20 Heslennb, HepHoS
IPYJHOTO BCKapMIIMBaHHUsI, TIOXKUION BO3PACT.

Oco0ble yKkazaHus

Pexomennyercs npuHuUMaTh IpenapaT MaKCHUMaJbHO BO3MOXKHBIM KOPOTKMM KypcoM U B
MUHHMaJIbHOH 3()(heKTHBHOM 103€, HEOOXOIMMOH ISl YCTPAaHEHUS! CHMITTOMOB.

Bo BpeMsi JUIMTENBbHOro Jie4eHUs: HEOOXOAUM KOHTPOJb KAapTHHBI NEepu(pepudeckoil KpoBU U
(YHKLIMOHAJIBHOTO COCTOSIHMS TEYeHW M ModveK. [Ipy mosBIE€HMM CHMOTOMOB TIacTpONaTUU
MOKa3aH TUIATEJbHBIM KOHTPOJb, BKJIIOYAIOIIMHA TNpoBeneHHEe 330(aroracTpolyoJeHOCKOINH,
o0l aHanu3 KpoBW (OINpejaeseHre reMorioOuHa), aHajlu3 Kajla Ha CKpBITYI0 KpoBb. llpu
HE0O0X0IMMOCTH omnpeeneHus 17-KeTocTepouIoB Mpenapar clieyeT OTMEHUTH 3a 48 yacoB 10
uccienoBanys. B nepuop iedyeHust He pEKOMEHIyeTcCs IPUEM ITaHOJIa.

[Tpenapat MOynpodgeH MOXKHO MPUMEHSTH JETSAM C caxapHbIM IUabeToM, Tak Kak Ipernapar He
coIepKUT caxapa. He cogepkut kpacurenei.

[TanveHTam ¢ MOYEYHON HEAOCTATOUHOCTHIO HEOOXOIUMO MPOKOHCYIBTHPOBATHCS C BpauoM
nepes NPUMEHEHUEM Ipenapara, HOCKOJIbKY CYIIECTBYET PUCK yXY/IIEeHUs (YHKIHOHAIBHOTO
COCTOSTHUSI TIOYEK.

[lTaiuenTamM ¢ TUNEPTOHWEH, B TOM YHCIE€ B aHAMHE3€ W/WIW XPOHUYECKOW CepIeYHOU
HE/I0CTaTOYHOCTBhIO, HEOOXOJMMO MPOKOHCYJIBTHPOBATHCS C BpauoM Iepel MpUMEHEHHEM
mpernapara, IIOCKOJIBKY IIperapaT MOXET BbI3bIBaTh 3aJEP)KKY JKMJIKOCTH, IIOBBIIIEHUE
apTepHaJIbHOTO JIaBJICHUS 1 OTEKH.

[Tpumenenue HIIBII y manueHToOB ¢ BETpsSHON OCHOW MOXET OBITH CBA3aHO C IOBBIIIEHHBIM
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.08.2024 N2 16757

PUCKOM  pPasBUTUA  TAXKEIIBIX THOMHBIX OCJ'IO}KHé.gII/;Il/i: Il %&ﬁ&%&%ggﬁﬁ%%})hHX

3a007eBaHUN  KOXKM M TOJKOXXHO-)KUPOBOM KJIETYaTKH (HAmpuMep, HEKPOTU3UPYIOIIETO
¢dacuuuTa). B cBsA3M ¢ 3TUM pexkoMmeHayeTcs n30eraTh MPUMEHEHHs IpenapaTa Ipu BETPSHON
ocre.

Cepbe3Hble KOXKHBIE PEAKIMH, HEKOTOPbIE M3 HUX CO CMEPTEIbHBIM HCXOJOM, B TOM YHCIIE
sKkc(oNMMaTuBHEIN aepMmaTut, cuHApoM CTuBeHca-/[>KOHCOHA M TOKCHYECKHH SIMUIEpMAaTbHBINA
HEKpOJIN3, AMarHoctupoBanuck Ha ¢one npumeneruss HIIBIT Tonbko B 04eHb peaKuX Ciiydasx.
[Ipenmonaraercs, 4To MaUEeHTHl HauOoJiee MOABEPKEHBI PA3BUTHIO 3TUX PEAKIMI HA paHHEM
JTare Tepanuu; Hayajo Peakuu B MOAABIIAIONIEM OOIBIIUHCTBE CIIy4aeB MPOUCXOIUT B TEUCHUE
IIEPBOIO MECSIA JICUEHMUS.

[Tpumenenne HIIBII, conmepxamux uOynpodeH, MOXKET BBI3bIBATH TaKHE TSIKEIbIe KOKHBIC
peaKIuu, KaKk OCTPbI reHepaTn30BaHHBINA dK3aHTeMaTo3HbI myctyne3 (AGEP). Ilpumenenue
ubynpodeHa ciaeayeT NpeKpaTuTh MPH MEPBOM MOSBICHUH MPU3HAKOB U CUMIITOMOB CEPbE3HBIX
KOXKHBIX pEaklui, TAKUX KaK ChIlIb HA KOXKE, MOPa)XKEHMsI CIU3UCTHIX 000JIOUEK, MM JIFOOBIX
JpYTUX IPU3HAKOB TUIIEPYYBCTBUTEIBHOCTH.

