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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI O ITPEITAPATA
AIOEIEME/, 100 mr, 200 mr, 600 Mr mopouok s MPUTOTOBIEHHS DAcTBOpa A
BHYTPEHHETO IPUMEHEHHUS

2. KAYMECTBEHHBIN 1 KOJIUYECTBEHHBIA COCTAB

Kax1p1it makeT COLEPIKHUT:

oeticmeyrowee seujecmeo: anetunuuctert — 100 mr uau 200 mr, ua 600 mr.
Bcnomozamenvhble 6ewjecmsa, Hanuuue KOMoOpblx HA00 Y4Umvbl6amy 6 cocmase 1ekap-
cmeenn020 npenapama. caxap, acnapraM (cM. paszaen 4.4).

[TonHBIH CIIUCOK BCIIOMOTATENBHEIX BELIECTB CM. B Ioapaszene 6.1.

3. JEKAPCTBEHHASA ®OPMA

ITopo1oK 1 TPUTOTOBJIEHUS PACTBOPA IJIsi BHY TPDEHHETO IIPUMEHEHHUS.

ITopomuIok 6enoro WM MoyTH Gesoro 1BeTa, C 3alaxoM anenbCuHa. Jlomyckaercs Hasu-
YHe MATKHX KOMKOB.

4. KINHUYECKHUE JAHHBIE
4.1 Iloxka3zaHusi K NIPUMEHEHHIO

PecriupatopHsle 3a601eBaHus, KOTOPbIE IPUBOAAT K 00pa3oBaHUIO TyCTOTO, TPYJHO OT-
JIeNIIEMOTO CEeKpeTa (MOKPOTHI), HAllPUMep, OCTPBIH M XPOHHYECKAH OPOHXWT, JIADHHTHT, CH-
HYCHT, TpaxeuT, OpoHXHaJbHas acTMa, U (B KadecTBe JONOJHHTENBHON TEpaliu) MyKOBHC-
U103,

4.2 PexxuM D03MPOBAHUSA H CN0C00 MPUMEHEHUs
Pexxum 103upoBaHHSA

IIpu ocmpuix 3a601e6anusx:

Jlemu 6 6o3pacme om 2 do 12 nem: 3 pasa B aeHb 1 maket 100 mMr unu 2 pasa B I€Hb 1
maket 200 Mr (3xBuBanenTHO 300-400 MT alleTHILUCTEHHA B CYTKH).

B3pociwim u nodpocmikam 6 6o3pacme cmapuie 12 nem: no 1 makety Anenemen 600 mr 1
pa3 B JeHb Ui 110 2 makera Aunenemen 100 mr wau 1o 1 nakety Anenemen 200 mr 3 pa3sa B
neHb (3xBHBaIEHTHO 600 MT alleTHIIIIUCTENHA B CYTKH).

Myxosucyuoos:

Jlemu 6 8o3pacme om 6 nem 0o 12 nem: 3 pa3a B neHb 1mo 200 Mr umm 1 pa3 B IeHb IO
600 mr (3xBuBaneHTHO 600 MT allETHIIIUCTENHA B CYTKH).

B3pocawim u nodpocmkam 6 603pacme cmapuie 12 nem: nio 1 nakety Anenemen 600 mr 1
pa3 B JeHb i 1o 2 nakera Anenemen 100 mr mmm mo 1 nakety Auenemen 200 Mr 3 pasa B
neHb (9xkBUBaIEHTHO 600 M allETHIIIMCTEHHA B CYTKH).

PexoMeHgauuu no JO3MPOBAHHUIO:

I[Ipu mmurenbHoM nedenuu: o 400-600 Mr BeHb pa3/eI€HHbIE HA OMH HIIM HECKOJIBKO
npueMoB. MakcuMasibHas JUTHTENbHOCTD JIEYeHUs — 3-6 MeCsLeB.

Ipu otcyTcTBUM 3QdeKTa noce ABYXHeEbHOH Tepanuu HarHo3 N0/DKEH ObITh nepe-
cMoTpeH. TpeGyeTcs HCKIIOUHTE 3710Ka4eCTBEHHBIE 3a00ICBaHH.

JITUTENbHOCTE M PEXMM JO03MPOBAaHUS B KaXIOM KOHKDETHOM Clydae yCTaHaBIMBACT
Bpadu.

QOcobvie 2pynnuvl NAYUeHmMos.

JlaHHBIE 0 HEOOXOMMMOCTH KOPPEKIHMH [03bl y MOXKHIJIBIX JIOIEH ¥ y JIOIEH ¢ Hapyle-
HHeM (yHKIIMHU TTOYEK OTCYTCTBYIOT.
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CopnepxuMoe OIHOrO HakeTa pacTBOPSIOT, IOMEIIWBAs, B OIHOM. CTAaKaHE BOJbL, COKa
WJIH XOJIOMHOIO 4as HEMOCPEACTBEHHO Iepen IpHeMoM. He peKOMEHIyeTcs CMELIMBAThH C
JIPYTUMH JIEKAPCTBEHHBIMU CPENCTBAMH. JIONOIHUTENBHBINA IPHEM XKUIKOCTH YCHIIUBAET My-
KOJINTHYECKUH 3((DEKT JIeKapCTBEHHOTO ITpernapara.

