COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.05.2024 N= 9247

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1701

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITIAPATA
ODTOITPOCT, 0,05 mMr/mi1, Kariu I1a3HbIE.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBII COCTAB

JelicTByrolee BEIEecTBO: JaTaHOIPOCT.

Kaxnpiii 1 M1 pactBopa cogepxut 50 MKT JJaTaHOIPOCTA.

BcrnomorarenbHble BelecTBa, HaJM4YKUe KOTOPBIX HAJ0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: OeH3aJIKOHUS XJIopu (cM. pazzaen 4.4.).

[TonHbIi epeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamnu rimazusie.

[Ipo3paunblii 6eCIBETHBII pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

JlexapctBennbiii  npenapar  O®TOIIPOCT noka3aH i1  CHMJKEHUS  [TOBBILIEHHOI'O
BHyTpuriazHoro nasinenus (BI'JI) y B3pocmbix u jgeTeil B Bo3pacte crapmie 1 roma ¢
OTKPBITOYTOJIBHOM INIayKOMOM MIJIM MOBBIIIEHHBIM O()TaIbMOTOHYCOM.

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

[To onmHO¥ Karie B MOpaXKeHHBIN I71a3 OJMH pa3 B AeHb. ONTUMaNbHBIA 3PPEKT T0CTUTACTCS TPH
IPUMEHEHUHU TpernapaTta BeuepoM. He creayeT ocymiecTBiIsATh MHCTUIUIALIMIO Mpenapara yaile,
yeMm | pa3 B JIeHb, MOCKOJBKY MOKA3aHO, YTO O0Jiee YacTOe BBEACHHUE CHIKAET TUIIOTCH3UBHBIM
addekr. [Tpu mporycke A035I IeYCHHE MTPOIOIIKAIOT IO OOBIYHOM CXEME.

Oco0nIe I'pYHOIbI TAaMEHTOB

eTu
JlaTaHONIPOCT MPUMEHSIOT y NETEN B TOW K€ JO3€E, UYTO U y B3pOCHbIX. JJaHHBIE O MPUMEHEHUU
mpernapara y HeJJOHOIICHHBIX (TeCTAllMOHHBINA BO3pacT MeHee 36 Hefllellb) OTCYTCTBYIOT. JlaHHBIC
y AeTel BO3pacToM A0 1 roga CHIIbHO OTPaHUYECHBI.

Croco0 ImpuMeHeHus

[Ipenapatr O@TOITPOCT npumeHsieTcss MECTHO, B BHJI€ MHCTHUISLIMM B KOHBIOHKTHUBAJIbHYIO

ITIOJIOCTh.
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addekra mpenapara cpazy MOCiIe WHCTUUISIMHA KaXKIOW Karln pEeKOMEHAYyeTcs B TedeHue |
MUHYTBI Ha/IaBJIUBaTh HA HUXKHIOKO CJIE3HYIO TOUKY, PACIOJIOKEHHYIO Y BHYTPEHHETO yIJia ria3a
Ha HIDKHEM Beke. OTy MpoueAypy HeoOXOIUMO BBINOJHATH HEMOCPEICTBEHHO IOCIie
uHcTanassuuu. [lepen nHCTIIIIALMEH HEOOXOIUMO CHATh KOHTAKTHBIE JTMH3bI U YCTAHOBUTH MX
HE paHblile, yeM uepe3 15 munyT nociue BBenenus (cM. pasaen 4.4). Ecnu npenapat nianupyercs
MPUMEHSATh B COCTaBE KOMIUIEKCHOW Tepanuu ¢ APYTMMH IJ1a3HBIMU KaIlIsIMUA, HHTEPBAIl MEXKIY
MHCTWUISIUSMU JI0JKEH COCTaBJISATh HE MEHEe 5 MUHYT.

IIpu npumenenun mnpenapata ODTOIIPOCT coBMECTHO C TJa3HBIMU Ma3siMU, Ma3H

MPUMCHAIOTCS B IOCJIICAHIOI0 OUCPC/b.

4.3. [IpoTuBONOKA3aHUS
e [umepuyBCTBUTENBHOCTh K JCUCTBYIOLIEMY BEUIECTBY WJIM K JI000My U3
BCIIOMOTATEJIbHBIX BEIIECTB, YKa3aHHBIX B pazzene 6.1.

e Bo3spacr 10 1 roga (3¢ pexTHBHOCTD U 6€30MaCHOCTh HE YCTAHOBJICHBI).

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

JlaTaHOIIPOCT MO’KET IOCTENEHHO M3MEHWUTHh LBET IJIa3 3a CYET YBEIMYEHUS COAEP KAHUS
KOPUYHEBOTO IMUTMEHTA B paayxke. Jlo Hauana jeqyeHus MalrueHToB ClIelyeT IpOouHGOPMUPOBATH
0 BO3MOXXHOM HEOOpaTMMOM M3MEHEHHHU IBeTa Iia3. [IpuMeHeHune jekapCcTBEHHOro Mmpemnapara
Ha OJHOM TIJIa3y MOXKET BBI3BaTh HEOOPATHUMYIO IeTepOXpoMHI0. Takoe M3MEHEHHUE IIBeTa IJia3
IIPEUMYIIECTBEHHO OTMEYaJIOCh Y MAI[MEHTOB C HEPAaBHOMEPHO OKpPALIEHHBIMU DPaIyKKamH, a
UMEHHO: Kape-TolyObIMHU, CEpO-KapUMH, KeJITO-KapuMU U 3elieHO-KapuMH. B uccrienoBanusx
JaTaHOMPOCTAa MOTEMHEHHE, KaK MPaBUIIO0, HAUMHAJIOCh B TEUEHUE MEPBBIX 8 MECSIEB JICUCHMUS,
PEAKO - B TEYEHHWE BTOPOrO WJIM TPETHETO I'OAAa M HE OTMEYAIOCh [0 UCTEUYEHUU YETBIPEX JIET
nedeHus. llporpeccupoBaHue NHUIMEHTallMM pPaay)KKH CHHXKAJIOCh CO BPEMEHEM U
cTabunusupoBanoch uepe3 S5 ner. JlaHHple 00 YCHJICHMHM NUTMEHTAIlMA B TEYCHHE 5 IeT
OTCYTCTBYIOT. B OTKpbITOM 5-1€THEM HccienoBaHUM 0Oe30macHOCTH JjataHomnpocta y 33 %
MalMeHTOB Pa3BUBAJIACh NMUTMEHTANUS paayXkku (cMm. paznen 4.8). B OonbmMHCTBE Ciy4yaeB
U3MEHEHHE I[BETA ATy’ KU ObUIO HE3HAYMTEIbHBIM U, 3a4aCTyI0, KIMHUYECKH HE BBISABISIIOCH.
Yacrora BcTpeuaeMocTu koiebamack or 7 10 85 % y ManmMeHTOB C HEOJUHAKOBOTO IIBETA
paayxKamu, Ipeobagasi y HalueHTOB C KEJNTO-KapUMHU paayXKkamMu. MI3MeHeHus y MalnueHTOB C
PaBHOMEPHO OKpAaLICHHBIMU paayKKaMH Toy0oro 1BeTa He HaOJII0JaIMCh, B PEAKUX CIydasx
WU3MEHEHHUs OTMEYaJIUCh IIPU PAaBHOMEPHO OKpPAILLEHHBIX paayKKaX CEporo, 3€JI€HOr0 U Kapero

