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YTBEPX OEHO
MWHUCTEPCTBOM 3APABOOXPAHEHMA
PECNYBNUKW BENAPYCb
Npukaa MunucTepcTea 30PABOOXPAHEHUR

ecnyBnsku Benapyces
or « 5 ér &Z)‘ ne 78kt

OBIIASL XAPAKTEPUCTHUKA JJEKAPCTBEHHOT' O ITP

1.  HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEIIAPATA
Huknodpenax dopre, 50 MI/T, rens mis Hapy»KHOI'0 IPUMEHEHHH,

2.  KAYECTBEHHBIN U KOJIMYECTBEHHBII COCTAB

l r rems comepxur B KauecTse ACHCTBYIOLIEr0 BEWIECTBA IMKIO(GEHAKA JHOTHIAMUH B
KOIIMYECTBE, SKBUBANCHTHOM 50,0 M aukiodenaka HaTpHs.

BCHOMOI‘&TGHBHBIG BEILIECTBA, HAJIHYHE KOTOPBIX CIIEAVET YYHUTHIBATEL B COCTABE JICKAPCTBEHHOTI'O
[Ipenapara.: HpOHHJICHFIIHKOJlB, ,I[I/IMGTI/IHC)/JH:@)OKCHI[.

Ilonuprit IICPEYEHB BCIIOMOTATEIBHBIX BEIIECTB, BXOAJIIUX B COCTAB JIEKAPCTBEHHOT'O Ipenapara,
IpeJicTaBiieH B paszene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

['estb 101 HapyskHOTO MpUMeHeHNUs.

BeciBernsIii unu cierka KEJITOBATBIH, IPO3PAYHEIH WK IOYTH IPO3PAUHBIIL refib, OJTHOPO,IHBIH
T10 KOHCUCTEHIMH. JlonycKaeTest Hauuue 1my3bIphKOB BO3JyXa.

4. KJIMHHUYECKHWE JAHHBIE

4.1. Iloxa3anus K IpHMeHEHHUIO

1. Jlns MecTHOrO CHMITOMATHYECKOTO JICUeHHS GOMH | BOCTIQJIEHUS TIPH:

— TPaBMAaTHYECKOM TIOBPEXACHHH CYXOXHIIHMN, CBS30K, MBI H CyCTaBoB (Hampumep, B
PE3YTIETATE BRIBUXA, PACTSIKEHHSA HIIM yIIHOa);

— JIOKATM30BaHHEBIX (hopMax peBMaTHUECKHX 3a00eBaHMIT ¢ [OPAKCHUEM MATKHUX TKAHEH.

2. JIns MECTHOrO CHMITOMATHYECKOTO JICYCHHUS OCTCOApTPHUTAa CYCTaBOB, JUII KOTODPBIX
[pUEMJIEMa MECTHAs TePAITHs BCIICJICTBHE TOBEPXHOCTHOTO PacItoIoKeHus.

Huxnodenax @opre nokazan k ITPUMEHEHHIO y B3POCIbIX U JETeH B Bo3pacte 14 ner u crapiie.

4.2. PexxuM J03HPOBAHHSA M CHIOCOD NpHMeHEeHHs

PexxuM JtosupoBanus

Bspocoim u demam cmapuwie 14 nem: HeGombIIOE KOTMYECTRO renst — 2-4 r Ha”ocsT 2-3 pasa B
CYTKH TOHKHMM CJIOEM Ha KOXY HaJ 0YaroM BOCIHAJIEHHS W CJerka BTHPAIOT 10 IIOJHOTO
BeackiBans. [locie HaHeceH s refs HEOBXOAMMO TINATEILHO BEIMEITE PYKH, HCKJTFOUas CiIydan,
KOIJIa TPerapar HeoOXOJMMO IPHMEHHTh HEMOCPEACTBEHHO Ha pyku. Ilepepeis Mmexay
HaHECCHHEM IIpernapata JIOJIKEH COCTaBIIATE He MeHee 4 4acos.

Ecnn cumnromer coxpansiores B Teuenue 7 AHEH MM COCTOAHME YXy.ILIAETCs, HEOOXOIUMO
[IPOKOHCYJILTHPOBAThCA ¢ BpauoM. He wucmons3oBate 6Gomee 7 JHEH, €CIM HeT Apyrux
PEeKOMeHJalui Bpaya.

Hooicunvie 1100u: MOXKeT GBITH HCIIONB30BAHA OGBMHAS Jlo3a.

