BoJabTapeH OMyabrenb. 1% rens B Ty6ax 20r. 50r. 100r — yHdopmaluis s cnennalucToB BY

WHCTPYKIHSI IO MEJUITHCKOMY IIPUMEHEHHUIO
JIEKAPCTBEHHOT'O HPEIIAPATT“"‘?*.‘“" TACOBAHG ]
MUHUCT )M 3JIPABOOXPAHEHUSA |
1. HAMMEHOBAHUE JIEKAPCTBEHHOT' O TIPEITAPATA | 1, 0 \iiocroncons amoenoosaserss |
BosnbTapen Omynerens, 1%, renb 11 Hapy»KHOTO MPUMEHEHMUS. a : ’

S e e

1.3. MexayHnapoaHoe HemaTeHTOBaHHOe HauMeHoBanue (MHH)
JuinodeHax.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

Heiicmesyrowee eewgecmeo: 11,6 Mr/r nuknodeHaka JUITUIAMHHA, YTO COOTBETCTBYET 10 Mr/r
aukIodeHaka HaTpus.

Bcnomozamenvhvie eewyecmea: nponuneHrnukons — 50,0 mr/r, apomatuyeckuii kpem 45
(copepxxut 6en3undensoar) — 1,0 Mr/r.

[TonHEI# nIepeyeHs BCOMOraTebHbIX BEILECTB MIPUBEEH B pasaene 6.1.

3. IJEKAPCTBEHHAS ®OPMA
I'ene pns HapyxHoOro npumeHeHus 1%.
Msrkuii, ofHOpOIHBIH, KPEMOOOPA3HBI refb, LIBET OT 6EIOro 40 XKEATOBATOrO.

4. KIMHNYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

e Jlns neyeHus 601U, BOCMANICHUs U OTeKa Mpu:

- MOBPEXIECHUAX CYXOXUIIUH, CBA30K, MBI ¥ CyCTaBOB, HAallpUMep, Pa3pbIBbl CBA30K, YLIHOHI,
pacTshKeHHs ¥ 6ONIM B CIMHE TOCIIE 3aHATHH CIIOPTOM MITH B PE3YNIbTATE HECUACTHBIX CITy4aeB;

- JIOKaJIM30BaHHBIX (hopMax peBMaTHYECKHX 3a00JIEBaHUN MSTKUX TKaHEH, TaKMX KaK TeHIAHUT
(CHHIPOM «TEHHHCHOTO JIOKTS»), OYPCUT, CHHAPOM IJI€40-KUCTh, EPUAPTPONATHS.

. JUisl CUMITOMATHYECKOrO JIEYEHHSI apTPO30B CYCTABOB MAaOW M CpefHell BETHUMHBI,
OJIM3KO pacrosoXKEHHBIX K KOXKE, TAKMX KaK CyCTaBbl MANBLEB PyK MM KONEHE!.

4.2. Pexum 103HpOBaHHUS U CMOCO0 NMPHMEHEHHS

Pexxum 1o3upoBanus

Bspocnvie

B 3aBucumocTH OT pasmepa GonesHeHHo o6nactd, 2-4 r mnpemapara (YTO MO obbemy
COMOCTaBUMO COOTBETCTBEHHO C PasMEPOM BHILUHM WM TPELKOro Opexa M JOCTATOYHO IS
o6paboTky muowmanyu nopepxHoctu Tena 400-800 cm?) HaHOCAT Ha NOpaXKEHHBIN Y4aCTOK KOXH 3-
4 pasa B ICHb U CllerKa BTUPAIOT.

JITHTENBHOCTE JIeYeHUs 3aBUCHT OT MOKa3aHWi U oTMevaemoro sddekta. IIpu oTCyTCTBUM
yIyqlIeHHs yepe3 14 [HeH peKOMEHIyeTcs BBIMOJHMTH MOBTOPHYIO OLEHKY 3(deKTHBHOCTH
neveHus. Bonbrapen OMynberenb He JOMKEH MPUMEHATLCS Gonee 14 nHeit.

Ilocne HaneceHus mpenapata HEOGXOIMMO BBITEPETh PYKH CYXMM OyMaKHBIM MONOTEHLEM U
3aTeM XOPOILO BbIMBITh, ECITH OHH HE SBJISIOTCS 00/1acThIo JeueHus. [lepen npuHsTHEM fyla i
BaHHBI CIIEYET I0XKAAThCs BBICBIXAHUS Mpenapara Ha KOxKe.

