COOTBETCTBYET QKCIHEPTHOMY QTYETY
at 02.05.2023 Ne 8280
OBLIASI XAPAKTEPUCTUKA JIEKARGEBERHORFO, TIPEIABATA (006)

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITIAPATA

Makcutposn, 1 mr/mn + 3500 ME/mi + 6000 ME/mn, karumm riasHele.

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIA COCTAB

JleiicTByroIIME BEIIECTBA: JEeKCAMETa30H, HEOMHIIMHA Cyibdar, mommMukcuHa B cynbdart.

1 M copepxut: 1,0 mr nekcameraszona, 3500 ME neomurnuna cynsdara, 6000 ME nmonumukcuna B
cynb(ara.

BcmoMorarenbHbBIE BElIeCTBa, HAIMYME KOTOPBIX HAJ0 YYHTHIBATH B COCTAaBE JIGKAPCTBEHHOTO
npenapara: 6enzankonus xjaopuna 0,04 mr/mi (cMm. pazaen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Karnu ria3geie.

Henpo3paqHa;1 CyCIICH3Us OT oeoro J0 CBCTIO-KXCITOIO IIBCTA, 0e3 arjioMeparoB.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat MakcuTposa npeHa3HayeH A KpaTKOBPEMEHHOW Tepanuu 3a00JeBaHUN OpraHa 3peHust
y JETEH, B3pOCIBIX, B TOM YHUCJIE MOKUIIBIX, TPH KOTOPBIX MMOKA3aHO MPUMEHEHNE KOPTUKOCTEPOUIOB
U KOTOpbIE TPeOYIOT NMPOPUIAKTUYECKOTr0 Ha3HAUYEHUsI aHTUOAKTEpUaAIbHON Tepanuy, B TOM UYHCIe
npu MHQEKIUIX I71a3a U ero NpuaaTkoB: Onedapute, KOHbIOHKTUBUTE, 0s1e(papOKOHBIOHKTUBUTE,
KepaTuTe, NPUIOLUKIINTE, TI0CIe UCKITIOUEHHUS] BUPYCHOM M TpHOKOBOM 3THONOrUU 3a00j1eBaHus, a

TAKXC I HpO(I)I/IJ'IaKTI/IKI/I MOCJICONCPALITMOHHBIX I/IH(I)CKI_II/IOHHBIX OCJIOJKHEHHUH.

4.2. Pe:kum 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

[To 1 umm 2 xarum 10 6 pa3 B CYyTKHM B Kbl MopakeHHBINH rna3. Bo3MokHbl Oojee dacTele

UHCTUIIIAOWHU, €CJIIN TOT'O Tpe6yeT KIIMHUYCCKAas CUTyal .

Herun
Pexxum no3upoBaHus npenapara y A€Teil COOTBETCTBYET TAKOBOMY Y B3POCIIBIX.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 02.05.2023 N2 8280
Cnocob npuMeHeHus (NOCNEOOBATENBHOCTE 0006)

MecTHo.

He cnenyer npukacatbcss KOHUUKOM (hJIaKOHA-KANEeIbHUIBI K BEKaM MM KaKOW-THO0 MOBEPXHOCTH,
yTOOBI HM30&KaTh KOHTAMHHAIMU (JIaKoHA-KaleIbHUIIBI U ero couaepxumoro. Ilocnme cHsATHSA
KPBIIIKH, €CJIH 3aIICIKUBAIOIINNICS 000/I0K C 3aIIUTON OT BCKPBHITHS HE MPUJIETaeT K TOPJIOBUHE, €TI0
HEO0OXOAMMO YIAIUTh MEepe]] IPUMEHEHUEM TIpenapara.

ITocne npumeHenus npenapara MakCUTPOJI pEKOMEHIYETCA MPOU3BECTU HOCOCIE3HYIO OKKIIFO3UIO
WJITH OCTOPO’KHO 3aKPBITh I1a3. DTO MOXKET CHU3UTh CHCTEMHYIO a0COpOITHIO IIpernapara mpu MECTHOM
MPUMEHEHUH U TEM CaMblM YMEHBIIHTh BEPOSTHOCTh BO3HUKHOBEHHS CHCTEMHBIX MOOOYHBIX
peaKuHnii.

B cimydae mpuMeHEHHS ¢ JIPYTUMH MECTHBIMU O(TAIbMOJIOTHYECKUMHU TperapaTaMi HHTEPBA
MEXIY HMX NPUMEHEHUEM JIOJDKEH COCTABISATH HE MeHee 5 MHHYT. [1a3Hble Ma3u JOJIKHBI

MMPUMCHATHCA B IOCJICAHIOKO OUCPCAb.

4.3. IlpoTuBONOKA3aAHUS

o FI/IHep‘IYBCTBI/ITCJ'IBHOCTL K @apMaHCBTH‘leCKI/IM CY6CT8.HI_[I/I5{M nin K JIFOOBIM

BCIIOMOTaTEJIbHBIM BEIIIECTBAM, MEPEUUCICHHBIM B pazene 6.1.

. [ToBepxHOCTHBIE (POPMBI KEPATUTOB, BEI3BAaHHBIX HErpes simplex, B 4acTHOCTH APEBOBHIHBIH
KEpaTHT.

. Bakiunus, BeTpsiHas oca u Apyrue BUPYCHbIEC 3a00/IeBaHNUS TIIa3.

. MukobakTepuanbHas HHPEKIUS Tas3.

. OcTpblii OMOSICHIBAIONIUN JTUTIIAM.

. I'pubxoBwIe 3a00€BaHUs T1a3 WM paHEe HE JICUCHHBIC NTapa3uTapHbIe ra3Hble HHPEKIIUH.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

AHQJIOTUYHO  JPYTMM  NPOTHUBOMH(EKLIMOHHBIM  IpernaparaM, JUIMTEIbHOE IMPUMEHEHUE
AQHTUOMOTUKOB, TAKMX KAaK HEOMHUIIMH M MOJMMHUKCHH, MOKET MPUBOAUTH K YCHJIEHHOMY POCTY
PE3UCTEHTHBIX OPraHMW3MOB, B TOM uucie rpuooB. [Ipu pasButum cynepuHpekuuyd NpuMeHEHHEe
npenapara ciaeAayeT MPEeKpaTUTh U HadaTh AIbTEPHATUBHYIO TEPAITHIO.