JlexapcTBeHHBIN MNpenapaT MPUHUMAIOT HE3aBHCHMO OT MpHEMa IHINH, O B3aMMOJEH-
CTBUH IIpenapara c IMUIIeH He coo01Iaioch.

CrnaOplit cepHBIH 3amax, KOTOPBIA MOXET MOSIBUTHCS [IPH BCKPBITHH MAKETa, OBICTPO yJIe-
TYYMBAETCS U HE OKA3bIBACT BIUSIHUS Ha 3)PEeKTHBHOCTE Mpemnapara.

4.3 IIpoTuBONOKAa3aHUA

['MnepuyBCTBUTENBHOCTD K ISUCTBYIOIIEMY BEIECTBY MM K JIOOOMY M3 BCIIOMOTaTeb-
HBIX BELUECTB, NEPEUHCIICHHBIX B moapasjene 6.1, neTckuil Bo3pacT Ao 2 JieT, rUIepoKcary-
pHsl.

AUETHIIMCTENH IPOTHBONOKA3aH MalHeHTaM C S3BEHHOM GOJIE3HBIO XKEMyIKa B CTaAUH
obocTpeHusl.

Henepenocumocts  pyKTo3bl, ManbaOCopOLus TNIIOKO3bY/TAIAKTO3bl MM Caxapa3Ho-
M30MaslbTa3Has HEAOCTATOYHOCTD (M3-32 HAJMYHS B COCTaBE caxapa)

OmHocumenvbHvie NPOMUBONOKA3AHUSL:

[Ipumenenne Aunenemen 600 Mr — neTu B Bospacte 10 12 jeT (py MyKOBUCIHIO03€ — JI0
6 neT).

OnHOBpeMEHHOE TPHUMEHEHHE C IIPOTHBOKAILIEBEIMH CpeacTBamMH (cM. pazaen.4.4.).

4.4 OcoOble ykazaHHs U MepbI MIPeJOCTOPOKHOCTH NPH NPUMEHEHHH

Bo BpeMsi mpUMEHEHWs alEeTH/IMCTEHHA B OYEHb PENKHX CIydasx HabIodanoch BO3-
HUKHOBEHHUE TDKEJIBIX KOXHBIX PEaKlMH, TakuX Kak cuHApoM CrtuBeHa-/[)KOHCOHA U CHH-
npowM Jlaiemna. B ciayyae BOBHHKHOBEHHS! H3MEHEHUHM CO CTOPOHBI KOXH M CIIM3HCTHIX 000-
JIOYEK ClIeyeT HEMEUIEHHO NPEKPATUTD JIEYEHHE U IIPUHSATH COOTBETCTBYIOLIHUE MEPBI.

CobiroaTe 0CTOPOXXHOCTD PH UCTIONB30BAHKY IIPENapara y MalMeHTOB C PUCKOM Ke-
Ty IOYHO-KHIIEYHOTO KPOBOTEYEHHS (HAIIPUMED, CKPBITHIE I3BeHHAst O0JIE3Hb U BAPUKO3HOE
paciiipeHHe BEH IMHUINEBOA), PBOTHI, ECJIM B TPOLLIOM ObUIa S3Ba XKEJTyIKa WK ABEHAaTH-
[IEPCTHON KHIIIKH.

M3-3a omacHOCTH BO3HHKHOBEHHUS OpPOHXOCIAa3Ma y MalUeHTOB ¢ OPOHXHATLHOM acTMOk
¥ OpPOHXHABHOH TUIepPeaKTHBHOCTBIO PEKOMEH/IYETCs COOIIONATh OCTOPOXHOCTE. [Tpu
HACTYIUICHUH PEaKH{ THIIEPYyBCTBUTEIBHOCTH WM OpOHXO0CHa3Ma IpHUMEeHEHHeE TIpernapara
ClIemyeT HEMEUIEHHO IIPEKPATUTh U IPUHSATH COOTBETCTBYIOIINE MEPHI.

[IprMeHeHNe aleTHIINUCTEWHA, TIaBHBIM 00pa30M B Hayajle JIEYEHUS, MOXKET BBI3BAThH
pas3XmKeHHe OPOHXHAIBHOTO CEKPETa U YBEJIHYUTE ero 00beM. Eciii manueHT He croco6eH
5(beKTHBHO OTKAILTMBATh MOKPOTY, HEOOXOANMO Ha3HAYEHHE TIOCTYPAIBHOTO ApEeHaXKa U
OpoHXxacnupanuy.