Hemu u nodpocmku: uMeercs HEMOCTATOYHO NAHHEIX 06 3¢ (exTHBHOCTH U Ge30macHOCTH TS
AETeH 1 MOAPOCTKOB Miafme 14 ner (cM. paszien 4.3). IIpu npumeHeHn: npenapara y meteit 14
JIET ¥ cTapuie Oonee 7 AHEH, a TAKXKe, €CIH COCTOSHUE YXYAIIACTCA, POTUTENSIM HEOOXOTUMO
IPOKOHCYJIFTHPOBATECS C BPadOM.

Cnocob npuMenenus

Jist Hapy )KHOTo MpUMeHeHus.

I'ens uknopenak ®opre HAHOCAT TOHKHM ClIOEM Ha KOXy HaJ o4aroM BOCHAJIEHHS U CJIErKa
BIMpAtOT 10 MONHOrO BHUThIBAHUS. ITocie HaHeCEHHS reis HeoGXOIMMO TINATEIBHO BLIMBITE
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PYKH, HCKIIOHYas CiIy9aH, KOI[a JICKapCTBEHHBIH IIpenapar HeoOXOIMMO IIPUMEHHTH
HEMOCPEICTBEHHO Ha PYKH.

4.3. IlporuBonokaszanus

— I'MIepuyBCTBUTENLHOCTE K NEHCTBYIOMEMY BEECTBY H/HITH K JIOG0MY K3 BCIOMOTaTeIbHBIX
BEIIIECTB, IEPEYUCICHHBIX B paszene 6.1.

- Jlercxuit BoszpacT menee 14 ner.

— CKJIOHHOCTB K BOBHHKHOBEHHIO IIPUCTYTIOB GPOHXHAIBHO aCTMEL, KpaliBHULIEI HITH OCTPOIO
PUHHATA IIpH NPUMEHEHMH AUCTHICAIMIMIOBON KHCIOTBI WM JIPYTHX HECTEPOH/IHBIX
IPOTHBOBOCTIANUTENbHBIX Npenapartos (HITBIT).

~ Tpernit TpuMectp Gepemennoctu (cM. paszen 4.6).

4.4. OcoGb1e ykazaHHsi H MepbI IPEA0CTOPOKHOCTH MPH MPHMEHEHHH

JlexapcTBenHBIi npenapar ciieyeT HaHOCHTH TOJNBKO HA HENOBPEX/IEHHBIC YYACTKH KOJKI,
u3beras nona aHNus Ha OTKPHITHIE PAaHEL

M36erats nonananus rens B riasa 4 Ha clM3ucTsle o6omouku. He nomyckaercs [IPOrJIaThIBAHUE
res.

[lpy HaHeceHMHM JieKAapCTBEHHOro mpenapara Ha OOIIMPHEIC YYACTKH KOXH H/HITH pH
AATEIPHOM €r0 NPHMCHEHHH HEJb3s IMONIHOCTBIO HMCKIIOYHTH BO3MOXHOCTH IPOSIBJICHHS
CHCTEMHBIX HEXKEJIATEIbHBIX PeaKIHii.

HeobxoauMo mpeKpaTHTE pHMeHeHHe JIeKapCTBEHHOTO TPENapaTa IPH BO3HUKHOBEHHH KOKHOI
CBIITH.

Crnenyer wus3beraTb COBMECTHOTO NPUMEHEHHS relis Huknopenak Popre ¢ apyrumum
JICKapCTBEHHBIMH TIpENapaTaMy, COJIEPIKAIMMHU IUKIO(eHaK, a Takke ¢ nepopansueiMu HITBIT
B CBS3H C MOBBIMICHHEM BEPOSATHOCTH BOSHHKHOBEHHS HEXKETATENbHBIX PEaKIHii, B TOM YHCIIe
CUCTEMHBIX.

B ornensHeIX cnyyasx coofmanoch 0 BO3MOKHOCTH KeNyIOYHO-KUIIETHOTO KPOBOTEUECHHUS Y
JIMII ¢ OTATOIEHHBIM aHAMHE30M.

Huxnodpenak, kak u apyrue HIIBII, uaruGupyromye akTHBHOCTS NIpoCTarjaaHIuH-CHHTETA3BI,
MOXET IPOBOLMPOBATE Pa3sBUTHEC OPOHXOCHA3Ma y NAlMEHTOB ¢ aCTMOM MM allepridecKuMi
3a007IeBaHHAMHM B aHAMHE3E,

T'enp luxnopenax @opre HElb3st HCIONB30BATH M0/ OKKITIO3HOHHYIO IIOBSI3KY.

Tak xak nuKiIo(peHak MOKeT BBI3BATh Pa3BUTHE (POTOCCHCHOHIIM3ALIIH, HEOOXOMMO COOMIONATD
OCTOPOXXHOCTB IPH IPHEME COJIHCYHBIX BaHH M HCIONB30BAHMH JPYTHX HCTOUHHKOB
YIbTpaguoIeToBOro H3mydeHus. Bo usbexanue passutus hoToCeHCHOMIM3AIY PEKOMEHTyeTCst
NPUKPBIBATE ONEXIOH Te 001aCTH, HAa KOTOpHlE HAHOCHTCS JIEKAPCTBEHHBIH Mperapar, Ha
IIPOTAKEHUH JICUCHHS.

