COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 04.12.2025 N= 30205

(MOCNENOBATENLHOCTL 0005)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Nupnomeranuu 100 bepaun-Xemu, 100 Mr, Cynmo3uTOpUn peKTaIbHbIE.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JlelicTByrolee BENIECTBO: HUHAOMETALIMH.
Kaxapiii cynno3utopuid pekTainbHbli cogepxuT 100 Mr nHIoOMeTalHa.

[TonHblii MepedeHs BCIIOMOTaTeNbHBIX BEIIECTB NMPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3utopuu pekTaibHbIE.

KenToBaToro 1mBera Cynmo3uTOpUN TOPIIe1000pa3Hoi (HOPMBI ¢ yriTyOJICHHEM B OCHOBAHUH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO
IIpenapat Mupomerauun 100 bepnun-Xemu mnokazaH K NPUMEHEHHIO y B3pOCHBIX U JAECTEH B

Bo3pacte oT 15 1o 18 jer.

- OcTpble U XpOHUYECKUE OOJIH MPH BOCHAIUTENILHBIX M JET€HEPAaTUBHBIX 3a00JIEBAHHIX OMOPHO-
IBUTATENIBHOIO  ammapara: pPEBMATOMIHBIM  apTpUT, IOBEHWIBHBI XPOHUYECKUH  apTpWT,
AHKWJIO3UPYIOIIMH XpOoHMYECKUH crnoHawmmT (Oone3nb bexrepeBa), Momarpu4ecKuii apTpHT,
TICOPHATUUECKUH apTpuT, 00JIe3Hb PeiiTepa;

- peBMaTHUYECKUE TOPAXKEHHUS  MATKMX TKaHEW: TEHJUHUTBL, OypCHTBHI, TEHIOOYPCHUTHI,
TEHIOBarMHUTHI,

- TUCKOTIATHH, HEBPUTHI, TNIEKCUTBI, PAIUKYTOHEBPHUTHI,
- TUCMEHOopesl.

[Ipemapar npenHazHaueH ISl CUMIITOMaTHYECKOW Teparuu, YMEHBIICHUSI OOMU U BOCIAJICHUS Ha
MOMEHT IIPUMEHEHH S, Ha MPOTrpecCUpoBaHUE 3a00I€BaHUS HE BIHSICT.

4.2. Pesxum 103MpOBaHUs U cNIOCO0 MPUMEHEHHUS

PexxuM mo3upoBaHus

B3spocasie: no 100 mr nnaomeranuna (1 cynmno3uropuii) OauH pa3 B CyTKH.
MakcumainbHas cytouHas 103a—200 mr.

Jlo3a Beie 150-200 Mr yBelm4MBaeT pUCK MOSBICHUS MTOOOYHBIX ICHCTBU.
[TpomomKUTEeTLHOCTD JICUeHUs: He OoJiee 7 THEH.

[ToGouHble NEHCTBUS MOXKHO YMEHBIIUTh, HCIONB3YS MHHHUMAIbHYIO 3(QeKxTuBHYIO 103y B
BO3MOXKHO 00Jiee KOPOTKUN MepUol BpEMEHH IPUMEHEHHUS.
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Pexum noszupoBanus nns aereid or 15 no 18 et He omMuaeTcs OT peXMMa JO3UPOBAHUS IS
B3pOCIIBIX.

bezonacHocTs 1 3dexruBHOCTH npenapara Mugomeranun 100 bepaun-Xemu i npuMeHEeHUs Y
nereid B Bo3pacte oT 0 10 15 5ieT Ha JaHHBI MOMEHT HE YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHust

PexranbHo.
4.3. [IporuBonoOKa3aHus
- TUIIEPYYBCTBUTEIBHOCTh K HMHAOMETAIIMHY WM K JIIOOOMY M3 BCIIOMOTaTeIbHBIX BEIIECTB,

MepPEUUCIICHHBIX B pasnene 6.1;

- IOJIHOE WJIM HETOJHOE CoueTaHue OpPOHXMAIBbHOM acTMbl, PELMAUBUPYIOIIETO MOJIUI03a HOCA U
OKOJIOHOCOBBIX TMa3yX M HEMEPEHOCHMOCTH alETWICATUIUIOBOM KHUCIOTHl WM  JIPYTUX
HECTEPOUIHBIX MPOTUBOBOCHAIUTENIBHBIX MpenaparoB (B T.Y. B aHaMHE3€), KpPAaIUBHUIBl WU
pUHUTA;

- sI3BeHHasi 0OJIe3Hb Key/Ka U 12-mepCcTHON KUIIKH, BOCHAIUTEIbHbIC 3a00/IeBaHUS KUIICYHUKA
(s13BeHHBIH KONUT, OoNe3Hb KpoHa), kpoBoTeUeHHS (B T.4. BHYTPUUEPEITHOE, M3 OPTaHOB JKEITYI0UHO-
kumeuHoro Tpakra (JKKT));