Oco6ble rpymnmbl NAHEHTOB
Jluya nooicunozo éo3pacma (cmapuie 65 rem)
Pexxum 103UpoBaHus TaKoMH e, KaK U 171 B3POC/bIX MalUEHTOB.

eTU
Jlemu mnaowe 12 nem:
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Bonstapen OMynbrens, 1% rems B Ty6ax 20r, S0r, 100r — undopmarnus LA CTIELHANHCTOB _ BY
JlexapcTBEHHOE ITperapar He peKOMEHJOBAHO JUIsl IPUMEHEHH y IeTel B Bo3pacTe 10 12 jeT, Tak
KakKk HE€ IPOBOMUIIOCHE CHCTEMATHU4YCCKOIO H3YyUYCHHSA NPUMCHCHUS H 6e30macHOCTH BOHBTapeH
OMyJIbrelNlb y JaHHOU TPkl MalluEHTOB. 7 P—

Hemu om 12 nem u cmapuie: T1ACO
Pexxum JO3HPOBAHHUA TaKkou K€, KaK U U1 B3pOCJIBIX MAITUEHTOB!

Cnoco6 npuMeHeHUs L v onmrscscbiimiond A
IIpenapar npeaHasHa4eH TONBKO AJIsl HAPYXKHOTO IPUMEHEHHS.

4.3. IlporuBomnoka3zaHusi

. [ToBelIIEHHAS UyBCTBHTENBHOCTD K JUKJIO(EHAKY WM APYTUM KOMITOHEHTaM Iperapara.
. CKJIOHHOCTB K BOBHHKHOBEHHIO IIPUCTYIIOB OPOHXHAIBHOM aCTMBI, aHTHOHEBPOTHYECKOTO
OTeKa, KpalMBHHUIBI MIIH OCTPBIX PUHHUTOB IPU MIPUMEHEHHH AlleTHIICAIUIMIOBOM KMCIIOTHI MIIH
JPYTruX HECTEPOHIHBIX NPOTHBOBOCIIAIMTENBHEIX penaparoB (HIIBII).

o III Tpumectp GepemenHoCTH (cM. « Depmunvrocms, bepemeHHOCMb U TAKMAYULY).

4.4. Oco0ble yka3aHusi 1 MepbI NPEA0CTOPOKHOCTH IIPH MPHMEHEeHHH

Henp3st HCKIIOYHTH BO3MOXHOCTH Pa3BHTHsI CHCTEMHBIX MOOOYHBIX pEAKIHil IIPH MECTHOM
NPUMEHEHUH TIpenapara Bonbraper OMynbrens Ha OOIIHPHBIX yUacTKaxX KOXH Ha MPOTSHKEHHH
IUTATEIBHOTO BPEMEHM (CM. MHCTPYKLHMIO II0 MEIUIMHCKOMY TNPUMEHEHHIO CHCTEMHBIX
JIEKapCTBEHHBIX GopM mukiiodeHaxa).

Bonbrapen OMybrens ciaefyeT HaHOCHTD TOJMBKO Ha HEMOBPEXKIEHHYH HEBOCTIAIEHHYIO KOXKY,
u30eras Morajanys Ha paHeBYI0 IIOBEPXHOCTH KOXKH HITH OTKpPBITHIE panbl. He cienyer nomyckats
TIOTIaJaHus MIperapara Ha Ia3a i ClIu3ucTele 06omouku. [Ipenapat Henb3s rIoTaTh.

[Ipu mosIBIIEHHM KOXKHBIX BBICHIIIAHUH JIEUCHHUE TIPEMapaToM ClIeAyeT IPEKPaTHTb.

Bonbrapen Omyserens He CleTyeT NPHMEHSATH IO BO3LYyXOHENPOHHUIAEMYIO OKKIIO3MBHYIO
MIOBSI3KY.

IIpenapaT CONEpPKHUT MpPOIMHJIECHINIMKONbL M OeH3MIOEH30aT, KOTOPHIE MOTYT BBI3BaTh JIETKOE
pas[paxkeHHe Ha KOXK€ B MECTE HAHECEHHs IIperapara y HeKOTOPBIX MMallMeHTOB.