BcenomorarenbHble BelecTBa

I'ens  [luxnopenax @Dopre COXEPKUT IUMETHICYIBYOKCHL, KOTOPBI MOJKET BBHI3BIBATH
pa3ipa’keHHe KOXH.

l'ens Jluknodenak @opre comepxut 150 M IPOIHIEHIIAKONA B 1 T JIEKapCTBEHHOIO IIpernapara.
[IponuIeHIITHKOIIb MOXKET BBI3bIBATH Pa3pPaKeHHe KOKH.

4.5. BsaumopelicrBHe ¢ JPYrHMH JIeKapCTBEHHBIMH npenaparamMd M JApYrHe BH/IbI
B3auMoaelHcTBHUA

BsanmozeiicTBre ¢ APYTMMH JIeKApCTBEHHBIMH IpeIapaTamu MAaJIOBEPOSTHO H3-3a HH3KOH
CHCTeMHOH aOcopOumm JuKTOpeHaka IpH MECTHOM NpPHMEHEHHH. BiamMomeficTBHs reis
Huknopenax @opre ¢ APYruMH JIeKapCTBEHHBIME TIPENapaTaMi He 3apEerHCTPHPOBAHEL, HO MPH
ONHOBPEMCHHOM HasHa4yeHMH renst Jluknodenak @opre ¢ APyruMH  JIEKapCTBEHHBIMH
[perapaTaMu  HEOOXOAMMO yHHMTBIBATH WH(OPMALMIO, COAEPHKANIYIOCH B HHCTPYKIHH 110
MEIMIIMHCKOMY IIPUMEHEHHMIO JUIS IEpopabHOiM (opMbl AuKIodeHaka.

YTBEP>XXOEHO 2
MWHUCTEPCTBOM 3[PABOOXPAHEHWA
PECNYBENUKK BENAPYCb
Npuka3 Mnnua‘enmaaP:\noaa:?oxoauem
Pecn HUALRE
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CoBmectHoe ucnomp3oBanue resst Jukinopenak Dopre ¢ aneTHICATHIMIOBOH KHCIOTOM MM
apyrumu HITBIT MoxeT IpUBECTH K YBEJMUIEHHIO PUCKA PA3BUTHS HEYKENIATENbHBIX peakITHid.

4.6. @epTHILHOCTD, GePEMEHHOCTh M JAKTAHS

bepemeHnHOCTE

Konnentpanns nuknodenaka B miasMe mociae MecTHOrO IIPUMEHEHHUS HMXKE, YeM I10CjIe

TePOPaIbHOrO NPUMEHEHHS. YUHThIBas HHPOPMALIHIO, TIOJyYeHHYIO TIpH npuMeHennn HITBIT B

(opMax, OKa3BIBAIOIIMX CHCTEMHOE JIEHCTBHE, PEKOMEHY ETCH ClleIyrolee.

WMurubuposanue cuHTe3a NPOCTArJIaH/MHOB MOYET OTPHI@ATEIBHO CKA3aThCS HA TEUCHHUH

OepemeHHOCTH  W/MimM  sMOpuoHe/mwofe. JlaHHBIE  SMHZEMHUOIOTMYECKHX — HCCIIEIOBANMH

[I0Ka3bIBAIOT IMOBBIINCHUE PUCKA BBIKMJIBIINIA U d)OpMHpOBaHI/IH IIOpOKa CepaIa U racTpounzmuca

IIPH HCTIONIB30BAHMH HHTHOMTOPOB CHHTE3a MPOCTATTIAHMHOB HA PAHHHUX CPOKAX GEPEMEHHOCTH.

AGCOIIOTHBIH PHCK BOBHHKHOBEHHS aHOMAITHIT CEPIEYHO-COCY AUCTOMH CHCTEMEI YBEITHYHBACTCSA C

MeHee yeM 1% no, npubnusurensno, 1,5%. [ToBsmienue PHUCKa, TPEINOJIOKUTENBHO, TIPOHCXOIUT

IIPH yBCIMYCHHUH O3Bl M [UIMTEIBHOCTH JIEUCHHs. B sKcliepuMeHTaX Ha JKUBOTHBIX BBEIEHIHE

MHTHOMTOpA CHHTE3a MPOCTAarJlaHAMHOB TNPUBOJHIO K YBEIHYEHHIO pHCKa mpea- u

MIOCTHMIUIAHTAMOHHOIO  BBIKWJIBIIIA M JIETATBHOCTH IIoAa. KpoMme Toro, HaGIIOIamoch

y4alleHHE CIIy4aeB pas3IHIHbLIX TOPOKOB Pa3BUTHSI, B TOM YHCIIE CEPACUHO-COCY IUCTON CHCTEMBI,

Y XKHBOTHBIX, II0JIy4aBIIMX HHIHOHTOPBI CHHTE3a MPOCTATIAH/IMHOB B TIEPHOJ] OPraHOreHesa.