[Ipumenenne HIIBII, cogepxamux uOynpodeH, MOXET MACKHPOBaTh  CHMIITOMBI
MH(pEKIMOHHOTO 3a00JIeBaHUS, YTO MOKET NMPUBECTH K 3a/IepKKE Hayala COOTBETCTBYIOIIETO
JICYCHUST W TEM CaMbIM OCJIOKHHTH TeueHWe 3a0oneBanus. Ecmu mpemapar HOynpoden
NPUMEHSIOT NP MOBBIIICHUH TEMIIEPATyphl Tella WU JUIs OOJIerdeHus] OO MpH UHQEKIHH,
PEKOMEHIyeTCsl TPOBOAUTH MOHUTOPHHI MH(EKIMOHHOTO 3a0ojeBaHus. B ycrnoBusix nedeHus
BHE MEHMIIMHCKOTO YUPEKICHHS NalMEHT JOJDKEH OOpaTHTbci K Bpauy, €CIU CHUMITOMBI
COXPAaHSIFOTCS WJIM YCUJIMBAIOTCSI.

VYV mnauuveHToB ¢ OpOHXMAJIbHOM acTMOM WM C ajuIepruyeckKuM 3a00JeBaHHEM B CTaJIuU
000CTpeHus, a TaKXkKe Yy MalUeHTOB ¢ OpOHXMAIBHOW acTMOM/anjaepruyeckuM 3a00JIeBaHUuEM B
aHaMHe3e, Ipernapar MOXeT CIPOBOLUPOBaTh OpoHxocnasM. Cienyer u3derarb OJTHOBPEMEHHOTO
npuMmeHenus ubymnpodpena wu gpyrux HIIBII, Bxmrouas (celeKTUBHbIE HMHTHOUTOPBI
uKIookcurenassl-2 (LIOI'-2)).

Pe3ynbrarhl KIMHUYECKUX UCCIEN0BAaHUN U SNUAEMHUOJIOIMYECKHAE JAHHBIE CBUIETENBCTBYIOT O
TOM, 4TO HUCII0JIb30BaHKE HOYMpodeHa, B 0COOCHHOCTH B BBICOKUX J03aX (2400 Mr B CyTKH) U TIpU
JUINTETIbHOM JIEYEHUH MOXKET OBITh CBSI3aHO C HEOOJIbIIMM YBEIMYEHHEM pHUCKAa Pa3BUTHUS
apTepHalIbHBIX TPOMOOTHYECKHUX OCTIOKHEHUH (Hampumep, nH(papKTa Wiu UHCYNbTa). B 1emnom,
JTAaHHbIE SMUJAEMUOJIOTHUECKUX HAOMIOJCHUH HE CBHJETENBCTBYIOT O TOM, UYTO IPHMEHEHHE
HU3KUX 103 uoynpodena (< 1200 Mr B CyTKH) CBSI3aHO C TOBBIIIEHHBIM PHCKOM Pa3BUTHS
uH(papKTa MHOKapAa.

CyIiecTByeT pUCK BOZHUKHOBEHHS MTOYEUYHON HEJOCTATOYHOCTH Y JIeTeH ¢ 00€3BOKUBAHUEM.
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COOTBETCTBYET 3KCTEPTHOMY OTYETY
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KeNyJOYHO-KUIIEYHOTO TpakTa (S3BEHHBIM KOMUT, Oone3Hb KpoHa), mpuem 3THX NHpenapaToB
MOYKET MPHUBECTH K OOOCTPEHHIO YKA3aHHBIX COCTOSHHIA.

Coo01manocs o ciyyasx *eilyJ04yHO-KUIIEYHOI'0 KPOBOTEUEHHUS, U3bSI3BICHUS WK niepdoparui,
KOTOpBIE MOTYT IMPUBOJIUTH K JIETaIbHOMY ucxonay, npu jedenun HIIBII B mo6oli MomeHT
JCYCHHsI, C PA3BUTHEM MPEIYNPEKAAONMX CHMITOMOB HIM 0€3 HHUX, NPH HAIMYUH WIA
OTCYTCTBUHM B aHaMHE3€ CEPbE3HBIX >KEIIyIOYHO-KHMIIEUHBIX 3a0ojeBaHuid. Puck jxemymodHo-
KHIIEYHOI'0 KPOBOTEUEHUS, U3bA3BIICHUS WM Niepdopaliiy Belle npu yBenuuenuu no3 HIIBIL, y
NAlMEHTOB C HAJMYUEM SI3Bbl B aHAMHE3€, B OCOOEHHOCTH OCJIOXHEHHOW KPOBOTEYEHUEM HIIU
nepdopanyeii, a Takxke y HOXKWIBIX Jitojei. JlaHHBIM ManueHTaM ClieAyeT HauMHATh JICUeHUE C
MHUHUMAJIbHOW JIOCTYITHOM O3Bl IIpenapara.