He pexomenmyeTcss COBMECTHOE IPUMEHEHHE alleTUIILUCTENHA U TPOTHBOKAIIIEBEIX JIe-
KapCTBEHHBIX cpencTB. OTHOBpEMEHHOE MPHMEHEHHE POTHBOKAIILIEBEIX IPENApaTOB MOKET
IPUBECTH K HAKOIIJICHHIO CEKPELIMH Yepe3 HHIHOMpOBaHKe KallIeBoro pediekca u Gpusmoo-
THYECKOTO CaMOOYHINEHHS IbIXAaTENbHBIX Iy TeH ¢ puCKOM OpoHXOcHa3Ma U HHGEKIHH BepX-
HUX IbIXaTEJIbHBIX TyTEH.

MyxkonuTHYECKHE CPENCTBA MOTYT BBI3bIBATh PECIUPATOPHBIE HAPYIIEHHS Y AETEH B
Bo3pacte 10 2 net. [ToToMy uTo dusHoNornUeckre 0COOEHHOCTH ABIXaTeNIbHBIX My Tei B 3TOM
BO3PACTHOM I'PyIIIE MOTYT OTPaHUYHUBAThL CIIOCOOHOCTH alalTHPOBATHCS K (PH3HOIOTHYECKO-
My camoouulIeHHI0. [l03ToMy MyKONMUTHUECKHE CPEICTBA HE CIIeAyeT UCI0JIb30BaTh y AeTeH
B BO3pacTe 0 2 JIeT.

AUETUILUCTENH NPUBOIUT in vifro K uHruOupoBanuto auamuHokcuaassl (DAO) na 20-
50%. TlosTOMy y MalMEHTOB C HEMEPEHOCHMOCTHIO 'HCTaMHHA TaKXe CledyeT coOmoaaTh
OCTOPOXXHOCTb.
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[Ipenapar He pexoMeHmyeTcs npu&ehxébgnlgﬁ "'6epglte{u-gcm U Bi-TIEPUOJ " TPYJHOTO
BCKapMJIUBaHHUS.

Bcnomozamenvhule gewecmea:

B cocTaB nexapcTBeHHOro mpenapara BXoOuT caxap. Kaxneii maker Auenemen 100 mr
comepxut 4782,5 mr caxapossl, Auenemen 200 Mr comepxut 4675 Mr caxapo3ssl, Auenemesn
600 mr conepxut 4220 Mr caxapo3sl. DTO CIeAyeT YYUTHIBATE MANUEHTaM C CaXapHbIM [Ha-
6etom.

[TanuenTam ¢ peaxMMH HaclENCTBEHHBIMH NMpoOeMaMu HEINEePEHOCHMOCTH (PYKTO3bI,
MababcopOryel IITIOKO3BI-aNaKTO3bl WM HEIOCTATOYHOCTHIO Caxapasbl-M30MallbTa3kl He
CIIEyET IPUHKUMATh 3TOT JIEKAPCTBEHHBIH Ipenapar.

B cBsi3u ¢ HanuuMeM B COCTaBe JIEKApPCTBEHHOTO Mpenapara aCKOPOWHOBOM KMCIIOTBI
TpebyeTcs ¢ OCTOPOXKHOCTBIO IIPUMEHSTh HPH AeQHULHTE [IF0K030-6-hochaTaeruaporeHassl,
reMOXpOMaTo3e€, CHAEPOOIaCTHOM aHEMUH, TAJITACCEMUH, TIOYEUHOKAMEHHOM GOIe3HU.

[Ipuem mpenapaTa B peKOMEH/JOBAHHBIX J103aX 00ECIEYNBAET IPUMEPHYIO CyTOYHYIO IO~
TpebHoCTh B BUTamuHe C (50-100%), B 3aBHCHMOCTH OT BO3PACTHOW KAaTeropu (OIMH IaKeT
Aneuemen 100 mr conepsxut 12,5 mr, Auenemen 200 mr — 25 mr, Anenemen 600 — 75 mr).

JlexapcTBeHHBIH Mpenapar AueneMe]] COAEPXKHUT acrnapTaM B koauuecTse 40 MT B 0JHOM
nakere Aueuemen 100 mr, Anenemen 200 mr Anenemen 600 Mr. Acnapram rHAPOIH3YeTCS
B KEJTy JOYHO-KHILIEYHOM TpPaKTe NpH IepopaabHoM npueme. OUH U3 OCHOBHBIX MPOLYKTOB
rufponusa — (eHunananuH. MoXeT oka3aThCsl BPEAHBIM U JHOAEH ¢ (EHMIKETOHYpHEIL.
OTCYTCTBYIOT NOK/IMHHYECKHE W KIMHUYECKHE NAHHbIE IS OLEHKH HCTIONB30BaHUS acrap-
Tama y aereit no 12 Henens.

4.5 B3auMoaeHCTBHSA ¢ JPYrUMH JIEKAPCTBEHHBbIMH NPENapaTaAMH H APYTHEe BHIbI B3aH-
MoJeicTBUA

HccnenoBanus B3auMOJEHCTBYS in Vivo HE TIPOBOIMIIMCE.

CoBMeCTHOE NpPHUMEHEHHE aLETHIIMCTEHHA K IPOTHBOKALLIEBBIX JIEKAPCTBEHHBIX
CPENCTB MOXET BBI3BaTh 3aCTOM CEKpETa BCIEACTBUE YTHETEHHsI KalLIeBOro pediiekca.