Hasuauenne jukiodenaka He peKOMeHAyeTcssi B IepBOM H BTODOM TpHMeCTpe

OepeMeHHOCTH, HCKJII0YAs CIy4aH, KOrAa MoJb3a OT NPUMEHEHHS JIEKAPCTBEHHOI0

Mpenaparta NpeBbIIAeT PUCK €ro HeNoab30Banus. Eciu quknodeHak uemoms3yercs Bo BpeMs

IIAHUPOBAHHUs OEPEMEHHOCTH, TIEPBOM HIIH BTOPOM TPUMECTPAX GEPEMEHHOCTH, TO HA3HAYACTCS

B HAMMCHBLIEH J103¢ B TEUEHHE HAMMEHBIIIETO [IEPHO/Ia BPEMEHH.

IIpuMenenne MHIHOUTOPOB CHHTE3a IPOCTArJIAHIMHOB B TPETBEM TPHMECTpe OepeMEHHOCTH

MOJKET IIPUBECTH K:

— PAa3BUTHIO TOKCHYECKHX 9(()EKTOB B OTHOIUEHHH CEpJEYHO-COCYMMCTON M BIXATeTbHOI
CHCTEM IUI0/1a (IIPEKACBPEMEHHOE 3aKPHITHE apTEPHATLHOTO IPOTOKA C PA3BUTHEM JIETOUHOMN
THIIEPTEH3HH);

— HapyIICHHIO (YHKIHH IOYEK IUIOJA, BIUIOTH JIO PA3BUTHS IOYEYHOH HEIOCTATOUHOCTH C
OJIUTOTHAPOAMHHUOHOM.

Ilpn mpuMeHeHMHM JIeKapCTBEHHOTO TIperapaTa B KOHIE OEepeMEeHHOCTH Y Marepu HW/HiIH

HOBOPOXK/ICHHOTO BO3MOJKHO MOABJIEHHE CIEAYIOMHUX 3D PeKTOB:

~ Y/UIMHEHHC BPEMCHHM KPOBOTCYCHHS, aHTHArPETaHTHBIH d(hdeKT, KOTOpsIi MOKeT
PasBHBATLCS ake Ha (POHE MpHeMa OYeHb HU3KHX JI03;

— CHIKCHHE COKPAaTHTENBHOH CIIOCOOHOCTH MATKH, YTO MOJXKET BBI3BATh 3aJIEPIKKy POLOB HJIH
3aTSKHBIE POJIEIL.

Takum oOpasom, puKIOpeHAK NPOTHBONOKA3aH Bo BpPeMsi TpPeTbEro TpHMecTpa

OepemMeHHOCTH.

Jlakrarus

Kax u npyrue HIIBII, nuknodenak B HeGOMBIINX KONMYECTRBAX IIPOHHUKAET B I'PYJIHOE MOJIOKO.

Tem He MeHee, He MpPeIBUHTCA HHKAKOrO BIHAHHS HA PeOEHKA, HAXOMANIEIOCS HA TpyJIHOM

BCKapMJIMBaHHH IIPH MCNOJIE30BaHUK renist Jluknodenak Dopre B TepalleBTHUECKHX 03aX.

Oanako B CBA3H ¢ OTCYTCTBHEM KOHTPOJIHPYEMBIX HCCI€10BAHHIA Y JKECHINHH B NEpPHO.I

JaKTalli, TNpPH  TIPYyAHOM  BCKADMJIMBAHHM  JIEKADCTBEHHBIN  npenapar  cieayer

HCHOTIBE30BATE TOJBKO IO KOHTPOJIeM Bpaya. B takom ciydae rens Jukinodenak ®opre e

JIOJDKCH HAHOCHTBCS Ha 00/1aCTh IPY/IM, & TAKKE Ha OOLIMPHBIC YYACTKY KOJKHBIX TOKPOBOB H/MITH

JUIHTENBHBIN TIEPHOJ] BPEMEHH. oy
YTBEP>XA

QepTHIBHOCTE MUHMCTEPCTBOM 3QPAE-OF?KCP‘:HEHMR

JIaHHEIC O BAMAHMY Ha GEPTHILHOCTE OTCYTCTBYIOT. PECOYERIMEH BEMAFY

Npukas MunncTepcTsa 3ADALO0APAHEHAR
chr\‘\.- i Bonat

e, S ¢
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4.7.  Bumsinue Ha cnNOCOGHOCTH YNPABAATH TPAHCIOPTHBLIMH CPEICTBAMH H padoraTh
MeXaHH3MaMH