Y HEKOTOpBIX NAIUEHTOB MOXET BO3HUKATH YYBCTBUTEJIBHOCTh K IIPUMEHSIEMBIM MECTHO
aMUHOIVIMKO3UJAM,  TakKMM  Kak  HEOMHUIMH.  BO3MOXHO  pa3BUTHE  IEPEKPECTHOMU

TUINICPUYYBCTBUTCIIBHOCTU K JPYTIr'UM aMUHOTITIMKO3UAaM.
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ot 02.05.2023 Ne 8230
Peakuuy runepyyBCTBUTEILHOCTA MOTYT ObITH PasHO# ¢TRNEHMA [SPKOGTH WBANEHPOBATh, QT MECTHBIX

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

3pPEeKTOB A0 TeHEpAIM30BAHHBIX pPEAKLWH, BKIIOYAas OHPUTEMY, 3YA, KpAIWBHUILY, CHIIlb,
aHaUITAKCHUIO, aHA(DUIIAKTONTHBIC PEaKIIUU WK OYJUIC3HBIC PEaKIIHH.

[Ipu pa3BUTHM TUNEPUYYBCTBUTEIBLHOCTH BO BpeMsl MPHUMEHEHHUA Ipernapata MakcCUTpos JieueHue
CIIeTyeT MPEeKPATUTb.

Ecin Bocnanenue win Oo0sib COXpaHsAETCs B TedeHHE 48 yacoB WIM YCHUIIMBAETCS, NALlMEHTaM
pPEKOMEH/IyeTCsl PEeKPaTUTh MPUMEHEHHUE Mpenapara MakcuTposl 1 00paTUThHCs 3a KOHCYJIbTaIllUeH
odTanpmMoIIora.

Y mnanueHToB, MOJYYaBIIMX HEOMULMH CHUCTEMHO MIM MECTHO Ha OTKPBIThIE paHbl WJIM Ha
NOBPEXKJICHHYI0  KOXY, BO3HHKAQJIM  CEpbe3HbIE  HEXeNaTeIbHbIE  PEaKIWH,  BKIOYas
HEHPOTOKCUYHOCTh,  OTOTOKCHYHOCTH W HEPPOTOKCHYHOCTb.  HedpoTokcumueckue u
HEHPOTOKCHMYECKHE PEaKIMU TaKKEe Pa3BUBAIUCH MPU CUCTEMHOM MPUMEHEHHH MOJIMMHUKCUHA B.
Hecmotps Ha orcyTcTBHE cooOmeHHi 00 3Tux 3deKxTax mocie MecTHOro ohraabMOIOTHYECKOTO
NPUMEHEHHs STOrO TMperapara, NpU OJHOBPEMEHHOM NPUMEHEHHH C CHUCTEMHOW Tepamueit
AMHHOTIIMKO3HMIaMH WJIH MTOJTMMUKCHHOM B pexomMeHyeTcst co0Ir01aTh OCTOPOKHOCTD.
JnurenpbHoe TpUMEHEHHE O(TaIbMOJOTHYECKMX KOPTUKOCTEPOUIOB MOKET MPUBOAUTH K
MOBBIIICHUIO BHYTPUIJIA3HOTO JIaBIEHUS W/WJIM TIAyKOME C MOPaKeHHWEM 3pUTEIBHOrO HEpBa, K
CHIDKEHHUIO OCTPOTHI 3peHus U JedeKxTaM Mosiei 3peHus, K 00pa3oBaHUIO 3aJHEH CyOKarcCyIspHOM
KaTapakTel. [[03TOMY y ManueHToB, JIUTEIHFHOE BpeMsl MPUMEHSIONINX MPErapaThl, CoAepIKaline
o(TaIbMONOTHYECKHE TIIIOKOKOPTUKOCTEPOUIBI, CIEAYeT PETYJSPHO HU3MEpATh BHYTpPUIJIA3HOE
JlaBJieHUe. JTO UMEEeT OCOOCHHO Ba)KHOE 3HAUYEHHUE B MEAMATPUUECKON MPAKTUKE, TaK KaK y JeTei
PHUCK TIOBBIIICHHUS BHYTPHIIA3HOTO ABJICHUS BCIEACTBUE TNpPHEMa KOPTUKOCTEPOUIOB SBIISIETCS
0oJiee BBICOKMM U MOXKET BO3HUKHYTh PaHBIIIE, Y€M Y B3POCIBIX.

Puck moBblIIeHUs] BHYTPUITIA3HOTO AABICHUS W/UIM 00pa30BaHMs KaTapaKThl BCIEJACTBHE MpHEMa
KOPTUKOCTEPOUIOB Yy TMAIMEHTOB C IPEIpacloioKEHHOCThIO (Hampumep, ¢ auaberom) Ooiee
BBICOKHH.

Y mpenpacnoyioKEHHBIX TMAIMeHTOB, BKJIIOYAash JeTeld W MAalMeHTOB, TOJTYYalONNX JICUCHHE
uHruouropamu nzopepmenta CYP3A4 (Bkiarouas pUTOHABUP U KOOUIMCTAT), IOCIIE WHTEHCUBHOU
TEpanuy WIA HEMPephIBHOM JTUTEIHHON TEparuud MOXKET BO3HUKATh cHHApoM Miuenko-Kymnara
W/WIIM yTHETEHUE HAAIIOYEYHUKOB, O0YCIIOBICHHBIE CHCTEMHBIM BCAaChIBAHHEM JEKCaMeTa30Ha s
odragpmonornyeckoro npuMeHenus (cm. pasgen 4.5). B momoOHBIX citydasx mpemapar ciaeayer

OTMCHSATBH HC Cpa3y, 4 HOCTCIICHHO.
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COOTBETCTBYET QKCNEPTHOMY OTHETY
ot 02.05.2023 N2 8280
HeobxoaumMo peryispHoe npoBeieHHe OHOMHUKPOCKOIMH TIEPS/HORO [OEPeBKALIIA3HOT 0, 100Ka s

KOHTPOJISI TEYCHUS TITYOOKHUX TepreTHYECKHX KEPAaTUTOB B CBSI3U C BO3MOXKHOCTBIO YXYALICHUS MX
TedeHus Ha (JOHE MPUMEHEHHUS Ipenapara.

N3BecTHO, 4TO Npu 3a00J€BaHUAX, KOTOPBIE BBI3bIBAIOT HICTOHUEHHE POTOBUILIBI MU CKJIEPBI, MOTYT
BO3HHMKAaTh Meppopanuud B pe3yibTaTe MCIOJIb30BaHUS KOPTHUKOCTEPOUJOB JUIsl MECTHOIO
IIPUMEHEHUS.