[TatMeHThl ¢ UCTOpHENH TOKCHMYHOCTH CO CTOPOHBI XKETyJOYHO-KHUIIEYHOI'O TPAKTa, OCOOEHHO
HOXKWIbIE MAIMEeHThl, JOJDKHBI COOOMIMTH O JHOOBIX HEOOBIYHBIX CUMIITOMAaX CO CTOPOHBI
JKEIYJ0YHO-KUIIEYHOTO0 TpakTa (OCOOEHHO KENyJ04YHO-KUIIEYHOTO KpPOBOTEUEHUs), B
OCOOCHHOCTM Ha paHHUX CTaausx JedeHus. Ilpu mosBiIeHUH KETyJOYHO-KHUILIEYHOI'O
KPOBOTEUCHMSI WIIM U3bSA3BICHUS Y MALMEHTOB, OIyYaromuX HOynpodeH, JeuyeHne 10KHO ObITh
IPEKpaILEHO.

BcnomMorarennHble BelecTBa

[Tpenapatr MOynpoden comepXUT ManbTUTON cuporl. [larmmeHtam ¢ peako BCTpedarolieics
HACJIEICTBEHHON HEMEPEHOCUMOCTHIO (PPYKTO3BI HE CIEAYET MPUHUMATh TOT Mpernapar.
[Tpenapatr MOympodeH coiepKUT TIIUIEpoJS, KOTOPHIH MOXET BbI3BaTh TOJIOBHYIO OOJIb,

PacCTPONCTBO JKENyIKa U JUAPEIO.

4.5. BzaumojeiicTBue ¢ JPYrHMH JIeKAPCTBEHHbIMHM TMpenapaTtaMd M JApyrue BHJbI
B3auUMOAeHCTBUSA

Cnenver w30erarb  OOHOBPEMEHHOTO IIPUMEHEHMsT HMOvIpodeHa CcO  CIEIVIOIIMMU

JCKAPCTBCHHBIMU CPEACTBAMMU .

Ayemuncanuyunosas kucioma

3a UCKIIOUEHHEM HHM3KUX 703 aleTUJICATUIMIOBOM KHUCIOTHl (He Oosiee 75 MI B CYTKH),
Ha3HAYCHHBIX BPAyOM, IIOCKOJIbKY COBMECTHOE IPUMEHEHHE MOXKET MOBBICUTh PHCK
BO3HUKHOBEHHUS MOO0YHBIX 3 dekToB. [Ipn ofHOBpeMEHHOM NMPUMEHEHUH UOYNIPO(EeH CHUXKAET
IIPOTUBOBOCIIAJIUTENIBHOE M  AHTUArPEraHTHOE JIEWCTBHE  AlETWICATUIMIOBOM  KUCIIOTHI
(BO3MO’KHO MOBBIIIEHUE YACTOTHI PA3BUTHUS OCTPOI KOPOHAPHON HEJOCTATOYHOCTH y MAllUEHTOB,
NOJYYaOIUX B KAdyeCTBE AaHTHArperaHTHOIO CpPEICTBa Mallble J03bl alETHIICATUIMIOBON

KHCJIOTHI, TTOCJIe Hauaja npuema uoynpodena).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.08.2024 N2 16757

llpyeue HIIBII, 6 mom uucne cenekmuenvle uneu 6um0pbz': 'Zz‘?ﬁﬁbﬂ': BATENBHOCTE 0001)

Crnenyer nz0erath OHOBPEMEHHOTO IPUMEHEHUS IBYX U Ooiee mpenapatoB u3 rpymmsl HITBIT
13-32 BO3MOXXHOTO YBEJIIMYCHHUSI PUCKA BOSHUKHOBEHUS MMOOOYHBIX 3(pPeKToB.

C 0CTOPOKHOCTHIO IPUMEHITh OJHOBPEMEHHO CO CIIEAVIONINMH JIEKAPCTBCHHBIMH CPEJICTBAMH:

Aunmuxoazynaumsel u mpomooaumudeckue npenapamsl

HIIBIT wmoryr ycwimmBate J(QQEKT aHTUKOAryiasHTOB, B YacTHOCTH, BapdapuHa U
TPOMOOJIUTUIECKHX TIPETIapaToB.

T'unomensusnvie cpeocmea (uneubumopvl anecuomensunnpespawaioueo gepmenma (AID) u
anmaeonucmol aneuomenszuna ll) u ouypemuxu

HIIBIT moryT cHmxath 3QQEeKTHBHOCTh MPENapaToB 3THX Tpynil. JWypeTHKH U MHTHOUTOPHI
AII® moryt noseimath HehpoTokcuuyHocTs HITBII.

