COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 24.11.2025 N2 29204
OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHODOMIPEEIARATAD19)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Makcutpo:, 1 mr/ma + 3500 ME/mi + 6000 ME/mn, karum riia3Hele.

2. KAUECTBEHHBIN 1 KOJIUNYECTBEHHBI COCTAB

JleficTByIOIIIE BEIIECTBA: IEKCAaMETa30H, HEOMHITMHA CyJb(dar, momumukcuna B cynbedar.

1 mn comepxkut: 1,0 Mr mexcamerazona, 3500 ME neomunmna cynbdara, 6000 ME monumvmukcuna B
cynbdara.

BcnomorareabHble BCIICCTBA, HAJIUMYUC KOTOPBIX HAAO0 YYHUTBIBATL B COCTABC JICKAPCTBCHHOTIO
npenapata: 6enzankonus xiuopua 0,04 mr/miu (cMm. pasaen 4.4).

[TonubIii mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEICH B pasjaene 6.1.

3. JEKAPCTBEHHASI ®OPMA
Kamnu rimazusie.

Hempo3paunas cycrieH3ust OT 6€10ro 10 CBETIIO-KENITOr0 [[BETa, O€3 ariioMeparTos.

4. KIMHNYECKUE JAHHBIE
4.1. Iloka3zaHusl K NPUMEHEHUIO

[Ipenapat Makcutpon nmpegHazHaueH JUIsl KpaTKOBPEMEHHOM Tepanuu 3a00JIeBaHUM OpraHa 3peHus y
JETEH, B3pOCIBIX, B TOM YUCIIE MOXKUIIBIX, IPU KOTOPBIX MOKAa3aHO NPUMEHEHNE KOPTUKOCTEPOUIOB U
KOTOpbIE TPeOyIOT NMPO(UIAKTUYECKOT0 Ha3HAUYEHUSI aHTUOAKTEPHAIBLHON Tepanuy, B TOM YUCIE MPH
MHQEKIMAX T1a3a ¥ ero MPUAATKOB: Oiedapute, KOHbBIOHKTUBUTE, 0J1e(hapOKOHBIOHKTUBUTE, KEPATHUTE,
UPUJOLUKIINTE, 1OCNIEe UCKIIOYEHHUsS BUPYCHOW M IpUOKOBOM 3THOJIOTMM 3a00J€BaHMA, a TAKXKe IS
MpOoUIAKTUKY TIOCICOTIEPAIIHOHHBIX HHPEKITMOHHBIX OCIIOKHEHHH.

4.2. Pexxum 103UPOBAHUS M CIIOCO0 NPUMEHEHHUA

PexxuM o3upoBaHus

IIo 1 man 2 kammu 10 6 pa3 B CyTKM B KaXKAbI NMOpaKeHHBIH TIia3. Bo3moxkHbl Gojee yacTele
MHCTWISILIUH, €CIIU TOTO TpeOyeT KIMHUYECKAsi CUTYyalHsl.

eTH
Pexxum no3zupoBanus npenapara y A€Tel COOTBETCTBYET TAKOBOMY Y B3POCIbIX.

Cnocob IIPUMCHCHUA

MectHo.

He CJICAYCT NPUKACATHCSA KOHYHUKOM (I)J'IaKOHa-KaHeJIBHI/II_UJI K BEKaM HJIH KaKoH-I1u0o TIOBCPXHOCTH,
9TOOBI U30EKATh KOHTaMHWHallUH q)HaKOHa-KaHGJ'II)HI/IIH)I " €ro COACPKNMOTO. Ilocne cusaTus KPBILIKH,
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€CIIH 3allleIKUBAIOIIUIicst 0000K C 3aIUTOH OT BCK{BITHS HE HPIETaET K TOpIpBYHE J-eI'o HEPOXOAHMO
yAATUTh Mepejl MPUMEHEHUEM Ipernapara. '

[Tocne mpumenenus npenapara MakCUTPOI pEKOMEHIYETCS IPONU3BECTH HOCOCIIE3HYIO OKKITFO3UIO UITH
OCTOPO’XKHO 3aKpBITh TJ1a3. JTO MOMKET CHM3UTh CHCTEMHYIO aOcopOuMIo IMpernapata MpU MECTHOM
MPUMEHEHUH U TEM CaMbIM YMEHBIIIUTh BEPOSITHOCTh BOSHUKHOBEHHSI CHCTEMHBIX TTOOOYHBIX PEAKITHIA.

B cnywyae npuMeHeHus: ¢ APyTMMU MECTHBIMHU O(QTaIbMOJIOIMYECKUMHU MpenapaTtaMyu HHTEPBAI MEXIY
WX MPUMEHEHHEM JIOJDKEH COCTAaBJISATh HE MEHee 5 MUHYT. [ Nla3Hble Ma3u JOJDKHBI MPUMEHSTHCS B
MIOCIICTHIOIO OYEPEib.

