OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kadderun Jlenun, 200 mr, TabIeTKH, MOKPHITHIEC INIEHOYHON 000JI0YKOM

2. KAYMECTBEHHbBINA U KOJJUYECTBEHHBIN COCTAB

Jle#icTBytOIIICE BEINECTRO: HOYTIPO(dEH.

Kaxnas Tabnerka comepxkur 200 Mr nbynpodena (B Buae nOynpodena Im3nHaTta).
BcmomoraTensHbIe BelIeCTBa, HAIMYNE KOTOPHIX HAJIO0 YUUTHIBATh B COCTABE JICKAPCTBEHHOTO
mpernapaTa: KpacuTesb cofHeuHbli 3akaT xentsiid (E 110), kpacurens mynuossiii [lonco 4R
(E 124) (cm. pazmen 4.4.).

[TonHbI TepeYeHb BCIOMOTAaTEIbHBIX BEIIECTB MMPUBE/ICH B paseine 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOH 000I0YKOH.

[Mpononrosateie, JBOSKOBBIMYKIbIC TAOJETKH, TIOKPBHITHIC IICHOYHOH  0OOOJOYKOW,
CBETJIO-PO30BOI0 I[BETA C OJIECTAIICH MOBEPXHOCTHIO, C PUCKOI HA OJTHOM CTOPOHE.
Snpo — ot 6enoro 10 moyTH OEJI0TO I[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusi K NPpUMeHEeHUIO

[Ipenapat Kaddetun Jlenu mokazan kK NpUMEHEHHUIO Y B3pOCIbBIX U JIeTel B Bo3pacTte oT 12 jer
B KQ4eCTBE CUMITOMATUYECKOH TepaIuu:
® TOJIOBHOI 00N,
MUTPEHH,
3yOHOU 00H,
00JIe3HEHHBIX MEHCTPYaLUH,
HEBpAJITUH,
00JI1 B CIIUHE,
MBIIIEYHOH 00JIH,
peBMaTH4eCcKOi 60iH,
JIMXOPal0YHOI0 COCTOSHUSI ITPU I'PUIIIIE U MPOCTYAHBIX 3a00JI€BaHHSIX.

4.2. Pesxum 103MPOBaHUS U CIIOCO0 MPUMEHEHUsI

Pexum no3upoBanus

Bspocneim u gersim crapmie 12 net: BHyTph mo 1 tabnetke (200 mr) g0 3—4 pa3 B CyTKH.
TabneTkn ciieqyer 3amuBaTh BOJOW. i HOCTWXKEHHUs 0ojiee OBICTPOTO TEPareBTUYECKOTO
a¢dhekTa y B3pOCIbIX 1032 MOXKET OBITh YBeIuueHa 10 2 tadseTok (400 mr) 1o 3 pa3 B CyTKH.
WuTtepBan Mexay nIprueMoM TabJIeTOK J0JDKSH COCTABIISATh HE MEHEe 6 4acoB.

MaxkcuManbHas CyToYHas 1032 s B3pocibix cocraisieT 1200 mr (6 TabieTok).




eTu

Pexxum nosupoBanust y gerel B Bo3pacte oT 12 nmo 18 ner He oTiAM4YaeTcss OT pexkuma
JIO3UPOBAHUS y B3poCibIX. MakcumanbHas cyTo4Has no3a s getedl or 12 go 18 ner
cocrasigeT 1000 mr (5 TabIeTOK).

Crnoco0 npumMeHeHus

Jns mpuema BHYTpb. [lanmeHTaM ¢ MOBBILIEHHOW YYBCTBUTENBHOCTBIO JKEIyJKa
pEKOMEH/1yeTCsl IPUHUMATh Mpenapar BO BpeMs €/Ibl.

Tonbko [ KpaTKOBPEMEHHOro mnpuMeHeHus. IlpuHMMaTh mpemapaT MaKCHMaJbHO
BO3MOXXHBIM KOPOTKHM KypCOM M B MHUHHMAJIBHOW 3((PEKTHBHON 103€, HEOOXOAMMOW st
YCTpaHEHUs] CUMIITOMOB (cM. pazzaen 4.4).

4.3. [IpoTuBonoKa3aHus

* THIEPYYBCTBUTEIFHOCTH K HOYIIPO(EHY HIIH JTI0OOMY M3 KOMIIOHEHTOB, BXOJISIINX B COCTaB
npenapara;

* pEeaKIMy TUMEPUIYyBCTBUTEIHLHOCTH K HOyNpodeHy, aleTHICATUIIIOBON KUCIOTE U APYTUM
HECTEpOMAHBIM  TNPOTUBOBOcHanuTeNnbHbIM  mpemapatam  (HIIBII) B anammuese
(OpoHXO00OCTPYKIIMSI, pPWUHHUT, KpanmMBHMIA); TONHBIA WM  HETONHBIH  CHHAPOM
HENEPEHOCUMOCTH ALIETWICAIUIMWIOBOH KHCIOThl (PUHOCUHYCHUT, KpallMBHUILIA, ITOJIMIIBI
CJIN3UCTOM 000JI0UKH HOCa, OpOHXHUAIbHAS aCTMA);

* 5pO3UBHO-SI3BEHHBIC 3a00JICBaHUSI OpraHoOB kedyJouHo-kumeuHoro Tpakra (JKKT) (B Tom
yuclie si3BeHHas 00JIe3Hb JKeNMyJKka Win 12-mepcTHOW Kuiiku, Oone3Hb KpoHa, sI3BEHHBIH
KOJIUT) WIN S3BEHHOE KPOBOTEUYEHHE B aKTHBHOHM (pase wim B aHamHese (nBa wim Ooiee
MOJTBEPIKICHHBIX U302 I3BEHHON O0JIE3HU HIIH S3BEHHOTO KPOBOTCUCHHS);

= kpoBoTeueHne wian nepgopammsa A38el JKKT B anamnese, CpOBOLMPOBAHHBIC MPHEMOM
HIIBII;

* IEKOMIICHCUPOBaHHAsl ~CEpJeYHas HEJOCTATOYHOCTb, NEPUOJA  TIOCIE  MPOBEACHUS

A0PTOKOPOHAPHOTO ITYHTHUPOBAHUS;

TsDKenast cepiaednas HepoctaTodHocTh (knacc IV mo NYHA - kmaccudukanus Hbio-

Mopkckoit Accolaimm Kapanonoros);

* TsDKeJIasl IeYeHOYHAasi HeI0CTaTOYHOCTh WM 3a00JIeBaHue [IEYEHU B aKTUBHOH (ase;

* [I04€YHasi HEAOCTaTOYHOCTb TSDKEJIOW CTENEHM TSDKECTH (KIMPEHC KpeaTHWHUHA MEHeEe
30 Ma/MUH), TOATBEPKACHHAS TUIIEPKATTUEMUS;

* [epeOpOBaCKYISIPHOE UM HHOE KPOBOTEUEHUE;

* reMoGWINS U Jpyrue HapyUIeHUs CBEPTHIBAEMOCTH KPOBH (B TOM YHCIIE€ TUIOKOATYJISLINSA),
reMOpparu4ecKue AuaTe3bl;

* [JIIOKO30-TaJlaKTO3Has Majibabcopouus;

* JUIEpIHsl HAa apaxuc U COLo;

= OepeMeHHOCTh B cpoke Oonee 20 Hememns;

» ety 10 12 ner.