[Ipn mectHOM npumMeHenuu renb Jlukiodenax Popre He OKa3bIBACT BIMSHUS HA CIOCOBHOCTD
YIIPABJIATE TPAHCIIOPTHBIMH CPENCTBAME H paboTaTh ¢ MEXaHHU3MaMH,

4.8. HexenareabHble peakuuu

HexenarebHple peakiii pacnpesielIeHsl 110 KIacCaM B COOTBETCTBHU C CHCTEMHO-OPraHHOM
KIaccudukauue M Mo yacToTe BCTpeyaeMocTH. UacTOTa BO3HHMKHOBEHHS HeEKeIaTelbHBIX
peakuuii: ouens 9acto (> 1/10); wacto (= 1/100 mo < 1/10); Hewacto (> 1/1000 mo < 1/100); penko
(= 1/10000 o < 1/1000); ouens peaxo (< 1/10000); yacToTa Hem3BecTHa (YacTOTA BCTPEYAECMOCTH
HE MOXKET ObITh OLIEHEHA HA OCHOBE HMEFOIIMXCS JAHHBIX).

Hugeryuu u uneasuu: 049eHs peaKo — MycTyIe3HAs ChIITb.

Hapywenus co cmopont ummynHo1i cucmemvr: 09eHb PEKO — PeaKIHH THIEPIyBCTBATENLHOCTH
(BKTIOYaAs KpaMBHHIY ), AHTHOHEBPOTHYECKH OTEK.

Hapywienus co cmopomsl Obixamenwvioii cucmembl, 0pzanos epyoHoil KiemKu u cpedocmens:
OYCHB PEJIKO — OpOHXUAIBHAS acTMA.

Hapywenus co cmopouvr kooicu u nOOKOJICHHIX mKaHeli: HacTo — ChIlb, K3eMa, spUTEMa,
JepMaTHT (BKIIIOYask KOHTAKTHBIH IEPMATHUT), 3y1T; PEKO — OyJIIe3HbIH JePMATHT, OYeHb peako —
(poToceHCHOMTM3AIIHS,

KonnenTpanus nuxnopenaka B IiasMe [ocie MECTHONO NPUMEHEHHS HKIO(EHaKa HIYKE, YeM
IpH  TPHEME MNEPOpanbHBIX  (opM  nuKIOdeHaka, H, COOTBETCTBEHHO, BEPOATHOCTh
BO3HHKHOBCHHS CHCTEMHBIX HE)XEJIATEIbHBIX PEaKIMil IPH MECTHOM NPUMEHEHHH 3HAYUTEIEHO
HIDKC, TI0 CPaBHEHMIO C BEPOSTHOCTHIO BO3HMKHOBEHHs HEXENaTelbHBIX peaknuil Ha (oHe
IPMMEHCHHA JHKiIodenaka B (opmax ams mpuema BHyTpb. OJHAKO NPH HAHECCHHH TIejis
Huknopenax ®opre HA OTHOCHUTENBLHO GOJBLIYIO TTOBEPXHOCT KOXKH B TEYEHHE JUTHTEIBHOTO
llepuozia BpeMEHH BEPOATHOCTh BOBHUKHOBEHHUS CHCTEMHBIX HEXKEaTEIbHBIX PEAKIIHH HE MOKET
OBITH [OJIHOCTBIO HCKITIOYeHa. TIpH HEOGXOAMMOCTH HCTIONB30BAHMS JIEKAPCTBEHHOTO mpemnapara
Ha OOJIBINOM ITOMIA/IM TOBEPXHOCTH Tella JUTHTENLHOE BPEMS CIICAYET YUHTHIBATH BOIMOIKHOCTD
Pa3sBUTHS HEXKEIATCIILHBIX PEAKIUH, YKa3aHHBIX B HHCTPYKIHH 110 MEIUIIMHCKOMY TTPHMEHCHHIO
IIepOpalIbHBIX JIEKAPCTBEHHBIX (OPM JUKIO(pEHAKA.