®drakoH H€O6XO,Z[I/IMO 3aKPbIBATH MOCJIC KAXKIO0T0 UCIIOJIb30BaAHUA.

[lepen mpumeHeHrneM (IaKkoH BCTPSXUBATD.

4.3. [IporuBonoOKa3aHust

J ['unepuyBCTBUTENBHOCTD K JIEKCAMETa30HYy, HEOMHIIMHA Cylb(haTy, MoJMMUKCUHA B cyibdary
WM K JIIOOOMY U3 BCIIOMOTAaTeNIbHBIX BEIIECTB, IEPEUNCICHHBIX B pa3zene 6.1.

o [ToBepxHOCTHBIE (hOPMBI KEPATUTOB, BBI3BAHHBIX Herpes simplex, B 4aCTHOCTU JTPEBOBUIHBIN
KEpaTHT.

. Bakuunus, BeTpsiHas ocria ¥ JpyTrue BUPYCHbIE 3a00JIeBaHUs TJ1a3.

. MuxkobakTepuanabHas UHPEKIUS Ta3.

. OcTpblii ONOSICHIBAIONTUH JTUIIIAM.

J I'pubOKkoBBIe 3a00eBaHMs TT1a3 WM paHee He JICYeHHBIE TTapa3uTapHbIe TIa3Hble HH)EKINH.

4.4. OcoOble yka3aHHsl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

AHaJIOTMYHO JPYrMM IMPOTUBOMH(EKIIMOHHBIM Ipernaparam, JUIMTEIbHOE MPUMEHEHNEe aHTUOMOTHKOB,
TaKMX KaK HEOMHUIMH W TOJUMUKCUH, MOXKET MNPUBOAUTH K YCHJIEHHOMY pPOCTY PE3UCTEHTHBIX
OpraHU3MOB, B TOM uucie TpuodoB. [Ipu pa3BuTum cynepuH@peKunu MpUMEHEHHE Mpenapara cieayeT
MPEKPATUTh U HAYaTh AJIbTEPHATUBHYIO TEPAIUIO.

Y HEKOTOpBIX MAlMEHTOB MOXET BO3HHKATh UYBCTBUTEIBHOCTh K MPHUMEHSEMBIM MECTHO
AMUHOTJIMKO3U/IaM, TaKUM KaK HEOMHUIIUH. Bo3moxno pa3BuTHe MEepPEeKPECTHOU
TUNEePYYBCTBUTEIBLHOCTH K APYTUM aMUHOTIMKO3UAAM.

Peakiuy runepuyBCTBUTEIBHOCTA MOTYT OBITh PAa3HOM CTETEHHU TSKECTH M BapbUPOBATH OT MECTHBIX
3 EKTOB 0 reHepaTM30BaHHbBIX PEaKINi, BKIIOYas SpUTEMY, 3yl, KPAMBHUILY, ChIIb, aHA(DUIAKCHIO,
aHa(UIAKTOUIHbIE PEaKIMU WK OyIIIe3HbIC peaKIiH.

[Ipn pa3BuTHM TUNEPUYBCTBUTEIHHOCTH BO BpeMsl NpPUMEHEHHUsS Mpenapara MakcCUTpos JeueHue
cleyeT IPeKpaTUTh.

Ecnu Bocnanenue wim Oonb coxpaHsieTcsi B TedeHHE 48 4acoB WJIM YCHUJIMBAETCs, IMalUeHTam
peKOMeHAyeTCsl MPEeKpaTuTh NpUMEHEeHHe Mpenapara MakcUTpol M oOpaTUThCs 3a KOHCYJbTalUei
o(drampmorora.

Y mnanueHToB, IOMY4YaBIIMX HEOMULMH CUCTEMHO WM MECTHO Ha OTKpPBITBIE paHbl WM Ha
MIOBPEXKICHHYIO KOXKY, BOSHUKAIN CEPhE3HBIC HEKEIATEIbHbIC PEAKIIMH, BKIOYasl HEMPOTOKCUYHOCTb,
OTOTOKCUYHOCTh M He(poTOokcHMuHOCTh. Hedporokcuueckue u HEHPOTOKCHYECKHE PEAKLUU TaKxKe
pa3BUBAJIMCH MIPU CUCTEMHOM MPUMEHEHNUHU nonuMukcuHa B. HecmoTpst Ha oTcyTcTBHE cOOOLIEHHH 00
3TuX 3(pdekrax mocae MecTHOro o(QTanbMOJIOTHYECKOT0 TPUMEHEHHUs 3TOro mpenapara, MOpU
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OJIHOBPEMEHHOM MPUMCHEHUH C CHCTEMHOW Tepajiueil aMHUHQTIHEDIHIAMM i | HoMMUKcuEOM, B

pEKOMEHAyeTCs COOTI0IaTh OCTOPOKHOCTb.