ITomy4yeHnHble [0 HACTOSINEr0 BPEeMEHH COOOINEHHS O CIIOCOOHOCTH AaleTHJIIUCTEHHA
HHAKTUBHPOBATh aHTHOMOTHKH, KacalOTCs HCKITIOUHUTENBHO 3KCIIEPUMEHTOB i Vifro, B KOTO-
PBIX COOTBETCTBYIOINME BELIECTBA CMEIIMBAIUCH HEIIOCPEICTBEHHO OPYT C APYroMm. TeM He
MeHee, C LeJbl0 OE30MacHOCTH IMPHEM OPaIBHBIX aHTHOMOTHKOB CIIELYET MPOU3BOAUTE pas-
JENIBHO OT NpUEMa aleTUIILHUCTENHA, C COOMIONEHNEM, KaK MHHUMYM, 2-X YaCOBOTO MHTEpBa-
na. OTO He OTHOCHUTCS K HedekcuMy u Jiopakapbedy.

OnHOBpEeMEHHBIH NPHUEM ALETHIILUCTEHNHA H HUTPOTJIMLIEPHHA MOXET IPUBECTH K YCHIIe-
HHIO COCYIOPaCIIMPSIOIIETO U A€3arPEraHTHOTO AEHCTBHS IIOCIEIHETO.

OnHOBpeMEHHOE NPUMEHEHHE AleTUIILHCTEHHa U KapbamasermuHa MOXET NPHBECTH K
BO3HHKHOBEHUIO CyOTEpaneBTHUECKUX KOHIEHTpaluil kapbama3enuHa.

BrusHuE Ha pe3yNbTaThl 1a00paTOPHBIX HCCIEI0BAHUMN

ALETHILUCTEMH MOXKET BIMATH Ha PE3yJIbTAThl KOJIOPHUMETPUYECKOTO ONpEAEICHUS ca-
nuuunatoB. IIpy aHamu3e MOYHM alETHIIIMCTENH BIMSAET HA PE3YJIbTAThl ONpPENEICHUS KETO-
HOBBIX TeJl.

4.6 ©PepTHIBLHOCTD, 6EPEMEHHOCTL M JIAKTALIHS

BepemenHocTh

JlaHHBIE OTPaHMYEHHOTO YHCIA MOABEPIIINXCS BO3IEHCTBUIO OEPEMEHHBIX JKEHIUMH He
TIOKa3a/Id OTPHLIATENLHOIO BO3AEHCTBUA Ha O€PEMEHHOCTD, 3[I0POBBE IUIOAA W HOBOPOXKIEH-
HOTO.

OMnBIT 3MTUAEMHOIOTHYECKHX HCCIENOBAHUI OTCYTCTBYET.

HccnenoBanus Ha )XMBOTHBIX HE IOKAa3aJId NMPsIMOM MM KOCBEHHON TOKCHYHOCTH, BIIHS-
Iolei Ha GepeMeHHOCTh, SMOPHOHAILHOE Pa3BUTHE, BHYTPUYTPOOHOE W/WIIM MOCIEPOIOBOE
pa3BUTHE.



[Ipy HCHONB30BaHUU BO BpEMs 6epemeHH3Emp@<§ieﬂuyeTca COOJTFOAATE: - OCTOPOHK-
HOCTb.

Kopmiienue rpyanio 21356-2020

OTCyTCTBYIOT HMCCII€OBAHHUS, MOKA3bIBAIOIIUE, BBIICIAETCS JIM AUETHIIUCTEHH C IPyn-
HBIM MOJIOKOM HJIH HET. AllelleMe]l HE CIeIyeT IPUMEHATh B IIEPHOJ IPyAHOTO BCKapMIIMBa-
HUs 6e3 sBHOM HEOOXOIUMOCTH.

®epTHIBHOCTD

OTCYTCTBYIOT JaHHBIE O BIMSHUM aLECTHILHMCTEHHA Ha (GepTUIbHOCTh 4enoBeka. Vccie-
JOBaHHs HA )XUBOTHBIX HE MOKa3ald OTPHULATEIBHOTO BO3/IEHCTBUS HAa (HEPTUIBHOCTH COOT-
BETCTBYIOIIUX TEPANEBTHYECKHX 103 aLlETHILUCTENHA (CM. pa3zen 5.3).

4.7 BausiHue Ha coco0HOCTh YNPAaBJAATh TPAHCNIOPTHBIMH CPeICTBAMH H NMOTEHUHAJIb-
HO ONAacCHBIMH MeXaHH3MaMH

CrnenuanpHBIX HCCIEOBaHWH O BIMSHUM JIEKAPCTBEHHOIO IperapaTa Ha CIOCOOHOCTH
YTIPaBJISTh TPAHCIOPTOM M IPYTMMH MEXaHU3MaMHU He IIPOBOIUIIOCE.