OBCTA. H3menenue OBC€Ta TIJ1a3 O6YCJ'IOBJIGHO YBCIMYCHHUCM COACPIKAHUA MCJIIaHMHA B
2
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CTPOMAJIbHBIX MEJIAHOLIUTAX PpaIYyXKKH, a He YBGJII/I‘IéHII/;é;/I'_I Ghkrn camrt N 'ﬂzIH_bHH'lJJé B

TUMHWYHBIX CIy4yasX KOPUYHEBAsl MUTMEHTALUs MOSBISETCS BOKPYT 3pauyka M KOHIIEHTPUYECKH
pacnpocTpaHsieTcst Ha iepudepuro paayxku. [Ipu 5ToM Best paykka WU €€ 4aCTH MPUOOPETAIOT
kapuii uBeT. [lociie oTMEeHBI Tepanuu JajbHeas NMrMeHTanus He ormevanack. [lo umeronmmcest
KJIMHUYECKUM JaHHBIM M3MEHEHHE I[BeTa He ObLJIO CBS3aHO C KAaKUMHU-ITMOO CUMOTOMaMHU WU
MaTOJIOTMYECKUMHU HapyiieHussMu. [IpemapaT He oka3biBaeT BIMSHUE HA HEBYChl U JIEHTUTO
pamgy)XHOU 000JIOYKH.

CornacHo pe3ynapTaraM S-IT€THUX KIMHUYECKUX UCCIIEI0BAHNM, HAKOIIJICHUSI TUTMEHTA B CKJIIEPO-
POTOBUYHOM TpaOeKyIsIpHOW CeTH WJIM MHBIX OT/AeNaxX NepeqHeil Kamephl Ila3a HEe OTMEYEHO.
[TokazaHo, 4YTO NOTEMHEHUE pATYKKH HE TMPUBOAUT K HEXKEIATEIbHBIM KIMHUYECKUM
MOCJIE/ICTBUSIM, TTO3TOMY MPUMEHEHHUE JTATAHOIPOCTA MPU BOZHUKHOBEHUH TAKOTO MOTEMHEHUS
MO>HO IPOJOJDKUTE. TeM He MeHee, TaKhe MAlUEHThl JOJIKHBI HaXOIWUTHCS IMOJA PETYISIPHBIM
HAOJII0JIEHUEM U, B 3aBUCUMOCTH OT KIIMHUYECKOM CUTYallH, IEYEHUE MOXKET ObITh IPEKPALICHO.
OnbIT NpUMEHEHHUs JIATAHONPOCTAa B TEPANMUM 3aKPHITOYTOJbHONW U BPOXKACHHOM TIAyKOMBI,
MUTMEHTHOM TJIayKOMBI, OTKPBITOYTOJLHOM TTIAYyKOMBI Y TIAIIHEHTOB C MceBI0(aKueii orpaHuyeH.
OTCyTCTBYIOT CBEIEHUA O NPUMEHEHUHM JIATAHONPOCTA B JICYEHUHM BTOPUYHON IJIAyKOMBI
BCJIE/ICTBHE BOCTIAJIUTENIBHBIX 3a00JI€BaHU I71a3 U HEOBACKYSPHON TTIAyKOMBI.

JlaTaHONpPOCT HE OKAa3bIBaCT BJIMSHUE HAa BEIMYMHY 3pauka. B CBsI3U ¢ OTCYTCTBHEM ONBITA
MPUMEHEHHUS JIATAaHOIPOCTA B TEPANMK OCTPOTO MPUCTYIIA 3aKPHITOYTOJIbHON IIAYKOMBI CIEAYyET
C OCTOPOYKHOCTBIO PUMEHSTh IPenapar y TAKUX Mallue€HTOB.

B cBs3u ¢ Tem, 4TO CBENEHMS O MPUMEHEHUM JIATAHOIPOCTa B MOCICONEPALMOHHOM IEPHOJIE
OKCTPAKIIUN KaTapaKThl OTPAHUYCHBI, CIIEYeT COOII0aTh OCTOPOXKHOCTh MPU MPUMEHEHUHU
mperapara y 9Toi KaTeropuu manueHToB. Cienyer co0o1aTh OCTOPOKHOCT NMPU TPUMEHEHUN
JATAaHONPOCTAa TNAUMEHTaMU C TEpIEeTUYECKHMM KepaTUTOM B aHamHese. Ilpu octpom
reprneTuYeckoM KepaTUTe, a TaKXKe B CJIydae HaJu4yusl AHAMHECTUYECKMX CBEICHHMU O
XPOHUYECKOM PEIUANBUPYIOMIEM TePIETHUYECKOM KepaTUTE, OCOOCHHO CBS3aHHBIM C MPUEMOM
aHayoroB nmpocraryiagania F2o HeoOxoaumo u3derath Ha3HAuUSHHs JaTaHoNpocTa. MakysipHbINA
OTEK, B TOM YHCJIE€ KUCTO3HBIN, OTMEYAIICA B IEPUO/] TEPAIIAHN JIATAHOIIPOCTOM IIPEUMYIIECTBEHHO
y manueHToB ¢ adakuei, mceBaodakuei, pa3pblBOM 3aJHEH KalCylbl XpycTajluKa, W Yy
MAIUEHTOB ¢ (aKTOpaMU PUCKA Pa3BUTHs KUCTO3HOTO MAaKyJISIPHOTO OTeKa (B YaCTHOCTH, MPHU
TabeTUYECKOW PETHHOMATHH M OKKIIIO3UHU BeH ceTdaTtku). CieayeT coONoaaTh OCTOPOKHOCTD
NPy MPUMEHEHUH JIATAHOIIPOCTa MarMeHTaMu ¢ adakuei, ncepaodaxueid ¢ pa3pbIBOM 3aIHEH
Kalcyjabl XpycTalMKa WIM NEepEeIHEKaMEPHBIMH HHTPAOKYJSIPHBIMUA JIMH3aMH, a TaKke

NalMeHTaMH C U3BECTHBIMU (DaKTOpaMH PHCKa Pa3BUTHSI KUCTO3HOT'O OTEKA MAKYJIbI.
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pHUCKa pa3BUTHS UPUTA/yBEUTA.