- BPOXKJICHHBIE TTOPOKH cepaa (TsoKesas KoapKTalsl aopThl, aTpe3us JIETOYHOU apTepuH, TsDKenas
teTpaga Paio); nepuos nociae A0pTOKOPOHAPHOTO IIyHTUPOBAHUS;

- TSDKeIasi cepJieuHast HeI0CTaTOYHOCTh;
- MOYeYHasl HeJJOCTATOYHOCTh (KJIIMPEHC KpeaTnHuHa MeHee 30 MJI/MUH);
- ICYCHOYHAas1 HEJOCTAaTOYHOCTh, AaKTUBHOC 3a6OJIeBaHI/IC IICYCHHU,

- HapylUIeHHsI CBEPTHIBAEMOCTU KpPOBHU (B T. 4. reModuiusi, yBelIWdeHHE BPEMEHU KpPOBOTEUECHMS,
CKJIOHHOCTb K KPOBOTEUCHUSIM);

- HapyIICHHS KPOBETBOPCHHUSI (JICHKOTICHUS U aHEMUS);
- IOATBCPKACHHAA T'HIICPKATIUCMUAA,
- OepeMEeHHOCTh W TIEPHOJ] TPYAHOTO BCKapMIIMBaHUs (CM. pazzen 4.6.);

- neTrckuit Bo3pact (1o 15 ner).
4.4. OcoOble yka3zaHus 1 MepbI NPEJOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBIO

Nmemuyeckass  Oonme3Hb  cepaia,  MepeOpOoBacKYyJSIpHBIE — 3a00JieBaHUS,  XPOHUYECKas
CeplieuHass  HEJOCTAaTOYHOCTh,  AWCIUNUACMHS,  TUNCPIUNHICMHUS,  CaxapHbli  auaber,
TpoMOouuTONeHus, 3a00eBaHus epudeprudecKux apTepuid, aprepralibHas TUIepTeH3us, KypeHue,
XpOHUYECKasi IOYEUHAasl HEJJOCTAaTOUYHOCTh (KIUpeHc kpearnHuHa 30-60 Mi/MUH), IIUPPO3 MEUECHU C
MOPTAJIbHOW THIIEpTEH3HEH, runepounupyounemus, szpeHHoe mnopakenue JKKT B anamuese,
Hanmuune uHpexumu  Helicobacter — pylori,  anuTenbHOE€  NPUMEHEHHE  HECTEPOUIHBIX
npotuBoBocniayiTeNbHBIX TipenaparoB (HIIBII), wactoe ymoTpeGneHue aykorossi, TsHKEIbIe
coMaruyeckhue  3a00leBaHMs;  CONMYTCTBYIOIIAsS  Tepamus  CICAYIOUIMMHM  IpenapaTaMu:
AQHTUKOATYJSHTHl (B T. 4. BapdapuH), aHTHArperaHThl (B T. Y. alCTUICAIUIMIOBAs KHCIOTA,
KJIOTIUAOTPEIT), TIIIOKOKOPTUKOCTEPOUIBI AJIsl TIpUeMa BHYTPH (B T. 4. MPETHU30JIOH), CEICKTUBHBIC
WHTUOUTOPBI OOpaTHOTO 3axBaTa CEPOTOHWHA (B T. Y. HHTANONpaM, (IyOKCETHH, MapOKCETHH,
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BO3pacT.

Bo Bpems nedeHus HEOOXOAMM KOHTPOJIb KapTUHBI NepudepuIecKkoil KpoBU B (yHKIIMOHAIHLHOTO
COCTOSIHMSI Te4eHH M moyek. [Ipm HeoOXoauMocTH ompeneneHus |7-KeTOCTEpOMIOB Ipernapar
CJeAyeT OTMEHUTH 3a 48 4 10 UCCIIEIOBAHUS.

[ToGouHbIe AEWCTBUS MOXKHO CBECTH K MUHMMYMY 32 CYET MCIIOJIb30BaHMUs Mperapara B HAMMEHbIIen
3¢h(HEKTUBHON /103€¢ B TEUECHUE KpaTUalIIero BpeMEeHH, HE0OXOIUMOTO JIJIsi OCIa0IeHUs] CHMITTOMOB
(cM. pazgen 4.2 u HUXKe — (PAKTOPBI PUCKA CO CTOPOHBI KEITYJOYHO-KHILIEUHOTO TPAKTA).