JnuTensHoe MpUMEHEHHE O(PTaIbMOJIOTHUECKUX KOPTUKOCTEPOUI0B MOXKET PUBOIUTH K TMOBBILICHUIO
BHYTPHIJIA3HOT'O AABJICHUS U/WIIH INIAYKOME C IMOPaXKEHUEM 3pUTEIBHOIO HEPBA, K CHUKEHUIO OCTPOTHI
3peHus U aedekram mnosiel 3peHus, K 00pa30BaHUIO 3aJHEH CyOKarcyssspHON kaTtapakTsl. [loaTomy y
NAIMEeHTOB, UINTEIHOE BpeMs MPHUMEHSIOUIMX IpenapaTsl, CoAep)Kalue OQTaabMOIOIHYECKHE
TJIIOKOKOPTUKOCTEPOUIbI, CIIEAYET PpEryspHO H3MEpATh BHYTPUIJIA3HOE JaBJIEHUE. OJTO HMEET
O0COOEHHO Ba)XHOE 3HAaYCHHWE B IEAMATPUUECKON IPAKTUKE, TaK KaK y JEeTed PHUCK IOBBILICHUS
BHYTPHIJIA3HOTO JIaBJICHUS BCJIEICTBHE MTPUEMa KOPTUKOCTEPOHIOB SIBJIIETCS 00Jiee BBICOKMM U MOXKET
BO3HUKHYTb PaHBIIE, YEM Y B3POCIIBIX.

Puck mNOBbIIIEHUS] BHYTPUTJIA3HOTO AABICHHUS W/WIM OOpa30BaHUS KaTapakThl BCIEACTBHE MpUEMa
KOPTUKOCTEPOHJIOB Y TIAIUEHTORB C MPEIPACIOIOKEHHOCThIO (HapuMep, ¢ AnadbeToM) 0oJiee BHICOKHUH.

Y mpenpacmonoXeHHBIX TAIMeHTOB, BKIOYas JeTe M MAalHUeHTOB, MOJIYYalolNX JeUeHUE
uaruouTopamu uzopepmenra CYP3A4 (Bxirodass puTOHaBUP M KOOHWIIMCTAT), MOCIE HWHTCHCHUBHOM
Tepanuu WIA HEMPEPHIBHOMN [UTUTETLHOM TEPalliy MOXKET BO3ZHUKATh CHHAPOM Miienko-KymmHra u/unm
yTHETEHUE HAAMNOYEYHUKOB, OOYCIIOBJICHHbIE CHUCTEMHBIM BCAaChbIBAHHEM JEKcaMeTa3oHa Ui
o TamTEMOJIOTUYECKOTO MpuMeHeHus: (cM. pasaen 4.5). B momoOHBIX ciydasx mpenapar ciemyeT
OTMEHATH HE Cpasy, a MOCTETNEHHO.

Heo6xonumMo peryinsipHoe TMpoBeleHHEe OMOMUKPOCKONHMHU IEPEJHEr0 OTpe3Ka IIIa3HOro si0Joka Jyis
KOHTPOJISI TEUEHUsI TNIyOOKHUX TIepHeTHUYECKUX KEpPaTHUTOB B CBSI3U C BO3MOXKHOCTBIO YXYAIIECHUS WX
Te4eHHs Ha ()OHE MPUMEHECHHS IIpernapara.

N3BecTHO, uTO mpH 3a00J€BaHUSAX, KOTOPHIE BBI3bIBAIOT MCTOHUYEHHE POTOBHIIBI WM CKJIEPBI, MOTYT
BO3HHUKATh Nepopanuu B pe3yabTaTe UCIIOIb30BaHUS KOPTUKOCTEPOUIOB I MECTHOTO TPUMEHEHHS.

Koptukocrepoupl MOTyT CHUXKAaTh YCTOWYMBOCTh K OaKTepHalbHBIM, TI'PUOKOBBIM, BHUPYCHBIM
MHPEKIUAM WIM Napa3uTapHbIM WHBAa3UsM U CHOCOOCTBOBATh MX PA3BUTHIO, a TaKKe MAacKHpPOBAThH
KJIIMHUYECKUE MPU3HAKU UH(EKIIH.

[losiBneHue y ManmueHTOB Ha POTOBUIIE HE3aXKMBAIOLIUX 3B MOXKET CBUIETEIbCTBOBATH O Pa3BUTHU
rpuOkoBoil nHpekumu. [lpu pasBuTnn rpuOKOBOI HH(EKINN Tepanuio KOPTHKOCTEPOUIAMHU CIIEAYET
MIPEKPATHUTb.