Koptukocreponapl MOTyT CHMXATh YCTOWYMBOCTh K OaKTepUAIbHBIM, TPHUOKOBBIM, BHPYCHBIM
UHQEKIUAM WIN Napa3suTapHbIM MHBA3UsAM U CIIOCOOCTBOBATH MX Pa3BUTHIO, @ TAKXKEe MacKHUpOBATh
KJIMHUYECKHE TPU3HAKU HHPEKIIHH.

[losiBiIeHHME y TAaIMEHTOB HA POTOBMIIE HE3aKMBAIOIIUX SI3B MOKET CBHJIETEIILCTBOBATH O PA3BUTUU
rpuOkoBoi nHpekmn. [1pn pazBuTin rpuOKOBOI HHPEKIIMN TEPANHI0 KOPTHKOCTEPOHUIAMH CIICAYET
IIPEKPATUTD.

Koprukocreponapl Npu MECTHOM NPUMEHEHUM MOTYT 3aMEUIATh IPOLECC 3aKUBJICHUS
MOBPEXKICHUN pOroBUIbl. V3BECTHO, YTO HECTEPOUHBIE IPOTUBOBOCHAIUTENBHBIE CPEACTBA IS
MECTHOI'O IPUMEHEHMsI TaKKe 3aMeUISIOT WIM 3aJepKUBaOT 3axuBieHHe. OIHOBPEMEHHOE
IIPUMEHEHUE HECTEPOUAHBIX IPOTHUBOBOCHAIUTENBHBIX CPEACTB IJIsi MECTHOIO IPUMEHEHMS H
CTEPOMJIOB UII MECTHOIO IPUMEHEHMS] MOXET YCWIMBATHh BEPOSITHOCTh HAPYIIECHUN 3a)KUBJICHUSA
(cm. pasmen 4.5).

B nepuon neueHnss nHQEKIMOHHBIX WM BOCHAIUTENbHBIX 3a00J€BaHUI OpraHa 3peHHs] HOLIEHHUE
KOHTAKTHBIX JIMH3 HE PEKOMEHOBAHO.

[Tpenapat comepXuT OEH3aIKOHHUS XJOPHUJI, KOTOPBIH MOXKET BBI3BIBATH pa3ipakeHue Iia3 u
OKpalllMBaTh MSTKHE KOHTAaKTHbIe JUH3bI. Cremyer n30erarb KOHTaKkTa IpernapaTa € MSITKHUMH
KOHTaKTHBIMU JIMH3aMu. OfHaKo, €ciau Bpay CUYMTAET, YTO MAIUEHT MOXET HOCUTh KOHTAKTHBIE
JMH3BI, TO €r0 CJelyeT NMPOUHCTPYKTUPOBATH O TOM, YTO HEOOXOJUMO CHATh KOHTAKTHBIE JIMH3BI
nepesa MpUMEHEHUEM Ipernapara U yCTaHOBUTh MX OOpaTHO HE paHee, ueM uepe3 15 MUHYT mocie
3aKarbpIBaHUs IIpenapara.

@®1akoH HEOOXOJMMO 3aKpbIBATh MOCJE KaKI0T0 UCIIOIb30BAHMUS.

Hepe;:l MMPUMCHCHUCM (I)J'IaKOH BCTPAXUBATD.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 02.05.2023 Ne 8230
4.5. BzaumopeiicTBe ¢ JAPYTMMH  JIeKapCTBEHHBIMU [TIPEMAPATAMM |, | (APY.OAE ) FBUABI

B3anMoO/1elicTBUSA

OpHOBpEeMEHHOE TPUMEHEHHUE CTEPOMAOB JJIsi MECTHOTO TMPHUMEHEHHs M HECTEPOUIHBIX
POTHBOBOCIIAJMTENBHBIX CPEACTB JUISI MECTHOTO NPUMEHEHHUS MOXET YCHIIMBATh BEPOSITHOCTD
HApYyIICHUHA 32)KHBIICHUS POTOBHUIIBI.

WNuruburopsr nzopepmenra CYP3A4, Bxirouas puTOHABUP M KOOHMIMCTAT, CIIOCOOHBI MOBBIIIATH
YPOBEHb CHUCTEMHOTO BO3JEHCTBHS, YTO NPUBOAUT K YBEIUYCHHUIO PHUCKA PAa3BUTH YTHETCHHS
byHKIMKH HaAmoveyHbX Kkenes / cuuapoma Kymmara (cwm. pasgen 4.4). Cnemyer wu3berartb
KOMOWHUPOBAHMS JIaHHBIX TPENapaToB, 3a HWCKIIOUEHHEM TEX CIIy4aeB, KOrja OJarornpusTHOE
JeCTBUE TPEBBIIACT TOBBIIICHHBIM PHCK PAa3BUTHSA CHCTEMHBIX MOOOYHBIX AP PEKTOB
KOPTUKOCTEPOUIOB, HO B OJTOM Cllydyae NAIMEeHT JOJDKEH HAXOAWUTHCS TOJ TIIATEIbHBIM
HaOJIF0ICHUEM Ha TIPEJMET BOSHUKHOBEHHSI CUCTEMHBIX 3(D(EKTOB KOPTHKOCTEPOHIOB.
HeoOxomumo u30eratb COBMECTHOTO H/WIIM TOCJIEIOBATEIBHOTO MPUMEHECHUST aMUHOTIIMKO3UI0B
(HeOMHIIMHA) C APYTHUMH IperapaTaMy sl CHCTEMHOTO, NEPOPaIbHOrO M MECTHOTO MPUMEHEHHS,
KOTOpBbIE O0JIAZal0T HEWPOTOKCHYHOCTHIO, OTOTOKCHYHOCTBIO U HE()POTOKCUYHOCTHIO, B CBSI3U C

BO3MOJKXHOCTBIO ITIOTCHIUPOBAHUS 3TUX Bq)q)eKTOB.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

JlaHHBIE O MPUMEHEHHUH JeKCaMeTa30Ha, HEOMHUIIMHA WM TIOJTMMHUKCHHA B y OepeMeHHbIX KeHIITUH
OTPaHUYEHBI UJIU OTCYTCTBYIOT.