Crnenyer n3berarb MpUMEHEHHsI MHIOMETalMHAa B couetanuu ¢ apyrumu HIIBII, B Tom uucne c
CCJIICKTHUBHBIMHA I/IHFI/IGI/ITOpaMI/I IIUKIIOOKCUT eHa31>1-2. HaI_II/IeHTaM CJIGI[YCT peKOMeHILOBaTB, ‘{TO6BI BO
BpeMsl TEepalu¥ WHIOMETAIIMHOM, OHHM BO3JCPKUBAINCH OT TpHeMa APYruxX 00e30071MBaIOIMINX
CPEICTB.

Puck xeqynouyHO-KHUILIEYHOTO KPOBOTEUEHHs, 00pa30BaHus UM nepdopaiuu si3Bbl MOBHIIIAETCS C
yBenmuenueM 71036l HIIBIT y mamueHTtoB ¢ s3BOM B aHaMHe3e, OCOOCHHO OCIJIOXHEHHOM
KpoBoTeueHueM uiu mnepdopanuei (cMm. paznmen 4.3), a Takke y MAaMEHTOB MOXHIOTO BO3pacTa.
JledeHne TakMxX IALKMEHTOB CJIEAyeT HAUMHATHL C IIpernapara B HAMMEHBIIEH BO3MOXKHOU J03€.
B oTHOmIEHNM 3THX MAIMEHTOB, a TaKXe MAallMeHTOB, HYXJAIOIUXCS B COMYyTCTBYIOLIEM JICUCHUH
aCMpMHOM B HHU3KMX J103aX WIM B TpUeMe€ JpyrHMX I[IpenaparoB, MOBBIIIAIOIINX
PUCK BO3HUKHOBEHHMS HAapyLIEHHUH €O CTOPOHBI JKEIYIOYHO-KHIIEYHOIO TpaKTa, CIEAyeT
paccMOTpeTh BO3MOXKHOCTh KOMOMHUPOBAHHOM Tepanuu ¢ MPUMEHEHHEM IPEnapaToB-IPOTEKTOPOB
(HampuMep, MU3OIIPOCTOJ WJIM HHTUOUTOPHI IMPOTOHHBIX HACOCOB) (CM. J1ajnee, a Takxke paszaen 4.5).

CHCIIYGT C OCTOPOXHOCTBIO Ha3HA4YaThb Mpcrapar nanueHTamM, OJHOBPCMCHHO MPUHUMAIOUIUM
CPEICTBAa, KOTOPBIE MOTYT YBEJIHYHUTh PHUCK BO3HUKHOBEHHUS SI3BBI HMJIM KPOBOTCUCHUS:
KOPTUKOCTEPOUABI Ul TpUeMa BHYTPb, AHTHUKOATYISHTHI, HampuMmep BapdapuH, CEICKTUBHBIC
WHTHOUTOPHI OOpAaTHOTO 3axBaTa CEPOTOHMHA WJIM aHTHArPEraHThl, TaKWe KaK acCHUpHH
(cm. paznen 4.5).

[Ipu nosiBieHNH KPOBOTEUEHUS WU SA3BBI B KETyA0UHO-KUIIEYHOM TpakTe (cM. pa3zaen 4.3) Ha ¢one
MIPUMEHEHHUS UH/IOMETAIlMHA [Ipenapar cjaeayeT OTMEHHUTbD.

[TarueHTHl, Y KOTOPBIX B aHaAMHE3¢ HMMEII0 MECTO TOKCHUYECKOE BO3JICHCTBHE HAa JKEIYIOYHO-
KHIIEYHBI TPaKT, OCOOCHHO MAIMEHTHI MOXWJIOTO BO3PACTa, MOJDKHBI COOOIIATh O JFOOBIX
HEOOBIYHBIX CHUMIITOMAaX CO CTOPOHBI OPraHOB OPIOIIHOW TMONOCTH (B TIEPBYIO OdYepeb,
0 KEITyJOYHO-KUIIIEYHOM KPOBOTEUYECHNH ) 0COOCHHO, HAa HAYaJIBHBIX dTanax JCYCHHUs.

ﬂ.]'[f[ npeaynpeKACHUA U YMEHBIICHUA JUCIICIITUYCCKUX SIBJICHHI CICOAYCT IPUMCHATh aHTAllUAHBIC
JICKApCTBCHHELIC CPCACTBA.

[Ipenapar MokeT M3MEHSTh CBOMCTBAa TPOMOOIMTOB, OJHAKO HE 3aMEHSAET MPOPUIAKTHYECKOrO
JEUCTBYS alleTUIICATUIIMIOBON KUCIOTHI IIPH CEPACYHO-COCYUCTHIX 3a00JICBaHUSX.