Coobmuienne o 1o103peBaeMbIX HEKETATENBHBIX PEAKIHAX
Baxzo coobmare 0 mOmO3peBacMBIX HEXKENATENBHBIX PEAKIUAX IMOCIE PErUcTpaluu
JICKapCTBEHHOTO TIpenapaTa ¢ Lelblo 00eCneYeHHs HePEPEIBHOTO MOHHTOPHHTA COOTHOIIIEHHS
«II0JIb3a/PHCK»  JIEKAPCTBEHHOTO Tperapara. MeIMIMHCKMM —paGOTHHKAM peKOMEeHTyeTcs
CcoO0IIATh O JOOBIX MOM03PEBACMBIX HEXKEIATENbHBIX PEAKIHIX JIEKAPCTBEHHOTO nmpenapara
Uepe3 HAlHOHAIBHYIO CHCTEMY COOOIIEHHMS O HEXENAaTeNbHBIX PEaKlHUsAX rocylapcTBa-uieHa
EBpasuiickoro 3KOHOMHYECKOTO COI03a.

Pecniybmuka Benapycs

220037, r. Munck, Tosapumeckuii nep., 2a

YII «LleHTp SKCrepTH3 U HCIBITaHKH B 3paBOOXPaHEHHI

Tenedon otaena papmakonansopa: +375 (17) 242-00-29; daxc +375 (17) 242-00-29

911 noyra: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

YTBEP>XAEHO
MUHMCTEPCTBOM 3APABOOXPAHEHMSA
4.9, Ile 3H PECMYBNMKW BENAPYCH

. PE€A03HPOBKA FipiKkad MuHMCTEOCTS 3ADIE00KDIHEHMA
CHMIOTOMBI PacnyAanen Benapych
B cBsi3u ¢ Hu3KO# cHcTeMHOI aGcopOrmett pazBuTHE NEPEIO3HPOBKH IIPU MECTHOM MPUMEHEHUH
MaJIOBEPOATHO. OJHAKO INpHM  Cly4adiHOM IPOIJATBIBAHMM Tefsl BO3MOMKHO —Da3BHTHE
HEKCIATC/IbHBIX PEAKINH, CXOMHEIX ¢ d(pekTamu, KOTophle HAGIIONAIOTCS IPH MEPEN03HPOBKE
nuKnoQeHaka MpU MPUMEHEHHH €ro B (opMax [yis IpHeMa BHYTPb. THIMYHAS KITHHHUCCKAS

KapTHHa IIPH [epe/I03HPOBKe THKI0(EHAKa OTCY TCTBYET.




NN-¥006475-F-BY

B cinyyae nporiaThIBaHHS BO3MOMKHO Pa3BUTHE BBIPAKEHHBIX CHCTEMHBIX HEKETATEIBHBIX
peakiuii (cM. paszzen 4.8).

Jleuenue

Vernosne3yroT naToreHeTHYECKYIO H CHMIITOMATHIECKYIO TEPATIHIO, KAK MPH JICUSHHH OTPaBIICHHH
HIIBII, B ToM wncrie mpombiBaHue XKemyaka U IpUEM aJcopOeHToB (aKTHBHPOBAHHOTO YIIIS) B
KpaTyaiiie cpoku mocie npuema. Crenmpudeckas Tepanus (Hampumep, (pOpCHpOBaHHBIM
AMypes, auanus, reMmonepdysus), BeposTHO, Masio3(pHEKTUBHA B CBA3M C BBICOKMM CBSI3LIBAHUEM
HIIBII ¢ 6enxaMu H HX HHTEHCHBHBIM METabO0IH3MOM.

YTBEP>XOQEHO

I AHEHWUA
5. ®APMAKOJIOTMYECKHE CBOMCTBA e AvE Mk BERAYCE
5.1, ®apmMakoIHHAMHYECKHE CBOICTBA Lt il o

®apmaxoTepanesTHyeckas rpynmna: [Ipenapatsl 1jist MECTHOTO TPUMEHERTS TP MEICTHBIX
U cycraBHBIX Oonax. HecTepouanble NpPOTHBOBOCTIANMTENBHEIE MPENapaThl AT MECTHOTO
IIPUMEHEHHSI.

Kox ATX: M02AAL1S.

Mexanusm neficteus u papmaxoauHamudeckue dPphexTob

Huxnodpenak — HecTepoMmHEIA mporHBoBocmANUTENbHEIH npenapat (HIIBII) ¢ BhIpaskeHHbIM
AHATIBICTHYCCKUM, IPOTHBOBOCIIAIUTEIBHBIM H YKaPOIOHMKAIOMIMM CBOiicTBaMH. OCHOBHOI
MEXaHU3M NEHCTBHS 3aKII0YAETCs B MHTMOMPOBAHHH CHHTE3a IPOCTArIaHANHOB JHKJIO(DEHAKOM.
Juknodenax @opre — 370 00€300NMBAOLIMI M [IPOTHBOBOCTIAIMTEBHEIA IIpemapar i
Hapy:KHOTO IIPUMEHEHHs. birarojiaps BOIHO-CIMPTOBOH OCHOBE Iellb JIETKO BTHPAETCS B KOXKY H
OKa3pIBaeT OOJIEyTOIMIOmee U OXJIaKIalolee JeiicTrie. [IpH BOCHANEHHH TPaBMATHYECKOTO
reresa Jluknopenax Popre yMeHbI1aeT G0JIEBLIE OIYIEHHUS U CHUMAET OTEKH.