AMI/IHOFJ’II/IKOSI/IJIHI)IG aHTI/I6I/IOTI/IKI/I, B 4aCTHOCTH HCEOMHMIIMH, ITOCJIC UX BHYTpI/IBeHHOFO BBCACHUA
OepeMeHHBIM JKEHIIMHAM IPOHMKAIOT 4Yepe3 IUIalleHTapHbli Oapbep. B  1nokimMHHYecKuX W
KJIIMHUYECKUX MCCIEIOBAHUSX MOKAa3aHO, YTO AaMUHOTIMKO3WABl B CJIydyae HX CHCTEMHOrO
MPUMEHEHUS OKa3bIBalOT OTOTOKCHYECKOE U He(poTOKcHudeckoe NeicTBUe. B ciiydyae mpuMeHeHHs
HU3KHX JI03 HEOMHIIMHA, BXOJIIETO B COCTAaB JAaHHOTO TIpermapara, €ro OTOTOKCHYECKOE |
He(PPOTOKCHUYECKOE ACHCTBUE B pe3yJIbTaTe BO3ICUCTBUS B MIEPHUOEC BHYTPUYTPOOHOTO PA3BUTHS HE
oxuaaerca. B uccinenoBaHun y KpbIC, B KOTOPOM KUBOTHBIM NEPOPATBHO BBOAMIIA HEOMHUIMH B
J03ax 10 25 MI/KT/CYT, HUKaKUX TMPU3HAKOB TOKCMYECKOTO JIEHCTBUS Ha MAaTEPUHCKUN OpPTraHu3M, a
TAKXE q)eTOTOKCI/ILIeCKOFO NN TepaTOFeHHOFO lIeI\/’ICTBI/ISI, BBIAABJICHO HE 6BIJ'IO. HJ'II/ITeJ'IBHOG NN
HEOJHOKPATHOE TPUMEHEHHE TIIFOKOKOPTHKOCTEPOUIOB BO BpeMs OEpPEeMEHHOCTH OBLIO
ACCOLIMMPOBAHO C TIOBBIIICHHBIM PUCKOM 33/IEPKKU BHYTPUYTPOOHOTO pa3BUTH. 3a MIIaJICHIIAMH,

MaTCepru KOTOPBIX BO BpCMs 6€peMeHHOCTI/I MoJjiy4dajiid TJIIOKOKOPTUKOCTCPOUABI B HOCTATOYHO
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COOTBETCTBYET QKCIMNEPTHOMY OTYETY
ot 02.05.2023 Ne 8230
BBICOKHMX J103aX, CJE[yeT NPHUCTAIbHO HAOJ0aTh HE|HPSAMET N 3HAKOR-| HAANIOHECMHHKOBOI

HeZ0cTaTOYHOCTH (cM. paszaen 4.4). MccnenoBaHus Ha )KMUBOTHBIX IIOKa3alM TOKCUUECKOE JEHCTBHE
Ha PENpPOAYKTUBHYIO (YHKIMIO TIOCIE CHUCTEMHOTO ¥ O(TAIBMOJIOTHYECKOTO MPUMEHECHUS
JIeKcaMeTa30Ha.

JlanHbIe 110 6€301aCHOCTH MOJIMMHUKCHHA B y OepeMeHHBIX )KUBOTHBIX OTCYTCTBYIOT.

[Tpumenenue npenapata MakcUTpOJ B IepHOa OEPEMEHHOCTH HE PEKOMEH/I0BAHO.

JlakTamus

HeusBecTHO, BBIACIAIOTCA JM JI€KCAMETa30H, HEOMHULUH MWIM IOJUMHUKCHH B 111 MecTtHOro
0 TaIbMOJIOTMYECKOTO IPUMEHEHUS C TPYAHBIM MOJIOKOM.

Ilocie CHUCTEMHOrO NPHUMEHEHMs y KEHIIMH aMHHOIVIMKO3W/bl IONAJAI0T B TPYAHOE MOJIOKO.
JlaHHbIe 110 cIOCOOHOCTH JIeKCaMeTa30Ha U MOJIMMUKCUHA B IPOHUKATE B IpyHOE MOJIOKO YelloBeKa
orcyTcTBYIOT. OOHapyXeHHe JeKcaMeTa30Ha, HEOMMIIMHA U MOJIMMUKCHHA B B rpyiHOM MoJjioke U
UX CIIOCOOHOCTH BBI3BIBATh KIMHUYECKH 3HAUYUMbIE A(PQPEKThl y MIIAJCHIIEB, MaTepud KOTOPBIX
NOJIyY&JIM JAHHBIM Ipenapar Juisi MECTHOI'O IIPUMEHEHHs], INPEACTAaBISAIOTCS MajJOBEPOATHBIMU.
Opnnako, Tak KaK CUCTEMHBIE KOPTUKOCTEPOMIBI U aMUHOTJIMKO3Ubl MOTYT IIPOHUKATh B IPYJHOE
MOJIOKO, PUCK JUJIsl JIeTeH, HaXOJAIIUXCs HAa TPYAHOM BCKapMIIMBAaHUH, HE MOXKET ObITh MCKIIFOUEH.
CnenyeT HpHUHATH peHIEHHE O HEOOXOJUMOCTH IpEepbhIBaHUS WM IpeKpalleHus MPUMEHEHUS
npenapaTta, IpUHUMas BO BHMMAHHE TOJb3y TPYAHOIO BCKApMIIMBAHMS Ul peOEHKa U TMONb3y

TCpaInu IJist MaTCpH.

DdepTUabHOCTD

I[aHHI)IC O BJIMAHHWU HECOMHIIMHA HJIN ITOJIMMHUKCHHAaA B na MYKCKYIO HJIK KCHCKYIO q)epTI/IJ'II)HOCTI)
OTCYTCTBYIOT.

Knuauueckue naHHbIe UIs OIeHKH dQdeKTa JekcameTa3oHa Ha (epTHIBHOCTD MY>KYWH WU YKEHIIUH
OIrpaHUYCHBI. B OKCIICPUMCHTAJIBHBIX HCCICAOBAHHUAX Yy KPbIC, IPUMHUPOBAHHBIX XOPUOHHYCCKUM

TOHAJJOTPONIMHOM, HeXellaTelbHbIX 3 (PEeKTOB JekcameTazoHa Ha GepTUILHOCTh OTMEUYEHO He ObLIO.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAaMH W padoTath ¢
MeXaHM3MaMH
BpemeHnHoe cHUKEHME YETKOCTH 3pEHUs WIM Jpyrue HapylIeHHsl 3peHHsT MOTYT BIIMATH Ha

CIIOCOOHOCTH K BOXJICHUIO aBTOTPAHCIIOPTA UJIN YIIPABJICHHUIO MCXAHU3MAaMH.
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COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

ot 02.05.2023 N2 8280
Ecnu y marumenTa nocie NpUMEHEHHs IpenapaTa BpeMeHHO CHIDKACTION, TE¢TRQCE BPGHU (TOIIepen

BOXICHHUCM aBTOTPAHCIIOpTA HJIM YIPABJICHUCM MCEXAaHHU3MaMU CEMY CICAYCT MOAOXKIAATbH OO

BOCCTAHOBJICHUS YCTKOCTH 3pCHHUA.