OnbIT MpUMEHEHHS JIATAaHOIIPOCTA MallMEeHTaMU ¢ OPOHXHMAJIBHON acTMOM OTpaHUYEH, HO B psfe
CIIy4aeB B TIOCTPETHCTPAIMOHHOM IMEPUOJIE OTMEUYAINCh OOOCTPEHHE TEUYCHUS aCTMbI W/WJIH
NosIBIICHHE OABIIKH. CIIeAyeT COOII0IaTh OCTOPOKHOCTH TPH MPUMEHEHUH JIATAHOIIPOCTA Y ATOU
KaTeropuy MalrueHToB (CM. Takxe pazzen 4.8).

OTMeyanuch ciaydau NOTEMHEHHUs KOKU MepHOpOUTATbHON 00JIaCTH, KOTOpPBIE Y psijia MallueHTOB
HOCHJIH OOpaTUMBIN XapakTep MPH MPOAODKEHIH TEPAITHH JIATAHOIPOCTOM. JIaTaHOTIPOCT MOXKET
BBI3BIBATh TIOCTCIICHHBIC W3MEHEHHs PECHHUI] M IIYIIKOBBIX BOJIOC, TaKUE KaK Y/UIMHEHHE,
YTOJIIICHUC, YCUJICHUC TUT'MCHTAIMH, YBCIIMUCHUC I'YCTOTBI UJIM U3SMCHCHUC HAIIPABJICHUS POCTA

pecHull. MI3meHeHus: pecHUIl ObUTH 0OPAaTUMBI M TPOXOAUIIH MTOCTIE MPEKPAIICHUS TePaIHH.

BcnomorarenbpHbIE BelllecTBa

B coctaB npenaparta BXOIUT OEH3aIKOHUS XJIOPUA, KOTOPBIA OOBIYHO MCIOJIB3YETCs] B KAUeCTBe
KOHCEpBaHTa B 0PTaIbMOJIOTHUYECKUX Tpernaparax. [1o umeromumces orpaHiYeHHBIM JaHHBIM, HET
HUKaKOW pa3HHUIIbI B Mpoduiie HexeNaTeNbHbIX SBICHUH Y JIeTeil 0 CPaBHEHUIO CO B3POCIBIMHU.
OpnHako, Kak MpaBWIIo, IJa3a y JIeTel MpOSBIAIOT 0ojiee CUIBHYIO PEaKkIMI0 HAa OKa3bIBaeMbIC
BO3/ICICTBUS, YEM IJla3a y B3pOCIbIX. PazapaskeHue MOXKET MOBIUATh Ha MPUBEPKEHHOCTh K
nedenuto y gereil. CooOmianoch, 4To OEH3AIKOHUS XJIOPHUJ BBI3bIBACT pa3Apa)KeHHE IJias,
CUMIITOMBI CYXOCTH TJIa3 M MOXET BO3JIEHCTBOBATh HA CJE3HYIO IUIEHKY M IOBEPXHOCTH
POTOBHUIIBL. Y MAIMEHTOB C COMYTCTBYIOIUMHE 3200I€BaHUSMHU POTOBUIIBI U CHHAPOMOM «CYXOT0»
ry1a3a OEH3aIKOHUS XJIOPU/ MOXKET BBI3bIBATH PA3BUTHE TOUCYHOM /WM SA3BEHHOM KEPATOMATHH.
[Ipenapar ciienyeT NpUMEHATh C OCTOPOKHOCTBIO Y MALIMEHTOB C CYXOCTBIO IJ1a3 U y NALUEHTOB
C BO3MOXHBIM IOBpPEXIECHUEM pPOroBUlbl. B ciydae IIMTENBHOrO NPUMEHEHMS NallUEHThI
JIOJDKHBI HaXOJIUTBCS MOJ HaOmoaeHueM. TpeOyeTcs KOHTPOIUPOBATh COCTOSIHUE POTOBHUIIBI
TaKHUX MallMEHTOB BO BPEMs JIEUEHUS IIPENapaToM.

beH3ankoHus XJOpUJ MOXKET BbI3BaTh U3MEHEHHE LIBETAa KOHTAKTHBIX JIMH3. [Ipu nmpumeHeHnn
mpenapaTa MalueHTaMHu, KOTOpble HOCST KOHTAaKTHBIE JIMH3bI, HEOOXOIUMO CHATh UX Mepen

WHCTUJUISIIIMEN U CHOBA BCTAaBUTh HE paHee, ueM yepe3 15 MUHYT.

eTn
Ceenenus 00 3¢ (HeKTUBHOCTH U 0€30MaCHOCTH MPUMEHEHUS JIATAHONPOCTa Y JIeTel MyaIiie rojia
orpanudeHbl. OTCyTCTBYyeT OIBIT TPUMEHEHHs TpenapaTa y HEIOHOIICHHBIX JeTel

(recTaniMOHHBIN BO3pacT MeHee 36 Heelb).
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[Ipu nepBUYHON BpOXKAECHHON IllaykoMe y Aeteid oT 0 10 3 JieT cTaHAapTHBIM METO/I0M JIEUEHUs

OCTaeTCsl XUPYPrHUECKOE BMENMIATEIHCTBO (TOHUOTOMHUS / TPAOCKYTOTOMHUS).