5.2. dapMaKOKHHeTHYECKHE CBOIicTBA

AbGcopbuus

Komiyectso  juxnodenaka, — BcachlBalomerocss — uepes  KOXY,  HPONOPLHUOHATBHO
MPO/IOJKUTEIEHOCTH KOHTAKTa ¢ KOJKeH, I1o1ma i oopabaTsiBaeMoil TOBEPXHOCTH U 3aBHCHT KaK
OT CyMMapHOH JI03bI HAHOCHMOTO TIpeNapara, Tak  OT CTEIIEHH THPATALUH KOXKH.

Crernenb abcopOUHMH COCTABIAET OKOJO 6 % MPUMEHEHHOH O3B MOCITE MECTHOTO IIPHMEHEHHUS
npenapata. OKKIIO3HOHHAs MOBA3KA B TeueHHe 10 4acoB IPUBOIMT K TPEXKPATHOMY YBEIHYEHHUIO
abcopOHpOBaHHOrO AHUKIO(EHAKA.

Pacnipesienenue

Konuenrtpanuu nuknodeHaka OblmM H3MepeHBl B IUIa3Me, CHHOBHAIBHOH JKHIKOCTH IOCTE
MECTHOTO HAHECEHHs IIperapara Ha CYCTaBBl PyK M KoJieHa. MakcHMalbHas KOHLEHTpalUs B
masMe npubimsutensHo B 100 pas HidKe, 4eM KOHLEHTPALHs TIOCIe HepOPaTbHOT0 IPHMEHCHHUS
TaKOr0 e KOJIMIeCTBa AUKIo(eHaka. 99,7 % nuxnodeHaka cBA3bIBacTCs ¢ GENKaMH CEIBOPOTKH,
MPEUMYIIECTBEHHO ¢ anbOymMuHOM (99,4 %).

buorpanchopmanms

brotpancpopmarmst jmkinodeHaka YACTUUHO BKIIOYAET TIIIIOKYPOHM3ALMIO HEH3MEHHOM
MOJICKYJIBI, HO IIPEHMYIIECTBEHHO OJHOKPATHOE MJIM MHOTOKPATHOE THAPOKCHIHPOBAHHE
MPHUBOJIUT K 00pasOBaHMIO HECKONBLKUX (PEHONBHBIX METaGOIUTOB, GOJBIIMHCTBO H3 KOTOPBIX
IPEBPAIAIOTCS B TIIIOKYPOHOBBIE KOHBIOTaThl. J[Ba (eHONBHBIX MeTaboluTa SBISIOTCS
OHOJIOrHYeCKH aKTHBHBIMH, HO HX aKTHBHOCTB CYLIECTBEHHO HIKE aKTMBHOCTH JHUKIOpCHAKA.
DIUMUHALUS

OO CHCTEMHBIH KIHPeHC AUKIO(eHaKa U3 MIa3Mbl COCTAaBISET 263456 Mi/MHUH (cpenuee
3HAYCHUE + CTaH/IAPTHOE OTKIOHeHHe). TepMHHANBHBIN MEPHOA MONYBBIBEJEHHA H3 ILIA3MBbI
coctaBiseT 1-2 gaca. YeTsipe 3 MeTaGONHTOB, B TOM YMC/IE IBA AKTHBHBIX, TAK/KE TIOKA3BIBAIOT
KOPOTKHH IIepHOM TOJNYBBIBEJCHUSI M3 IUIA3MBI, KOTOPHI cocTaBiser 1-3 uaca. Omuu us3
MeTaboJUTOB, 3-THAPOKCH-4-METOKCH-IUKIO(pEHaK, ITOKa3hIBaeT GOJIee UTMTEIbHBIH Nepuoa
TIOJIYBBIBEACHUS, HO (AKTHYECKH SBIACTCS HEAKTHBHBIM. JIMKIO(pEHAK H €ro MeTaboJuThI
BBIBOJIATCS MPEUMYIIECTBEHHO ¢ MOYOA.
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Ocobuie epynnul nayuenmog

He mpenmonaraercst axkymysisimu auknodenaka u ero MetaGoIHTOB Y IAIHEHTOB, KOTOpEIE
CTPajaloT TMOYEYHOH HEeJOCTATOYHOCTHIO. Y IAIMEHTOB C XPOHHYECKHM TelaTHTOM HIIH
KOMITCHCUPOBAHHBIM IMUPPO30M KHHETHKA M MeTabolu3M JMKIO(pEeHaKa Takue e, Kak H y
NIAIHEHTOB, KOTOPBIE He HMEIOT 3a00/1eBaHHI IICUeHH.