4.8. HexkesaTesibHbIE peaKIIUU

Pesrome npoduiist 6e3onacHocT

B xone KIMHMYECKUX HCOBITAHUN (UKCHPOBAHHON KOMOWHAITMM JEKCaMETa30Ha, HEOMHIIMHA U
NOJMMHUKCHHA B 1pu 0TaabMOIOrHYecKOM NMPUMEHEHUH HauOoJiee YaCThIMH HEKENaTeIbHBIMU
peakusMu, Kotopbie Habmoaanuce y 0,7-0,9 % nanuenToB, 6bU1M JUCKOMQOPT B I1a3aX, KEPATUT U
pa3apakeHue CIU3UCTON 000IOUKH TJ1a3.

Tabauunoe PE3IOME HEXKENATCIIHLHBIX PEaKIIUA

HexenarenbHble peakiMy MEPEYHCICHBI ¢ UCIOJIb30BAHUEM CIEAYIOIIUX O003HAYCHUI YacTOTHI:
odyeHb dacto (=>1/10), gacro (ot >1/100 mo <1/10), mewacto (ot >1/1000 mo <1/100), penko
(ot >1/10000 o <1/1000), ouens penko (<1/10000) u ¢ HEU3BECTHOU YACTOTON (YACTOTA HE MOKET
OBITH OIICHCHA M3 MMCIOIIMXCS JTaHHBIX). B paMkax OJHON KaTeropuy 4YacTOThl HEXKEIaTelbHBIC
pEaKIMU PUBEACHBI B OPSIKE CHUYKEHUS CEPhE3HOCTH.

Crnenyrolue HeXenaTelbHbIC peakui ObUTM OOHApPY>KEHBI BO BPEMsI KIMHUYCCKHX UCIBITAHUN U

MOCTPETUCTPATMOHHOT'O OIIbITa IPUMCHCHUA IIpCriapara MaKCI/ITI)OJ'I, KaIliu I'’JIa3HBIC.

CucremMHO-OpranHbIi Yacrora
p HesxkenarenbHble peakumu
KJ1ace BCTPEYAEMOCTH
Hapymennst co croponsl | Hewacto I'MnepuyBCTBUTEIBHOCTD (nposiBieHus
MMMYHHOU CUCTEMBI TMIIEPUYBCTBUTEIIBHOCTH MOTYT OBITh  Kak

CHUCTCMHBIMHU, TaK U T. J'IaSHBIMI/I)

Hapymenust co croponsl | Yactota HeusBecTHa | ['osioBHas 6015

HEPBHOU CUCTEMBI

Hapymenust co croponsl | Heuacto Kepatur,  mnoBblllleHHE  BHYTPUIIA3HOTO
opraHa 3peHus JIaBJICHUsA, T[OMYyTHEHUE TIOJiA  3PEHHS,
dboTodoOust, MuapHa3, NTo3 BEK, 0OJIb B T3y,
OTEK KOHBIOHKTHUBBI, 3y/]1 B IJ1a3y, IUCKOM(OPT

B rj1a3ax, OIYIICHUC IMPUCYTCTBUA
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CuCcTeMHO-OpraHHbIi YacrtoTa (l I'::'::Hle 7icle .ﬁg -fné JIL l“)tlé bggku 5 l-;;l-::u::-r:f.::

KRJacc BCTPpEYaAEMOCTH

CTOPOHHETO TE€JIa B I'1a3y, pasapa>KC€HUC 1J1as,

KOHBIOHKTHBAJIbHAsA NHBCKIHA, CIIC30TCUCHUC

UYacTora HensBecTHA | SI3BEHHBIN KEPaTUT, ICTOHYEHUE POIOBUIIBI

Hapymennst co croponsl | Yacrora HemwsBecTtHa | Cunapom CtuBeHca-[>koHCOHA
KOXH U  TOJKOXHBIX

TKaHEN

OnwncaHue OTACIBHBIX HEXKEIATSIbHBIX PeaKITUM

B cBs3u ¢ conepkaHleM CTEPOUIHOTO KOMIIOHEHTA IPH 3a00JI€BaHUSX, BbI3bIBAIOIIUX UCTOHUCHHE
POTOBHIIBI MJIM CKJIEPBI, CYIIECTBYET MOBBIIMICHHBIA PUCK WX THephopanuu, OCOOCHHO B paMKax
JIOJITOBPEMEHHOM TEpaIInU.

JUtnTenpHOE MECTHOE IPUMEHEHHE KOPTUKOCTEPOUJOB JUIsl JIeYeHUs O(TalIbMOJOTHUECKUX
3a00J€BaHUNl MOXKET MPHBECTH K IOBBIIICHUIO BHYTPUIJIA3HOTO JABJIEHHUSA C MOBPEXKICHHEM
3pUTENBHOIO HEpPBA, CHUKEHUEM OCTPOTHI 3PEHHUS M NOPAKEHHEM 3PUTEIbHBIX IOJIEH, a TaKxkKe
Pa3BUTHIO 3a/IHEN CyOKarcCyJIsipHOM KaTapakThl.

Y HEKOTOPBIX MALIMEHTOB MOKET OTMEYATHCS UyBCTBUTEIBHOCTh K AMUHOTIIMKO3UaM ISl MECTHOTO
IIPUMEHEHHS.

Pa3BuTHe BTOpruHO# HH(EKUN HaOII0AaeTCA MOCe IPUMEHEHNST KOMOMHUPOBAHHBIX MPENapaTos,
COZIepIKAIUX KOPTUKOCTEPOU/IbI HITH IPOTHBOMUKPOOHBIE BelecTBa (M. paszen 4.4).

Hpyrue nobounsie 3GGEKThl, CBSI3aHHbIE ¢ OTJEIbHBIMU KOMIIOHEHTaMH Ipenapara Makcurpod,
IIEPEYUCIIEHBl B COOTBETCTBYIOIIMX  HMHCTPYKUUAX IO  MEIUIMHCKOMY  IPUMEHEHUIO
MOHOKOMITOHEHTHBIX JIEKapCTBEHHBIX IIPENapaToB.