4.5. BsaumoneilicTBHMe ¢ APYrHMH JIEKADCTBEHHbIMH TPENapaTaMH W ApyrHe BHIBI
B3auUMOJeHCTBHSA

ITockoneky cucteMHas abcopbuus auKIOpeHaka MpH MECTHOM NPUMEHEHHM OYeHb HHU3Kad,
BO3HHKHOBEHHE B3aUMOJCHCTBUH MaloBEpPOSATHO (cMm. pasden «Ocobble yKa3awus u mepol
npedocmopoicHocmu npu npumenenuuy, « Heocenamenvroie peaxyuuy).

4.6. @epTHIBLHOCTH, GEPEMEHHOCTD H JIAKTALHSA

bepemenHOCTD

[Ipumenenne muknopenaka y GepeMEHHBIX JKEHINMH HE H3y4aloCh, IO3TOMY HeE CIEyeT
IPUMEHATH Ipenapat BosbTapen OMynberens Bo BpeMs OepemenHocTH. [IpuMeHenne npenapara
nporuBonokazano B III TpumecTpe OepeMEHHOCTH B CBS3U C BEPOSTHOCTHIO JOCPOYHOTO
3aKphITHs OOTAIIOBOTO NPOTOKA, OABICHHEM POIOBBIX CXBaTOK, HAPYIIEHHEM (yHKIIMH [OYeK
y IJ10Ja, KOTOPO€ MOXKET Pa3BUTECH 0 MMOYEYHOH HENOCTATOYHOCTH C OJTUTOTHAPAMHUOHOM.
Hccnenoanus Ha JXMBOTHBIX HE BBLABHIIM IPSIMOTO MJIM KOCBEHHOrO HEGJIArOMpHSTHOTO
BO3/ICUCTBHA Ha OEPEMEHHOCTh, 3MOPHOHAIBHOE / BHYTPUYTPOOHOE pa3BUTHE, DPOMABI HIIH
IIOCTHATAJILHOE PA3BUTHE.

JlakTanms

Tax xak maHHBIE O MPOHMKHOBEHHH B IPYAHOE MOJIOKO AUKIO(pEHAaKa, IPUMEHSIEMOTO MECTHO,
OTCYTCTBYIOT, TO HE CJIENYET NPUMEHATH BonmbTapeH DMyJIbresib y KOPMAIIKX XKEHIIUH. ToIbKO
IIPH HaJMYUH JOCTAaTOYHBIX OCHOBaHHWM JUIS TPUMEHEHHS TIperapara B IEPHOI KOPMIICHHS
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TPYABIO, €r0 HE CJIELYeT HAHOCHTh Ha 00MacTb rpyad, oGpabaTbiBath MM OOIUMPHBIC Y4aCTKH
KOXXH M MCIOJIb30BATh MPOAOIKUTENEHOE BpEMSI. T e

DepTUIBLHOCTh
JlanHble M0 PEPTUIBHOCTH OTCYTCTBYIOT.

4.7. Buausinue HAa CNOCOGHOCTH YNPABJSTH TPAHCIOPTHBLIMH CPEACTBAMH H paboTaTh ¢
MeXaHH3MaMH

MectHoe npumenenue npenapata BonbrapeH OMyNbrens He OKa3bIBAET BIUSHUS Ha CIIOCOGHOCTS
YMpaBJiATh aBTOMOOUIEM U paboTaTh C MEXaHU3MAMH.

4.8. HexenaTenbHble peakiuu

WHpopmauus o HEKeNnaTeNbHBIX peakuusX MpeJCTaBIeHa B COOTBETCTBMH C CHCTEMHO-
OpraHHBIMM KjlacCaMd M 4aCTOTOW BCTPEYAEMOCTH MO CNEAYIOLMM KATETOPHAM: OYEeHb
yacro (= 1/10); wacro (= 1/100, < 1/10); neuacto (> 1/1000, < 1/100); peako (> 1/10000, <1/1000);
oueHb peako (<1/10000). B pamkax kaxaoi rpynbl HexeaTeNbHbIE PeaKLUK IPEACTABICHBI B
TMOPS/IKE YMEHBLIEHUS CEPBE3HOCTH.

Hugerxyuu u unsazuu

OueHb pefiko: MyCTyJIe3HbIE BBICHITAHUS.