4.4. Oco0ble ykazaHusl M Mepbl IPeI0CTOPOKHOCTH NPH NPUMEHEHUHU

C 0CTOPOKHOCTBIO

OpnnoBpemennbiii npuem apyrux HIIBII; nHammune B aHaMHe3e OAHOKPATHOIO 3MH30]a
SI3BEHHOW OOJIE3HM JKEeITyJKa M JBCHAANATUIICPCTHOW KHWINKH; TAaCTPUT, DHTEPUT, KOIUT,
Hammune wuHbexkuun Helicobacter pylori, A3BEHHBI KOJHT; OpOHXMANbHAs acTMa WIN
aJieprudeckue 3aboyieBaHus B CTagud OOOCTpPEHUS WIM B aHAMHE3€ (BO3MOXKHO pPa3BHUTHE
OpoHxocma3ma); CHCTEMHass KpacHas BOJYaHKa WM CMeEmaHHoe  3aloyieBaHUE
COeMHUTENbHON TKaHU (cuHIpoM lllapma) — HOBBINIEH PUCK aCENTHYECKOTO MEHUHIUTA;
BETpsiHas OCIa; MOY€YHas HEAOCTATOYHOCTb, B TOM YHCIE NPU 00E3BOKUBAHUU (KIMPEHC
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kpeatuanHa MmeHee 30-60 Mi/MUH), HePPOTHUUECKHUI CUHIPOM; TIEUEHOYHAs! HEJJOCTATOYHOCTD,
LUPPO3 II€UYeHH C TMOpPTAJIbHOW TUNepTeH3uel, TrunepOounupyOuHeMus; apTepHuaibHas
TUIIEPTEH3Us] W/MIM CepledHas HeI0CTaTOYHOCTh, LepeOpOoBacKyJIsipHble 3a0o0JeBaHuUA,
3a00J1eBaHUs KPOBH HESCHOW 3THOJOrMU (JIEMKONEHUS U aHEMUs); TsDKEJble cCOMaTHYeCKHe
3a0oeBaHus;  JUCIUNUACMUSA/TUNIEPIUNUIAEMHUs;  caxapHbli — auaber;  3a0oneBaHMsA
nepudeprudyeckux aprepuil; KypeHue, 4acToe YHOoTpeOJieHHE aJIKOroJisi, OJHOBPEMEHHOE
IIPUMEHEHUE JIEKAPCTBEHHBIX CPEACTB, KOTOPHIE MOTYT YBEIMUYUTh PUCK BOZHUKHOBEHUS SI3B
WIM KpOBOTEUYEHMs, B YAacCTHOCTH, IEPOPAIBHBIX INIIOKOKOPTHUKOCTEPOUAOB (B T.4.
NPETHU30JI0HA), AaHTUKOAryJITHTOB (B T.4. BappapuHa), CeIEKTUBHBIX HHTMOUTOPOB 00paTHOIO
3axBaTa CEpOTOHMHA (B T.4. LUTAJONpamMa, (UIyOKCETHHA, MapOKCETHHA, CepTpaluHa) WIH
AQHTHATPETAaHTOB (B T.Y. allETUJICAIIUIUIOBON KUCIIOTHI, KIIOMUAOTPENa); 0EpEMEHHOCTh B CPOKE
1o 20 Hepenu, NEpHO IPYAHOTO BCKAPMIIMBAHHUS; TOKUION BO3PACT.

Pekomenayercss mpuHUMAaTh MpenapaT MakKCHMAaJIbHO BO3MOXHBIM KOPOTKHM KypcOM H B
MHUHHMAJIBHOH 3P (PEKTHBHOM 103€, HEOOXOIMMOI [T yCTpaHEHHS CUMITTOMOB.

[Ipemapat MOXET MAacCKHpPOBAaTh CHUMITOMBI MH(EKIUH, YTO MOXKET NPHBECTH K OTCPOUYKE
Hadajga COOTBETCTBYIOUIETO JICUCHHS M TEM CaMbIM YyXYAIICHHE HCX0Aa WHPEKIHHA. ITO
HaOIromanoch Tpu  OaKTEepHANTbHOW BHEOONBHUYHOW IMHEBMOHHUM H  OaKTepHaIbHOM
OCIIO)KHEHUH BeTpsiHOM ocmbl. Korga mpemapar Ha3HauyaeTcsl NpU JIMXOPAAKE WM AN
00e300mBaHNs B CBS3M C HMH(MEKIWEH, PEeKOMEHIyeTCs MOHUTOPHHT WHOpeKmun. B
aMOyJIaTOPHBIX yCJIOBUSX MALMEHTY CIEAyeT HEMEIUICHHO MMPOKOHCYIBTUPOBATHCS C BPAuOM,
€CJIM CUMIITOMBI COXPaHSIOTCS MU YXYIILIAOTCA.

VY nauueHToB ¢ OpOHXMAJbHOW acTMOM WM ajIeprudeckuM 3a0oJieBaHMEM B CTaaAuU
o0oCTpeHMsl, a TakKe y MalMeHTOB C aHAMHE30M OpPOHXHAJIbHOH acTMbl/aJlJIepruieckoro
3a00s1eBaHus MpenapaT MOXKeT CIPOBOLMPOBATE OPOHXOCTIA3M.

IIpumeHeHne npenapara y MalMEHTOB C CUCTEMHOW KpPacHOM BOJNYaHKOM WM CMENIaHHBIM
3a00JI€BaHUEM COCTUHHUTENBHOW TKAaHW CBS3aHO C TIOBBIIICHHBIM PUCKOM Pa3BHUTHUS
aCeNTUYECKOT0 MEHUHTHUTA.

Bo Bpems [MTENBEHOTO JIeYeHNsT HEOOXOJUM KOHTPOJIb KaPTHHBI Nepu(epuIeckoil KpOBH U
(YHKIMOHAIBHOTO COCTOSIHUS TICYCHHU U TTOYEK.

JKemynouHO-KUIIEYHbIE KPOBOTEUEHHS, S3BBI M IMep(opamud MOTYT IOSIBHTHCS B JIFOOOU
nepuop seuenust HIIBII, ¢ uiau 6e3 npeaynpexaaronux CUMITOMOB M HE YUUThIBask IPEXKHNUE
JaHHBIE B aHaAMHe3€. B 3ToM cilydae npuMeHeHue npernapara cieiyeT cpa3y npekpaTuth. s
npenynpexiaenuss passutus  HIIBII-ractponmatum pekoMeHayeTcs KOMOHWHHMpOBAaTh ¢
npenaparamu npoctariasanda E (Muzonpoctodn).

IIpy mosBIEHMM CHMIITOMOB TacTPONATHH IOKAa3aH TINATEIbHBIA KOHTPOJIb, BKIIOYArOIINAN
NpoBeieHNe  330()aroracTpoIyoJ€HOCKONNH, OOLMi aHanu3 KpoBU  (OmpeieneHue
reMoriIo0MHa), aHaJIU3 Kajla Ha CKPBITYIO KPOBb.