Koptukocreponsl ip MECTHOM MPUMEHEHUH MOTYT 3aMEJIATh MPOIECC 3KUBIICHUS TOBPEKICHUI
poroBuilel. M3BECTHO, 4YTO HECTEPOUIHBIC MPOTUBOBOCIAIMUTENBHBIC CpPEACTBA JUISI MECTHOTO
MPUMCHCHHS TaKKe 3aMEIUISIOT WM 3aJIEPKUBAIOT 3akuBiieHWe. OIHOBPEMEHHOE NPUMEHEHHUE
HECTEPOUIHBIX TPOTHBOBOCIAIMUTEIBHBIX CPEJACTB JIISI MECTHOTO TPUMEHECHHS M CTEPOMIIOB JUIS
MECTHOT'O MPUMEHEHHUSI MOYKET YCHIIUBATh BEPOATHOCTh HAPYIICHUM 3aKUBJICHUS (CM. pazzaen 4.5).

B nepuoa JICYCHUA I/IH(I)GKI_II/IOHHLIX WM BOCIAIHUTEIBLHBIX 3a00JIeBaHMI OopraHa 3pC€HUSA HOIICHUC
KOHTAKTHBIX JIMH3 HEC PCKOMCH/0BAaHO.

BcrnioMorarenbHEI€ BEIIECTBA

[Ipenapat coxepXUT OEH3AJKOHUS XJIOPHUJ, KOTOPBIM MOKET BBI3bIBATH pa3[pakK€eHUE TIJa3 |
OKpallMBaTh MsTKHE KOHTakTHble JuH3bL. Crenyer u30erarb KOHTaKTa IpenapaTa € MITKUMHU
KOHTaKTHBIMM JTuH3aMU. O/IHAaKo, €CJIM Bpad CYUTAET, YTO NALUEHT MOXKET HOCUTh KOHTAKTHBIE JINH3HI,
TO €ro ClleyeT NMPOUHCTPYKTHPOBATH O TOM, YTO HEOOXOIMMO CHSTh KOHTAaKTHBIE JHMH3bI Iepej
MIPUMEHEHHUEM Npernapara 1 yCTaHOBUTh UX 00paTHO HE paHee, yeM yepe3 15 MUHYT 1ociie 3aKanbIBaHus
rpenapara.
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4.5. B3aumogerictBue ¢ JAPYrMMH JIeKapCTBeHHBIMHY [|TIpENAPADAMU - M| |HIpyIrHe [\ BUAbI
B3aHMMOJAEHCTBUSA :

OnHOBpEMEHHOE INPUMEHEHME CTEPOMIOB [ MECTHOIO IPUMEHEHHMST M HECTEPOUIHBIX
[IPOTUBOBOCHAIIUTEIBHBIX CPEICTB i1 MECTHOIO IPUMEHEHHS MOXKET YCHIUBATh BEPOSITHOCTH
HapyILIECHUH 3aKUBJICHUS POTrOBULBL.

Nurn6utoper m3odpepmenta CYP3A4, Bxitoyas pUTOHABHP M KOOWIIMCTAT, CHOCOOHBI TOBBIIIATH
YPOBEHb CUCTEMHOI'0 BO3/ICHCTBHSI, YTO MIPUBOAUT K YBEIMYCHUIO PUCKA PA3BUTHUS YTHETCHHUS (DYHKIIMU
HaJMOYeuHbIX jkene3 / cuaapoma Kymmmara (cm. pazaen 4.4). Crnenyer uszberaTh KOMOMHHPOBaHUS
JaHHBIX IIperapaToB, 3a MCKIKHUYCHUCM TCEX CJIydacB, KOIrJa 6HaFOHpI/I$ITHO€ HeﬁCTBHG IMPCBLIIACT
MOBBIIICHHBI PUCK Pa3BUTHS CHCTEMHBIX MIOOOYHBIX YPPEKTOB KOPTUKOCTEPOUIOB, HO B 3TOM Cllydae
IMAalMUECHT JOJIKEH HAXOAUTHCA IO TIIATCIIbHBIM Ha6JHOI[eHI/I€M Ha MpEAMCT BOBHUKHOBCHHA CUCTCMHBIX
3(PEeKTOB KOPTUKOCTEPOUIOB.