Hapywenus co cmoponer umynnoii cucmemuvi

OueHb penko: oTek KBuHKE, peakiiiy runepuyBCTBUTENBHOCTH (BKIFOUAs KparnuBHULLY).
Hapywenus. co cmoponsl ObixamensHo1l cucmemvl, 0p2anoe 2pyoHoil KIemxu u cpedocmenus
Ouenb penko: GpoHXHANBHAS aCTMA.

Hapywenus co cmoponvl kodicu u nooxodicnvix mranet

Hacro: nepmatuT (BK/IIOUAs KOHTAKTHEIN AEPMATHT), ChIlb, 3pUTEMA, SK3eMa, 3y

Penxo: OynnesHslit nepMaTuT.

Ouenb penko: hoToceHCHOUMM3aLHS.

BeposiTHOCTb pa3BUTHS CHCTEMHEIX HEXENAaTENbHBIX PEAKLMl MPU MECTHOM MPUMEHEHUH
npenapara BosbTaper DMy ibresnib Mana o CpaBHEHHIO ¢ YACTOTOH HeXeNaTeNbHbIX PeaKLuil npH
NepopajbHOM NPUMEHEHUH Mperapara.

Henb3st HCKITIOUNTD BO3MOMKHOCTb Pa3BHTHSI CHCTEMHBIX HEXeNaTebHBIX PeaKLii MpY MECTHOM
MPUMEHEHUH Npenapata BonbTapen OMybrenb Ha OGLIMPHBIX Y4aCTKaX KOXHM Ha MPOTIKEHUHU
ATIUTENIBHOTO  BpEMEHH. B Takux ciydasx crefyeT O3HAKOMHTBCA C WHCTPYKUHEH Mo
MCIMLMHCKOMY MPUMEHEHHMIO NEPOPaIbHBIX (OPM JIEKapCTBEHHOTO Npernapara BosbTapeH.

Coobuenue o Hexcenamenvublx pearyusax

Baowcno  coobwyams 0 nodospesaemvix Hescenamenvuwix Peaxkyusx nocie pecucmpayuu
NIEKApCMBEHHO20 npenapama c yenvio obecneyen s HeNnpepbiBHO20 MOHUMOPUH2A COOMHOULEHUS
«nov3a — puck» Jiexapcmeennozo npenapama. MeOuyunckum pabomuuxam pexomeHnoyemcs
coobwame o 106bIX NOOO3PEBACMBIX HEIICENAMENLHBIX PEAKYUAX JIeKapcmeeHHo20 npenapama
"Hepe3 HayUOHANbHbLE CUCEeMbL COOOUEHUS O HEXCENAMENbHBIX PeaKyuax U Heaghpexmusrocmu
JIeKapCmeeHHbIX NPenapamos.

Ecnu y nayuenma eosnuxarom xaxue-nubo Hedxicenamenvhuie peakyuu, emy peKoMeHOyemcs.
NpOKOHCYIemupoéamscs ¢ 6épaiom. [awnas pexomendayus pacnpocmpansiemcs Ha niobble
603MODICHbIE HedlcenamenvHbvle peakyul, 8 MOM Yucle HA He NepeyuUCNeHHble 6 UHCIMPYKYUU No
MeOUYUHCKOMY NPUMEHEHUIO IeKAPCMEEHH020 npenapama. Bei makice moiceme coobwyums 0
HedICeNamenbHbIX PEAKYUAX 6 UHHOPMAYUOHHYIO 6A3Y OAHHBIX NO HEHCenNaAMenbHbIM Peaxyusm
(Oeiicmeusm) Ha nekapcmeenHvlie npenapamvi, GKIIOYASL coobwenus o Hesghpexmusnocmu
Aexapemeenvlx npenapamos. Coobuas o HesicenamenvHuix peaxyusx, Bol novozaeme nonyuume
bonvuue ceedenuii 0 GezonacHocmu npenapama.

4.9. TIlepemo3mpoBka
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Bosbtapen Omyinbrene. 1% reap B Ty6ax 20r. 50r. 100r — undopmauus AN CHEUHANUCTOB ~ ~ BY
Kpakine Hu3Kas cucTeMHas abcopOLMs aKTUBHBIX KOMIIOHEHTOB Tpenaparta Mpd Hapy)KHOM
NPUMEHEHHUH JIENaeT NMEPeIo3UPOBKY MaOBEPOSTHOM.