ITpu HeoOxoauMoOCTH omnpeienenus 17-keTocTepon10B penapaT clieyeT OTMEHUTH 3a 48 4 10
HCCIIEOBAHMUS.

[TarenTaM ¢ MOYEYHOM HEAOCTATOYHOCTHIO HEOOXOANMO MPOKOHCYJIBTHUPOBATHCS C BPauyOM
nepe NpUMEHEHHEM TIperapara, HOCKOJIBKY CYIIECTBYET PHCK YXYAIICHHS (PYHKIIHOHAITILHOTO
COCTOSIHUSI TIOYEK.

[Mammentam ¢ runepreH3uedd, B T.4. B aHaMHE3e, W/ XPOHWYECKOW CepAeIHOMN
HEJOCTATOYHOCTHI0O HEOOXOIMMO NPOKOHCYJIBTHPOBATBHCS C BpaduoM IMepell MPUMEHEHHEM
mpernaparta, MOCKOJbKY Mpenapar MOKET BBI3BIBAThH 33JEPHKKY JKUIKOCTH, NoBbllieHne AJl u
OTEKH.

[TanpeHTaM ¢ HEKOHTPOJIMPYEMOW apTEpHaNbHOM THMIEPTEH3WEH, 3aCTOMHON CEpIeYHOU
HenocratogHocThio II-11I kimacca mo NYHA, UBC, 3a6oneBanusmu nepuepuaeckux apTepui
n/nim 11epeOpoBacKyIIPHBIMU 3a00JI€BaHUSIME Ha3HAYaTh HOYNPO(dEeH CIEAYEeT TOIBKO TOCIIe
TLIATEBHOW OLEHKH COOTHOILEHUS I0JIb3a/pPUCK, MPU 3TOM clieAyeT M30erath NMPUMEHECHUS
noymnpodeHa B Beicokux 103ax (2400 mr/cyT).



[Tpumenenne HIIBII y nmanueHToOB ¢ BeTpsTHON OCIOHM MOET OBITh CBSI3aHO C MOBBIIIEHHBIM
PUCKOM  pa3BUTHUS TSOKENIbIX THOMHBIX OCJIOXHEHUH HH(PEKIMOHHO-BOCIAIUTEIbHbBIX
3a00J1eBaHUI U MOJKOKHO-)KUPOBOH KJIETYATKU (HAIpUMep, HEKPOTU3UPYIOLIETo (aciunTa).
B cBsi3u ¢ 3TMM pekomeHryeTcst u30erath NpUMEHEeHHs Ipernapara pyu BeTpsSHOU ocIIe.
Wudopmanust ans  OKEHIIMH, IUIAaHUPYIOIIMX OEpeMEHHOCTb: Ipernapar IOJaBiIseT
LUKJIOOKCUI'€HAa3y U CHUHTE3 IMPOCTAIVIaHIUHOB, BO3JECHCTBYET Ha OBYJALMUIO, Hapylluas
KEHCKYIO PENPOAYKTUBHYIO (QyHKIIHIO (0OpaTHMO 1ociie OTMEHBI Ipenapara) (cM. pasaen 4.6).
Penxo Habmromanuck cepbe3Hble KOKHBIE PeaKLu (HEKOTOphle U3 HUX (haTalbHbIE), BKIIOYAs
9KC(HOIMATUBHBIN AepMaTuT, cuHapoM CtuBeHca-/[)KOHCOHA, TOKCHMYECKHH AMHaepMalbHbINA
Hekponu3d mnpu npumeHeHun HIIBIT (cm. pasmen 4.8.). IlamuenTsl mnoaBeprarorcs
HauOOJIbIIEMY PHUCKY 3THX pEakUUil B Hadale Kypca TepamuH, MpHYEeM Hadajo pPeaKiuu
BO3HUKAET B OOJBLIMHCTBE CIy4acB B TeUeHHE NepBoro mecsma jedeHus. CooOluianocs 00
OCTPOM T€HEpPAIM30BaHHOM 3K3aHTeMaTo3HOM myctyiese (OI'QIl) npu npumeneHuun
npenapaToB, cojaepkamux uoymnpoden. MOynpoden cremyer HpeKpaTUTh HpU TEPBOM
MOSIBJICHUU TIPU3HAKOB U CUMIITOMOB CEPbE3HBIX KOXKHBIX PEaKLUi, TAKUX KaK KOKHAs ChIIb,
TOBPEIKICHHUS CIIM3UCTON 000IOUKH WITH JIFOOBIE IPyTHe TPU3HAKHI TUIIEPUyBCTBUTEIEHOCTH.
Ecnu B mepuox nedeHuss HOynpoQeHoM MOSBUTCS HapYIICHHE 3PSHHS, CIEAYET MPEKPaTHTh
MpHUEM IpenapaTa.

B nepuon neyenns He peKOMEHAYETCS IPUEM 3TaHOJIA.

[Ipenapat cogepxut kpacutenu (E 110, E 124), koropble MOTyT BBI3BaTh aJlJIepPTHUECKHE
peaxkuu.

BcnomoraTenbHbIe BeLECTBa

[Ipenapat comepxxut kpacutenu coiHeuHbld 3akat xentsid (E 110) u mynuossiit [lonco 4R
(E 124), xoTopble MOTYT BBI3BaTh alNIEPTUUECKUE PEAKIIUH.

[Ipemapat comepKuT AEKCTpo3y (IIoKo3y). [lanuenTam ¢ peaxo BCTpedaromencs TIIK030-
rajJlakTo3HOM MajbabcopOIHei He ciieyeT IPUHUMATh 3TOT MIpenapar.

IIpemapaT comepKuT COEBBIN JIEUUTUH. [lalMeHThl, cTpafarmue alIeprued Ha apaxuc Wiu
coeBbIe 000bI, HE TOJDKHBI MPUHUMATH 3TOT Mpenapar.

4.5. B3aumopeiicTBue ¢ APYrUMH JIEKAPDCTBEHHBIMU NpenapaTtaMu W APyrue BHbI
B3aHMOIEeHCTBHS

Crnenyer w30erarb OJHOBPEMEHHOrO TOpHWMEHEeHWs uOympodeHa co  CleAyIomuMu
JIEKAPCTBEHHBIMU CPEACTBAMMU:

Ayemuncanuyunosas xucroma: 3a UCKIIOUEHHEM AalETHUIICATMUIMIOBOA KHCIOTHI B HHU3KHX
no3ax (He Oojee 75 Mr/cyT), Ha3HaYCHHBIX BPAuOM, TMOCKOJIBKY COBMECTHOE MPUMECHEHHE
MOXKET TIOBBICUTH PHCK BO3HHKHOBEHHUS TOOOUYHBIX 3(dekroB. [Ipm omHOBpeMeHHOM
MpUMEHEHWU MOynpodeH CHWXKaeT MPOTHBOBOCHAIMTEIHLHOE W aHTHATPETaHTHOE JICHCTBHE
AlETUICATULIUIOBOM KHUCIOTH (BO3MOYKHO TOBBIINIEHHE YacTOThl PAa3BUTHA OCTPOMU
KOPOHAPHON HEJOCTATOYHOCTH Y MAlMEHTOB, MONYYalOU[MX B KaueCTBE aHTHArpEeraHTHOTO
CpeACTBa aleTHICATMIMIIOBYIO KHCIIOTY B MaJIbIX JI03aX, MOCJIE Hadaia nprueMa noymnpogdeHa).
Jlpyeue HIIBII, ¢ uacmuocmu, cerekmueuvie uneubumopwi I[JOI-2: criepayer wu30erath
OJTHOBPEMEHHOTO NpPHUMEHEHHusi IByX H Oonee mnpemapatoB u3 rpynnsl HIIBII wu3-3a
BO3MOKHOTO YBEJIIMUCHUS pUCKA BOSHUKHOBEHUS MMOOOYHBIX 3((HEKTOB.