4.8 HexxkenaTenbpHble peakiuu

VYka3zaHHYIO HH)KE YacTOTY HEXENaTEJbHBIX PeaKIMi ONpeNessuIH, UCIOb3Ys CIEIyIo-
IHe KaTeropuu: o4eHs yacto (>1/10), wacto (>1/100 - < 1/10), vewacto (> 1/1000 - < 1/100),
peaxo (= 1/10000 - < 1/1000), ouens peako (< 1/10000), uacToTa HeusBecTHA (HEB3s OMpe-
JIENIUTH Ha OCHOBAHWH HMEIOIIUXCH TAaHHBIX).

HapyineHus co CTOpOHbI HMMYHHOH CHCTEMBL:

Hewacmo: peaklluy THIEpYyBCTBUTEIbHOCTH

Ouenv pedxo. aHadUIAKTHIECKUH 0K, aHA(UIaKTHYECKHE/aHADUITAKTOMIHBIE PEAKI[FH

HapymeHus co CTOpOHBI HEPBHOM CHCTEMBI:

Heuacmo. ronoBHas 601p

Hapy1ueHus co cTOpoHbI opraHa ciayxa U 1abupuHTA:

Heuacmo: urym B ymax

Hapy1eHus co CTOpOHEI cepra:

Hewacmo: Taxuxkapaus

HapyIrieHus co CTOpOHEI COCY/IOB:

OueHb pedko. reMopparus

HapymieHus co CTOpPOHBI AbIXaTEeIbHON CHCTEMBI, OPraHOB IPYIHOM KJIETKH W CPEIOCTe-
HUS:

Peoko: oppllika, OpoHxocmasm

Xeny109HO-KUIIIeYHbIe HAapYIIECHUS:

Heuacmo: 601b B )UBOTE, TOIIHOTA, PBOTA U JHapes, CTOMATHUT

Peoxo: nucnencus

Hapy1meHus co CTOpPOHBI KOXH U MOJKOXHBIX TKaHe#H:

Heuacmo: 3y, KpanlMBHULIA, aHTHOHEBPOTUYECKUN OTEK, IK3aHTEMA

OO61mue HapyIIeHUs] U peaklMy B MECTE BBEJICHHUS

Heuacmo: nuxopanka

Yacmoma HeusgecmHa: OTEK UL

VY npenpacnofiokeHHBIX MMAllMEHTOB MOTYT pa3BUBAThCS PEaKLHUU THIIEPYyBCTBUTEIHHO-
CTH CO CTOPOHBI KOXH U JBIXaTeIbHOW CHCTEMEI, Y MallHEHTOB C THIIEPPEaKTHBHOCTHIO OpOH-
XOB U OpPOHXHaNBHON acTMOH MOXET BO3HHKHYTH OpoHXocmasMm (cM. pasaen «Mepsl mpeno-
CTOPOXHOCTUY). OYeHb peKo COOOIIANIOCh O CITyyasiX KOXHBIX PEaKLUH, TAKUX KaK CHHAPOM
Crusenca-/[)xoHcoHa 1 cuHapoM Jlaiiemnia B CBA3M C UCIOJIB30BaHUEM allETHIIIMCTEHHA.

BrIabIXaeMbIid BO3IyX MOXET IPUOOPECTH HEMPUATHBIN 3arax cepoBOIOPOIa.

B pasnMuHBIX MCCIENOBAHUAX OBUIO HOKAa3aHO CHH)KEHHE arperalyu TPOMOOLUTOB Kpo-
BU TI0J JAEMCTBMEM alleTHIIMCTEHHA. B HacTosiee BpeMs KIMHHYECKas 3HAYUMOCTH 3TOTO
SBJICHHUS HE YCTAHOBJICHA.

Coo0b11eHre 0 MOA03peBaeMbIX HEXEIATENbHBIX PEAKIIUAX
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BaxxHo coobmaThk 0 nomo3peBaeMbIX HeXeNaTeIbHBIX peaklusX MOC/Ie, PEruCTPaliH Jie-
KapCTBEHHOTO Ipernapara ¢ Le/Iblo 00ecleueHNsl HEeNPephIBHOIO MOHUTOPHHTA COOTHOIIEHHS
«IOJIb3a — PUCK» JIEKAPCTBEHHOTO INpenapara. MeaMIMHCKHM paboTHHKAM pPEKOMEHIyeTCs
coobwaTh 0 JTOOBIX MONO3PEBAEMBIX HEXEIATEIbHBIX PEAKIUAX JIEKAPCTBEHHOTO MpernapaTa
4yepe3 HalMOHAIBHYIO CHCTEMY COODIIEHHUS O HEXeNaTeNbHBIX peakuusx: Pecmybnukanckoe
YHUTApHOE MpennpusTue «LleHTp 3KCIepTH3 W MCHBITAHUH B 31paBoOXpaHeHun», 220037,
Pecniy6bsmka benapycs, r. Munck, Topapummeckuit mep. 2a, orTmen (apmakoHan3opa:
Ten./dakce: +375(17)2420029, azpeca  3JEKTPOHHOM  TOYTHL repl@reeth.by,
rceth.by@rceth.by, anpec BeG-caitra: https://rceth.by.