I'nrokoxopmuxocmepououl

[ToBbIlIEHHBIN PUCK OOPAa30BaHUS SI3B KEITYAOYHO-KUILIEYHOTO TPAKTA U JKEITYA0YHO-KUILIEYHOTO
KPOBOTEYEHHS.

Anmuazpezanmul u cereKmusHvle UHSUOUMOPBL OOPAMHO20 3AX6AMA CEPOMOHUNHA
[1oBbIIIEHHBIN PUCK BO3HUKHOBEHHMS JKEIyI0YHO-KUIIEYHOTO KPOBOTECUEHHUSI.

Cepoeunvie enuKo3uosl

OnnoBpemennoe HazHauenre HIIBII u cepieuynbIX TIIMKO3UI0B MOKET MIPUBECTHU K YCYTYOJICHHUIO
CepACYHON HEeIOCTaTOYHOCTH, CHIDKEHHIO CKOPOCTH KITyOOUYKOBOW (DMIIBTPAIIUN U YBEITMUCHHUIO
KOHLIEHTPALlUU CEPJCUHBIX IITMKO3U/IOB B IIJIa3M€ KPOBH.

Ilpenapamuol rumus

Cy11ecTBYIOT JaHHBIE O BEPOSITHOCTH YBEJIMUEHHS KOHLEHTPALIMU JIUTHS B IJ1a3Me KPOBU Ha (hoHe
npumenenns HIIBII.

Memompexcam

Cy11ecTBYIOT JaHHBIE O BEPOSTHOCTH YBEIUYEHHUS KOHIEHTPALMM METOTPEKCATa B TUIa3Me KPOBU
Ha ¢one npumenenus HIIBII.

Luxnocnopun

VYBenuueHue pucka HEPPOTOKCHUYHOCTH TMpH OfHOBpeMeHHoM HasHaueHuu HIIBII wu
LIUKJIOCTIOPHHA.

Mudgenpucmon

[Tpuem HIIBII cnenyer Hauate He paHee, yem depe3 8-12 mgHelt mocie nmpuema MuQeEnpucToHa,
nockonbky HIIBII MoryTt cHmkaTh 3¢ (heKTHBHOCTH MU (ETIPHCTOHA.

Taxpoaumyc

IIpu omnoBpemenHoMm HazHaueHnn HIIBII m Takposmmyca BO3MOXXHO YBEIIMYEHHE PHCKA

HEe(PPOTOKCUIHOCTH.
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3uoosyoun

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OpnnoBpemenHoe mnpumenenne HIIBII u 3umpoByanHa MOXKET IHPUBECTH K IOBBILICHHUIO
reMaTOTOKCUYHOCTH. VIMEIOTCS NaHHBIE O MOBBIIIEHHOM PUCKE BO3HUKHOBEHHUS IeMapTpo3a U
remaroM y BUU-1n010KUTeNbHBIX TAIIMEHTOB C TeMO(pUINEN, OTyYaBIIMX COBMECTHOE JICUCHUE
3UIOBYAMHOM B HOymIpodeHoM.

AHMUOUOMUKY XUHOIOHOB020 PAOA

VY marnueHToB, nonydaromux coBmectHoe sedenune, HIIBII u anHTHOMOTHKAMM XWHOJIOHOBOTO

psAaaa, BOBMOKHO YBEJIMYCHUEC PUCKAa BOSHUKHOBCHUA CyJ0POr.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

He cnenyet npumensite HIIBII sxenuunam ¢ 20-oi Henenu 6epeMEHHOCTH B CBS3H C BO3MOXKHBIM
pa3BUTHEM MaJIOBOJAUS W/WJM TMATOJIOTUU MOYEK y HOBOPOXKICHHBIX (HEOHATaJbHAs MOYeYHas
mucynkus). Crnenyer n3berats MPUMEHEHUS Iperapara Mpu OSpEeMEHHOCTH B CPOKE MEHee
20 Henenb.

JlakTauus

HmeroTcst TaHHBIE O TOM, 4TO UOYNIpOo(deH B HE3HAUUTEIbHBIX KOJMYECTBAX MOXKET MPOHUKATH B

TPyIHOE MOJIOKO 0€3 KaKHX-JINOO OTPHUIIATEIbHBIX TIOCIECTBHIA IS 3I0POBbsI TPYAHOTO peOCHKA.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHM CpeICTBAaMU M padoTaTth ¢
MeXaHNU3MaMH

[TaniuenTam, OTMEUAIOIIUM TOJOBOKPYKEHHE, COHIMBOCTh, 3aTOPMOKEHHOCTh HJIM HapYIICHUS
3penus npu npueme uoynpodena, ciaeayer uzderaThb yrpapieHUs TPAHCTIOPTHBIMU CPEJCTBAMHU U

pa6OTLI C MCXaHHU3MaMH.