C__ OCTOpPOKHOCTBIO TPUMEHSATH OJHOBPEMEHHO CO  CIEYIOUIMMHU JIEKapCTBEHHBIMU
CPEICTBAMHU:

Anmuxoacynsanmol u mpomboarumuueckue npenapamui: HIIBIT moryt ycunuBath 3ddekt
AHTUKOAryJITHTOB, B YaCTHOCTH, Bap(aprHa U TPOMOOIMTHYECKUX TPENapaToB.
Anmueunepmenszuenvie cpeocmea (uneubumoper AIIDP u amumazonucmvl peyenmopos
aneuomensuna Il) u ouypemuxu: HIIBII moryT cHmkaTh 3()()EKTUBHOCTh MpENapaToB 3TUX
rpyni. Y HeKOTOPBIX MAlMEHTOB ¢ HApyLICHUEeM ITOYeYHOH QyHKIIMU (HanpuMep, Y HallueHTOB
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¢ 00e3BOKMBAHUEM WM Y TIALIMEHTOB MOXKHUJIOTO BO3pacTa ¢ HapylIeHUEM MoYeuHO! (QyHKIIMN)
OJHOBpPEMEHHOe Ha3HaueHue UHruoutopoB Alld wuiaM aHTaroHUCTOB  PELENTOPOB
anruorensuHa Il u cpeacTB, MHrHOMPYIOIMX LMKIOOKCHUI€HAa3y, MOMET HPUBECTH K
YXYIIIEHUIO MOYeYHOM (PYyHKIMM, BKIIIOYas pa3BUTUE OCTPOM MOYEUHOW HEIOCTaTOYHOCTU
(0ObyHO  OOpaTMMOM). DTH  B3aWMOJACWCTBHS CIEAyeT Yy4YUTHIBATH Yy MAIMEHTOB,
NPUHUMAIOLINX KOKCHOBI OJHOBpeMEHHO ¢ uHruoutopamu AllD wunm aHTaroHucramu
peuenTopoB aHruoreHsuHa II. B cBsi3u ¢ 3TUM COBMECTHOE NMPHUMEHEHHE BBILICYKa3aHHbBIX
CPEACTB CleyeT Ha3HayaTb C OCTOPOXKHOCTHIO, OCOOEHHO y MOXKmibIX Jul. Heobxomumo
NpeJoTBpaliaTh 00€3BOKMBAaHUE Yy TMAIMEHTOB, a TaKXe pPacCMOTPETh BO3MOXKHOCTb
MOHUTOPHMHIA TMOYEYHOH (YHKLIMHU TOCJIe Hayajla TaKoro KOMOMHUPOBAHHOTO JICUEHUS U
Nepuoaueckn — B AanbHelmeM. [uypetukun u uHrHOUTOpHl AIID MOryT moBBIIATH
HedporokcuunocTs HITBII.

I'moxoxkopmukocmepoudsl: TOBBILIEHHBIH puck obOpazoBanus 3B JKKT u xemymouno-
KHILIEYHOTO KPOBOTEUCHHUSI.

Anmuacpecanmul U celekmusHvle UHSUOUMOPbL  O0OPAMHO20  3AX6aMA  CEPOMOHUHA:
MOBBILICHHBIN PUCK BOZHUKHOBEHUS K€Y JOUYHO-KHUILIEYHOTO KPOBOTEUCHHUSI.

Cepoeunvie enuxo3uowl: omanoBpemenHoe HasHaueHne HIIBII u cepnedHbIX TTHKO3UI0B MOXKET
MPUBECTH K YCYTYOJICHUIO CePICYHON HEOCTATOYHOCTH, CHIDKCHUIO CKOPOCTH KITyOOUKOBOH
(GUIBTpaK U YBEITMYCHNIO KOHIIEHTPAIMN CEPACYHBIX TIMKO3UIOB B TUIa3Me KPOBH.
Ilpenapamyl rumus: CymecTBYIOT JaHHbBIE O BEPOSITHOCTH YBEIUYECHUS KOHLEHTPALNU JTUTHS
B M1a3Me KpoBU Ha Gone npumenenus HIIBII.

Memompexcam: CyIWEeCTBYIOT JaHHbIE O BEpPOSATHOCTH YBEIMYEHHS KOHIIEHTpPALUH
METOTpeKcaTa B miaa3Me KpoBu Ha ¢one npumenenus: HIIBII.

Luxnocnopun: yBenudeHue puUcKa HE(PPOTOKCHYHOCTU HPU OJHOBPEMEHHOM Ha3HAUYEHUU
HIIBII u nukiocnopuHa.

Mudgpenpucmon: npuem HIIBII cnenyer Hauatsh He paHee, yeM dyepes 8-12 gaHel nmocie npuemMa
mudenpucrona, nockonsky HIIBIT moryT cHmkaTh 3¢ (heKTHBHOCTH MU ETPUCTOHA.
Taxpoaumyc: npu ogHoBpemMeHHOM HaszHaueHun HIIBII wm TakponmuMmyca BO3MOYXKHO
YBEIMYEHUE PHCKa HEPPOTOKCUIHOCTH.

3udosyoun: omaoBpeMenHoe mnpumenenne HIIBII u 3umoBynnHa MOXKET TPHBECTH K
MOBBIIICHUIO T€MAaTOTOKCUYHOCTH. VIMEIOTCSI JaHHBIE O MOBBIIICHHOM PUCKE BOSHUKHOBEHHUS
remMapTpo3a U remaroM y BUY-nonoxuTenbHbIX MaLMEHTOB C reMO(QUIMEH, MOIydaBIINX
COBMECTHOE JICUCHHE 3UI0BYJTUHOM U HOYyNpO(eHOM.

Aumubuomuxu XuHoOIOH08020 padd: y TTAMEHTOB, TOMyJYalonux copMectHoe aeuenue HITBIT
U aHTHMOMOTHKaMM XHHOJIOHOBOTO psijia, BO3MOXKHO YBEJIMYCHHE pHCKA BO3HHUKHOBEHUS
CYAOpOT.

Muenomoxkcuueckue npenapamul: yCUIEHUE T€éMaTOTOKCUYHOCTH.

Ledhamanoon, yegponepason, yecpomeman, eanvnpoesas Kucioma, NAUKAMUYUH: yBeITUYEHUE
Y4aCTOThl Pa3BUTUS THIONPOTPOMOMHEMUM.

Jlexapcmeennvie cpedcmea, b6r0Kupyroujue KaHaibyesylo cekpeyuio: CHIKEHUE BbIBEACHUS U
MOBBINICHHUE TIA3MEHHON KOHIICHTpaIu noynpodeHa.

