COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 01.10.2024 N= 21148
uHCTPYKLpy NOCNEOCBATENBHOCTE 0007)

I[1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

JazoaBan® Puno

PerncrpannoHHblii HOMep:
Toprosoe nassanue: Jlazonsan® Puno
MHH uiau rpynnupoBoYHOe Ha3BaHHUeE: TPaMa30JIuH

JlekapcTBeHHast ¢gopma: cpeil Ha3aIbHbIN JO3UPOBAHHbIN

Cocras

B 1 103€e crpes conepkutcs:

eticmeyrowee eewjecmeo:

TpamMasoJjrHa THAPOXJIOPUIA MOHOTHIPAT B MEpecyeTe Ha TPaMa30JMHA THAPOXJIOPHUI 82 MKT.
Bcnomozeamenvuule éewgecmea:

JTUMOHHOM KUCIOTHI MOHOTUAPAT 270 MKT, HATpHUs THIPOKCHUT 154 MKT, OCH3aIKOHUS XJIOPUT
14 mkr, runpomerio3a (THAPOKCUIIPONMMIMETHIEUTI0N03a) 35 MKr, moBugoH 2101 Mxkr,
riuuepon 85% 700 wmkr, maraus cyiabpara rentaruapaT 49 MKr, Mar"us XJopuja
rekcaruapar 35 MKr, KaJblus XJopuaa auruapatr 11 Mkr, Hatpus rugpokapOoHaT | MK,
HaTpus xjopup 183 Mkr, nuHeon (9BKanunrTon) 7 MKr, L-meHTon (neBomeHTon) 14 Mkr,

kamdopa panemudeckasi 14 Mkr, Boja ouniieHaas 66358 Mkr.

Onucanue

HpO3p8.‘lHLII>i, 6J'ICIIHO-)K6J'IT01"O LIBCTa paCTBOP C 3allaXOM JBKaJIUIITA.

dapMmakoTepaneBTH4YecKasi Tpylma: Ipenaparsl i JiedeHus 3a0o0JieBaHUN HOCA;

ACKOHI'CCTAHTHI U APYTHUEC MpEriapaThl JJIA MECCTHOI'O IPUMEHCHUS; CUMIIATOMHUMETHUKU.

Kon ATX: RO1AA09

dapMakoJIornyecKoe aeicTrpue

AkTHBHOE BemiecTBo mpenapara Jlazonsan” PuHO - TpamasonMHa TuapoxXJopun, anbda-2-
aJIPEHOMHUMETHK, BBI3BIBACT CY)KeHHE COCYIOB. [Ipy HaHEeCEHUM Ha CIM3UCTHIE 000JIOUKH HOCA
BCJICJICTBHE COCYAOCYKUBAIOIIETO JCHCTBHUS MpEmapaT YMEHbIIAeT OTeYHOCTh. B pe3ynbrare,
MIPOXOJAMMOCTh HOCOBBIX XOJIOB OBICTPO BOCCTAHABJIMBAETCS, HOCOBOE JbIXaHUE HAJIOJITO

oOJieryaercs.
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DapMaKOKNHETHKA

dapMaKOKHMHETHYECKHE HCCIEAOBAaHUs y YeJOBeKa He MPOBOIMINCH. PapMaKOKHMHETHKA
Tpama3oiiiHa U3yueHa Ha KpbIcaX, KpOJIMKax U o0e3bsHax. [lokazaHo, 4To moce mpuMeHeHHUs
npenapara BHyTpb WM UHTpaHa3aibHO BecachkiBaeTcst 50-80% OT BBEIEHHOM JO3BI.
Tpama3oiH 1 ero MeTabOoJIUTHI PACIIPEICIISAIOTCS BO BCEX BHYTPCHHHUX OpraHaX, HAMBBICIIIAS
KOHIIEHTPAIUS C TIOCTOSTHCTBOM OOHApPYKUBAETCS B MIEYCHH.

[Tocne mepopaJbHOTO MU MECTHOTO MPUMEHEHHUS OCHOBHBIE META0OIUTHI OMPENEISIOTCS B

Mo4e. TepMUHaNIbHBIN IIEPUOJ MOTYBBIBEACHHS COCTABIIET OT 5 10 7 4acoB.