4.5. BzaumoaeiictBie ¢ JPYrHMHM JIeKAPCTBEHHBIMM TpenaparamMd M Jpyrue BHIbI
B3aMMOAeHCTBUI

WMuomeTanyH noBbIaeT KOHIIGHTPAIHIO B IUTa3Me KPOBH JUTOKCHHA, METOTPEKCcaTa U IpenaparoB
JUTHSA, YTO MOXET IMPHUBECTH K YCHUJICHUIO MX TOKCHYHOCTU. OJHOBpPEMEHHOE MPHUMEHEHHE C
napameTamMosioM TIOBBIIIAET PHUCK pa3BUTHS HEPPOTOKCHYHBIX 3(PdexkToB. DTaHON, KOIXHIUH,
DTIOKOKOPTUKOCTEPOHIbI U KOPTHKOTPOIIMH TOBBIIAIOT PUCK pa3BuTusi KpoBoreueHuil B JKKT.
VYeunmBaeT THIOTIMKEMHYECKOE JICHCTBIE MHCYIMHA U THHOIIMKEMHYECKUX CPENCTB Ul MpHeMa
BHYTpb; YCHJHMBAET JCHCTBHE HENPSMBIX AHTHKOATyJISIHTOB, aHTHATPETaHTOB, TPOMOOIHUTHUKOB
(anpTemIasbl, CTPENTOKMHA3H! M YPOKHUHA3bl) — BOSHUKACT PUCK Pa3BUTHS KpoBoTeueHHH. CHIDKaeT
3pQeKT AMYypeTUKoB, Ha (OHE NMPUMEHEHUs KanuiicOeperaromux AMYPETHKOB BO3pPACTAET PHUCK
THIIEPKAMEMHHN; CHIDKACT 3(P(PEKTUBHOCTh YPUKO3YPUUECKUX W TUIOTEH3UBHBIX JIEKAPCTBEHHBIX
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AUETUWICAIULIWIOBOM KHUCIOTHI, NIIOKOKOpTHKOCcTepouaoB, apyrux HIIBII. IMuxnocnopun u
Ipenaparsl 30J10Ta MOBBIMAIOT HEPPOTOKCHMYHOCTh (OYEBUIHO, 3a CUET IOJABJICHUS CHHTE3a
npocTariaHanHoOB B moukax). Lledamannon, nedanepasoH, nedoreraH, BalblpoeBas KHUCIOTa,
IUIMKAMUIMH MOBBIIIAIOT YaCTOTY Pa3BUTUS T'MIIONPOTPOMOMHEMHMH M ONACHOCTh KPOBOTEUEHUI.
AHTAMIbl ¥ KOJECTUPAMUH CHIXKAIOT a0COpOIUI0 HHAOMETAalWHA. YCHIMBAET TOKCHYHOCTD
3UI0OBYJMHA (32 CYET MHTHOUPOBaHUS METab0IM3Ma); Y HOBOPOXKJIECHHBIX MOBBIIIACT PUCK PA3BUTHS
TOKCUYECKHX A(PPEKTOB aMHHODIMKO3UIOB (T.K. CHMKAET MOYEYHBIH KIMPEHC U TIOBBIIIACT
KOHIICHTPAITUIO B KPOBH).

MHenoTOKCHYeCKHE JIeKApCTBEHHBIE CPEACTBA YCWIMBAIOT MPOSBICHUS Te€MAaTOTOKCHYHOCTHU
MH/IOMETallHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMUSA

bepemeHHOCTH

WupomeTaiud NpoTUBOIIOKAa3aH B EpHo OepeMeHHOCTH (cM. paszen 4.3).

[TomaBieHue cWHTE3a MPOCTArJaHINHOB MOXKET HEONAaronpHsATHO BIUSATh Ha OEPEMEHHOCTh W/WIIH
pa3BuTHE 3MOpUOHA U IIoAa. [laHHbBIE SMUAEMHUOIOTHYECKUX HCCIEIOBAHUNM CBUICTEIHCTBYIOT O
MOBBIIIIEHHOM PHCKE PAa3BUTHS CAMOIIPOU3BOJILHOTO a00PTa, TOPOKOB CEP/IIIa M TaCTPOIIU3UCa TTIOCIIe
NPUMEHEHUs MHTHOMTOPOB CHHTE3a TPOCTArjaHIMHOB HAa paHHUX CpPOKaxX OEpEeMEHHOCTH.
CunTaeTrcsi, 4TO PHCK IOBBIIIACTCS C YBEIMYCHHWEM J03bl Tpenapara W MPOJOJDKHTEIBHOCTH
JICUCHHSL.