Co001IeHns 0 m0I03PEBAEMBIX HEXKEIIATEIBHBIX PEAKIIHIX

BaxxHo coo0maTh 0 10J03peBacMbIX HeXeIaTeIbHbIX PEAKIMSIX OCIIE PETUCTPALIH JIEKAPCTBEHHOTO
npernapara ¢ Ielblo 00ecreyeHHss HeNmpepbhIBHOIO MOHUTOPHHIA COOTHOLICHHUS «I10JIb3a - PUCK
JIEKapCTBEHHOTO TMpenapara. MeaMIMHCKUM pabOTHHKAM PEKOMEHJYyeTCs COOOIIaTh O JIIOOBIX
MIOI03PEBAEMBIX HEKENATEIbHBIX PEAKUUAX JIEKAPCTBEHHOIO IIpenapara 4epe3 HAIMOHAIbHBIE
CUCTEMBl COOOUIEHUS O HEXKeNaTeJIbHBIX peakUusx ToCyAapcTB - WieHoB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.
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Poccuiickas ®enepanust (NMOCNEOQOBATENBHOCTE 0006)

®denepaiibHas Ciryx)0a 1Mo Ha30py B chepe 3ApaBOOXpaHCHUs

Anpec: 109012, r. MockBa, CnaBsiHCKas TUIOIIab, 1. 4, cTp. 1
Tenedon: + 7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nuH(pOpPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHON ceTH «VIHTepHET» !
https://www.roszdravnadzor.gov.ru

PecnyOsnka Bemapych

MunucrtepcTBo 3npaBooxpanenus Pecyonuku benapych,

Pecnny6nukanckoe  Yuutapuoe Ilpeanpusitue «llentp DOxcneptu3 u  Hcneitanuit B
3/1paBOOXpaHEHUNY

Anpec: 220037, r. Munck, nep. ToBapuiieckuii, 2a

Tenedon oraena papmaxonanzopa / pakc: + 375 (17) 242 00 29

Onekrponnas noura: repl@rceth.by, rceth@rceth.by

Caiit:  www.rceth.by

PGCHV6J'II/IKa Kazaxcran

PI'TT na TIXB «HamuoHanbHBIA LEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB W MEIUIIMHCKUX
m3nenuit»  Komwurera MenuuuHCKOro M (apMaleBTHUYECKOTO  KOHTpojiss  MuHHCTEpCcTBa
3apaBooxpanenust Pecnybnuku Kazaxcran

Anpec: 010000, r. Acrana, yn. A.Mmanosa, 13, 4 stax

Tenedon: +7 7172 235 135

Onekrponnas noura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caiit: www.ndda.kz

Pecnyb6nuka ApmeHus

«HAVYHBIM IIEHTP SKCHEPTU3bl JIEKAPCTB W MEJMIIMHCKMX TEXHOJIOI'MH
M. AKAJIEMUKA 5. TABPUEJISTHA»

Anpec: 0051, r. EpeBan, nip. Komuraca, 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05
DnexTpoHHas noyrta: Naira@pharm.am; vigilance@pharm.am

Caiit: www.pharm.am

4.9. Ilepeno3npoBka

CHUMOTOMBI
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JlaHHBIE O CTydasiX pa3BUTHS MEPETO3UPOBKU TCYTCTBYRLIC MEAOBATENBEHOCTE 0006)

HpOSIBJIeHI/ISIMI/I NepCaAO03NUPOBKH MOT'YT OBITH pAA HEXKCIIATCIIbHBIX HBHGHHﬁ, B YaCTHOCTH TOUYCYHBIN
KEpaTUT, CJIC30TCUCHUC, 3yl BCK, THIICPECMUA BCK U KOHBIOHKTHBEI.

[Ipn npumeHennu npenapata MakcUTpoOJ, KAl TJa3Hble, TOKCHUECKHe YP(EKThl MalOBEPOSTHEI
KaKk NP MECTHOM NPUMEHEHHHM B DPEKOMEHJOBAHHBIX J03aX, TaK W IPHU CIy4allHOM IpueMe
COJICPKUMOTO (pr1aKOHA BHYTPb.

Jleuenue

[Ipn nonananny U30BITOYHOTO KOJIMYECTBA MpenapaTa B Ii1a3a He0OXOAUMO MTPOMBITH IJ1a3a TETUIOH

BOJIOH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. @apmakoauHaAMHYeCKHe CBOiiCcTBa

dapmakorepaneBTHUecKas rpymma: Jlekcamera3oH, B KOMOMHAIMM C TPOTHBOMHUKPOOHBIMHU
npermapaTamm.

Kox ATX: SOICAO01

MexaHu3M ASHCTBUS

KomOuHMpoBaHHBIN TIpenapar Jjisi MECTHOTO MPUMEHEHHS B 0(DTaIbMOIOTHH.

Heomunnna oka3biBaeT OakTepUIIUIHOE ACHCTBUE, HApylIas CUHTE3 Oelika OaKTepHabHOU KIIETKH.
Axrtusen B otHomenuu Staphylococcus aureus, Corynebacterium diphteriae, Streptococcus viridans,
Escherichia coli, Klebsiella pneumoniae, Proteus vulgaris, Aerobacter aerogenes u Haemophilus
influenzae.

Mexanu3m JeicTBUs MOMUMUKCHHA B 00yCloBiIeH TIaBHBIM 00pa3oM OJIOKaJ0W MPOHUIIAEMOCTH
[IUTOIJIa3MaTHYECKONH MeMOpaHbl OaKTepUAIbHBIX KJIETOK. AKTHBEH B OTHolieHnH Pseudomonas
Aeruginosa, Aerobacter aerogenes, Escherichia coli, Klebsiella pneumoniae u Koch-Weeks bacillus.
JlexcameTa30H - TIIFOKOKOPTHUKOCTEPOHUI. Oxka3sbiBaeT MPOTUBOBOCTIATIUTENHHOE,
MIPOTUBOAJJIEPTUYECKOE M JIeceHcuOunmu3upytomee naeicteue. OOMagaeT aHTHUIKCCYAATHBHBIM
s dexrom. JlekcamerazoH 3(HPEKTUBHO MOAABISIET BOCTIAIUTEILHBIE TIPOIECCHI.

KoMOuHamums rimroKOKOPTUKOCTEPOUIA ¢ AHTUOMOTUKAMU MTO3BOJISIET CHU3UTH PUCK WH()EKIIMOHHOTO

nmpormnecca.