OpHako mpu ciy4adlHOM NpOryaTIBAHUK BHYTPh MOTYT HaOJIIOATHCS CAMITTOMBI, XapaKTePHbIE
Ans TMepeflo3upoBKU aukiodenakom B (popme Tabnerok (1 emuuuua mo 100 r comepxut
SKBMBaJIEHT | T AuknodeHaka HaTpus).

HenpaBunbHoe npumeHeHue umM ClydaiiHOe MpOrJaThiBaHWE [pemapata MpPUBOANT K
BO3HMKHOBEHHIO CYLECTBEHHBIX CHCTEMHBIX MOOOUHBIX peakuuii. [TokasaHo npuMeHeHKe 0B uX
TEPaneBTUYECKUX ~ MEp, MPUMEHSEMBIX TMpPH  JIEYEHHUM OTpABIEHHUS  HECTEPOUIHBLIMH
MPOTHBOBOCMAIMTENBHBIMU CTPEACTBAMH. [ g u‘f \ :

5. PAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoauHAMH4YECKHE CBOICTBA ‘ e ey T et
®apmakoTepaneBTHYeCKasi TPYNNA: MPENapathl /i HAPYKHOFO-APHMEHEHHS-APH-OOMI-B
cycraBax W Meillax. HecTeponansie npoTMBOBOCHANMTENbHBIE MpenapaTsl ANs HAPYHKHOTO
MIPUMEHEHMUS.

Kon ATX: M02AA1S5

MexaHu3Mm nencTBus

Huknodenak — HeCTEpOUAHBIN MPOTHBOBOCTIATUTENbHBIMN npenapat (HIIBII) ¢ BeipaxeHHBIM
AHAJIbr€TUYECKUM, MPOTHBOBOCIIAJIMTENLHBIM U KAPOMOHMKAIOIMM CBOMcTBaMU. OCHOBHOM
MEXaHU3M NEHCTBUA 3aKIII04ACTCS B MHIMOMPOBAHHH CHHTE3a IPOCTAr/IaHAMHOB IMKIODEHAKOM.
Bonbrapen Omynbrens — 310 06€36G0MMBAIOMIME H MPOTHBOBOCTANUTENBHbIN npenapar s
Hapy)KHOTo MpUMeHeHus. braroaaps BOAHO-CIUPTOBOI OCHOBE rejib JIEFKO BTHPAETCS B KOXKY H
OKa3bIBa€eT OOJIEYTONISIONIEE M OXJIAKIAIOIIEE JEHCTRHE.

Ilpi Bocmanenuu TpaBMaTHueckoro reHesa BombTapeH SMyJbreis yMeHbIIaeT GoneBble
OLLYILEHUS U CHUMAET OTEKH.

JlononHuTeNbHbIE AaHHbIE O KTMHHYECKOH 3(()EKTMBHOCTH OTCYTCTBYIOT.

5.2. ®apmakoKHMHeTHYEeCKHE CBOIiCTBA

AbGcopbuus

KomuuectBo  auknodenaka, — BcachlBarollerocs — uepes  KOXY, NPOIMOPLIMOHATBHO
MpOAOKUTENBHOCTH KOHTAKTa C KOXKeH, Mowaay o6pabaTeiBaeMOii MOBEPXHOCTH M 3aBHCHT KaK
OT CYMMAapHO# 103kl HAHOCHMOTO MPENapara, Tak U OT CTENEHN TMAPATALHH KOXH.

Crenenb aGcopOuum cocTasisieT 0KoJo 6 % TPUMEHEHHOM 035l MOCTe MECTHOrO MPUMEHEHUS
2,5 r mpenapara BonbTapen Omynsrens Ha 500 cM? KOXH, ONpeieneHHas ¢ YYETOM MOJHOI
TMOYE4HOH SNMMHUHALIMYK, B CPaBHEHMH C TabneTkamu BonbTapeH. OKKIIO3MOHHAs MOBA3KA B
TeueHHe 10 4acoB MPUBOAMT K TPEXKPATHOMY YBENHUEHHIO KOJNMYECTBA abcopOHpoBaHHOTO
qknodeHaka.