4.5. B3aumopaeiictTBMe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenaparamMu W JApyrue BHAbI
B3aUMO/JACHCTBUSA

CooOmanoch 0 chnydasx TnapajgokcanbHOro TnoBbimieHuss BI'Jl mocie 0mXHOBpEMEHHOTO
O TaTbMOJIOTUYECKOTO TMPUMEHEHHUsl JABYX aHaJoroB mpocTarjaHauHa. OJHOBpEeMEHHOE
pUMEHEHHE ABYX WK OoJjiee MpocTarjiaHAuHOB, aHAJIOTOB MIPOCTArJaHAMHOB WIH MTPOU3BOIHBIX
MpOCTarjIaHANHOB HE PEKOMEHIYETCHl.

q)apMaI_IGBTI/I‘IeCKI/I HCCOBMCCTUM C TJIA3HBIMHU KaIlJIAMH, COACpKAIIUMH THUOMCPCAT -
nperunuTanys (cM. pazzaen 6.2).

CTU

Uccnenoanus B3auMOI€MCTBHI TPOBOAMIIMCH TOJIBKO Y B3POCIBIX MAIUEHTOB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

Be3onacHOCTh MpUMEHEHHS JTaTaHOIIPOCTa BO BpeMs OEPEMEHHOCTH y YeJIOBEKa HE YCTaHOBJICHA.
JlaTaHOTIPOCT MOKET OKa3bIBaTh TOKCHYeckHe 3(PQEeKThl Ha TeueHUe OEPeMEHHOCTH, IUIOJA U
HOBOPOXJIEHHOT0. [l03TOMy J1aTaHONPOCT HE ClIEAYeT NMPHUMEHSITh BO BpeMsl OepeMEHHOCTH.
Jlakranus

JlaTaHOTIPOCT U €r0 METAOOIUTHI MOTYT IPOHHUKATh B IPyIHOE MOJIOKO. [loaTOMY 1ataHonpocT He
clieyeT IPUMEHSTh KOPMSIIUM KEHIMHAM WJIH TPYAHOE BCKapMIIMBAHHUE CIENYET MPEKPATUTh.

DepTUILHOCTE

BnusiHue natTanonpocTta Ha My»XCKYIO U )KEHCKYIO (PepTHIBHOCTh B UCCIIEJOBAHUSIX Ha KUBOTHBIX

He oOHapyxeHo (cM. pazzaen 5.3).

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHHu3MaMH

ODTOITPOCT oka3blBaeT yMEpEHHOE BIUSHHE Ha CHOCOOHOCTH YIPaBIATH TPAHCHOPTHBIMH
cpeAcTBaMu M paboTaTh ¢ MexaHu3MaMu. Kak u mpu npuMeHeHUH IpYTux opTaaTbMOJIOTHUYECKUX
JIEKapCTBEHHBIX MIPErnapaToB, BO3MOKHO BpEMEHHOE HapyIlI€HHE 3PEHHUSI; 10 €r0 BOCCTaHOBIICHUS

YIPaBIATh TPAHCIOPTHBIMU CPEJICTBAMU WM paboTaTh ¢ MEXaHU3MaMH HE PEKOMEHIyeTCs.
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(NOCNEOOBATENEHOCTE 0001)

4.8. HexkennaTeibHbIe peakunuu

Pesrome npoduiis 0esonacHocT

bosbiias yacTe HexenaTeNnbHBIX PEAKUMU 3aTParuBacT CUCTEMY OpraHa 3peHus. B S-metHem
OTKpPBITOM HCCJIEIOBaHUM O€30MacCHOCTH JaTaHONPOCTa MHUTMEHTAIMS Pagy HOW 000JI0UYKU
pasBunack y 33 % mnanueHToB (cM. pasnen 4.4). [Ipyrue HexenarenbHble PEaKIIMH CO CTOPOHBI
oprana 3peHusi ObUIM B OCHOBHOM KPaTKOBPEMEHHBIMH W BO3HUKAIM BO BpeMs BBEICHUS
npenapara.

TabauyHOE pe3roMe HEXKENATEIbHBIX PEAKIINI

B Tabnuiie mpencTaBiieHpl HEXeNaTeIbHbIE PEaKuK 1o cucTeMHo-opranHeiM kiaccam (COK) u
gactote. YacToTa pa3BUTHS ONpenensercs Kak: odeHb dacto (> 1/10), wacto (ot > 1/100 mo
< 1/10), meugacto (ot > 1/1 000 mo < 1/100), peaxo (ot > 1/10 000 mo < 1/1 000), ouens penko (<

1/10 000) unu Hen3BeCTHO (HEBO3MOXKHO YCTAHOBUTH IO UMEIOIITUMCS JAHHBIM):

CucremMHo- OueHb yacro Yacro Heuacro Penxo Ouenb peako
OpraHHbIA =1/10) (or>1/100 no (oTr=1/1 000 (oTr=>1/10 000 (<1/10 000)
KJIace <1/10) 10 <1/100) a0 <1/1 000)
Unpexkumm  u I'epnetrueckuii
WHBAa3UH KEpaTHT
Hapyrrernst co TonosHas 0o,
CTOPOHBI TOJIOBOKPY>KEH
HEPBHOMN ne
CHCTEMBI
Hapymenust co | I'unepriurment | ToueuHbId Oték Beka, | Upwur, oTek | I3MeHeHuss B
CTOPOHBI anys pagy’KHOW | KepaTwur, B | CyXOCTh  IJIa3, | POTOBHIIBL, nepuopOuTaNIbLH
opraHa 3peHusi | 00OJIOUKY; OCHOBHOM KEparHr, 9pO3Hs ol obmacTu u B
Jierkast WM | OECCHUMITTOMHBI | 3aTyMaHHBaHWE | POTOBUIIBL, o0nmacTi  Beka,
yMepeHHast W, Onedapur, | 3peHus, NepUOpOUTATIbH | MIPUBOSIINE K
KOHBIOHKTHBaJ | O0Mb B TJasy, | MakyJsApHBIA bl OTeK, | yriayOleHHIo
bHas UHBEKIMS, | (porodhobdus, OTeK, BKJIIOYAS | TPUXHA3, 00pO3/16I BeKa
paznpaxeHue KOHBIOHKTHBHUT | KHCTO3HBIN JICTUXHA3,
r7a3a  (dyBCTBO MaKYyJIISIPHBIH KHCTa
JMOKECHUS, OTEK, YBEUT pasyKHOU
OLIYILICHUE 000JIOUKH,
MecKa B IJiazax, MecCTHast
3yA, KOKHast
TOKAJIbIBAHUE H peaKist Ha
OLIyLICHUE BEKax,
WHOPOJHOTO NOTEMHEHHE
TeIna); KOXKH BEK,
W3MEHEHUS riceBoneMpur
PECHHIT 17} onnt
ITYIIKOBBIX KOHBIOHKTHBBI
BOJIOC BeKa
(ymmHeHue,
YTOJIIICHHE,
yCHUIICHHE
MTMEHTAIUHA |
YBEITHYCHHUE
TYCTOTBI
PECHHII)
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Hapymenust co CTeHOKdﬂﬂ(fv'r;'- IEHUBATEITEA!
CTOPOHBI OLIyLIEHUE CTEHOKapus
cepaa cepAleOreHus
Hapymenust co Bponxuansaas | O6ocTpeHue
CTOPOHBI acTMa, ofIpIlIKa | OpOHXHAJIBHON
JIbIXaTeIIbHON aCTMBI
CHCTEMBI,
OpraHoB
TPYIHOU KIIETKU