HUnoykmopvl  MUKpOCOMANbHO20 — OKUCienus  (gpenumoun,  dmanon,  bapobumypamol,
pugamnuyun,  enunbymaszon,  MmMpuyuKIUYecKue — aAHMuUOenpeccanmol):  yBEIHMUCHUE
MPOAYKIHMHA THUAPOKCHIMPOBAHHBIX AKTUBHBIX METaOONMTOB, YBEIMYEHHUE PHUCKA Pa3BUTHUS
TSDKEIIBIX WHTOKCHKAITHH.

Hneubumopsvt  MUKpOCOMANbHO20 — OKUCNIEHUA: CHIDKCHHE PHCKAa TeNaTOTOKCHYECKOTO
JEHUCTBHA.

Ilepopanvuvie eunocnuxemuyeckue neKapCmeeHHvle cpeocmea U UHCYIUH, NPOU3EOOHbLLE
CYNbHOHUIMOYEBUHBI: YCUIICHHUE JICHCTBUS TIPETIapaToB.

Anmayuovl u Konecmupamun: CHUXEHHE abcopOLuu.

Ypukosypuueckue npenapamsi: cHnxenue 3¢p(HeKTUBHOCTH MPEnapaToB.

Kogeun: ycunenne ananbresupyromero 3gpdexra.



4.6. PepTHIBLHOCTH, 0EPEMEHHOCTH U JAKTANNA

bepemeHHOCT
He cnenyer npumensts HIIBII sxenmumnam ¢ 20-ii Hefenn OEpEeMEHHOCTH, B CBS3H C

BO3MOXHBIM pPa3BUTHEM MaJOBOAUS W/WIM TMATOJIOTMM TMOYEK Y HOBOPOXKIEHHBIX
(neonatanpHas novyeuHas nuchynknus). CneayeT nzderatb npuMeHeHus npenapara a0 20-i
Helenu  OepeMEHHOCTH,  IpU  HEOOXOJUMOCTH  Ipuema  Ipemapara  clexyer
MPOKOHCYJIBTUPOBATLCS C BPAUOM.

JlakTanys

Hmerorcs nanHbIe O TOM, 9YTO HOYNPO(eH B HE3HAUNTEIFHBIX KOJTMYECTBAX MOYKET MTPOHUKATh
B TPYAHOE MOJIOKO 0e3 KaKHX-THOO OTpPHLATENBHBIX TMOCIEACTBUN Ui 30POBBS T'PYTHOTO
pebeHKa, TOATOMY OOBIYHO TMPH KPATKOBPEMEHHOM IpHeMe HEOOXOIUMOCTH B MPEKPAICHHN
TPYJHOTO BCKAapMJIMBAHUS HE BO3HUKAaeT. [Ipr HEOOXOAMMOCTH UITMTEIEHOTO MPUMEHEHHUS
mpemnapara cienyeT oOpaTUThCS K Bpady Ui PELICHHs BOMPOCA O MPEKPaIleHUU TPYAHOTO
BCKapMJTUBAHUS HA MEPUO] MPUMEHEHHH TIpernapara.

PEepTUIBEHOCTD

[IpenmapaT momaBiseT UMKIOOKCHIE€HA3y W CHHTE3 IPOCTAarjaHAWHOB, BO3JCHCTBYeT Ha
OBYJISILIUIO, HApyIIas J>KCHCKYIO PENpOAyKTUBHYIO (yHKIHIO (0OpaTumMo mociie OTMEHBI
npemnapara).

4.7. Bausinue Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBLIMH CPEACTBAMHU M PadoTaTh ¢
MeXaHU3MaMH

[TanpenTtaMm, OTMEUArOMMM TOJIOBOKPYKEHHE, COHJIMBOCTb, 3aTOPMOXEHHOCTh WM
HapYIICHUs 3pEeHUs IPU MpreMe HOoynpodena, cieayeT n3deraTb BOXKACHUS aBTOTPAHCIIOPTa
WIH yOPaBICHUS] MEXaHU3MaMHU.

4.8. HewxesaTe/ibHbIE peaKIUH

PestoMe HexenaTeNnbHbIX pPeaKInil
Prick BO3HUKHOBEHUMSI HEXXENATENBHBIX PEAKI[il MOKHO CBECTH K MUHUMYMY, €CITU TPUHUMATh

npenapaT KOPOTKMM KypcoM, B MHHHUMalbHOW 3((dexkTuBHON 103e, HeoOXoauMol i
yCTpaHEHHs CUMIITOMOB.
V nrozeit moXuiaoro Bo3pacta HabJIOAAETCs MOBBIICHHAS YaCTOTa HEXeIaTeIbHbIX peakiui
Ha ¢oune mnpumenenus HIIBII, oco0eHHO ’kemyqOYHO-KMIIEYHBIX KPOBOTEUECHUH U
nepoparuii, B HEKOTOPBIX CIIy4asiX C JeTaIbHbIM HCXOJIOM.
HexxenarenbHble peakluM NMPEUMMYILIECTBEHHO SIBJISIOTCA 10303aBUCHUMBIMU. B dacTHOCTH,
PHCK Pa3BUTHUS KEIYAOYHO-KHMIIEUYHOIO KPOBOTEUEHMs 3aBUCHT OT Juana3oHa J03 U OT
JUTUTEITLHOCTH JICYSHHUS.
HuxenepeuncneHnble HexXeNlaTeNbHbIE PEaKIIMKA OTMEYaJIUCh IPU KPaTKOBPEMEHHOM MTpHEME
noynpodeHa B Jo3ax, He mnpebimarommx 1200 mr/cyt (6 Ttabmerok). [lpu nedeHun
XPOHUYECKUX COCTOSHUN W NPH JUIMTEIBHOM NPUMEHEHHH BO3MOKHO MOSIBICHUE IPYTHX
HEXKeJIATENbHbBIX PEAKIIHH.
YacToTa HEKENATENBPHBIX peakiuii Obla ompenencHa B COOTBETCTBHU C KiaccH(UKaruei
Bcemupnoit opranuzanun 3apasooxpanenust (BO3): ouens wacro (= 1/10); wacro (= 1/100,
HO < 1/10); mewacto (= 1/1000, Ho < 1/100); peaxo (= 1/10000, Ho < 1/1000); oueHs peako
(< 1/10000); wacToTra HeM3BeCTHa (HE MOXKET OBITH YCTAHOBJICHA HA OCHOBAHUW UMEIOIUXCS
JTAHHBIX ).
Hapywenus co cmoponvl Kposu u aumgpamuyeckoi cucmembol

e OueHb peaKo: HapyIIEHUs] KPOBETBOPEHUS (aHEMUS, JICHKONIEHHs, TPOMOOLIUTONCHHS,

MaHLIUTOINCHUS, arpaHyI01uTO3). [IepBbIMU CUMIITOMAaMU TaKUX HAPYILIECHUH SIBISIOTCS
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JMXO0pajika, 00JIb B TOpIIe, TOBEPXHOCTHBIE SI3BbI HAa CIIM3UCTOM 000JI0UYKeE MOJIOCTH PTa,
I'PUIMIONOA00HBIE CUMIITOMBI, BbIpaXKeHHas! c1a00CTh, HEOOBSICHUMbIE KPOBOTEUEHHUS
Y KPOBOMOJTEKH (CUHAKH).