4.9 Ilepeno3upoBka

Jlo HacTosliero BpeMEHM Clly4yaeB TOKCHYECKON IMEpel03UPOBKH MEPOPATBHEIX (opM
alleTUILUCTEHHA He Habmonanock. Y H0OPOBONBIEB, IOyYaBIIMX ALETH/ILMCTEHH B J03€
11,2 r/cyTkn B Teuenue 3 Mecsnes, He HAGIIONANOCH HUKAKUX TSKEIBIX HEKEIATETBHBIX pe-
akuui. [IpuHAMaeMble BHYTph I03Bl alleTHINUCTEMHA, gocTurmue 500 MI/Kr Macchl Tena,
MIEPEHOCHITHCH 0€3 KaKMX-TH00 CHMIITOMOB HHTOKCHUKAITHH.

CHMITOMEI MHTOKCHKAIWK: IPH NEPEJO3UPOBKE MOTYT BOZHUKHYTH CHMIITOMBEI CO
CTOPOHBI JKEJTyJOYHO-KHIIEYHOrO TPaKTa, TaKMe KaK TOINHOTA, pPBOTA M auapes. Y neTel
UMEETCS PUCK TMIIEPCEKPELIUH.

Jleyenne B cryyae mepeJoO3UPOBKU: NPH HEOOXOAMMOCTH NPOBOAMUTCS CHMIITOMATHYE-
CKO€ JICUCHHE.

5. PAPMAKOJIOTHYECKUE CBOMCTBA
5.1. ®apmakoaHHAMHYECKHE CBOHCTBA

dapmakoTepanesTHieckas rpynna: CpencTsa, IpUMEHsIEMbIE TIPU KaIITe ¥ MPOCTYXHBIX

3a00J1eBaHUSAX. MYKOUTHUECKHE CPENCTBA.

Kon ATX: R0O5CBO01

MexaHu3M nelcTBUs

Anenemesi CONEPKUT aKTHBHOE BEINECTBO ALETHILMCTEUH, IPOU3BOHOE IUCTEHHA CO
cBobonHo# rpynmoit SH, o6nanaromee kak MyKOTHTHYECKUMH, TAaK M aHTHOKCHIAHTHBIMU
cBoicTBaMH. MykonuThdeckuit 3G (HeKT aleTHIIICTENHA OCHOBAH Ha TOM (haKTe, 4TO 3JIeK-
TPOQUIBHBIE M OKHCIUTEIbHBIE COSUHEHNS MHAKTHBUPYIOTCS HENOCPEICTBEHHO AlETHIIIIH-
CTEUHOM H KOCBEHHO ITyTaTHOHOM. ALETHIILMCTENH CIIOCOOCTBYET YCHIICHHUIO CHHTE3a TITy-
TaTHOHA.

®DapmaxoauHaMuueckue 3 HEKThI

ALETUIIHUCTEHH SBIAETCS BAXHBIM IPEIISCTBEHHHKOM CHHTE3a [IIyTaTHOHA Yepe3 LH-
CTEMH H, TaKUM 00pa3oM, yBeIHYMBAaeT 3alachl 3HAOTE€HHOIO ITyTaTHOHA. DK30r€HHbIE H
SHIIOTE€HHBIE OKCHIAHTEI, KOTOPbIE MOTYT HEHTPATM30BaThCS ALETHILMHUCTEMHOM U [JIyTaTHO-
HOM, Y4acTBYIOT B I1aTOr€HE3€ BOCHAIHMTENBHBIX PECIIUPATOPHEIX 3200/ IEBAHHUIA.

Knununyeckast 3¢heKTHBHOCTD

ALCTUIIHUCTEHH Pa3KIKAET BA3KYIO CIM3b B IBIXATEbHBIX MyTAX, CIOCOOCTBYET OT-
XO0XIE€HUIO MOKPOTHI M MIOMOTAET YCIIOKOUTh MPUCTYIIBI KA. DTO 06JIEr4aeT AbIXaHHE.

5.2 GapmakoKkHHeTHYECKHE CBOICTBA

Abcopbyus

[locne mpueMa BHy TP aLETHIIUCTEHH OBICTPO | MOJHOCTHIO abcopOupyeTcs.

brorocTymHOCT CBOGOHOTrO AlETUIMCTENHA COCTABNsET 0Kono 10%, YTO CBS3aHO ¢
SIBHBIM IIPECUCTEMHBIM METab0TH3MOM.

[Tocne nmprema m0cTaTOYHO BBICOKOHM m03bI 30 MI/KT Macchl Tefa, MUK KOHIEHTpPAIMH
allETH/INUCTENHA (CBOOOMHOTO M CBS3aHHOIO) B IIJIa3M€ COCTABIISET OKOJIO 67 HMOJB/MII C
Tmax 0,75-1 gaca.