IToxka3zanusi K MPUMEHEHUIO

OTtex  cnM3UCTOM  OOOJNIOYKM  HOCA, 3allO)KEHHOCTh  HOCA, BBI3BAHHBICE  OCTPHIMH
pecnupaTOpHBIMU 3a00JICBAHUSMHU W/WITH TTOJUTUHO30M (PUHUT, CCHHAS JTUXOPAJIKa);

CUHYCHUT M CPETHUN OTHUT (E€BCTAXHHT) JJIsi OOJIETYeHHUsI OTTOKA COACP>KUMOTO MPUIATOUHBIX

ma3yx HOCa.

HpOTHBOl’IOKiBﬁHHﬂ
FI/IHep‘—IYBCTBI/ITeJ'IBHOCTI) K TpaMa30JIMHYy HWJIN K J'II-O6OMy N3 BCIIOMOTIaTCIbHBIX BCHICCTB,
3aKPBITOYI'OJIbHAA TJIayKOMa, anO(bI/I‘ICCKI/Iﬁ PHUHUT, OIICpallMh Ha 4YCPCIIC, OCYHICCTBJIICHHBLIC

4Cpe3 MOJIOCTh HOCA, B aHAMHE3C, JIETCKUIM BO3pacT a0 6 neT.

C 0CTOpPOXHOCTHIO

[TaniuenTamMm ¢ apTepUabHON TUMNEPTEH3MEH, 3a00JeBaHUSIMU CepJIla, TUIEPTUPEO3OM,
caxapHbIM Jaua0eToM, rumnepTpodueil mpeacTaTenbHON  Kene3bl, (PeoXpOMOIUTOMOH,
nopupuel, B IEPHOJ TPYIHOTO BCKAPMIIMBAHMS CIeAyeT IpuMeHsTh Jlasomsan® Puno
TOJIBKO TI0 PEKOMEHJIAIIUM Bpada B CBSI3M C HATMYUEM TMOTCHIIMAIHHOTO PHUCKA CHUCTEMHOM
abcopOIMu mpermapara.

[Marmentsl ¢ cunapomoM ymmuHeHHoro QT, mpumeHstonMe Tpama3oiuH, MOTYT OBITh
MOIBEPKEHBI TTOBBIIIEHHOMY PUCKY Pa3BUTHUS CEPHE3HBIX JKETYT0YKOBBIX apUTMUH.

Crnenyert cobm01aTh OCTOPOKHOCTD TIPH MprueMe WHruouTopoB MAO (MOHOAMUHOKCH/IA3bI),
TPULMKINYECKUX AHTHUJICTIPECCAHTOB, Ba30MPECCOPHBIX MPENapaTOB U AHTUTUIIEPTEH3UBHBIX
Mpenaparos.

benzankonusi xyjopuja, BXOASIIMM B COCTaB IpenapaTa MOXKET BBI3BaTh pa3ipakeHUuE u

OTEYHOCTh CIU3UCTON 000JIOYKH IMOJIOCTH HOCA.
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IIpumeHeHnne npu GepeMEHHOCTH M B MIEPUO/I TPYIHOT0 BCKAPMJIMBAHUSA

bepemennocmo

JUTMTENbHBIA  ONBIT TIPUMEHEHUs TOKasbiBaeT, 4ro JlasonBan® PHHO He OKa3bIBaeT
HETraTUBHOT'O BIMSHUS Ha OEPEMEHHOCTb.

[Ipenmapat He ciexyeT MPUMEHATH BO BpeMs MEpBOro TpuMecTpa OepemeHHocTH. Ha Gonee
MO3JHUX CPOKAaXx OEepeMEHHOCTH INpUMEHeHue mnpenapara Jlasomsan® PumO momyckaercs
TOJIBKO 1OCJIE KOHCYJIBTALUU C BPAUOM.

I'pyonoe eckapmausanue

BesonacHocTs npuMeHenus npenapata Jlazonsan® PUHO B MepHO IPYIHOTO BCKAPMIIMBAHUS
He noaTBepkaeHa. [IpumeHenne npenapaTa B Iepuo/i IPyAHOTO BCKApMIIMBAHUS IOITYCKaeTCs
TOJIBKO 1OCJIE KOHCYJIBTALUHU C BPAUOM.