VY ’)KMBOTHBIX IPUMEHEHUE HHTMOUTOPOB CUHTE3a IpOCTarjaHAnHa NPUBOIWIO K TOBBIILICHHIO Tpe-
¥ TIOCTHUMILJIAHTAIIMOHHBIX MOTEPh U yBETUUEHUIO SMOpuoderanbHoii cmepTHocTu. Kpome Toro, y
KMBOTHBIX, IOJIy4aBIIMX HHIUOMTOpPHl CHHTE3a IPOCTAIVIAaHAMHOB B IE€PHOJ OpraHOTeHe3a,
BO3pacTaja 4acToTa MOSABICHUS Pa3IMYHBIX IOPOKOB Pa3BUTHUS, B TOM YHUCIIE CEPACUYHO-COCYIUCTON
CUCTEMBI.

Hauunas c 20-ii Hexenu OepeMEHHOCTH NMPHUMEHEHHE WHAOMETAllMHA MOXET BBI3BAaTh Pa3BUTHE
OJIMTOTHUAPAMHHOHA BCIIEJACTBUE HapymieHHs (QYHKIUM ToYeK Iuioga. Kpome Toro, mmerorcs
COOOIIEHUS O CIydasx CY>KCHHS apTepUAIBHOTO MPOTOKA Ha (DOHE JICYCHUST BO BTOPOM TPUMECTPE
OCpEeMEHHOCTH.

B Tpethem TpumecTpe 6epeMEeHHOCTH BCe MHTMOUTOPHI CHHTE3a MPOCTArJIaHANHOB MOT'YT BBI3bIBATh!
-y oza:

* CEpIEYHO-JICTOYHYIO MAaTOJIOTHIO (TIPEXIECBPEMEHHOE CY)KEHHE/3aKPhITHE apTepUaTbHOTO
IPOTOKA U JIETOUHYIO TMIIEPTEH3HUIO);

* HapylmeHue (YHKIMH TIOYEK, KOTOPOE€ MOXKET IPOrpeccCHpoBaTh [0 IOYEYHOM
HEJIOCTAaTOYHOCTH € PA3BUTHUEM OJIMTOTUAPAMHHUOHA (CM. BBILIE);

-y Marepu 'y HOBOPOXJIEHHOTO 110 OKOHYaHUU OEPEMEHHOCTH:

* BO3MOXXHOE€ YBEJIMYEHHE BpPEMEHU KpOBOTE€UEHHSI — 3(PQPEeKT HMHrUOUpOBAHMS arperauuu
TPOMOOIIMTOB, KOTOPBI BO3MOXKEH JaXke IIPU MPUMEHEHHUH Tpenapara B 04eHb HU3KHUX J103aX;

* TIOJABJIEHWE COKPATUTEIHLHON aKTUBHOCTH MAaTKH, MPUBOISAIICE K 3ama3bIBAHUIO POJAOBOU
JIEATETbHOCTU WM 3aTSHKHBIM POJaM.

Takke wWMeNHCh COOOIIEHUST O TOBPEXKIAIONIEM BO3JCHCTBUM Ha TIUIOJ C pPa3BUTHEM
HEKPOTU3HUPYIOILIET0 SHTEPOKOJIUTA.

JlakTamus

IIpenapat Unnomeranun 100 bepnuH-Xemu npoTUBOINIOKa3aH B EPUOJ IPYAHOIO BCKapMIIMBAHUS
(cm. paznen 4.3).
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COOTBETCTBYET 3KCMEPTHOMY OTYETY

BCKapMJIUBaHHE HEOOXOAUMO MPEKPATHUTb.

DepTUIBHOCTE
[IpumeHeHue mnpemapaTa MOXKET OTPULATENBHO BIUATH HA JKEHCKYIO (EepTHIBHOCTh U HE
PEKOMEHTyEeTCSl )KSHIIIMHAM, ITUTAHUPYIOUM OEPEMEHHOCTb.

4.7. BiusiHue Ha CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoraTth ¢
MeXaHH3MaMH

B nepuona  JICUCHUA HMHAOMCTAllMHOM HGOGXOIII/IMO BO3CPKUBATHCA OT  yIIpaBJICHUSA
ABTOTPAHCIIOPTOM H 3aHATHH IOTCHIHAJIbBHO OIIaCHBIMH BHWJAMH JOCATCIBHOCTH, Tpe6YIOH_[I/IMI/I
MOBBIINICHHOM KOHIICHTPpAllUU BHUMAHUSA U GBICTpOTBI MMCUXOMOTOPHBIX peaKHHﬁ.