Y CPEIOCTCHUS

Kenynouno- ToriHoTA,

KUIIICYHEIC pBOTa

paccTpoiicTsa

Hapymiennst co Chims 3yn

CTOPOHBI KOXKH
A IIOOKOXKHBIX
TKaHEH

Hapymenust co Muanrus,
CTOPOHBI apTpaITys
MBIIIIEYHOM,
CKEJIETHOH U
COCTMHUTEITh
HOMW TKaH!

OO01me Bonb B rpymHOit
HapyIlIeHusT U KIIETKE

peaxIum B
MECTE BBEICHUS

YV HEKOTOPBIX MALMEHTOB CO 3HAUUTEIBHBIM IMOBPEXKICHUEM POTOBHIIBI PETUCTPUPOBAIUCH OUYEHD
peakue ciydyau KanbIM(HUKAIMU POTOBULI B CBSA3M C NpUMEHeHHeM (dochaTocoaepKaimx

TJIa3HBIX KaIlCllb.

eTH

B nByX KpaTKOCpOYHBIX KJIMHUYECKHX HccienoBanusaX (< 12 Hemens) ¢ yuactuem 93 (25 u 68)
MAIMEeHTOB JAETCKOTO BO3pacTa Mpouiib 0€30MaCHOCTH OBLT COOCTABUM C TAKOBBIM Y B3POCIIBIX;
HOBBIX HE)KEJATENIbHBIX SIBIICHUH BbIsIBIIEHO He 0b110. KpaTkocpounslie npoduinn 6e301acHOCTH B
pa3IMYHBIX TOMYJSALUSAX JETCKOTO BO3pacTa OBUIM TaKKe COMOCTaBHMBI (cM. paszen 5.1).
HexenarenbHbie 3 QeKThl, KOTOPbIE HAOIIOJATUCH Yallle y TAlMeHTOB AETCKOTO BO3pacTa, 4YeM Yy
B3pOCJIBIX: PUHOGAPUHTHT M JTUXOPAIKa.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOAO03pEBAEMBbIX HEXKENATeNbHBIX PEAKIMAX IOCIEe PEeTrUCTpaIiu
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeHns] HelPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«0Nb3a - PHUCK» JIEKapCTBEHHOro Impernapara. MeaunMHCKUM pabOTHHUKaM pPEeKOMEHIyeTcs

coolmiare O JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKAaPCTBEHHOIO Iperapara
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4yepe3 HallMOHAIBHBIE CHCTEMBI COOOIIEHUS O emenaTéHﬁ%ér;%ﬁﬁﬂ_)E%%taggﬁ I'—'“I;IJjIéHOB

EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccuiickas ®@enepanus

denepanbHas cinyx0a 1mo Haa30py B chepe 31paBoOXpaHEHUS
Anpec: 109012, Mocksa, CnaBsiHCKas 1101ajib, 1.4, cTp.1
Ten./ @akc: +7 (800) 550-99-03

9. moura: pharm(@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMITOMBI

[Tomumo pazapaskeHus ri1a3 U KOHbIOHKTUBAIBHON THIEPEMUU, IPYTUX O(PTaTbMOIOTHYECKUX
s dexroB npu nepenozuposke npernaparom ODTOITPOCT BeisiBICHO HE OBLIO.

Jleuenue

[Ipu cayuaitnom npueme npenapata OPTOIIPOCT BHyTph ciiefyeT yuuTHIBaTh CIEIYIOLIYIO
nHpopManuo:

Opun ¢unakon comepxut 125 Mmkr naranonpocta. bonee 90 % no3sl MeTabonu3upyercs mocie
MIEPBOrO MPOXOXKICHHS Yepe3 MeueHb. BHyTpuBeHHas WHQY3Hs B 103€ 3 MKI/KT y 3I0POBBIX
T0OPOBOJBIICB HE BHI3bIBAJIA KAKUX-THOO CHMITTOMOB, OJTHAKO IPY BBEACHUH 0361 5,5—10 MKT/KT
HAOMIOIATMCh TOIIHOTAa, OOJb B JKUBOTE, TOJIOBOKPY)KEHHE, TOBBIIICHHAS YTOMISEMOCTb,
OPWIUBBI M Ype3MEpHOEe TMOTOOTAeNeHue. Y 00e3bsSH BBEICHHE JIATAHONPOCTa IyTeM
BHYTPUBEHHOU MHQY3uH B g03ax 10 500 MKI/KT HE OKa3bIBAIO CYIIECTBEHHOTO BIIMSHUS Ha
CEpJEYHO-COCYIUCTYIO CUCTEMY.

Y  00e3psiH BHYTPMBEHHOE BBEJCHHE JIATAHONPOCTA  COMPOBOXKIAIOCH  BPEMEHHBIM
OponxocmazMoM. OJIHAKO y TAIMEHTOB ¢ OpOHXHMAIBHOW aCTMOM CPEIHEW CTENEHU TSHKECTH
BBEJICHHE JIaTAaHOIIPOCTA B TJia3a B J03€, B 7 pa3 MPEBBIIIAIONICH KIMHUYECKYIO J03Yy Ipernapara
ODTOITPOCT, He BBI3bIBANIO OpOHXOCTA3Ma.

B cmysae mepenmosupoBku  mpemaparoMm  ODTOIIPOCT  nmeyeHue  J0DKHO — OBITH

CHUMIITOMAaTHUYCCKUM.

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA
dapmakoTepaneBTHUYECKas TPYIIa: TPOTHBOTIAYKOMHOE CPEICTBO - MpocTariananna Fo, anamor

CUHTETUYECKUH.