4.8. Hexkes1aTelbHbIE peaKIUM

Pesrome nnpoduiast 0e30macHoCTH

Puck BO3HUKHOBEHUSI HEXENATEIbHBIX PEAKIUH MOKHO CBECTU K MUHUMYMY, €CIIUM IPUHUMATh
mpernapar KOPOTKMM KypcoM, B MHUHUMaNbHON 3(GEeKTUBHON J03e, HEe0oOXOIUMON s
YCTPaHEHHS] CAUMIITOMOB.

HexenarenbHple peakiiuy MPEeNMYIIECTBEHHO SIBISIOTCS 10303aBUCUMBIMHU.

PesromMe HexenaTeabHbIX peaKIuil

Hwxenepeuncnennble HexenaTeabHbIE PEAKIIMU OTMEYAIMCh HPU KPATKOBPEMEHHOM IIpUEME
nbymnpodeHna B 103ax, He npepbimaromux 1200 mr/cyt. [Ipu JedeHnn XpOHUYECKUX COCTOSTHUN U

IIpU AJTATCIIBHOM NPUMCHCHHNHU BO3MOXKHO IMOABJIICHHUE APYIUX HEKECIATCIbHBIX peaxunﬁ.
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O1eHKa 4YacTOTHI BO3HUKHOBEHHS HEXEIATEIbHBIX ﬁ&%ﬁ%%%gﬁzggﬂhg I:}Il'aT'_('_)(IL'lI-ICI)'i?JaII{I/II/I

CIEYIOIIUX KPUTEPHEB: oyeHb yacmo (> 1/10); uacmo (> 1/100 mo < 1/10); neuacmo (> 1/1000
1o < 1/100); peoko (> 1/10000 no < 1/1000); ouens peoxo (< 1/10000); uacmoma neuzeecmua (He
MOYKET OBITh OIICHEHA Ha OCHOBE MMEIOIIUXCS JTAHHBIX ).

Hapywenus co cmoponbl Kposu u iumpamuueckoii cucmemvl

Ouyenv pedxo: HaAPYIICHUS KpPOBETBOPCHUs (aHEMHs, JCHKOMNCHHS, TPOMOOIMTONCHUS,
NAHIIUTONICHUS, arpaHyjaonuTo3). [IepBBIMH CHMITOMaMH TaKMX HAPYIICHUN SBJISIOTCS
JuXopajika, 00Jb B TOpie, NMOBEPXHOCTHBIC $3BBI HAa CIM3UCTON OOOJOYKE IOJIOCTH PTa,
TPUNTONONO0HBIE CHMIITOMBI, BBbIpaKEHHasi c€1a00CTh, HEOOBSCHUMBIC KpPOBOTCUCHHUS W
KpPOBOIIOATEKH (CUHSKH).

Hapywenusa co cmoponvl ummyHHot cucmemsl

Heuacmo: peakuuyl TUIIEPYYBCTBUTEIBHOCTH - HECTICIIM(PHUESCKUE aJUNIEPTHUSCKUE PEaKuu (31,
KpaIruBHUIIA).

Ouenv peoko: TSHKENbIE PEaKIUU THIICPIYBCTBUTEIBHOCTH, B TOM YHCIIE OTEK JIMIIA, S3bIKA W
TrOpPTaHW, OJBINIKA, TaXWUKapAWsA, TMIOTeH3Ms (aHadpwiakcus, oTeK KBHHKE WM TSDKEIbIH
aHa()UIIAKTUYECKUH IIIOK).

Yacmoma Heuzéecmua: TUNCPPEAKTUBHOCTh CO CTOPOHBI JIBIXATENbHBIX ITyT€H, B TOM YHUCIIE
OpoHxmanpbHas  acTMa,  OpOHXOCMA3M  WJIM  OJBINIKA, CHHIPOM  JICKAPCTBECHHOMU
THIIEPYYBCTBUTEIILHOCTH.

Hapywenus co cmoponvl neperotl cucmemvl

Heuacmo: ronoBHas 607b.

Ouenv pedxo: aceNTHYECKUW MEHWUHTHT (SAMHWYHBIC CIy9aW CHMIITOMOB acCelNTHYECKOTO
MEHHMHTHTA, TAKUX KaK PUTHIHOCTH 3aTBUIOYHBIX MBIIII, TOJOBHAs 00Jb, TOIIHOTA, PBOTA,
JUXOpajika ¥ TOTeps. OPHEHTAIMH, HAOIIOIATUCh NIPU JICUCHUH UOYNPOo()EeHOM y MalMEeHTOB C
ayTOMMMYHHBIMH 3a00JICBaHUSMHU (CHCTEMHasi KpacHas BOJYAaHKAa U CMEIIAHHOE 3a00JICBaHUE
COEIMHUTEIILHON TKaHM)).

Hapywenus co cmopoHul cepoya

Ouens peoxo. cunapom Koynuca.

Yacmoma Heuszsecmua: cepiedHas HeIOCTATOYHOCTb.