HeO6XOZ[I/IMO I/I366FaTB COBMECCTHOI'O I/I/I/IJII/I MMOCJICAOBATCIIBHOTO IPUMCHCHUS aAMUHOTIIMKO3UIO0B
(HeoMHIIMHA) C APYTUMH TIpenapaTaMH JUIsl CUCTEMHOTO, MEPOPaIbHOTO W MECTHOTO MPHUMEHEHHS,
KOTOpBIE 00JIaal0T HEHPOTOKCHYHOCTHIO, OTOTOKCUYHOCTHIO U HE(PPOTOKCUYHOCTHIO, B CBSI3U C
BO3MO’KHOCTBIO IMIOTEHIIUPOBAHUS ITUX d(PPEKTOB.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTh

JlaHHBIE O MPUMEHEHUH [EeKCaMeTa3oHa, HEOMHUIIMHA WM TMOJIMMUKCHHA B y OepeMeHHBIX KCHIUH
OTpaHUYEHBI UIN OTCYTCTBYIOT.

AMUHOTTIMKO3UAHBIE AHTHOMOTHKH, B YAaCTHOCTH HEOMHIIMH, TMOCIE WX BHYTPUBEHHOTO BBEICHHUS
OepeMeHHBIM KEHILMHAM MPOHUKAIOT Yepe3 IUIalleHTapHbIi O0aphep. B JOKIMHUYECKUX U KITMHUYECKUX
HCCIIEOBAaHUSAX MMOKA3aHO, YTO aMUHOTJIMKO3HU/blI B CIy4ae UX CUCTEMHOI'O0 IMPUMEHEHUs OKa3bIBAIOT
OTOTOKCHYECKOe U HeppOoTOKCHUecKoe neicTBue. B ciydyae mpuMeHeHHs HU3KHUX 103 HEOMUIMHA,
BXOJIAIIETO B COCTaB JIaHHOTO Mpemnapara, ero OTOTOKCHYECKOEe M HEPPOTOKCHUECKOE NEHCTBUE B
pe3ysbTare BO3JCHUCTBUS B MEPHOJC BHYTPUYTPOOHOTO pa3BUTHS HE OXHIaeTcs. B mccienoBanuu y
KpbIC, B KOTOPOM KHBOTHBIM TEPOPaIbHO BBOAMIM HEOMHUIIMH B J103aX J0 25 MI/KI/CyT, HUKaKUX
MPU3HAKOB TOKCHYECKOTO JCHCTBHS HAa MATCPUHCKHIA OpraHW3M, a Takke (ETOTOKCHYCCKOTO HITU
TEPaTOT€HHOTO JACWCTBUS, BBIIBICHO HE ObUTO. J[MHTenpbHOE WM HEOJHOKPATHOE TMPUMEHEHUE
TJTFOKOKOPTUKOCTEPOHIOB BO BpeMsi OEPEMEHHOCTH OBLIIO aCCOIMHUPOBAHO C TOBBIIICHHBIM PUCKOM
3aJIep’KKH BHYTPUYTPOOHOTO pa3BUTHs. 3a MJIaJICHIIaMH, MaTepH KOTOPBIX BO BpeMsi OEpEeMEHHOCTH
M0JIy4aJIu TIIFOKOKOPTUKOCTEPOUABI B TIOCTATOYHO BBICOKUX J103aX, CIEAYET MPUCTAILHO HAOII01aTh Ha
mpeaMeT TPU3HAKOB HAJMOUYEYHUKOBOW HegocTtaTouyHocTh (cMm. pasaen 4.4). HccnemoBanus Ha
JKUBOTHBIX TIOKA3aJIM TOKCHYECKOE ICHCTBHE Ha PEMPOMYKTUBHYIO (DYHKIMIO TOCIE CHCTEMHOTO U
0 TaTEMOJIOTUYECKOTO MPUMEHEHHS IEKCAMETa30Ha.

JlaHHBIE TIO OE€30TTACHOCTH MOJMMHUKCHHA B y 6€peMEHHBIX JKHBOTHBIX OTCYTCTBYIOT.
[Ipumenenue npenapata MakcuTposl B mepuoj; 0epeMeHHOCTH HE pEeKOMEHJOBAHO.

JlakTanms

HeI/ISBCCTHO, BBIACITAKOTCA JIM ACKCAMCTAa30H, HCOMHUIIMH WX noauMUKCHH B A1 MCECTHOI'O
O(bTaHBMOHOFH‘{eCKOFO IMPUMCHCHUA C TPYAHBIM MOJIOKOM.