Hapywenus co cmoponst uMMyHHOU cucmembl

e HeuacTto: peakuuu THUNEPUYYBCTBUTEIBHOCTH — HecHenuduyeckue amiepruyeckue
peakuuu (3yA, KpanuBHUIA), SKC()ONMMaTHUBHBINA U OyJUIE3HBIH JEpPMaTO3BI.

¢ (OuyeHb PEeIKO: TAKENbIE PEAKIMH TUIIEPYYyBCTBUTEIBHOCTH, B T.4. OTEK JIULA, S3bIKA U
TOpTaHM, OBIINIKA, TaXWKapIus, apTepuanbHas THUNOTEH3MUs (aHaduiIakchs, OTEK
KBuHKe Wi TspKeINblid aHaQUIAKTHYECKHIHA TIOK).

e Uacrota HEW3BECTHA: THMIEPPEAKTHBHOCTh [bIXaTEJIbHBIX IIyTE€H, B TOM YHUCIE
OpoHXManbHas acTMa, OpOHXOCHa3M WM OJbIIIKA, CHHAPOM JIEKapCTBEHHOU
TUIIEPYYBCTBUTENBHOCTH, OCTPBIA I'€HEpAIN30BAaHHBIM 3K3aHTEMAaTO3HBIN IIyCTYJE3
(OI'31D).

Hapywenus co cmoponwl HepeHotl cucmembl

e Heuacro: romoBHas 60Jb.

e (OueHb pEeNKO: ACENTUYECKUMM MEHUHIUT (Yalle y NAlUMeHTOB C ayTOMMMYHHBIMU
3a00JIeBaHUSIMH).

Hapywenus co cmoponwi cepoya

e UYacroTa HEHW3BECTHA: CepAeYHas HEJIOCTaTOYHOCTh, NEPUPEPUUECKUE OTEKH, IPH
JUIUTEIIbHOM NPUMEHEHUH MOBBILIEH PUCK TPOMOOTHYECKUX OCIOKHEHHUH (Harmpumep,
UH(APKT MUOKapa, HHCYJIBT).

Hapywenus co cmoponwsi cocyoos

¢ UYacroTa HEM3BECTHA: MOBBIIICHUE APTEPHAIIEHOTO JIABICHHUS.

Hapywenus co cmoponbl 0bilxamenvbHol CUcmembl, 0OpeaHos 2pYOHOU KIemKU U cpe0oCHerus

e YacroTa HEM3BECTHA: OpOHXHABHAS acTMa; OPOHXOCIa3M; OJIBIIIKA.

Kenyoouno-kuweunvie Hapywenus

e Heuacro: 60onb B JKMBOTE, TOUIHOTA, AMCIENCHA (B TOM 4YHCIE HM3KOra, B3AyTHE
JKUBOTA).

e Penko: auapesi, METEOpU3M, 3a110p, PBOTA.

e QOueHb penKO: NeNnTUYeckas sA3Ba, Mneppopalus WIK KeTyJOYHO-KUILIECYHOE
KpOBOTEUYEHNE, MEJIEHA, KPOBABasl pBOTA, B HEKOTOPBIX CIIydasiX C JETaJIbHBIM HCXOJOM,
0COOEHHO Yy NallMeHTOB MOXKUIIOT0 BO3pacTa, sI3BEHHBIH CTOMATUT, FaCTPHT.

e YacroTa HEM3BECTHA: 000CTpeHHEe KonmTa u O6ose3nu Kpowna.

Hapywenus co cmoponsi neuenu u scenuegvlgo0auux nymeti

e QOueHb peako: HapymeHHs (yHKIMH TieyeHH (0COOEHHO TpU JJIMTEIbHOM
IIPUMEHEHUN), FENATHUT, JKEITyXa.

Hapywenus co cmoponbl Kodcu u NOOKOICHbIX MKAHeU

e Heuacro: paznuyabie POPMBI KOXKHOM CHITTH.

e OueHb peaKo: IKCPOIMATUBHBIE U OyJIIe3HbIE JEPMATO3bl, B TOM YHCIIE€ TOKCHYECKHUM
SnuAepMalbHbI Hekponu3 (cuHiapom Jlaifenmna), cungpoMm CruBeHca-J[)KOHCOHa,
MyJIbTU(OPMHAS IpUTEMA.

e YacroTa HEW3BECTHA: pEAKIUs Ha JICKAPCTBEHHOE CPEICTBO C J03MHOMMIHEH u
CHUCTEMHBIMH CHMITOMaMH (CHHAPOM JIEKAPCTBEHHOM THIEPYYyBCTBUTEIBHOCTHU-
DRESS), octpslii TeHepann30oBaHHbIN 3Kk3aHTeMaTo3HbIl myctyne3 (AGEP), peakiuun
(OTOUYBCTBUTEITLHOCTH.

Hapywenus co cmopomnbl nouex u Mouesbleo0awux nymei

e (QueHb penKko: OCTpas II0YeYHas HEIOCTaTOYHOCTh (KOMIIEHCUPOBaHHAas W
JIEKOMIICHCUPOBaHHAsA), OCOOCHHO NPH AJIUTEIbHOM INPUMEHEHHH, B COYETAHUU C
MOBBIIIEHUEM KOHLIEHTPALlMM MOYEBHHBI B IUIa3ME€ KPOBU U IOSIBJIEHUEM OTEKOB,
reMaTypud U MPOTEUHYpPUH, NANWUIIPHBIA HEKpO3, MHTEPCTULMAIbHBIM Heppur,
HE(PPOTUYECKUIA CUHIPOM, LIUCTUT.

7



® Uacrora Heu3BeCTHA: [I0YEYHAsl HEAOCTATOYHOCTD.
JlabopamopHnyule u uncmpymenmanvHvle OaHHble
e UacroTa HEM3BECTHA: T'€MAaTOKPUT WA TeMOTJIOOMH (MOTYT YMEHbBIIATHCS); BPEMs
KpOBOTEUYEHHS (MOXKET YBEJIMYUBATHCS); KOHLEHTPALMS TIIOKO3bl B IUIa3Me€ KPOBHU
(MOXeT CHWXATbCsl); KIUPEHC KpeaTMHWHA (MOXKET YMEHBILIAThCS); IUIa3MEHHAs
KOHLEHTpAlUsl KpeaTHHWHA (MOXKET YBEJIMYMBATHCSA); AKTUBHOCTHb «II€YCHOYHBIX»
TpaHCaMHHA3 (MOKET MOBBIILIATHCS).

COO6H.ICHI/IC O ITOA03PEBACMBIX HCKCIATCIBHBIX PCAKITUAX

Baxno C006H_IaTI> 0 TMOAO03PCBACMBIX HECKCIIATCIBbHBIX PpCaKIUAX IIOCJIC PErucTpanun
JICKApCTBCHHOTO  @pfrapara C LEJbIO obecneucHUs HCIIPCPBIBHOTO  MOHUTOPHUHIA
COOTHOLICHHA «II0JIb3a — PHUCK» JICKAPCTBCHHOT'O IIp€riapara. MeauuuHCKUM pa60THI/IKaM
PEKOMCHAYCTCA C006H_IaTI> 0 JII00BIX MNOA03pCBACMbIX  HCXKCJIATCIBbHBIX  pPCAKIHAX
JICKAPCTBCHHOTO IIpeIliapaTa 4€pe3 HALIMOHAJIbHBIC CHCTCMbI COO6IJ.I€HI/ISI O HEXKCIATCIbHBIX
peaKknuiax rocyaapCTB — 4JICHOB EBpa3HﬁCKOF0 9KOHOMHYECCKOI'O COro3a.