Hapywenus co cmopoHbl cocy0os

Yacmoma neussecmua: nepudepuveckre OTEKH, MPU JUTUTESITHHOM MPUMEHEHHUH TIOBBIIIICH PUCK
TPOMOOTHUYECKUX OCIIOKHEHHI (HanmpuMmep, WHGApKT MUOKapJa WX WHCYJBT), TOBBIIICHHUE
apTepUaTbHOTO JTABJICHUSI.

Hapywenus co cmopoHbl ObixamenbHoll cucmemsvl, 0opeanos 2pyOHOU KIemKU U CPe00CHmeHUs

Yacmoma neuzsecmua: 6pOHXI/IaJ'IBHa$I acTMma, 6pOHXOCH33M, OJIBbIIIIKA.
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Kenyoouno-Kuueunvie HapyuleHus

Heuacmo: 6onb B )KUBOTE, TOIIHOTA, TUCTICTICHUSI.

Peoxo: mnapesi, MeTeopusm, 3arop, pBoTa.

Ouenv peoxo: TeENTUYECKas s3Ba, Nepdopaunus WIK KeTyJOYHO-KUIIEYHOE KPOBOTEYEHUE,
MeJleHa, KpOoBaBasl PBOTA, I3BEHHBIM CTOMATUT, TaCTPUT.

Yacmoma neuzsecmua: 000CTpEHUE I3BEHHOTO KouTa U Oone3nu Kpowna.

Hapywenus co cmoponvl neuenu u Jicenuegulo0auux nymei

Ouenb pedxo: HapylieHUs QYHKIIMH TICUCHH.

Hapywenus co cmopoHbl Kodicu u nOOKONHCHBIX MKAHel

Heuacmo: paznuunbie GOpPMBI KOXKHOHN CBHITIH.

Ouenb pedxko: TsDKENblE KOXHBIE pEaKkIUH, Takue Kak MyIbTU(OpMHAs 3pHUTEMa,
9KC(OJMATUBHBIM J1€pMATUT, TOKCHYECKUN SHHUIEpMalbHbIM Hekposn3, cuHapoM CTHBeHca-
JI>KOHCOHA.

Yacmoma Heuszsecmua: peakysi Ha JIEKAPCTBEHHOE CPEJICTBO € 303WHO(DUINEN U CHCTEMHBIMU
cuMITOMaMu (CHHAPOM JICKapCTBEHHOW rumep4yyBcTBUTeNbHOCTH - DRESS), octpsrit
reHepalln30BaHHbIN SKk3aHTeMaTo3HbIN myctyne3 (AGEP), peakiuu GpoTodyBCTBUTEIBHOCTH.
Hapywenus co cmoponul nouex u Mouesbieo0suux nymeu

Ouenwb pedko: OCTpas MOYEUHasi HEJOCTaATOYHOCTD (KOMIIEHCHPOBAaHHAs U IEKOMIIEHCUPOBaHHas ),
0COOEHHO NPH JJINTEIBHOM IPUMEHEHUH, B COYETAHUH C TTOBBIILIEHUEM KOHIEHTPALlUU MOYEBUHbI
B IUIa3Me KPOBU U MOSIBJIEHUEM OTEKOB, MAMMIUISPHBIM HEKPO3.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

® TeMaTOKPUT WIX FeMOIJIOOUH (MOTYT YMEHbILIATHCS)

e BpeMs KpOBOTEUCHHMSI (MOXKET YBETMUHUBATHCS)

e KOHLIEHTPALX [VIIOKO3BI B IJIa3M€ KPOBU (MOYKET CHUIKATHCS)

® KIHMPEHC KpeaTMHHHA (MOXKET YMEHBIIAThCS)

e [JJa3MEHHAas KOHIEHTpaUs KpeaTHHNHA (MOXKET YBEIMYUBAThHCS)

® AKTMBHOCTH «II€Y€HOYHBIX» TPAHCAMHHA3 (MOKET MOBBIIIATHCS )

Coo011eHne 0 moI03pEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

BaxHo coo0mare O MOA03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIMAX IOCIE PETUCTpaliy
JIEKapCTBEHHOTO Ipernapara ¢ Helbl0 00ecTeYeHrs: HePephIBHOTO MOHUTOPUHIA COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MeIuIUMHCKUM paOOTHHKAM PEKOMEH]yeTCs
coo0maTe O JIIOOBIX MOJO3PEBACMbIX HEKENATENIbHBIX PEAKIMIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHMS O HEKEATeNbHBIX PEaKIHUSIX IOCyl1apCTB — YICHOB

EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.
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Poccuiickas @enepanus

®denepanibHas ciryx0a 1Mo Ha30py B chepe 3ApaBOOXPAHCHUS
Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiomaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

VY nereld cUMITOMBI IEPEIO3UPOBKM MOT'YT BO3HUKATH IIOCJIE IPHEMA J03bl, MPEBBIIAOIIEH
400 Mr/kr maccel Tena. Y B3pOCHbIX J0303aBUCHUMBIN 3 (EKT mepe1o3upOBKH MEHEE BBIPAXKEH.
[Tepuon momyssiBeaenus (T1/2) mpenapara npu nepego3upoBke cocrapisier 1,5-3 gaca.
CuMOTOMBI