ITocne cucreMHOro MNPUMCHCHUA Y KCHIIUH aMUHOTJIMKO3UJBI MTONAAAa0T B I'PYAHOC MOJIOKO. I[aHHLIe
0 CIIOCOOHOCTHU JIeKcaMeTa30Ha U IoJIMMHKCHHA B IIPOHUKATL B TIPyAHOC MOJIOKO YCIOBCKa
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orcyTcTBYIOT. OOHapy)KeHHUE JeKcaMeTa3oHa, HEOMUIIMHA U HomvmkcrHa-B, B FpymBoM MOoKE Miux

CIIOCOGHOCTD BBI3BIBATH KIIMHHYECKU 3HAUNMBIC d(J)eicEbi-y—MiAaAe e MaTepH-KoFopbi—Homy o ——

,Z[aHHI:II\/JI npenapar Ay MECTHOI'O MPUMCEHCHUS, TPCACTABIAIOTCA MAaJIOBCPOATHBIMU. OI[HaKO, TaK Kak
CUCTCMHBIC KOPTUKOCTECPOUIAbI U aMHUHOTJIMKO3HUAbI MOTYT IMPOHUKATh B I'PyAHOC MOJIOKO, PUCK IJId
,Z[GTGI\/JI, HaxoodAmuxcsa Ha rpyJHOM BCKaApMIIMBAHUU, HC MOXKCT OBITh UCKITFOUCH.

CrnenyeT npUHSTH pellieHre 0 HEOOXOIMMOCTH MPEPbIBAHUS WU IPEKPALICHHUS TPUMEHEHHUS Ipenapara,
MPUHUMAs BO BHUMaHUE MOJIb3Y TPYTHOTO BCKApMIITMBAHUS ISl peOSHKA U TIOJIB3Y TePAIHH AJII MaTepH.

DepTUILHOCTD

JlanHble O BIMSIHUM HEOMHIIMHA WM TIOJUMHUKCHHA B Ha MYXCKYIO WIH XKEHCKYIO (PepTHIHBHOCTH
OTCYTCTBYIOT.

Knuanueckue naHHble A7 OLEHKH 3 deKTa JeKkcameTa3oHa Ha (epTUIbHOCTh MYXYUH MM KESHIIHH
OTpaHWYCHBL. B SKCHEpHMEHTAIBbHBIX HCCIENOBAHUSAX Y KpBIC, MPUMHPOBAHHBIX XOPHOHHYECKHM
TOHA/I0TPONIMHOM, HEXKeNIaTeNbHBIX 3(h()EeKTOB 1ekcameTa3oHa Ha (epTUIIBHOCTh OTMEUEHO He OBLIO.

4.7. Bausinue Ha CHOCOOHOCTHL YNPABJATH TPAHCHOPTHBIMH CpeACTBAMM U PpadoTarh C
MeXaHU3MaMu

[Ipenapat MakcuTpon He OKa3blBaeT WM OKAa3bIBA€T HECYLIECTBEHHOE BIUSHUE HA CIHOCOOHOCTH
YIPaBJIATh TPAHCTIOPTHBIMU CPEACTBAMH U Pa0OTaTh C MEXaHU3MaMH.

BpeMenHoe cHIKEeHNE YeTKOCTH 3pEHHS WK APYTHe HAPYIIEHUS 3pEHUS MOTYT BIUATH Ha CHOCOOHOCTh
K yIpaBJICHUIO TPAHCTIOPTHBIMU CPEICTBAMH WM K paboTe C MEXaHU3MaMHU.

Ecnu y nmanueHnTa nocie NpUMEHEHMs NpernapaTa BpPEMEHHO CHUXKAETCA YETKOCTh 3PEHHs, TO Iepen
yIpaBJIEHUEM TPAHCIIOPTHBIMHU CPEACTBaMU WM pabOTOM ¢ MEXaHU3MaMHU €My CJIelyeT MOJ0XKAATh 710
BOCCTAHOBJICHHS YE€TKOCTH 3PEHUSL.

4.8. HexenaTeabHbIEe peakuuu

Pesrome mpoduist 6e3onacHOCTH

B Xone KIMHWYECKMX HCHBITAHUN (UKCUPOBAHHON KOMOMHAIMK JeKCaMeTa3O0Ha, HEOMHUIMHA W
MONMMHKCHHA B 1pu  oTasibMosIOrHUeckoM MpHUMEHEHHH HanOoJiee YacThIMH HEKelIaTeIbHBIMU
peakusiMu, Kotopele Habmoaamucs y 0,7-0,9 % nanueHnToB, ObuUIM AUCKOMGOPT B IJ1a3ax, KEPaTuT U
pasapa’keHue CIM3UCTON 000J0UKH IJ1a3.

TabanuHoe pE3IOME HeXKeJIaTeIbHBIX PeaKIIUi

HexenarennHbie pe€akuuu nNCpCUUCICHbI C UCITOJB30BAHUCM CIICAYIOIHUX 0003HaYCHUI YaCTOTHI:

o4deHb yacto (>1/10);

gacto ( >1/100, Ho <1/10);

Heuacto (>1/1 000, Ho <1/100);

penko (=1/10 000, vHo <1/1 000);

oueHsb peako (<1/10 000);

94acTOTa HEM3BECTHA (Ha OCHOBAHWY MMEIOIINXCS TaHHBIX OIICHUTh HEBO3MOJKHO).