Pacnpenenenvie

KonuenTpauuu nuxnodenaka Gbuii H3MepeHBI B MIa3Me, CHHOBUATBHOMN TKAHU M CHHOBUATLHOI
KHIKOCTH TOC]E MECTHOTO HaHeceHHs BonbTapena Dmymbrenst Ha cycraBel pyK M KOJeHa.
MakcumanbHas KOHLEHTpaL|s B M1a3Me Npubnu3uTensHo B 100 pa3 HUXKeE, YEM KOHLIEHTpALUs
MOCJI€ NEPOPANIbHOrO MPUMEHEHHUS TaKOro e KonuyecTsa aukiodenaka. 99,7 % nuknodenaka
CBSI3BIBACTCA C GE/IKaMK CIBOPOTKH, MPEUMYILECTBEHHO C ATbOYMHHOM (99,4 %).

Bbuotpancdopmanms

buotpancdopmarus IMKIOQEeHaka YacTMYHO BKJIIOYAET TJIIOKYPOHU3aLUUIO  HEU3MEHHOM
MOJIEKYJIBI, HO MPEMMYIIECTBEHHO OJHOKPAaTHOE HJIM MHOTOKPAaTHOE TI'HMAPOKCHIMPOBAHHE
MPUBOAUT K OOpa3soBaHHMIO HECKOJBKHUX (DEHONBHBIX METaGONMTOB, GOMBIIMHCTBO U3 KOTOpPBIX
NpEBpallalOTCs B IJIIOKYPOHOBBIE KOHbIOraThl. JIBa (eHONABHBIX MeTabofauTa ABSIOTCS
OMOJIOTUYECKH aKTHBHBIMH, HO X aKTUBHOCTD CYLLECTBEHHO HMXKE aKTUBHOCTH AMKIO(DEHaKa.
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BoubTaped OMyJibrenb., 1% reas B Ty6ax 20r, 50r. 100r — uadopmaums 1is cenuaiycTon BY

J y 7
4

DIUMUHALUS
OOGmmii cUCTEMHBIH KIMpeHC JUKIo(eHaka M3 Mia3Mbl KpOBH cocTaBiseT 263 + 56 mia/Mun

(cpenHee 3HayeHMe * CTaHJAPTHOE OTKJIOHEHHE). TepMUHANBLHBIA MEPHOA MONYBBIBEACHUS W3
nnasmel coctaBiser 1-2 yaca. Yerblpe M3 MeTabONMTOB, B TOM YMCJE [Ba aKTHBHBIX, TAKXKe
TMOKa3bIBAIOT KOPOTKHH MEPUOJL MOJTYBBIBEAEHHS U3 TLTa3MBbl, KOTOPbIN cocTapiseT 1-3 yaca. Onun
U3 META0OUTOB, 3'-ruapoKCH-4'-METOKCH-IUKIO(DEHAK, MOKa3bIBAET GONee TUTENbHBIH nepuon
MOJYBBIBEJICHHS, HO (DAKTHYECKH SBIAETCS HEAKTUBHBIM. JIMKIO(QEHaK M ero MeTaGOoNUThI
BBIBOJSITCS IPEUMYILIECTBEHHO C MOYOIA.

XapaKTepUCTUKH OTEbHBIX IPYIIN NALUEHTOB

He npennonaraercs akkyMynsuusi nuknodeHaka  ero MeTaGOJIMTOB y MAalMEHTOB, KOTOPBIE
CTpajjaloT MOYEYHON HEJOCTATOYHOCTHIO. VY TMAlMEHTOB ¢ XPOHHUYECKHUM TIernaTHTOM HITH
KOMIICHCHPOBAHHBIM LIMPPO30M KHHETHKA W METaboNu3M IMKIO(EHaKa Takue e, KaK W y
MalUeHTOB, KOTOPBIE HE HMEIOT 3a60/IeBaHMI EYEHH.

5.3. JlaHHble JOKJIHHHYECKOH 0e30MaACHOCTH

JIOKJIMHUYECKHE NaHHbIE, OCHOBAHHBIE HA UCCIENOBAHUIX OCTpOH TOKCHYHOCTH, TOKCHYHOCTU
MHOTrOKpATHBIX /103, TEHOTOKCHYHOCTH, MYTareHHOCTH WM KaHLEPOreHHOCTH AMKIOpEeHaKa, He
BBIABUJIM OCOOOH OMAacHOCTM Ul 4YenoBeKa B PEKOMEHIYeMbIX TEepaneBTU4EeCKUX Oo3ax. Y
MBILIEH, KPBIC i KPOJIMKOB TEPATOreHHOE JeHCTRHE Mpernapara He oGHAPYKEHO. Juknodenak He
BITUSIET HA (PEPTHIIBHOCT KUBOTHBIX (KPBIC) HIIM HA UX Mpe-, NepH- U MOCTHATAILHOE Pa3BUTHE.
B pasnmuyHBIX HCCNEOBaHMAX He OBLIO BBHISBIEHO NOKA3aTeNbCTB TOro, 4yro BonbTapen
OMyJIbrenb BbI3BIBAET (HOTOTOKCHMYHOCTD MITH CEHCHOMIIM3ALIMIO KOXKH.