DepmunvHocms

Hccrnenosanus o BivsHuy npenapara Jlasonsan® Puno Ha GepTUILHOCTD HE IPOBOIWINCE.
Ha ocHoBe mmerommxcsi TOKIMHUYECKUX JaHHBIX OTCYTCTBYIOT YIIOMHHAHHS O BO3MOKHOM

BJIMAHUU TpaMa30JIMHA THAPOXJIOpHU A Ha (1)epTI/IJ'IBHOCTB.

Cnoco6 npuMeHeHus U 103bl
B3pocnbeiv u netsam ¢ 6 set: no | BOpBICKMBAaHUIO B KaXKblii HOCOBOM XOJ.
J1o 4-xX BIPBICKMBAHMI B KaXKAbIii HOCOBOM XOJ] B JICHb.

He cnenyer npumensaTts mpemapat 6osee 5-7 nHeit 6€3 Ha3HaUCHUS Bpaya.

HNHCTpYKIUA 110 UCIIOJIB30BAHUIO (JIAKOHA ¢ JO3UPYIOLIUM YCTPOHCTBOM:

Hepez[ BIIPBICKUBAHUCM CJICAYCT OYUCTUTDb HOCOBLIC XOObI.
1. Cuatb 3aIIMTHBIM KOJIIAYOK.

2. Hepez[ IICPBbIM HCIIOJIB30BAHUEM HeO6XO,I[I/IMO IMPOU3BECTH HCCKOJILKO BHpBICKI/IBaHI/Iﬁ B

BO3/IyX JI0 TIOSIBJIEHUS YCTOMUMBOTO 00jaka a3po3ods (puc.l)

Puc 1.

[Tocre 3TOTO MO3MpPYIOIIEE YCTPOHCTBO TOTOBO K UCIIOIB30BAHUIO.

3. Jlepka ToOmOBY IIPSIMO, BBECTH HAKOHEYHHUK B HOCOBOM XOJ M IIPOM3BECTH OJHO

BIIPBICKUBaHUE (puUC.2).
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Puc.2
[ToBTOPUTH MpOLIERYPY AT IPYTOrO HOCOBOTO XO4.
[Tocne u3BneYeHUsT HAKOHEYHUKA MPOU3BECTH OOBIYHBIN BIOX Yepe3 HOC.
4. HaneTp 3aIlUTHBIA KOJTIAYOK.

P CKOMCHAYCTCS OYHIIATh HAKOHCUYHHK ITOCJIC KAXKIO0I'0 UCITIOJIb30BAHUA.

IToGouHoe neiicTBHE

Hapywenus co cmoponul HepeHoti cucmemul

Penko: ronoBokpyx)eHue, HapyIIeHHUsI BKYCOBBIX OIIYIICHUN
Heuacto: ronoBHast 601b

YacroTa Hen3BecTHa™: COHIMBOCTD, CEIaTUBHBIN 3 PexT
Icuxuyeckue napywenus

He yacro: GecrnokoiicTBO

YacroTa HeM3BeCTHA™: TaJUIIOIMHALIMH, OCCCOHHULIA
Hapywenus co cmoponwl cepoya

Heuacro: ourymenue cepauneOueHus

YacroTa Hen3BecTHa™: apUTMUS, TAXUKAPAHS

Hapywenus co cmopoHul cocy0os

YacroTa Hen3BecTHa™: MOBBIIIEHUE apTEPUATIBHOTO J1aBJICHUS
Hapywenus co cmoponwl opeanog ovixanus, opeanos 2pyoOHOU KiemKu U cpedoCcmens
Yacro: Ha3abHbIN AUCKOMMOPT

HeuacTo: orek HOca, CyXOCTh BO PTY, pUHOpPES, YNXAHUE
Penko: HocoBOE KpOBOTEUEHHE

Kenyoouno-kuweunvie HapyuieHus

Heuacro: TourHoTa

Hapywenus co cmoponvl ummynHou cucmembl

YacroTa Hen3BeCcTHa™: TUIIEPUYBCTBUTEILHOCTD

Hapywenus co cmoponul kodicu u nookosxicHvlx mrkaneu **
YacroTa HensBecTHA™: ChIMb, 3y, OTEK KOXKHU

Obwue napywenus u peakyuu 6 mecme 86e0eHus

YacroTa Hen3BecTHa™: OTeK CIAM3UCTON 000JIOUKU™**, yTOMIIIEMOCTh
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

3apEruCTPUPOBAHHBIE TP IIMPOKOM IIPUMEHEHHUH INpernapaTta. YacToTy dTUX PEIKUX SIBICHUN
TPYIHO OLICHUT.