B paMKax OJIHOM KaTCropuu 4YaCTOTbl HEKCJIATCIIBHBIC PCAKIHUU MPUBCACHLI B IOPAAKE CHUKCHUA
CCPBC3HOCTH.

CJ'IGIIYIOH_II/IC HCKCJIATCIIBHBIC PCAKIINN ObLIH O6H3py>KeHBI BO BpEMs KIIMHHUYCCKUX UCHBITAaHUU U
MOCTPETUCTPAIMOHHOI'O OIIbITA MPUMCHCHUS ITPCIiapaTa MaKCI/ITPOJ'I, KaIliu rJ1a3HbIC.
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CuCcTeMHO-OpPraHHbIi Yacrora
HexenatebHble peakuuu
KJIacC BCTPEYAEeMOCTH
Hapymenust co croponsl | Heuacto ['unepuyBCTBUTEIBLHOCTD (posiBIICHUS
MMMYHHOM CUCTEMBI TUTNEPYYBCTBUTEILHOCTH MOTYT OBITh Kak

CHCTCMHBIMH, TaK U FJ'IaSHI)IMI/I)

Hapymenust co croponsl | Yactora HeusBectHa | ['omoBHas 60k
HEPBHOU CUCTEMBI

Hapymenust co croponst | Heuacto Kepatur,  moBbllIeHHE  BHYTPHUIJIA3HOTO
OpraHa 3peHUsI NaBJICHHs, [IOMyTHCHUE TOJS  3pEHH,
¢borodobust, MunpHas, NTo3 BeK, O0JIb B I11azy,
OTEK KOHBIOHKTHUBBI, 3y B IJ1a3y, AUCKOM(OPT
B IWla3aX,  OUIyIIEHHE  MPHCYTCTBHS
CTOPOHHETO TeJa B IIa3y, pa3apaxeHue rias,
KOHBIOHKTHBAJIbHAS HHBEKIIUS, CIIE30TCUCHUEC

YacroTa Hen3BecTHA | SI3BEHHBIN KEPATUT, ICTOHUEHUE POTOBUIIBI

Hapymenust co croponsl | Yactora HeusBecTtHa | Cunapom CruBeHca-/[>xoHCcOHa
KOXXA HU  HOOJKOXXHBIX
TKaHEH

OnuncaHne OTACABHBIX HEKEIATSIbHBIX PeaKITUN

B cBsa3u ¢ COACPKaHUEM CTCPOUIHOTO KOMIIOHCHTA IIPU 3a6OJ'IeBaHI/I$IX, BBI3BIBAIOIINUX HMCTOHYCHHEC
POTOBHIBI WJIM CKJIEPHI, CYIIECTBYET IMOBBILIEHHBIM pHUCK HX mepdopanuu, OCOOEHHO B pPaMKax
JOJITOBPEMEHHOW TepaIuu.

JlnuTenpHOE MECTHOE TPHMEHEHHE KOPTHUKOCTEPOMIOB JUIl JIEYeHUS OQTaTIbMOJOTHUECKUX
3a00JIeBaHUH MOXKET TPUBECTH K TMOBBILIEHUIO BHYTPUIJVIA3HOIO JIaBJIEHUS C TOBPEXKICHUEM
3pUTEIBHOIO HEpBa, CHIDKEHHEM OCTPOTHl 3PEHUS M MOpPaKEHHEM 3pHUTENbHBIX IOJEH, a TaKxke
Pa3BUTHIO 3a/IHEH CyOKaICyIsipHON KaTapaKThl.

Yy HCKOTOPLBIX MAIMCHTOB MOXKET OTMCUYATHCA YYBCTBHUTCIBHOCTb K AMHUHOTJIMKO3UJAaM IJIsI MECTHOTI'O
IIPUMCHCHUA.

Pa3sButne BTOpMYHOIN HMH(GEKINU HAOIIOJACTCS TMOCIE MPUMEHEHUS KOMOMHHMPOBAaHHBIX IPEMaparToB,
COJIepXKAIINX KOPTUKOCTEPOUIBI MIIH MPOTHBOMUKPOOHBIE BelecTBa (CM. pazzen 4.4).