4.8. HexkesnaTe/ibHbIE peakmumn

Pe3roMe HexeaTeIbLHbIX PEAKIIUNT

Bo3MoxkHbIEe HEXenaTelbHbIe peakiuu npu npuMmeHeHuu npenapara Mumomeramuu 100 bepnun-
XeMH TPUBEICHBI B COOTBETCTBHHM C YacTOTOM BO3HMKHOBEHHUsS: O4YeHb udacto (> 1/10), gacro
(>.1/100, wo < 1/10), Hewacto (> 1/1000, HO < 1/100), penxo (> 1/10000, HO < 1/1000), O4eHH peaKO
(< 1/10000), yactota Heu3BecTHA (HA OCHOBAHWU UMEIOIIMXCS TaHHBIX OIIEHUTh HEBO3MOXKHO).

HeoOxogumo OTMETHTB, 4YTO NeEpedHCIeHHbIE MOOOYHbIE [EHCTBUS IpernapaTra B OCHOBHOM
BapbUPYIOT B 3aBUCUMOCTH OT JI03bI U UHANBUIYAIBHBIX OCOOCHHOCTEH MAIUEHTOB.

Hapywenus co cmopounsi kposu u numgpamuyeckou cucmemul

OdeHb penko: KpOBOTEUCHHE (KEMyTOYHO-KUIIEYHOEe, JAECHEBOE, MATOYHOE, TeMOPPOUAAIBHOE),
JefKoneHusl, TPOMOOIIMTONCHUS, arpaHyJoOLMTO3, aHeMHsl (B TOM YHCIE TEeMOJUTHYECKas H
ariacTU4eckas), 203uHoGUITus, TPOMOOIIMTONIEHINYECKasl Ty PITypa.

Hapywenus co cmoponbt uMMYHHOU cucmembl

YacTo: runep4yBCTBUTEIBHOCTD, KOXKHBIN 3YJI, KOJKHAs CHIIIb;

Penko: kpanuBHUIA, OPOHXOCHIA3M, ACTMATUYECKHUE IPUCTYIIBI;

Ouenb penko: OysIe3HbIE BBICHINIAHUS, MMOKPACHEHHE KOXKHU, 9K3eMa, SKC(OTUATUBHBINA JEPMATHT,
IypIypa ajulepru4eckoro Ttuma, cuHapoM CruBeHca-/[KOHCOHA; B EOMHUYHBIX CIydasx —
(doroceHcnOUIU3aIMsI, TOKCHYECKUH 3MuaepMaibHblii HeKponu3 (cunapom Jlaiienna), ys3moBaras
spuTeMa, aHa(QPUIAKTUUECKHUH 1IOK.

Hapywenus co cmoponbl HepeHOUl cucmembl

OueHb YacTo: ToJI0BHAs 0OJIb;

Yacto: TONIOBOKpPYKEHHE, COHJIHMBOCTh, UYpE3MEpHAas yTOMISIEMOCTh, Pa3IpPaKUTEIbHOCTH,
TETIpeccus;

Heuacro: nepudepuueckas HeliponaTus, Bo30yxaeHue, 06CCOHHULIA.

Hapywenus co cmopoust opeana 3penus
Hewacto: numnonusi, TOMyTHEHHE POTOBUIIbI, HEYETKOCTh 3pUTEIILHOTO BOCIIPUATHUS, KOHbIOHKTUBUT.

Hapywenus co cmoponwi opeana ciyxa u 1adupunma
YacTo: mym B ymax;
OdeHb penKo: BpEMEHHOE HAPYILIEHUE CITyXa.

Hapywenus co cmoponsi cepoya
OdeHb penKo: TaXHapUTMHES, OTCYHBIA CHHIPOM, pa3BUTHE (YCyTyOJeHNEe) XPOHUYECKON CepIeqHON
HEOAOCTAaTOYHOCTH.

Hapywenue co cmoponsi cocyoos
OueHb peslKo: MOBBIIICHUE APTEPUATIBHOTO JaBICHUSI.
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Hapywenus co cmoponsi scenyoouno-xuueyHo2o mpakma

Ouenb 4acTo. TOIIHOTA, PBOTA, TUAPES;

Yacto: kpoBomsnusiHus U s3Bbl JKKT, HIIBII-ractpomarus, 601p B )KHBOTE, M3KOTA, CHUKEHUE
armeTuTa, I3BEHHBIA CTOMATUT;

HeuwacTo: kpoBaBas pBoTa, MeJeHa;

O4eHb penKo: 3anopskl.

[Ipu quTenbHOM MPUMEHEHHH B OOJIBIIUX J103aX - U3BA3BICHUE CIM3UCTON 000T0UYKH JKETYT0THO-
KHILIEYHOTO TPAKTA.