[Tocne npumenenus 600 Mr aneTHIIMCTEHHA B JIEKAPCTBEHHOH (opme TabneTkH, MUK
KOHIeHTpauuu B muasme (Cmax) oOLIEro aneTHIucTenHa (CBOOOJHOTO U CBSA3aHHOTO) CO-
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craBngeT 3,40 mxr/mia (20.83 HMoNB/MT) C ng 01,7? t;;acg) (43 ‘MH{)%‘}B AUC (mnomams- rron
KpuBoii) paBHO 10,06 MKr-u/miI. ‘

[Tpuem nuIy Ha CUCTEMHYIO OMONOCTYITHOCTE IIPH BHYTPEHHEM IPUMEHEHHUH alleTHIIIIH-
CTEMHa HE U3y4Jacs.

Pacnpeoenenue

ANETHIIICTEHH HaXOJUTCs B OpraHu3Me, Kak B CBOOOIHOU dopMe, Tak U 0OpaTUMO CBS-
3aHHOM ¢ 6eNKaMu I1a3MBbl TUCYIbOUIHBIME CBS3SIMH.

ALIETHJIIUCTEUH B OCHOBHOM paclpelieNisieTCcsl BO BHEKJIETOUHOHM BomHO# cpene. OH Jio-
KaJIM3yeTCs IJIaBHBIM 00pa3oM B [I€YEHH, [TOYKAX, JIETKUX U OPOHXHABHOM CIIM3H.

Buompancgopmayus

MeTabonu3m HauMHAETCS cpasy MOCIie NMpHeMa: aleTHIIUCTENH JealleTHIMPYETCS B aK-
TUBHBIH L-IMCTEHH IpU MepBOM MPOXOXIEHMM B CTEHKE KMIIEYHHKA M B IE€YEHH, a 3aTeM
METAb0NU3UPYETCS A0 HEAKTUBHBIX COENUHEHHH.

Snumunayus

[Tpubmusutensno 30% BBEAECHHOH 035! BEIBOAUTCS HEMOCPEACTBEHHO ¢ MOYOIA.

OcHoBHEIE METAOOMUTHI - LWHCTUH U UUCTEUH. KpoMe Toro, B HEGOMBIIMX KOIMUECTBAX
BBIIEJISIOTCS B BUJIE TaypyHa U Cynb(haToB. ViccnenoBanus mo BeieNeHHIO GPAKIHMH, HEOUH-
IIIEHHON ITOYKaMH, OTCYTCTBYIOT.

Y 6 uCIIBITYeMBIX IPU BHYTPUBEHHOM BBefeHHH 200 MI aleTHU/IIHCTENHA IEPHOA TIOTTY-
BbIBeJIeHHs coctaBsin 1,95 (0,95-3,57) yacoB anst BoccTaHOBIEHHBIX GopM u 5,58 (4,1 -9,5)
IUIst OOIIETO aleTUIIHUCTENHA, IEPHO/ IIOJTYBBIBEAEH S OOIIEro aleTUIIIUCTEMHA COCTABMIT
6,25 (4,59-10,6) yacos.

Hccnenosanus GpapMakOKHHETHKY y MALMEHTOB C HAPYIIEHUAMH (YHKIMH TEYESHH I10-
Kasami yBenu4eHue 10 62% muomanu Moja KpUBOU «KOHIEHTPAIMA-BPEMSA» B CHIBOPOTKE H
30% yMeHBIIEHUS KITHpEHCa.

[[na3sMeHHbINH KIMPEHC alleTHIILHCTEMHA MAJIO 3aBUCHT OT MIOYEYHON ()YHKIIMH.

5.3. laHHbIe TOKJIMHHYECKOH 6e30macHoCTH

Octpas TOKCHYHOCTh

B nccnenosanusax ocTpoit TOKCHYHOCTH 3HadeHue LD50 npu nepopansHOM OPHMEHEHUH
Y MBIIIEN U KpBIC cocTaBUI0 8 ¥ >10 I/Kr COOTBETCTBEHHO.

XpoHHYecKass TOKCHYHOCTh

HccnenoBanus Ha pas3iUyYHBIX BHIAX XHBOTHBIX (KPBICHI, COOAKH) AIUTEILHOCTD A0 Of-
HOT'0 IoJla HE BBIABHMIIM KaKUX-IHOO NMAaTOTOTHYECKUX U3MEHEHHIA.

OHKOTeHHBIH U MYTareHHBIN MOTEHIIHAI

CuuTaercs, 4TO alETWILKCTEMH HE 00JafaeT MyTareHHBIM AeHcTBHeM. VMccrnemoBaHus
In Vitro ¥ in vivo 1any OTpHLATEeNbHBIE Pe3YJIbTAThI.

Vcenenosanus OHKOTEHHOTO MOTEHIHANA AllETHIIIIMCTENHA HE TTPOBOIMIIOCK.

PenpoayKTUBHAsS TOKCHYHOCTD

Vcenenosanus sMOpuo- U pETOTOKCHYHOCTH NPOBOAMINCH HAa KPOJIMKAX M KphICaX, I0-
Jy4aBIIMX NEpOpaJIbHBIC 03Bl ALETH/IIMCTEMHA BO BpeMsl opraHoreHesa. HUKakuxX Bpox-
JEHHEIX IOPOKOB Pa3BUTHUS HE HAOIIOIAIOCE.