TomHOoTa, pBOTA, 00JH B AMUTaCTPAILHONW OOJIACTH WM, PEKE, JHapes], IIyM B yIIax, FOJOBHAs
00JIb ¥ JKEITYyJOYHO-KHIIEYHOE KpOBOTEUYECHHE. B 0Oojee TmKeNbIX ciaydasx HaOIromaroTcs
IPOSIBJIIEHUS] CO CTOPOHBI LIEHTPAIbHOM HEPBHOM CHUCTEMBI: COHJIMBOCTh, PEJIKO - BO30YXKJIEHHE,
CYIOpOrH, Je30pueHTalus, Koma. B ciydasx TsXKeloro OTpaBICHHUS MOXET pa3BUBATHCS
METa0OJMYECKU  alMI03 W yBEJIMUYEHHE TMPOTPOMOMHOBOTO  BPEMEHH, IOYEUHAsS
HEI0CTaTOYHOCTbh, IOBPEKACHNE TKAHU MIEYCHH, CHIDKEHHE apTepUAIbHOTO JIABJICHHUS, YTHETCHUE
JbIXaHUA W LUaHO3. Y NAalMEeHTOB ¢ OpPOHXMAIbHOM acTMOM BO3MOXXHO OOOCTpEHHE 3TOro
3a00JIeBaHMUA.

Jleuenue

CuMnToMaTHYECKOe, C O00S3aTENbHBIM OOECIIEYCHHEM IPOXOJUMOCTH JBIXAaTENbHBIX ITyTEH,
MOHHUTOpUHIOM 3rekTpokapanorpamMmbl (OKI') u OCHOBHBIX MOKa3aTeneil )KU3HEIeTeIbHOCTH
BIUIOTh IO HOpPMAaJM3allMM COCTOSIHUS MalueHTa. PekoMeHayercss mepopajibHOEe NpUMEHEHHe
AKTUBUPOBAHHOTO VIV WJIM TPOMBIBAHWME JKeNyJka B TedeHHWe | daca mocie mpueMa
MOTEHIIMATBFHO TOKCHYECKOU 10361 nOymnpodena. Eciu nubynpoden yxe adcopOupoBaics, MOKET
ObITh HAa3HAYEHO WLIEJIOYHOE MHUTHE C LENbI0 BBIBEJIEHHUS KHCIOr0 MPOM3BOJHOrO MOymnpodeHa
noykamu, (OpCUpOBaHHBIM auype3. YacTble WIM NPOAOIIKHUTENIbHBIE CYJOPOTH CIETyeT
KyIIHpOBaTh BHYTPUBEHHBIM BBEJICHHEM JHMa3eramMa WiIu Jopaszenama. [lpm yxynmeHun

OpOHXMAJIBLHOW aCTMBI PEKOMEHIyeTCsl TPUMEHEHNE OpPOHXOANIaTaTOPOB.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKasi TIpyNNa: MOPOTHUBOBOCHIAIMTENbHbIE U MPOTUBOPEBMATHYECKUE
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npenaparbl; HECTEPOHIHBIE MPOTHUBOBOCIAIUTEILHEIC ':1J;| Iﬁﬁoﬁ%%ﬁJ&ﬁ%&&eTﬁ%nﬁma

IIPOU3BOJHBIC IPOITMOHOBON KUCIIOTBI.
Kox ATX: MO1AEO1

MexaHu3M IeHCTBUS

Mexanusm aeicTBus uOynpodeHa, MPOU3BOIHOTO MPOMHMOHOBON KUCIOThl u3 rpymmbl HIIBII,
00yCJIOBJIEH MHTMOMPOBAHNWEM CHHTE3a MPOCTAIIaHIMHOB - MEAMATOPOB OOJH, BOCHAICHUS H
runeprepMuueckoi peaknuu. HewsbuparenbHo Onokupyer muknookcurenasy-1 (LIOI-1) wu
L[IOI'-2, BcnencTBHE 4YEro TOPMO3UT CHHTE3 IMpocTarjaHauHoB. Kpome Toro, mbympoden
00paTUMO MHTHOUPYET arperamuio TPOMOOITUTOB.

dapmakoauaamuyeckue d3PpHeKTol

OxazpiBaeT 00e3001MBarolee, >KapONOHMKAIONIEE W TMPOTUBOBOCHAIUTEIFHOE JICHCTBHE.
AHanbpresupymolee aelicTBue Hanboliee BBIPAKEHO MPHU OOJSAX BOCHAIUTEIHHOIO XapakTepa.
JeiicTBre npenapara NpoaobKaeTcs 10 8 4acoB.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

Bricokast, ObICTPO M MPAKTUYECKU MOJHOCTHIO BCACBHIBACTCS U3 JKENYIOYHO-KUIIEYHOTO TPAKTa
(cBs13b ¢ Oenkamu maasmel Kposu - 90 %).