Kon ATX: SOIEEO1
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MexaHu3M JieiicTBUS (MOCNEOOBATENEHOCTE 0001)

JleiicTByromiee BEIIECTBO JIATAHOMPOCT MPEJCTAaBIseT COOOM aHamor mpocTarimaHanHa Fag,
SIBJISIETCS. CEJIEKTUBHBIM arOHMCTOM IIPOCTaHOUAHBIX penentopos FP, xortopeii cHmxkaer BI/,
yCUJIMBasi OTTOK BHYTPHIJIA3HOM KUJAKOCTH. Y 4yenoBeka BI'Jl HaunMHaeT CHMXKAThCS MPUMEPHO
yepe3 3 — 4 yaca mociie BBEJCHUS MpernapaTa; MaKCUMaIbHBIA 3P deKT mocturaercs yepes 8 — 12
yacoB. CHmkenue BI'/[ coxpansiercs He meHee 24 JacoB.

HccnenoBanus Ha )KMBOTHBIX U Y YEJIOBEKA [TOKA3bIBAIOT, YTO OCHOBHBIM MEXaHU3MOM JIEHCTBUS
ABJISIETCSl YBEJIMYEHHE YBEOCKJIEPAIBHOIO OTTOKA, KPOME TOr0, Yy 4eJOBEeKa TaKkKe OMUCAHO
HEeOOJIBIIIOE MOBBIIIEHNE TTPOITYCKHON CITOCOOHOCTH OTTOKA (CHM)KEHUE CONPOTUBIICHUS OTTOKY).

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IIaCHOCTD

Omnopsble uccrnenoBanus nokazanu, yto ODTOIIPOCT sddexTuBeH mpHU UCMIONb30BaHUH B
KauecTBe MoHoTepanuu. Kpome Toro, B KIMHUYECKUX HUCCIIEIOBAHUSAX OILCHUBAIN MPUMEHEHUE
mpernapata B COCTaBe KOMOWHHPOBAHHOM Tepamuu. OTO, CpPedu IPOYEero, HCCIeA0BaHUS,
JIeMOHCTpHUpyomue 3¢p(EeKTUBHOCTh JAaTaHONPOCTa B KOMOHMHALMM C aHTaroHWCTamu Oera-
aJpEeHEPTrUIECKUX PeenTopoB (TuMoiionoMm). KpaTkocpounsie uccienoBanus (1 umu 2 Hememnn)
CBUJIETENHCTBYIOT B MOJIB3Y TOTO, YTO ACMCTBHE JATAHOIIPOCTA aJATUTUBHO MPHU €r0 NPUMEHEHUN
B KOMOHWHAIIMM C aroHUCTaMU aJPEHEPTHUYECKUX PEHenTOpPOB (AUMUBAIWI SMUHEHPUHOM),
nepopaIbHBIMUA HHTHOUTOpaMy KapOOaHTHU a3kl (arera3oaMul) U, o KpaiiHel Mepe 4acTHYHO,
aJITUTHBHO MIPU €T0 IPUMEHEHHUH C arOHUCTAMU XOJIMHEPTUYECKUX PELENTOPOB (ITHJIOKAPITUHOM).
Knunuueckue wuccnenoBaHus IOKa3ald, YTO JIATAHONPOCT HE OKA3bIBAET CYIIECTBEHHOI'O
JIEHCTBUSI HA BBIPAOOTKY BHYTPHUTIIA3HOM KUAKOCTH. He ObIIO BBISBICEHO KAKOTO-THOO MEeHCTBHS
JaTaHOIIPOCTa Ha TeMaToo(TaIbMUUYECKHI Oapbep.

VY 00e3bsH U B KIMHUYECKUX J103aX JaTaHOIPOCT OKA3bIBACT JIMIIb HE3HAYUTEIHHOE BIUSAHUE HA
BHYTpUTJIa3HOE KpoBOoOpalieHue, eciivi BooO1ie oka3piBaeT. OAHAKO MPU MECTHOM MPUMEHEHUU
MOTJIM pa3BUBAThCS JieTKash WM yMEpEHHas KOHBIOHKTHBAIbHAS WM SIHCKIEpalbHas
THIIEPEMUSL.

[lo maHHBIM (UIIOOPECHEHTHOM aHTMorpaduu JUIUTEIBHOE MECTHOE JICYCHHE JIaTaHOIPOCTOM
00€3bsH M0CIIe IKCTPAKANCYIISIPHOM SKCTPAKLIMK KaTapaKThl HE OKa3bIBaJI0 HUKAKOTO BIUSHUS Ha
KPOBEHOCHBIE COCY/Ibl CETYATKH.

[Ipu kpaTKOCPOUHOM MTPUMEHEHUH Y MTALIUEHTOB C MICeBI0(aKUEH IaATAHOIPOCT HE CIIOCOOCTBOBA
IpOCayMBaHMIO (pIryopeciierHa B 3alHUM CETMEHT TJa3a.

[Ipy npuUMeHEHUH JATAaHONMpPOCTa B KJIMHUYECKHUX J03aX 3HAUMMOIO (papMaKoIOrHuecKoro
BO3/ICIICTBUS Ha CEPIEYHO-COCYAUCTYIO U IbIXAaTEIbHYIO0 CUCTEMBI HE HAOJII0JaI0Ch.

CTH
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nmanenros | aekekoro E%ﬁgc'TJ =J0Rl) per