** KaK CHMIITOMBI ITOBBIIIIEHHOM YYBCTBUTCIIbHOCTU

Ilepeno3uposka

Bcenen 3a moBblllIeHHEM apTepUalIbHOTO JABJICHUS M TaXUKapIue BO3MOKHO (0COOEHHO Y
JeTeil) maJeHHe apTepUallbHOTO JIAaBJCHHUS, Pa3BUTHE IIOKA, pedIeKTOpHOW OpaguKapIud,
MOHWKEHUE TEMIIEpaTyphbl Tela.

[To ananoruu ¢ qpyrumMu anbQa-cUMIIATOMUMETUKAMH KIIMHUYECKasi KapTHHA WHTOKCHKAIHS
MO’KeT ObITh HEOTUETIMBOM, OCKOJBKY (a3bl ctumyisiuuu u genpeccun LTHC (nentpanbHOi
HEPBHOW CUCTEMBI) U CEPIEYHO-COCYAUCTON CUCTEMBI MOTYT CMEHSATH IPYT Apyra.

Oco0eHHO y JieTeil MHTOKCHUKAIUs MpUBOIUT K Bo3aeicTBuaM Ha [THC c pasButnem cynopor
U KOMbI, Opanukapauu, yraereHus: npixanus. CumnTomamu ctumyssinuu LHHC sBrsroTces
TPEBOKHOCTb, BO30YXJeHHE, rajunounHanuu u cyjgoporu. K cumnromam yruerenus LHTHC
OTHOCSIT CHHXEHHE TEMIIEPATYPHI TeJa, BSUIOCTh, COHJIIMBOCTh U KOMY.

Kpome TOro, BO3MOXKHO pa3BUTHE CIEAYIOLIMX CHUMIITOMOB: MHJpHa3, MUO3, MOBBIIIEHHOE
MOTOOT/ICJICHNE, JIMXOpajaKa, OJNeAHOCTh, LMaHO3 TIy0, HapylieHUus QYHKIHHA cepledHo-
COCYJUCTOM cHCTeMBl (BKJIOYasi OCTAHOBKY CEp/llda); HapylleHHe JAbIXaHus (BKIOYas
JBIXaTENbHYI0 HEJOCTATOYHOCTh, OCTAHOBKY JIBIXaHMUs); IICUXOJIOTUYECKHE HApyILICHHS.
Jleuenue

B cnydae HazanpHOM NepeO3UPOBKH HEMEUIEHHO ITPOMOWTE WJIM OYHMCTHTE HOC. MOXKeET

HOTpe6OBaTBC${ CHUMIITOMAaTHYCCKOC JICUCHUC.

B3aumoaeiicTBue ¢ IPpyruMu JIEKAPCTBEHHBIMH CPEACTBAMU

Hekotopsie anTunenpeccantsl (MHruOuTOpel MAO U TPUIIMKIMYECKUE aHTHICTIPECCAHTHI) U
COCYAOCYKMBAIOIIME IIpernaparbl IPH OJAHOBPEMEHHOM HAa3HAYEHMH MOTYT BBI3BaTh
MIOBBIIICHUE APTEPUAIIBHOTO 1aBJICHUS.

KoMOWHMpOBaHHBIA TIpUEM C TPULMKIMYECKUMH aHTHIETPECCAHTAMH MOXXET NPHUBECTH K
Pa3BUTHUIO ApUTMUMN.

OnHOBpEMEHHBIN MPUEM C aHTUTUIEPTEH3UBHBIMU CpPEICTBAMH (OCOOEHHO C TeMH, KOTOpbIE
BIMSIOT Ha CHUMIIATUYECKYI0 HEPBHYIO CHCTEMY) MOXET TPUBECTH K Pa3IHYHBbIM

KapInOBAaCKYJISIPHBIM 2P eKTam.
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Oco0ble ykazanus

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Ecin mocnme 7 npHedl mnpuema mpemnapaTta He HaOMIOJACTCS TMOJIOKHUTENbHAs JUHAMUKA
CHUMIITOMOB, CIIEZlyeT OOpaTUThCS K Bpady JJisl PEIICHUS BOIMPOCA O MPEKPAIICHUH MpHeMa
npernapaTa Ui 0 IpOAOHKEHUH JICUSHUS.