Hapywenus co cmopomnst neyenu u scenyesvbi8o0suux nymeti

YacTo: MOBbIIIEHHE aKTUBHOCTH «MEYEHOYHBIX» TpaHCaMHUHA3 (anaHuHamMuHOTpaHcdepasza (AJIT),
acnapraramuHoTpancdepaza (ACT)), mpexozsinee MOBBIIICHUE KOHIEHTpAIlUu OWIupyOMHa B
T1a3Me KpOBH;

Penxo: Tokcuueckuii TemaTuT, ¢ JKeNTyXou uin 06e3 Hee;

OdeHb penko: QyIbMUHAHTHBINA TEeTIATHT.

Hapywenus co cmopomnsi nouex u mouesvigooawux nymeti
Ouenb peako: HapyumieHHe (QYHKIHMU MOYEK, HEPPOTUUECKHI CHHAPOM, NPOTEUHYPHsI, TeMaTypus,
MHTEPCTULIMATIBHBIA HE(PUT, HEKPO3 COCOUKOB.

Obwue napywienus u peakyuu 8 mecme 66e0eHuUsl
YacTtoTa HEeM3BECTHA: pa3ApakeHUE, TSHKECTh B aHOPEKTAIBHOM 001acTH, 000CTpEHHE TEMOPPOSL.

Jlabopamophvle u uncmpymenmanbHvle OaHHble
OdeHb penKo: arpaHyJoOLMTO3, JIEWKONEHHS, TPOMOOIMUTONEHHUS, TUIEPIIIMKEMHUs, TIIOKO3YpHs,
TUIEePKaTUEMUsL.

Ilpouue
YacToTa HEW3BECTHA: ACENTUYECKUM MEHMHTHT (Yalle Yy TMalUeHTOB C ayTOMMMYHHBIMU
3a00JIeBaHUSIMH ), YCUIIEHHOE MTOTOOT/IENIEHNE, ayTOMMMYHHas aHEMUSI.

COO6IJ.I€HI/IC 0 TOA03PE€BACMBIX HCXKCIIATCIbHBIX PCAKIIMAX

BaxxHo cooOmarh 0 mogo3peBaeMbIX HEKENATENBHBIX PEAKIUAX MOCIE PErHCTPAlMU Ipenapara ¢
1[eTbI0 00eCIIeUeHUsT HEeMPEPHIBHOTO MOHUTOPHHTA COOTHOIIEHUS «II0JIb3a-PUCK» JIEKAPCTBEHHOTO
npenapata. MeTUIMHCKUM paOOTHUKAM PEKOMEHIIYETCS COOOIIaTh O JIFOOBIX T0JI03PEBAEMBIX
HEXKENATEbHBIX PeaKIHsIX JEKaPCTBEHHOTO Mpernapara 4yepe3 HalMOHATbHBIE CUCTEMBI COOOIICHUS
0 HEXKEJATENBHBIX PEAKIUAX TOCYIAPCTB — YWICHOB EBpa3nuiickoro SKOHOMHYECKOTO CO03a.

Poccuiickas @enepanns

denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CraBstHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTponHas nouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B nH(GOPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHOM cetn « UHTepHeT»: www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMIOTOMEI

TomnoTa, pBOTA, CHUIbHAS TOJIOBHAS 00JIb, TOJOBOKPY)KEHHE, HAPYIICHUE MAMSITH, 1€30pUEHTALINS.
B TsKenbIX citydasx napecTe3uy, OHEMEHHE KOHEYHOCTEH, CYIOPOTH.

Jleuenue

BbeicTpoe BbIBeieHHE Tperapara W3 OpraHM3Ma, CHUMIITOMAarHueckas Tepamnus. [emoxnanus
Hea(pexTuBeH.
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5. DPAPMAKOJIOTMYECKHE CBOMCTBA (NOCNEOCQBATENBHOCTL 0003)

5.1. ®apmakoanHaMHuYecKHe CBOICTBA

dapmakoTeparneBTuyeckass rpymma: IIpoTMBoBocmanuTeNnbHbIE UM MPOTUBOPEBMATHYECKHE
npenaparbl; HECTEPOMJIHbIE MPOTHBOBOCHAIUTENbHBIE W MPOTUBOPEBMATHYECKUE MPEMAPATHI;
MIPOU3BOJIHBIE YKCYCHOM KUCIIOTHI U POACTBEHHBIE COSAMHEHHUS.