DddexktuBHocts mnpenapata ODTOITPOCT

MPOJEMOHCTPHpPOBaHa B 12-HENETbHOM JBOWHOM CJIETIOM KJIMHHYECKOM HCCIICIOBaHUH, B
KOTOPOM JIATAHONPOCT CpaBHUBAIM C TUMONIONOM Yy 107 mamweHToB ¢ BHYTPUTIIA3HON
TUTIEPTEH3UEH U JETCKOW TiiaykoMoil. HoBOpokIeHHBIE JOKHBI OBUTM MMETh TeCTallMOHHBIN
Bo3pactT He MeHee 36 Henenb. [lamueHTsl ObUTM paHIOMMU3MPOBAHBI JJI TOJYy4YEHHUS JTUOO
JaTaHOMPOCTa B J03UPOBKE 50 MKI/MII OIMH pa3 B CyTKH, Ju60 Tumonona 0,5 % (wnmm Tumosnona
0,25 % nns nmanueHTOB MIIAAIIE 3 JIET) ABa pa3a B CyTKH. llepBUUHON KOHEUHON TOYKOW OLIEHKU
s dextuBHOCTH OBLIO cpenHee cHMkeHue BI'Jl oTHOCHTENHbHO HMCXOMHOTO YpOBHS uepe3 12
Henenb JsedeHus. Cpemnee cHmwkenne BI'Jl Obuto aHanmormyHsiM B 2 Tpymmax Teparuu
(;raTarompoct u TUMOII0I). Bo Beex mccnemyemMbix Bo3pacTHbIX rpynmnax (ot 0 go < 3 ner, oT 3 110
< 12 ner u ot 12 no 18 ner) cpeanee cumxenue BI'Jl mocne 12 Henenb JieueHus B rpyrie
JaTaHompocta ObUIO TakKUM K€, KaKk W B TIpymne TuMmoiona. TeM He MeHee, AaHHbIE IO
3(PEKTUBHOCTH JIATAHOIIPOCTA B BO3pacTHOM Tpymme oT 0 70 < 3 j1eT moaydeHbl TOIbKO Juist 13
MAIUEHTOB, a AJs 4 MAallMeHTOB, KOTOPBIE TPEACTABIISLIN BO3pacTHYO rpynmny ot 0 no < 1 roxa,
COOTBETCTBYIOLIEH 3(h(pekTUBHOCTH HE OBLIO MPOAEMOHCTPUPOBAHO. [laHHBIE 1O TPUMEHEHUIO Y
HEJIOHOIIIEHHBIX JIETeH (reCTalMOHHBIN BO3pacT MeHee 36 HeJenb) OTCYTCTBYIOT. AHAIIOTUYHBIM
obpaszom, cHmwkenue BI'Jl y manmueHToB ¢ mepBuYHOW BpokaeHHOHM rimaykomoi (IIBI') Obuto
OJMHAKOBBIM B 2 Tpymmax Tepanuu (JlaTaHOmpocT W TUMonon). Cxoxkue pe3yinbTaThl
HAOMIOAMKCh B JIPYroil TOATpymme (HE NepBUYHAS BPOXKIEHHAS TJIayKoMma, HampuMmep:
IOBEHWJIbHAS! OTKPBITOYTOJIbHAS TJIayKoMa, adaknuuecKas riiayKoma).

Camxenne BI'/], HabmrogaBeecs mocie nepBoi Helenu ieueHus (CM. TabJInIy), COXPaHsIIOCh B

TeueHue 12 Henenb UcclieOBaHus, TaK K€, KaK U Y B3POCIBIX.

Tabmmna. Camxenne BI'JI (MM pT. cT1.) 4epe3 12 Hemeap Mo rpynnaM aKTHBHOIO JeYeHHs] W
HCXOHOMY THATHO3Y

JlaTanompoct TumoJioJ
N=53 N=54
Cpennee 3nauenue npu BrmoueHnu (CO) 27,3 (0,75) 27,8 (0,84)
Cpennee W3MCHEHUE otHocutensHO | —7,18 (0,81) -5,72 (0,81)
HCXOIHOTO YpOBHSA uepe3 12 Hemenb
neuenus’ (CO)
p-3HaueHuss B cpaBHeHMH c rpynmoi | 0,2056
TEparuy THMOJIOJIOM
MBI HE IIBI' MBI HE MBI
N=28 N =25 N =26 N =28
Cpennee 3nauenue npu BritodeHnn (CO) 26,5 (0,72) 28,2 (1,37) 26,3 (0,95) | 29,1 (1,33)
Cpennee H3MEHEHHE oTHOcuTensHO | —5,90 (0,98) | 8,66 (1,25) | 5,34 -6,02
HCXOIHOTO YpOBHSA uepe3 12 Hemenb (1,02) (1,18)
neuenus’ (CO)
p-3HaueHuss B cpaBHeHMH ¢ rpynmoit | 0,6957 0,1317
Teparuy THMOJIOJIOM

CO - cTanaapTHOE OTKJIOHEHHUE.

TCkoppexTHpOBaHHAs OLIEHKA, OCHOBAHHAS HAa MOJIENIU KoBapuanuonHoro ananusza (ANCOVA).
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(NOCNEQCBATENEHOCTE 0001)

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus

Jlatanonpoct (MonekynspHas macca 432,58) mpencraBiseT cOOOM H3OMPOMMIOBBIN dGUp U
ABJISIETCS TIPOJIEKAPCTBOM, KOTOPOE CaMo 1o ce0e HeaKTUBHO, HO MOCJIE TUAPOIN3a O KUCIOTHI
JaTaHOTIPOCT MPUOOpETaeT OUOIOTUYECKYIO AKTHBHOCTD.

[IponekapcTBO XOpPOIIO BCACHIBACTCS YEpPEe3 POTOBHUIY UM, MOJIHOCTHIO THAPOIU3OBAHHBIM IPH
MIPOXOXKACHUU Yepe3 Hee, MOMNagaeT BO BHYTPUTIa3HYIO KUIKOCTb.

Pacnopenenenue

UccnenoBanust y udenoBeka IMOKa3bIBAIOT, YTO KOHILIEHTpPALMsS BO BHYTPHUIJIA3HOM KUAKOCTH
JIOCTUTaeT MaKCUMYMa IPUMEPHO Yepe3 JABa yaca nocje MecTHOro npumeHenus. [locne mectHoro
NPUMEHEHHUS Y 00€3bsH JIaTaHOIPOCT B OCHOBHOM pacIpe/iesisieTcs] B IEpeHEM CETMEHTE TJ1a3a,
KOHBIOHKTHBE U Bekax. JIMIIb He3HauuTeNbHAs YacTh Iperapara JIOCTHraeT 3aJHero CerMeHTa
riasa.

BI/IOTDaHCd)ODMaHI/IH U 3JIMMUHAIIUA

B rna3zy naranHompoct B ¢GopMe KHCIOTHI MPaKTUYECKH HE IOJIBEPraeTcsi MeTadoInYecKOMY
npeBpaiieHnio. MeTaboiau3M OCYIIECTBISIETCSl TIJIaBHBIM 00pa3oM B miedeHu. llepuon
MOJTYBBIBEJICHUS U3 TJ1a3MbI KPOBH Y YEJIOBEKA COCTaBIIAET OkoJIo 17 MuUHYT. B nccnenoBanusx Ha
KUBOTHBIX TIEpBHUYHBIE MeTabonuThl, 1,2-muHOp U 1,2,3,4-TeTpaHop-MeTaboNuThI, 00IagaIH
JIAIIEL CcJ1a00K OMOJIOTMYECKOM aKTUBHOCTBIO WM He oOJiaganu BooOOINEe, U B OCHOBHOM
BEIBOJMJIMCE C MOYOM.
eTu