MexaHN3MBI Pa3BUTHUA PE3UCTCHTHOCTHU
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YcroiunocTh Oakrepuii K HOJIMMUKCHHY B nMeet| [XpoMQEONHQE/, TIPHCX QI ICHME) (H)FPEAKO

nposiBisieTcss. [lo-BuaMMOMY, B 3TOM MPOLIECCE HUIPAET POJIb MOAU(MUKALUS (POCPOIUIUIOB
[IUTOIJIA3MAaTUIECKOM MEMOpaHBI.

YCTOWYMBOCTh K HEOMHIIMHY BO3HHKAET 32 CUET HECKOJBKHUX PA3JIMYHBIX MEXaHHU3MOB, BKJIHOYAS
(1) u3meHeHus prubocoMaIbHOM CyOBbeTMHULIBI BHYTPH OakTepuaIbHOU KJICTKH,
(2) npensaTCTBOBAaHKE TPAHCIIOPTUPOBKE HEOMHIIMHA BHYTPb KJICTKU M (3) MHAKTUBAIIMIO MACCHBOM
aICHUIUPYIOMUX, GocHoprIupyommx 1 aneTHIMpyomux GepMeHToB. [ enernyeckas naopmanms
JUIsT TIPOAYUMPOBAHUS HHAKTUBUPYIOUIMX (EPMEHTOB MOKET IMEPEHOCUTHhCS Ha OaKTepHalbHOM
XpPOMOCOME WJIU TUIa3MUJIE.

[lorpannyHble 3HaUYEHUSA

Kaxnprii Muwmmmmtp npenapata Makcutpon conxepxkut 6000 ME nmomumukcuna B cynbdara u
3500 ME neomununa cynbdara. Kak ykazano Huxe, Ipy olpeielIeHuU NOrpaHUYHOM KOHLEHTpauu
U JUana3oHa BO3/eicTBHs iN Vitr0 mpUHUMAIOT BO BHUMAaHHUE aKTUBHOCThH JBOWHOIO COJCPIKAHUS
0o mnonuMukcuHa B, 1mmbo HeommimHa. VYKasaHHbIE 37€Ch IOTPAHWYHBIE KOHIIEHTPAIUH
ompeseieHbl Ha 0a3e TPUOOPETCHHOHW PE3UCTCHTHOCTH KOHKPETHBIX BHUJIOB  OaKTEepHi,
OoOHapy’KEHHBIX IPU TIa3HBIX MHPEKIUIX, U cooTHowweHuss B ME nonumukcuna B k HeoMununy B
npenapate MakcUTpOiI: HOrpaHUYHbIE KOHUEHTPALUU PE3UCTEHTHOCTH OT >5: 2,5 no >40:20 B
3aBHCHMOCTH OT BHJIa OaKTEpHUid.

YyBCTBUTENHHOCTD

CBeneHus, INepeyUClIeHHbIE HUXKe, AT MpeJICTaBlIeHHe O NPUOIU3UTENBHOW BEPOSTHOCTU
BOCIIPUUMYHMBOCTH MHMKPOOPIaHM3MOB K BXOIAIIMM B COCTaB Ipenapara MOJIUMUKCUHY B wim
HeomulmHy. Hwke mnepeducieHsl BUABI MHUKPOOPTraHHW3MOB, BBIIEICHHBIX IPH HAPYKHBIX
MH(pEKINSX TIa3.

PacnpocTpaneHHOCTh MPHOOPETEHHOM PE3UCTEHTHOCTH ISl BHIOPAHHBIX BUOB MOXET BapbUpPOBATh
reorpaguecku M co BpeMmeHeM. [Ipm HeoOXOAMMOCTH, €CIM MEeCTHas paclpOCTPaHEHHOCTb
PE3UCTEHTHOCTH TAaKOBa, YTO MPUMEHMMOCTh COYETaHUs NOJUMHKCMHA B wnm HeomunuHa B
npenapare MakcuTpos 1o KpaiiHel Mepe Mpu HEKOTOPBIX THUMAaX WH(PEKIUH COMHUTENbHA, CIeTyeT
[IPOKOHCYJIETUPOBATHCSA Y CIIELIUAIACTA.

YyBCTBUTEIbHEIE MUKPOOPTraHU3MbI

o AspoOHBIE TPAaMIIOIOKUTEIbHBIE MUKPOOPTaHU3MBI
Bacillus cereus, Bacillus megaterium, Bacillus pumilus, Bacillus simplex, Corynebacterium accolens,
Corynebacterium  bovis,  Corynebacterium  macginleyi,  Corynebacterium  propinquum,

Corynebacterium pseudodiphtheriticum, Staphylococcus aureus (METHIMILIINH-
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ayscTeuTenbHbId - MSSA), Staphylococcus Eapitis, Staphylococeus sepidermidis: (Memammmn-

uqyBcTBHUTENbHBIN - MSSE), Staphylococcus pasteurl, Staphylococcus warneri, Streptococcus mutans
. AdpoOHBIEC TPAaMOTPUIIATEIIEHBIE MUKPOOPTaHU3MbI

Haemophilus influenza, Klebsiella pneumoniae, Moraxella catarrhalis, Moraxella lacunata,
Pseudomonas aeruginosa, Serratia species

Y Cc10BHO-YYBCTBUTEILHEIC MUKPOOPTaHHU3MBI

Staphylococcus epidermidis  (MeTunmmunH-pesuctentHbiii - MRSE),  Staphylococcus  hominis,
Staphylococcus lugdunensis

Pe3ncTeHTHBIE MEKPOOPTraHU3MEI

L A3p06HHe I'paMITIOJIOKUTCIIbHBIC MUKPOOPTaHU3MbI

Enterococcus faecalis, Staphylococcus aureus (MeturmunH-pesuctenTHbIi - MRSA), Streptococcus
mitis, Streptococcus pneumonia

o AmnaspoOHbIe OakTepun

Propionibacterium acnes

5.2. apmaKkoKHHEeTHYeCKHUe CBOHCTBA

5.2.1. A6copOrums

JlexcameTa3oH, Kak M JApyrue KOPTUKOCTEPOUbI, MOKET IONAAAaTh B CUCTEMHBIN KPOBOTOK 4EPE3
KOXY BEK U COCYbl KOHbIOHKTUBBI I10CJIE MECTHOTO MPUMEHEHUSI B O()TAIbMOJIOTHH.