Kog ATX: MO1ABO1

MexaHu3M JIEUCTBUS

HO[[aBJISIeT AKTUBHOCTH TIPOBOCHAJIUTCIIbHBIX (I)aKTOpOB, CHMKACT arperanuro TpOM6OI_[I/ITOB.
VYraeras nuknookcureHasy | m II, Hapymaer mMeTaboau3M apaxuJOHOBOW KHCJIOTHI, YMEHBIIAET
KOJIMYCCTBO NPOCTAIrJIaHAWMHOB KaK B O4Yarc¢ BOCHAJICHHA, TAK WU B 3O0POBBLIX TKAHAX, MHNOAABJIACT
AKCCYJATUBHYIO U Mpo(epaTuBHYO (a3bl BOCMAICHUS.

dapmakonmuHamuyeckue 3O HEKThI

NHpomeTanmH OKa3plBa€T MPOTHMBOBOCHAIUTENBHOE, AHAJBIETHYECKOE, JKAPOIOHMKAKOIIEE H
aHTHArperaHTHoe JeicTBue. YCTpaHseT WIM yMEHbLIaeT OOJIeBOW CHHIPOM PEBMAaTHYECKOTO U
HEpPEeBMATUYECKOTO XapakTepa (B T.4. pU 00X B CyCTaBax B MIOKOE U NP ABM)KEHUH ), YMEHBIIIAET
YTPEHHIOI0 CKOBAaHHOCTH U MPHITYXJIOCTh CYCTaBOB, CIIOCOOCTBYET YBEJIIMUECHUIO 00BeMa JIBIKEHU,
IIPY BOCHAJIUTENBHBIX MPOIIECCax, BO3ZHUKAIOIIUX MOCIe ONepaluii U TpaBM ObICTPO o0jerdaer Kak
CIIOHTaHHYIO 00JIb, TaK ¥ O0JIb MPU IBIKEHUU, YMEHBIIIAET BOCTIAIUTENBHBIN OTEK HA MECTE PAHBI.

5.2. ®apmMakOKHHEeTHYECKHE CBOMCTBA

AOGcopOrmst
Ab6copbuus — ObicTpasi. buonocTynmHOCTb pH pekTaibHOM IyTH BBeneHus — 80—90%.

Pacnpenenenue

Cas3b ¢ Oenkamu ia3mbl KpoBu — 90%. IIpoHunkaeT B rpyJHOE€ MOJIOKO.

Buorpanchopmarust

MeTtabonuzupyercsi, B OCHOBHOM, B IIE€UEHHU.

ONUMMUHALMSA

[Tepuon monyseiBeneHuss — 4,5 4. 70% BeBoautcs moukamu (30% — B HEM3MEHEHHOM BHJIE),
30% — uepe3 xenynouHo-kumeynsiil TpakT (XKKT). He ynansercs npu nnanuse.

6. PAPMAILLEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcmoMOraTe/IbHbIX BellIECTB

Kpaxman kykypy3HbIid,
Kup tBEpABIN.

6.2. HecoBmMecTHMOCTD
He nmpumenumo.
6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.
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6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NMPU XPaHEHUH

XpaHuTh Npu TemnepaType He Boie 25 °C.

XpaHUTh B OPUTHHAIILHON yIakoBKe (OJIUCTEP) IS 3aIUTHI OT CBETA.
6.5. Xapakrep u cofep:kaHue yIaKOBKHU

ITo 5 cynmo3uropues B 6smuctep u3 6enoit [IBX/T1D mieHkwu.
ITo 2 GnucTepa ¢ TMCTKOM-BKJIAJIBIIIEM (MHCTPYKIMEH O MTPUMEHEHHIO) B KAPTOHHOM MayvKe.
6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPU YTHIH3AMUM MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0

npenapara MJiM OTXO0JA0B, MOJYYEHHBIX MOCJEe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 mpenapara, u
Apyrue MaHMIYJISIIMU € IpenapaToM

Het 0co0b1x TpeOoBaHMI K yTUITU3AIIUH.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

bepnmun-Xemu AI'
I'munukep Ber 125
12489 bepnun, I'epmanus

7.1. llpeancraBuTe b Aep:KaTesisi perucTPAIMOHHOT0 YA0CTOBEPEeHUA

[Iperen3uu noTpeduTeneit HaIPaBIATh 10 ATPECY:

Poccuiickas @enepanus

000 «bepann-Xemu/A.MeHapruHI»

Anpec: 123112, r. Mocksa, [Ipecunenckas Habepexnas, 1. 10, BL] «bamns na Habepexxuoi»,
biok b

Tenedon: +7 (495)785-01-00

®dakc: +7 (495)785-01-01

DnektpoHHas nmoyra: office-russia@berlin-chemie.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

JITI-Ne(001958)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTerOpUH OTIYCKa M0 pelenTy.

OOm1ast XxapakTepucTUKa JekapcTBeHHOTo npenapaTta Mugomeranun 100 bepnun-Xemu noctymnHa B
€IMHOM DPEECTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpasuiicKoro 3KOHOMHYECKOIO
Col03a M Ha OQHUIMAIBHOM CalTe YIOJHOMOYEHHOIO OpraHa (PKCIEPTHON OpraHu3aliu)
https://Ik.regmed.ru/Register/EAEU_SmPC.