[IpoBeneHo OTKphITOE (HapMAKOKMHETHYECKOE HCCIIECIOBAaHUE IO HM3YyYEHHUIO KOHIICHTPAIIMiA
KHUCJIOTBHI JIATAHONIPOCTA B TIa3Me€ KPOBH Y 22 B3POCIBIX MAMEHTOB W 25 MAllUEHTOB JETCKOTO
BO3pacTa (B BO3pacTe OT POXKIAeHUA 10 < 18 51eT) ¢ BHYTPHUTIIa3HOW THIEPTEH3UEH U TIIAyKOMOM.
[TarmeHTHI BceX BO3PACTHBIX TPYIII MOTYYaIH JICUSHUE JIATAHOIIPOCTOM B 03UPOBKE 50 MKI/MI,
MO0 OJHOW KaIljieé €XEJHEBHO B KaXIbIM IJ1a3 B TeYeHHME MUHMUMYM 2 Hepaelb. CHUcTeMHOe
BO3JICUCTBHE KUCJIOTHI JJATAHONIPOCTA y JAeTeil B Bo3pacTe oT 3 10 < 12 jeT Obu1o MpuMepHO B 2
pasa BBIIIIE, UEM Y B3pOCIIbIX MAIMEHTOB, a y IETe B Bo3pacte miiajuie 3 JieT - B 6 pa3 BbIllIe, YEM
y B3pOCHBIX; TPU OTOM COXPAHSUICS WIMPOKUN JOuana3oH O€30MacHOCTH B OTHOIICHHUH
BO3HUKHOBEHHUS CHUCTEMHBIX HEXKenarenbHBIX 3PdekToB (cMm. pasaen 4.9). CpeaHee Bpems 10
JOCTHKEHUS MMKOBOM KOHIIEHTPAIMU B TJIa3Me KPOBU BO BCEX BO3PACTHBIX IPYIIAX COCTABUIIO
5 MuHyT mocne BBeAeHHs 03bl. CpeaHuil mepuoj MONYBBIBEIECHUS U3 IUIa3Mbl KPOBH ObLI
KOpOTKMM (< 20 MHMHYT) ¥ OAMHAKOBBIM Yy JETEH M B3POCIBIX, Onarofaps yeMy HaKOILJICHHS

KHCJIOTBI JIATAHOIIPOCTAa B CUCTECMHOM KPOBOTOKC IMTPU PaBHOBCCHOM COCTOSHUHU HC Ha6n10;[an005.
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6. DPAPMAIIEBTHYECKHUE CBOMCTBA (MOCNEACBATENBHOCTE 0001)

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
bensankonus xmopuzg

Harpus xnopupg

Hatpust gurunpodocdat MoHOTHIApAT

Hatpus ruapodocdar 6e3B0oaHbIN

Makporouna raunepmipununonear (Kpemogop EL)
Kucnora xsmopuctoBogopoHas

Harpus runpokcupg

Bona g1 uabekImmn

6.2. HecoBmecTUMOCTD

HccnenoBanust in vitro TOKa3alnd, 4YTO IpPU CMEIIMBAHUU TIJIA3HBIX Kalellb, COJACpXKalluX
tuomepcan, ¢ npenapatoMm O®DTOIIPOCT mnpoucxomur obpa3zoBanue ocaaka. [lpu
MCIIOJIb30BaHNN TaKMX JIEKAPCTBEHHBIX IIPENApaToOB TIJIa3HbIE KaIllM CIENyeT 3aKalbIBaTh C

MHTEPBAJIOM HE MEHEE 5 MUHYT.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )
2 roxa.

BckpoIThIi h1akoH uConbp30BaTh B TeueHue 30 qHel.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

[Ipu remneparype He Boie 30 °C.

6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 3 ma BO (pimakoH W3 MOMUATUIICHA HU3KOM MJIOTHOCTH C KallelIbHULEH ¢ 3aBUHYHMBAIOIICHCS
KPBIIIKOM U3 IOJIMIIPOIMWICHA C KOJIBLIOM IIEPBOTO BCKPBITHS.

ITo 1 ¢nakoHy BMecTe C MHCTPYKIMEH MO MEIUIMHCKOMY NMPUMEHEHUIO MOMEIAIOT B MayKy

KapTOHHYIO.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 TPenapaToB WJIH OTXOA0B, MOJYYEHHBIX TIOCJe TPUMEHEeHHs
JIEKAPCTBEHHOI0 Mpenapara u APYyrux MAaHUMYJISIHH ¢ PenapaToM

Bech HEMCHONB30BaHHBIN JIEKAPCTBEHHBIM IIpenapaT WM OTXOIbl CIeAyeT YTHIU3UPOBATH B

COOTBCTCTBHUH C MCCTHBIMU TpGGOBaHI/IHMI/I.
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(NOCNEQCBATENEHOCTE 0001)

7. AEP KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHMUSA

Eruner

Opxunua @apmacwsrotukan Magactpus

Paiion (14, 15) - 6510k Ne12011 - mpombInizieHHAst 30Ha CEBEPHOTO HAIIPaBJICHUs, TOpo Db Y Oyp,
Kanbrobus

Ten.:+20 2 44891235

DnekTpoHHas rmovra: www.orchidiapharma.com

7.1. IlpeacTaBuTe/Nb JEpPsKATE/sI PETHCTPALMOHHOIO YI0CTOBEPEHHA

IIperen3uun norpeduTeIel HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus

ABTOHOMHAsi ~ HEKOMMepueckasi  opraHuzauus  «HauMOHaJIbHBI ~ HAy4YHBIH  LIEHTP
®dapmakoHag30pay

105005, Poccus, r. MockBa, yi. baymanckas, a. 6, ctp. 2, atax 9, opuc 923

Tenedon: 8 (800) 777-86-04

DnekTpoHHas noyvra: adversereaction@drugsafety.ru

8. HOMEP PEIT'NCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. JTATA NEPBUYHOM PETUCTPAIIMUA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
HEPEPETUCTPAIIUN)

JlaTa nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OOmast  xapakrepuctuka JekapcTBeHHoro mnpemapara O®TOIIPOCT  ngoctymHa Ha
MH(POPMALIMOHHOM TopTaie EBpa3suiickoro SKOHOMHUYECKOIO co3a B HH(POPMAIMOHHO-

KOMMYHUKaIMoHHOM cetu «HaTepHEeT» hitp://eec.eaeunion.org/
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