JlnutenbHOE MPUMEHEHHE Ha3aJIbHBIX COCYAO0CYKMBAIOIIUX MPENapaTOB MOKET MPUBECTH K
Pa3BUTHIO XPOHUUYECKOTO BOCMAICHUS U 3aJI0)KEHHOCTH HOCA, a TAK)XKE K aTPOPUH CIU3UCTON
000J109KH HOCA.

Cnez[yeT n30eraThb ImormagaHus 1mmperiapara B rj1a3a.

Biausinue Ha CcnOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMHM U PadoTaTh C
MeXaHU3MaMHu

HccnenoBanuss mo BAMSHHUIO Tpenapara Ha CIOCOOHOCTb YMPAaBISATh TPAHCHOPTHBIMU
CpeICTBaMHU M ME€XaHMW3MaMu He NnpoBoauiuck. OgHaKo, MpU IpUeMe MpernapaTa BO3ZMOKHBI
TaKhe HEXKENATeIIbHbIC pPEeaKlUy KaK TaJUTIONWHAINS, COHJIHMBOCTh, CEIATUBHBIA 3 (dEKT,
TOJIOBOKPY)KEHHE H YCTajaocTh. lloaToMy HEOOXOIMMO COOJIIOAATh OCTOPOXKHOCTH TIPH
YIIpaBJI€HUU TPAHCIIOPTHBIMU CPEJCTBAMU U MEXAHU3MaMHU.

[Ipy mOsBIEHUM BBIMICNIEPEUUCIICHHBIX HEXENATENbHBIX peakluuid HeoOXoaumo wu30eraTh
BBITIOJIHEHHSI TaKMX TOTEHIMAIBHO OINACHBIX 3aJa4y, KaK YIpaBJICHUE TPAHCIOPTHBIMU

Cp€aAcTBaM U MCXaHU3MaMH.

®opma BBINyCKA

Crpeit Ha3aMbHBIN T03UPOBAHHBIN 82 MKTI//03a.

I[Ilo 10 Ma Bo ¢nakoH U3 CTeKJIa KOPUYHEBOIO I[BETa, CHAOXKEHHBIM TO3UPYIOLUIIM
YCTPOHCTBOM U Ha3aJbHbBIM aJallTEPOM C 3aALIUTHBIM KOJIIIAYKOM.

®dJ1aKkoH ¢ I/IHCprKL[Heﬁ 10 MCAUIUHCKOMY ITPUMCHCHHIO IMTOMCIIAIOT B KAPTOHHYIO ITAYKYy.

YcaoBust XxpaHeHust
[Ipu Temnepatype He Bbie 25 °C.

XpaHUTh B HEJOCTYIIHOM ISl I€TE€N MeCTe.
Cpox romHoctu
3 roxa.

He ncrnonp30BaTh M0 UCTEYCHUU CpOKa roAHOCTH.

YcaoBus OTIIYCKA U3 alITEK



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 01.10.2024 N= 21148
(MOCNEOOBATENEHOCTE 0007)

bes penenra.

Opuanueckoe Jino, HA UMSI KOTOPOT0 BHIIAHO PErHCTPANIMOHHOE YA0CTOBEpPEeHe
A. Harrepmann 311 Cue. 'M6X, I'epmanus

A. Nattermann & Cie. GmbH, Germany

IIpousBoaurenn
WNucturyt ne Anrenu C.P.J1., Utanus

Jlokanura Ipymnmu 103/C — 50066 Perrenno (Onopenrus), Utanus

Opranu3anusi, NPUHUMAKOIIAS NPEeTEH3NU MOTPeduTeeii:
00O «Omnemnna Xenckeay.

Poccus, 125009, r. Mocksa, yi. TBepckas, 22.

Tenedon: (495) 721-14-00.

daxkc: (495) 721-14-11.
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