Pacnpenenenne

[Tocne mpuema mpemnapara HaTOIIAK y B3POCIBIX HOYNpodeH oOHapyKHUBAETCs B IIa3Me KPOBU
yxke uepe3 15 muHyT, MakcumanbHasi KoHueHTpauus (Cmax) uOympodeHa B miia3Me KpOBU
nocturaercs 4yepez 60 munyt. Ilpuem npemapara BMecTe C €10 MOXET YyBEIMYMBATH BpeMs
JOCTUKEHUSI MaKCUMaJIbHON KOHLEHTpauuH (Tcmax) A0 1-2 yacoB. MeasieHHO NMPOHUKAeT B
MIOJIOCTh CYCTaBOB, 3a/IEP)KUBACTCS B CHHOBHUAIBHOM JKHIKOCTH, CO3/laBasi B HEW OoJbInne
KOHIIEHTPALUH, YeM B TUIa3Me KPOBH.

B orpanuyeHHBIX HcCleAOBaHUAX HOYNpodeH OOHapyKHMBAeTCsS B I'PYIHOM MOJIOKE B OYEHb
HU3KHAX KOHIICHTPAILIUSX.

buorpaucdopmarms

[Tocne abcopOuum okosno 60 % Qapmakosoruuecku HEaKTHUBHOM R-(popmbl MemieHHO
TpaHchopMHUpyeTcs B aKTUBHYIO S-popmy. [TonBepraercs meTaboau3mMy B EUeHH.

OJIMMUHAINSA

T1/ - 2 yaca. BeiBogutcst moukamu (B HeM3MEHHOM Buje He Oosiee 1 %) 1, B MEHBIIICH CTETICHH, C
JKEITUBIO.

5.3. lokJIMHUYEeCKHUE TaHHbIE 0 0e30MACHOCTH

OTCYTCTByI-OT JOKJIIMHUYCCKUE JaHHBIC I10 6630H3CHOCTI/I, OTHOCAIIHECA K ITOJIB30BATCIIIO.
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COOTBETCTBY

6. PAPMAIEBTHYECKHE CBOMATBA _TV-TEA0E

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

ManbsTuToNn cupon

['mauepon

KcanranoBas kamenp

Harpus uurpar

JIumoHHast kucaoTa

Harpus caxapunar

ApomaTu3zarop KIyOHUYHBIN WU arlelbCUHOBBII

Harpus xnopung

Homudena 6pomug

[Tomicop6at-80

Bona ouniennas

6.2. HecoBmMecTHMOCTDH

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temneparype He Boie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

I[To 100, 150, 200 mn cycneH3uu BO (IaKOH W3 KOPUYHEBOTO CTEKJIa WM (IAKOH U3
NoJIMATHIIEHTepedTanaTa A JIEKapCTBEHHBIX CPEACTB, YKYINOPEHHBIE KPBIIIKOM BHUHTOBOM
MOJIMITPONUIIEHOBOM € KOHTPOJIEM IEPBOTO BCKPBITHS MIIM KOJAYKOM TUIACTUKOBBIM.

Ha ¢nakoH HakIeUBaIOT ITUKETKY CAMOKJIESIIIIYIOCS.

Onun (rakoH BMECTe ¢ MHCTPYKLIMEH MO MEIUIUHCKOMY NMPUMEHEHUIO (JMCTOK-BKJIAbIII), a
TaK)K€ MEPHBIM CTAKaHYMKOM WJIM MEPHOM JIO)KKOM MMOMEIal0T B KAPTOHHYIO YIIaKOBKY (TauKy).
6.6. Oco0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHUHM MCIOJb30BAHHOIO
JICKAPCTBEHHOI0  MNpenapara WJIM OTX0A0B, IOJYYEHHBIX I0CJe TNpPUMEHEHHus
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUILYJISIIIUM C IPenapaToM

OcoOble TpeOOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

Poccus

000 «ATomn»
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7.1. IlpencraBuTtenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[IpeTeH3un HOTDG6HTCJ'I€I>1 HaIrpaBJIATh IO aAPECy.

B cnyuae npouzsoocmea npenapama na npouszeoocmeennot niowaoxke OO0 «O30m»
Poccus

000 «O308»

445351, Camapckas 00:1., r.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnyyae npouzsoocmea npenapama na npoussoocmeennot niowaoke OO0 «O3on Dapmy
Poccus

000 «O30H Papm»

445043, Camapckas 00:1., r.0. TonbsttH, Tep. O3 IIIIT, maructpans 3-1, 34. 11, ctp. 1.
Ten.: 479874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUAA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MMOATBEPKIEHUSA
PETACTPALIAU, MTEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu.

10. JATA IEPECMOTPA TEKCTA

OOmast  xapakTepHCTHKa  JIeKapCTBEHHOro  mpemapara MOympoden  goctymHa — Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHHKaIMOHHOH cetn «uTepHeT» http://eec.eaeunion.org/.
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