6. PAPMAIIEBTUYECKHE CBOMCTBA ook
6.1. IlepeyeHb BCOMOraTe/bHbBIX BeLECTB
JM3THIaMUH : Ms
KapGomeps! (kap6ormon 974 P)

Makporon uerocteapunoselii 3¢up (uetomakporon 1000)
Kokoun kanpunokanpar (uetron LC)

W3onponunoselit cnupt

[Tapadun sxuakuit (MUHEpanbHOE Maco)
Apomatryeckuit kpem 45 (colepxut GeH3un6en3oar)
[IponuneHraukons

Bopaa ouniienHas

6.2. HecoBmecTuMOCTD
He npumenumo.

6.3. Cpox rogHocTH (CpoK XpaHeHHs)
3 roga.

6.4.  OcoGble MepBI N1PENOCTOPOKHOCTH IPH XpaHeHuHu
XpanuTe npu Temnepatype Hixke 30 °C. XpaHHUTb B HEJOCTYITHOM ISl IETEH MECTe.

6.5. XapakTep W cofep)KaHHe NePBHYHOI YIAKOBKH

[To 20 1, 50 r unm 100 r B naMMHKMPOBaHHOI TY6e ¢ 3aUTHOlM MeMOpaHO# W HaBUHYMBAKOLLEHCS
KpeILIKOi (6enoro uam romyGoro useta). Kpsiiika ¢ BHemHeii CTOPOHBI CHabXXeHa KITFOuOM
(yrnyGnenwe ¢ BBICTyNamu) Uls BCKPBHITHS 3all{UTHOM MemOpansl TyObl. Tyby BMmecTe ¢
WHCTPYKIKMEH N0 NPUMEHEHUIO YNAKOBBIBAIOT B KAPTOHHYIO MauKy.
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6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNpPH YHHYTOMKEHHH HCIOJIb30BAHHOTO
JIEKApCTBEHHOr0 MNpenapara HWJIH OTX0J0B, TMOJYYeHHbIX TMOCJe TPHMEHEeHHs
JIEKapCTBEHHOr0 Npenapara, H Apyrue MaHHMYJISIUH ¢ npenapamm
HeT oco6bix TpeGoOBaHU# K yTUIU3ALIUH. v

6.7. YcioBus 0THycKa U3 anTeK  FPECIYBIIMKH BEJIAP '
be3 peuenta. | " Pecnve

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
I"CK Konceromep Xenckep CAPIJI, IIgeiinapusi / GSK Consumer Healthcare SARL, Switzerland.
Pio ne Jletpas, 1260 Huomn, IlIsefinapus / Route de I'Etraz, 1260 Nyon, Switzerland.

7.2. IlpousBoguTenb
['CK Konceromep Xenckep CAPJI, Illseituapus / GSK Consumer Healthcare SARL, Switzerland.
Pio ne Jlerpas, 1260 Huon, IlIseiinapus / Route de 1'Etraz, 1260 Nyon, Switzerland.

[Ipr BOSHMKHOBEHHH HEXENATENBHBIX ABNECHUM MPH MPUEME Mpenapara, noxanyicra, coobuuTe
o0 3TOM 10 3/eKTPOoHHOH mouTe: 0ax70065@gsk.com (mis Asepbaiimkana, ['pysum,
Y3bekucrana, Tamkukucrana, Typkmenuctana u Monromn) 1 EAEU.PV4customers@gsk.com
(nnst Apmennu, Benapycu u Keipreiscrana). CooGlueHns o xano6ax Ha KauecTBO Mpenapara
NMpUHUMAIOTCA 110 31eKTpoHHO#M noute UA-CIS.LOC-PQC@gsk.com.

Topzosvie mapru npunadnescam unu UCNONL3YIOMCA NO uyeH3uu 2pynnoii komnanuii GSK.
©2021 epynna xomnanuiit GSK unu ux ruyensuap.
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