Poccuiickas ®enepanud

109012, r. Mockga, CnaBstHcKas 1., 4, cTp. 1

denepanbHas ciayx0a 10 Haa30py B cdepe 3ApaBOOXPAHEHHS
Tenedon: +7 (800) 550-99-03

On. mouta: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecny6auka Apmenus

«HayuHbIil LeHTp SKCIepTU3bl JIEKAPCTB M MEAUIMHCKMX TEXHOJOTMH HM. AkajeMuka
3. I'abpuenstna» AO3T

Anpec: 0051, r. EpeBan, npocniekt Komuraca, 49/5

Tenedon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82 + 10 50

lopstaas muams: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexTpoHHas noyra: vigilance @ pharm.am

Caiir: http://www.pharm.am

Pecny6nuka Kazaxcran

PI'TI na IIXB «HanmoHanpHBINA LHEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
n3nenuii» Komurera KOHTpONs KauecTBa U 0€30MacHOCTH TOBAapOB U yciyr MuHHCTEpCTBA
3napaBooxpanenus Pecyommku Kazaxcran

Anpec: Pecnyonuka Kazaxctan, 010000, r. Acrana, paiioH baiikoHblp, yin. Amanrensi
HWUmanosa, g. 13

Tenedon: +7 (7172) 78-98-28

OnextponHas nouta: pdlc@dari.kz

caiT: https://www.ndda.kz

4.9. Ilepeno3npoBka

VY netell CUMIITOMBI NEPEO3UPOBKH MOTYT BO3HUKATh MOCIE MpHEMa J103bl, MPEBBIIIAONICH
400 Mr/kr Macchl Tena. Y B3pOCIbIX J10303aBUCUMBIN 3P PEKT epe1o3upOBKH MEHEE BBIPAKCEH.
Ilepuon nmonyBbIBeA€HUS TpeniapaTa npu nepero3upoBke cocraiser 1,5-3 yaca.

CuMOTOMBI

TomrHoTa, pBOTA, 60JIB B 3MUTACTPAIBHON 00JIACTH WIIH, peXe, AUapesi, IIyM B yILIax, TOJIOBHAA
00Jb, KEMyJOYHO-KHIIEYHOEe KpOoBOTeUeHHEe. B 0Ooiee ToKenmbIx ciydasx HaOmomaercs
TIPOSIBIIEHUSI CO CTOPOHBI IIEHTPAJILHON HEPBHON CHCTEMBI: COHJIMBOCTb, PEIIKO — BO30YKICHHE,
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CYAOpOTH, J1e30pUeHTalysl, KoMa. B ciyudasx TSKEIoro OTpaBIEHUS MOXKET DPa3BUBATHCS
MeTa0OJMYECKUI alui03 M YBEJIMYEHUE NPOTPOMOMHOBOIO BPEMEHH, OCTpas IO4YeqHas
HE/I0CTaTOYHOCTb, IOBPEXKJEHHE TKAHW T[€YEHH, CHIKEHHME apTepHaJIbHOTO aBJICHMS,
Opanukapausi, Taxukapaus, GUOpPWUIALUS IpeacepAui, YrHETeHHEe JbIXaHUs, LUAHO3.
VY nanueHToB ¢ OpOHXMANBHON aCTMOI BO3MOYKHO 000CTpEHHE ITOro 3a00eBaHHUS.

Jleuenue

Cumnromarudeckoe, ¢ 00s3aTeNIbHBIM 00ecreueHHeM MPOXOAMMOCTHU JIbIXaTeIbHbIX IyTEH,
MoHuTopuHroM OKI' ©  OCHOBHBIX MOKazaTeledl IKU3HEAEATEIbHOCTH BIUIOTH [0
HOpPMAJIM3allud  COCTOSHUSI — MalueHTa. PekoMmeHayeTcst mepopajbHOE  MPUMEHEHHE
aKTUBMPOBAHHOIO yINId WM TNPOMBIBAaHME >KeIyAka B TeueHHe | dwaca mocie npuema
MOTEHIMAIBHO TOKCHYECKOW 1036l mOympodena. Ecaum mbympoden yxe abcopbuposaics,
MOXET OBITh HA3HAYEHO IIEIIOYHOE IMUTHE C IEIbI0 BBIBEJCHHS KHCIOTO IMPOM3BOTHOTO
noynpodena noukamu, popcupoBaHHBIN aAuype3. YacTeie WM MPOIOIKUTENBHBIE CYI0POTH
ClIeyeT KyNnupoBaTh BHYTPHBEHHBIM BBEICHHEM JMa3zenama Wiu Jopasemama. [lpu
YXyIIMIEHUN OPOHXUATBHON aCTMBI PEKOMEHIYeTCsI TPUMEHEHHE OPOHXOAMIATaTOPOB.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoaHAMUYECKHE CBOIiCTBA

cDapMaKOTepaHCBTI/I‘-IeCKaH rpymmna: MIpOTUBOBOCHAIUTCIIbHBIC W TPOTHBOPCBMATUYCCKUC
npenaparbl; HECTCPOUAHBIC TPOTHBOBOCTIAJIMUTCIIBHBIC U IPOTUBOPEBMATUYICCKUC MTPLCIIAPATHI;
MPOU3BOJHBIC HpOHHOHOBOﬁ KHUCJIOTHI.

Koxg ATX: MO1AEO1

MexaHm3Mm neiicTBus u hapMakoguHAMHYECKHE P EKThI

MexaHm3Mm aeicTBusS HOynpodena, mpon3BOIHOTO MPOIIMOHOBOW KUCIOTHI 13 Tpymnmsl HITBII,
00yCIIOBJIEH MHTUOMPOBaHUEM CHUHTE3a POCTATrJIaHIMHOB — MEIMATOPOB 00N, BOCHIAJICHHS U
TUIEPTEPMHAYECKON PEAKLIUN.

Hewus6uparensno Onokupyetr nukinookcureHasy 1 (I[OI'-1) u nuknookcurenaszy 2 (L{OI-2),
BCJIECTBHE YEro TOPMO3HUT CHHTE3 IpocTarjaHanHOB. Oka3bplBaeT OBICTPOE HaIpaBIEHHOE
nelictBue npotuB 601M (00e3001MBaroLIee), KapOHOHIKAIOIIEEe U TPOTUBOBOCIAIUTEIBHOE
neiicreue. Kpome Toro, nbynpodeH o0paTtuMo HHTHOUPYET arperamuio TPOMOOITUTOB.
WNbynpodena nu3uHAT sBiIAETCS JU3MHOBOM cosiblo  uOynpodeHa, KoTopas mocie
NEepOPAILHOTO MpHUeMa JuccoluupyeT Ha uoOynpodeH u smsuH. Jlusun He obGnagaer
(bapMakoIOruuecKoi akTUBHOCThI0. DapmakoIorudeckre cBoiicTBa MOynmpodeHa JTU3uHaTa,
TEM He MEeHee, paBHO3HAYHbl TAKOBBIM HOYNpOQeHa.