3.3. JlaHHbIe QOKJIMHHYECKOH 6e30MacH0CTH

JloxmiHuyeckre TaHHble, OCHOBAHHBIC HA TPAAMIHOHHEIX (hapMAKOIOTHYECKHX HCCICIOBAHMAX
0e30macHOCTH,  HCCIENOBAHUAX  TOKCHYHOCTH NOBTOPHBIX ~ JI03,  T€HOTOKCHYHOCTH,
KaHIEPOreHHOTo MOTEHIHAIA, PEITPOAYKTHBHOH TOKCHYHOCTH, HE IPOJEMOHCTPHPOBAIH 0CO00i
ONACHOCTH IS YENOBEKA. Y MBIIIEH, KPBIC U KPOJIUKOB TEPATOTEHHOE NEHCTBHE Iperapara He
obHapykeno. J/luknodenak He BIUseT Ha GePTUILHOCTD KHBOTHBIX (XpEIC) MK Ha UX TIpe-, IEPH-
U IIOCTHATaJIbHOE pa3BHTHE. B pa3sIMuHBIX McCIeNOBaHMAX He ObLJIO BBIIBICHO JOKA3aTENILCTB
TOTO, YTO AUKIO0(EeHaK BbI3bIBAET (POTOTOKCHYHOCTD HITH CCHCHOMITH3AIIHIO KOYKH.

6. ®APMALEBTUYECKHE CBOVCTBA
6.1. IlepedeHnb BCoMoOraTe/IbHBIX BEIECTB

DTUnoBeIi cnupt 96% YTBEP>XXOEHO
MWHWUCTEPCTBOM 3[1PABOOXPAHEHWA

IIponunenrinkois PECMYBNNKH BENAPYCH

Ma1<p0r0ﬂ 400 MNpukas Munucrepcrsa 3ApasooxpaHeHus

FHHHGPHH Pecny6inuku Benapych

Jlumeruncynshokcus

JusTanonamMun

Kap6omep

Bopa ouninennas

6.2. HecoBmecTHMOCTH
He npumenumo.

6.3. Cpok rogHocTH
3 ropa.

6.4. Ocolbie MepbI IPEIOCTOPOKHOCTH IPH XPAHEHHH
XpaHUTh IpH TemIepaType He Bhimre 25 °C.

6.5. XapakTep u cogep:kuMOe yIAKOBKH
ITo 40 r B Ty0ax u3 MOMMMEPHBIX MaTEPHAIOB WK B Ty0ax 13 KOMOHMHHPOBaHHOTO MaTepuaa ¢
Oymonamu. Kaxas Ty6a BMeCTe ¢ JTHCTKOM-BK/Ia/BIIEM TIOMELIEHA B IIa4yKy U3 KapTOHa.

6.6. Ocolble Mepbl INPEIOCTOPOKHOCTH NPH  YHHYTOXKEHHH  HMCIOIL30OBAHHOLO
JEKApCTBCHHOTO  mpemapaTta HJIH  OTXO0[0B, MOJYYeHHBIX [OCJH€ NPHMeHEeHHs
JIEKAPCTBEHHOI'0 NpENapaTa WiH padoThl ¢ HUM

Her ocoOrIx TpeGoBamwii K yTuIH3aIHA.

7. MEPXKATEJIb PETUCTPAIIMOHHOT'O YIOCTOBEPEHUS
Pecny6mnuka Benapycn

000 «DapmTexHOIOrHI»

220024, r. Munck, yi1. Kopxkenesckoro, 22

Tenedon: (017) 309 44 88

E-mail: ft@ft.by

8.  HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUS
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9. JATA IIEPBUYHOM PET UCTPAILIMHU (IOATBEPXKJIEHUSI PET UCTPAIIUH,
IHNEPEPETHCTPAILIN)

[lara mepBoit peructparuu:

/lata moC/IeIHETO MOATBePXKAeHHS perucTpary:

10.  TATA IEPECMOTPA TEKCTA

O6mas xapakrepucTika JICKapCTBeHHOro mpenapara Jluknodenak ®dopre JIOCTyIIHa Ha
HH(OPMAITHOHHOM  MOpTae EBpasmiickoro skomomuueckoro corosa B MH(POPMAIHOHHO-
KOMMYHHKalHOHHOH ceTH «MHTepHeT» http://eec.eaeunion.org/

YTBEP>XOEHO |
MWHWUCTEPCTBOM 3APABOOXPAHEHMW
PECNYBNUKN BENAPYCb
AHEHWR
Npwka3 MuHUCTEPCTBA 3APaBOOXP!
& Pecnylnukw Berapyco