5.2.2. Pactipenenenue v SIMMUHALIAS

JlexcameTa30H B 3HAYUTEIBHOM CTENEHHW NPOHUKAET BO BHYTPUIVIA3HYIO XKHMJKOCTb, 3@ CUET YETro
o0ecreynBaeTcsl BBIpaKEHHBIH MPOTUBOBOCTIAIUTENbHBIN 3((GEKT NpH €ro NpUMEHEHUH B Tepanuu
BOCMAJMTENIBHBIX 3a00JIEBaHUH TIEPETHETO OTPE3Ka IIa3HOro 0I0Ka.

[TonmuMukcuHa cynb(at He BCAaChIBAETCS Yepe3 HETIOBPEKICHHYIO K0XKY, HEIIOBPEXKIEHHBIHN SMUTEIHH
POTOBMIIBI NPENOTBPAILAET MPOHUKHOBEHHE Ipenapara B CTPOMY pPOroBHIbl. TepaneBTHUECKHE
KOHIEHTPALlUU MOJMMHUKCUHA B B cTpoMe pOroBHIIbI TOCTUTAIOTCS IIPU €r0 NPOHUKHOBEHUH YEPE3
MOBPEXACHHBIN AMUTENUN POrOBUIIBI, ONTUMAIbHOE MPOHUKHOBEHHE B CTPOMY DPOTOBUIBI IpU
9pO3MM  POTOBHUIBI JOCTHTAeTCs IMpH BBEJIEHUU IIpernapaTa B BHAEC MHCTWUIALUNA H
CyOKOHBIOHKTUBAJIBHOM BBEJCHMM. HeT JaHHBIX O JOCTHIKEHHHM BBICOKMX KOHIEHTpanun
MOJIMMUKCHUHA B B CTEKIIOBHIHOM TeJie pY MIPUMEHEHHUH Tpernapara B BUIE HHCTUIUISIIUNA.
Heomunun BcachiBaeTcsi uepe3 KOXKY IpPH €€ BOCHAIUTENbHBIX 3a00JIEBaHUSX WIM HapyUICHUH

L[EJIOCTHOCTU KOKHOT'O TIOKPOBa M ObICTPO BBIBOJAUTCS MTOYKAMU B aKTUBHOM (opMe.
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(NOCNEOOBATENEHOCTE 0006)

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
benzankonus xmopu

Harpus xmopun

[Momucop6at 20

I'mnpomennosa

XITOpUCTOBOJOPOAHOM KUCIIOTHI pacTBop 1 M
u/unm

Harpus runpokcuna pactsop 1 M

Boja ouniiennas

6.2. HecoBmecTuMOCTH

Henpumenumo.

6.3. Cpok roaHocTn

2 roza.

Hcnonws3oBath B TeueHue 28 THEH MOCIE BCKPHITHS (IaKoHa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts 1pu Tremreparype He Boime 30 °C.

Cpoxk xpaHeHHs TTocie BCKPBITUA (PilakoHa cM. B mofpazzene 6.3.

6.5. XapakTep U coaep:kaHHe NEPBUYHOI YIAKOBKH

IIo 5 M1 BO q)HaKOH'KaHeHBHI/IHy 13 MOJUATHIEHA HU3KOM INIOTHOCTH.

[To 1 ¢dnakoHy ¢ TUCTKOM-BKJIAbIIIEM IMOMEIIAIOT B KapTOHHYIO Mauky. JlomyckaeTcs: Haludue

KOHTPOJIS IIEPBOT0 BCKPBITHS Ha KAPTOHHOM MayKe.

6.6. Oco0ble MepbI NPEeAOCTOPOKHOCTH MPU YHHUYTOKEHUH MCI0JIb30BAHHOIO JIeKAPCTBEHHOI 0

npemapara WJiM 0TX0A0B, NMOJYYCHHBIX HMOCJAC IMPUMEHCHHUA JTCKAPCTBEHHOIO Ipemapara u

ApYrue MAaHMILYJISIIUM € PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. NEPIKATEJIb PETUCTPAIMOHHOT'® YAOCTOBERPEHMA, TENLHOCTE 0006)

HoBaptuc ®@apma Al', JIuxtmrpacce 35, 4056 basens, lIBennapus /
Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland

7.1. IlpeacTaBuTEb AeprKATEJIsi PETHCTPANHMOHHOTO YI0CTOBepeHus: Ha Tepputopun Corw3a
[Iperen3uu noTpedbuTeneil HAPaBIATH 110 ATPECY:

Poccuiickas Penepanus

000 «HoBaptuc ®apmay

Anpec: 125315, r. MockBa, Jlenunrpaackuii mpocnekr, 1. 70
Tenedon: +7 495 967 12 70

dakc: +7 495 967 12 68

Onekrponnas modra: drug.safety russia@novartis.com

Pecnybauka bemapyce

IpencraBurensctBo AO «Novartis Pharma Services AG»
(IIseitapckas Kondenepauus) B Pecnybminke benapychb

Anpec: 220069, r. Munck, nip-T J{3epkunckoro, 5, mom. 3, oduc 3-1
Tenedon: +375 (17) 360 03 65

DnexTponnas nmoyra: drugsafety.cis@novartis.com

P CCHV6J'II/IK8. Kazaxcran

Ouman Komnanuu «Hoaptc @apma Cepsucaz Al B Pecriybnuke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

Onekrponnas moura: drugsafety.cis@novartis.com

PecniyOnnka ApMeHus

000 «ACTEPHAY,

Anpec: 0051, r. EpeBan, yn. Haupu 3apsn, 72/3
Temedon: +374 115 190 70

DnexTponnas moyra: drugsafety.cis@novartis.com
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8. HOMEP PETUCTPATMOHHOI'O YAQCTOBEPERMSE [ORATENEHOCTE 0006)

JITI-Ne(002301)-(PT-RU)

9. JATA TIEPBUYHOWM PETUCTPALIUU (IIOATBEPXIEHUS PETUMCTPAIIUMN,
INNEPEPETUCTPAIIN)

[ara nepsoii peructpauuu: 04 mas 2023
10. JATA IEPECMOTPA TEKCTA
OO01mas xapakTepruCTUKa JIGKAPCTBEHHOTO Tpernapara MakCUTpoJl TOCTyIHA Ha WH()OPMAIMOHHOM

noptaie EBpa3smiickoro 3KOHOMHYECKOTO COK03a B HH(POPMANMOHHO-KOMMYHHUKAIIMOHHOW CETH

«Hurepuer» http://eec.eaeunion.org/
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