Hccrnenosanus GepTHIBHOCTH MPOBOAMIMCE y KPBIC MPH MEPOPaTbHOM MpPHMEHEHHH
aneTHWInUCTenHa. IIpumenenne camkamu anetunuucrensHa B no3e g0 1000 Mr/kr/meHs He
MOKa3all0 yXyIIIEHHE XXEHCKOH IIONOBHTOCTH. JIedeHne caMIOB KpBIC MMEPOPATbHBEIM alle-
THJILUCTEHHOM B 03¢ 250 MI/Kr/IeHb B TeyeHHe 16 Hellenb He OKa3bIBAlO BIMSHUS Ha dep-
TUJIBHOCTh M OOIYIO0 PENPORYKTUBHYIO CIOCOOHOCTD JXHUBOTHBIX. C JPYroil CTOPOHEL, MpH
NpUMEHEHUH 103bl Bele 500 Mr/kr/meHs (mpubmu3uTensHo B 40 pa3 BhIE MaKCUMAaTbHOM
TEPaneBTUYECKON 103bI) HAOMIOOATIOCh CHHMIXKEHHE MY)KCKOH IIOMIOBUTOCTH W YXYHIIEHHE
NapaMeTPOB CIIEPMATO30HI0B.

6. DPAPMAIIEBTUYECKHE CBOVICTBA
6.1. IlepeyeHb BcoMoraTeIbHbIX BellecTB



HE PB
2135b6-2020

AckopOUHOBAs KHCJIOTa E— —
AcnapTam COTJACOBAHO |

"EPCTB \BOOXPAHEHUS
APOMaTI/BaTOp CAMeTbCUHMUHNCTEPCT BOM 3[IPA ! 00}2 A
PECITVBJIMKH BEJAPYCH
Caxap [Ipukas MuHRCTEepCTBA 3ApABOOXPAHEHHA
Pecnybauku Beaapych

6.2. HecoBMecTHUMOCTD

ALCTHIIUCTEHH HECOBMECTHM € GONBIIMHCTBOM METAIOB M HHAKTHBUPYETCAH OKHUCIIS-
IOLIMMH BeUleCTBaMH. Cne,uye'r H36€FaTb 1106aBJ'ICH]/ISI K npenapaTaM AUEeTUIILIUCTCHHA leyl"I/IX
JNIeKapCTBEHHBIX MPENapaTosB.

6.3 Cpok roaHocTa
Josuposka 100 mr u 200 Mr — 2 roza.
Jlosuposka 600 mr — 3 rojaa.
He npuMeHSITh 110 UCTEUEHUH CPOKA FOJIHOCTH.

6.4 OcoObie Mepbl MPEIOCTOPOIKHOCTH NMPH XPAHEHHH
B 3amuiieHHOM OT BjIard ¥ CBE€Ta MECTE MPH TEMIIEpaType HE BBILIC 25 °C,

6.5 XapakTep u coiepKaHHe NePBUYHOI yNAKOBKH

[To 5,0 r mopolKa B rMakeTe U3 KOMOWHMPOBAHHOrO Marepuaa (6ymara, mOJIMITH-
JeH, anioMuHAeBas Qosbra, noauaTuien). [fo 5 win 10 makeToB BMECTE C HHCTPYKIHUEH
110 MPUMEHEHHIO B [TAUKE U3 KapTOHA.

6.6 OcoGble Mepbl MPEIOCTOPOKHOCTH NPH YHHYTOXKEHHH HCIOJIB30BAHHOTO JIEKAp-
CTBEHHOr0 NMpenapara Wil 0TXO0/10B, MOJTY4eHHBIX Moc/Ie MPHMEHEHHSI JIEKAPCTBEHHOT0
npenapaTta uiH padoTbl ¢ HUM.

Oco0Oble TpeOoBaHUs OTCYTCTBYIOT.

6.7 Ycii0BHS OTIIyCKA H3 aNTEK
be3 peuenra Bpaya.

7. JEPKATEJb PETUCTPAIMOHHOI'O YAOCTOBEPEHUS
Pecniybnuka benapychb

VHOCTpaHHOE TPOU3BOICTBEHHOE YHUTAPHOE TIPEIPUSTHE
«Mea-uHTePIIacT»,

222603, Munckas o61acthb, . HecBrxk, yi1. JIeHHHCKas, 115, xom. 204.
Ten/¢pakc: 8(01770)2-30-72; Ten: 8(01770)6-19-39.

AJtpec 31eKTPOHHOM IMOYTHI: info@med-interplast.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHHS
Ne20/09/2435

9. IATA NEPBUUYHOW PETUCTPALIMU (MOATBEPXJIEHUSI PETUCTPALIUH,
IEPEPET'MCTPALIUN)
Jlata nepsuunoii peructparuu: 20.08.2015

10. JATA IEPECMOTPA TEKCTA
11.03.2022