5.2. ®apmakoKkHMHeTHYECKHE CBOIiCTBA

AbcopOrms
AOGcopOmms — BBICOKas, OBICTPO M MPAKTHYECKH MOTHOCThIO BcackiBaercs m3 JKKT, ¢

MOCJICAYIONUM OBICTPBIM pacpOCTpaHEHHEM TI0 BceMy opranu3My. [locie npuema npemnapara
HATOLIAK MakCHMayibHast KOHLEHTpalus (Cmax) nOympodeHa B miasmMe KpPOBH JOCTHIAETCS
gepe3d 30-35 munyt. [lpumem mnpemapata BMecT€ C MHUINEH MOXET YBEIUYHBATH BpPEMsI
JOCTHXECHHS MakcUMalTbHOW KOHICHTPAIMH (TCmax).

Pacopenenenue

Casi3p ¢ Oenkamu Tu1a3Mbl KpoBH okoJio 90 %. MenjeHHO MPOHUKAeT B TOJOCTh CYCTaBOB,
3aJIep)KUBACTCSl B CHHOBHAIILHOW JKUJIKOCTH, CO3/1aBasi B HEl OOJNbIIME KOHIIEHTPAIIUHY, YEM B
1a3Me KPOBH.



Bbuotpancdhopmarius

[locne abcopbumm oxoigo 60 % dapmakonorMuecku HEaKTUBHOW R-popmbl MemneHHO
TpaHcopMHUpyeTcs B akTUBHYIO S-popmy. [loaBepraercs metabonn3my B TICUSHH.
OIMMUHALHS

[lepuoxa monyseiBenenust (T12) — 1,8-3,5 waca. BeiBogutces noukamu — 90 % (B HEeM3MEHEHHOM
Buje He 0oiee 1 %) U, B MEHBIIIEH CTEMEHH, C JKETUBIO.

Jpyrue ocoOble IPyIIb

B orpanndenHbIx uccnemnoBaHusix nOynpodeH oOHapyKHUBAJICS B TPYJIHOM MOJIOKE B OYCHb
HU3KHX KOHIICHTPAIHSIX.

5.3. /lanHble JOKJIUHHYECKOH 0e30MacHOCTH

HeT cooTBeTCTBYyIOMmIEH JOMOTHUTENBbHOW HH(POPMAIIMUA KPOME TOH, KOTOpasi COACPIKUTCS B
npyrux pasaenax OXJIIL

6. DPAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHsb BciOMOraTe/ibHbBIX BellIeCTB
Komnosunon

[IpoconBs [1iemntono3a MUKpokpucTasmnueckas 98 %, KpeMHUs JUOKCU, KOJTOUAHBIN 2 %]
KPEMHUS TUOKCH]] KOJUIOMIHBIN 0€3BOIHBIN
Kpockapmeriosa HaTpust

Marnus cteapar

Tanpk

O6onouka

Onaopaii 11 pozoswiii 57U34579
I'unpomemnnosa (E 464)

Kpacurens naauroxapmus (E 132)
Kpacurens comaeunsiii 3akar xentsiid (E 110)
Kpacurens mynnossiit [Tonco 4R (E 124)
ManbeToaeKCcTpuH

[Momunexctposa (E 1200)

Tanek (E 553b)

Twutana guokcup (E 171)

Tpurauuepuas! cpeHeLeno4YeyHbIe

Onaopaii fx cepedopucmuoiii 62W28547
JleKCTpOo3bl MOHOTUAPAT

Kapmennosa natpust (E 466)

Jlenutun coeBsiit (E 322)

ManbTOIEKCTPUH

[MurmenT nepnaMyTpOBBI HA OCHOBE TUTAHUPOBAHHOM CITIOZBI (KaJIus allOMOCHUIINKAT, TATAHA
muokcun) E 555/ E 171

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHeHHUs1)
3 roxa.
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6.4. Oco0ble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHUH
[Ipu Temneparype He Boiie 25 °C.

6.5. Xapakrep u coiep:kaHue NEPBUYHOIH YIAKOBKH

ITo 10 Tabnerox B 6muctep nephoprupoOBaHHBIN U3 amtoMUHUEBON (onbru U mieHku [IBX.
1 6iuctep BMeCTe € JINCTKOM — BKJIQ/IbIILIEM B AUKy KapTOHHYIO.

6.6 OcoOble Mepbl MNPEAOCTOPOKHOCTH TNPH YHMYTOKEHHMH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapata WIH OTXO0A0B, IMOJYYeHHBIX MoOcCJe TNPUMEHEHHUs

JIEKAPCTBCHHOI'0O MpenaparTra, u Ipyrue MaHUIyJsAlUU ¢ rIpemapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP/KATEJb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

ALKALOID AD Skopje
Blvd. Aleksandar Makedonski 12, 1000 Skopje, Republic of North Macedonia

AJIKAJION A/l Ckonbe
BynbBap Anexcannap Makenoncku 12, 1000 Ckombe, Peciyonuka CeBepHast MakegoHus

7.1. IpencraButenb Aep:KaTejss PEerucTPANMOHHOTO YAOCTOBEPEHHS] HA TEPPUTOPHUH
Coro3a

IIpeTeH3un HOTDG6HTCHeﬁ HaIpaBJIATH IO aApPECy:

Poccuniickas @enepanus

000 «AJIKAJIOUI-PYC»

115114, r. MockBa, BH.T€p.I. MYHULUNAJIbHBIH OKPYr 3aMOCKBOpeube, yi. JIETHUKOBCKas,
I. 2, ctp. 1, atax 10, momemnr./kom. I/1a

Temn.: (495) 502-92-97

E-mail: infoAlk @alkaloid.com.mk

Pecnybnuka Apmenusi, Pecnyonuka Kazaxcran
AJIKAJIOU AJl Cxombe

bynsBap Anexcangap Makenoncku 12

1000 Ckombe, Pecnnyonuka CeBepHast MakegoHust
Ten.: + 389 2 310 40 00

E-mail: alkaloid@alkaloid.com.mk

Toprosble HaMMEHOBaHMA penapaTa B roCyJapcTBax-wieHax
Poccuiickas @enepanus — [ebaok

Pecnybnuka Apmenust — Kadgderun Jlenn (Caffetin Lady
Pecnybnuka Kazaxcran — Kapderun Jlenu

)
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8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUS

9. IATA MIEPBUYHOM PETMCTPALIMU (IOATBEPXKIEHUS PETUCTPAIIUN,
INEPEPETUCTPALIUN)

JaTa nepBoii peructpauuu:

10. JATA IEPECMOTPA TEKCTA

OOmrast xapakTepHUCTHKa JieKapcTBeHHOro mnpenapata Kaddernn Jlenm npocrymHa Ha
nHPOPMAIMOHHOM TopTaje EBpasmiickoro >KOHOMHYECKOTO CO03a B WH(OPMAIHOHHO-
KOMMYHHKalIMOHHOU cetn «MHTepHeT» https://eec.eaeunion.org/

12