Jpyrue mnoGouHble 3((eKThl, CBsS3aHHbIE C OTIEIbHBIMM KOMIIOHEHTaMH mpemnapata Makcurpod,
MIEPEUNCICHBl B COOTBETCTBYIOIIMX  MHCTPYKIUSX O  MEAULMUHCKOMY  NPUMEHEHHIO
MOHOKOMITOHEHTHBIX JICKAPCTBEHHBIX MTPENapaToB.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxno COO6IJ_IaTL 0 IMOA03PCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX IMOCJIC PETUCTPpalluU JICKAPCTBECHHOT'O
mnpemapara € MOEJIbIO obecrneueHUs HCIIPCPLIBHOI'O MOHHUTOPHHI'a COOTHOLICHHA «I10JIb3a — PUCK»
JICKApCTBCHHOTO IIpfriapara. MeaumuHaCcKuM pa6OTHI/IKaM PECKOMCHAYCTCS COO6IJ.I8.TB 0 JI00BIX
MoAO3PCBACMBbIX HCKEIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IMMpCTiapaTa 4€pe3 HAllUOHAJIbHBIC CUCTCMbI
COO6H_ICHI/IH 0 HCXKCJIAaTCIIbHBIX PCAKIUAX IT'OCYAAPCTB - YICHOB EBpa3HﬁCKOFO OKOHOMHYCCKOI'O COKO3a.
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L

®denepanbHas ciyx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBstHCKasl Iiiomaip, 1. 4, ctp. 1

Tenedon: + 7 (800) 550-99-03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
Caiit B HH(}OPMAIIMIOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTH « THTepHeT:
https://www.roszdravnadzor.gov.ru

PecnyOnuka Kazaxcran

PI'TI na ITXB «HauuoHaJIbHBIN HEHTP IKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX U3CIIHI)
Komurera memummHCKOTO M (papMaIieBTUYECKOTO0 KOHTPOJII MMUHHCTEPCTBA 3PaBOOXPAaHCHUS
Pecniy6nuku Kazaxcran

Anpec: 010000, r. Actana, yn. A.lMmanoBa, 13, 4 stax

Tenedon: +7 7172 235 135

OnektponHas moura: farm@dari.kz

Caiit: www.ndda.kz

4.9. Ilepeno3upoBka

CHUMIITOMBI
JlaHHBIC O CiTyUasx pa3BUTHUS MEPETO3UPOBKUA OTCYTCTBYIOT.

HpOSIBJICHI/I}IMI/I nepCa03UPOBKU MOTYT OBITH PAa HEKCIIATCIIbHBIX HBHGHHﬁ, B YACTHOCTH TOYCUHBIM
KEpaTuT, CJIC30TCUCHUC, 3y BCK, THIICPEMUA BEK U KOHbIOHKTUBEI.

[Ipu npumenenun npenapaTa MakCUTpPOII, KaIUIH IJ1a3HbIE, TOKCHYECKHe 3 (EKThl MaJOBEPOSTHBI KaKk
IIPU MECTHOM TPHMEHEHNH B PEKOMEH/IOBAHHBIX J103aX, TaK U MPHU CIy4aifHOM HMpUEME COAEPKHMOTO
(1akoHa BHYTpb.

JleueHune

[Ipu monananuu M30BITOYHOTO KOJMYECTBA Iperapara B Ia3a HE0OXOAWMO MPOMBITH Tjla3a TeIIon
BOJIOH.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA
5.1. ®apmakoauHaMu4ecKue CBOHCTBA

dapmakoTepaneBTHUECKas rpymnmna: Cpencrna, IIpUMEHSIEMbIE B o(ransmonoruy;
MIPOTUBOBOCIAJIUTENIbHbIE ~ CPEACTBA B KOMOMHAIMM C I[POTHUBOMUKPOOHBIMHM  CpEICTBaMU;
KOPTUKOCTEPOUAbI B KOMOMHAIIUY ¢ IPOTUBOMHUKPOOHBIMU CPEICTBAMHU.

Kox ATX: SO1CAOL.

Mexanusm geficTBus

KoMOuHMpoBaHHbIN penapat Jisl MECTHOTO PUMEHEHUS B 0(PTaIbMOJIOTHH.

Heomuiua oxa3bpiBaeT OaKTEpUIIUMIHOE ACHUCTBUE, Hapyllas CUHTE3 Oelika OaKTepHaIbHOM KIETKH.
AxTuBeH B oTHomeHuu Staphylococcus aureus, Corynebacterium diphteriae, Streptococcus viridans,
Escherichia coli, Klebsiella pneumoniae, Proteus vulgaris, Aerobacter aerogenes u Haemophilus
influenzae.
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Mexanusm neiicTBus noauMukcuHa B oOyciosnen riiaBHBMC0OPNA30M ) (60K INH HITPOHHUAEMOG TH
[ATOIUIA3MAaTUYECKOW MeMOpaHbl OaKTEePHATBHBIX
aeruginosa, Aerobacter aerogenes, Escherichia coli, Klebszella pneumoniae u Koch-Weeks bacillus.

JlekcaMeTa30H - TIIFOKOKOPTUKOCTEPOUI. Oxa3biBaeT MPOTHBOBOCTIATIUTEIHHOE,
MPOTUBOAITIEPTUYECKOEe H  JIeceHcuOmnu3upyomee aeictue. OOmagaer aHTUIKCCYAATUBHBIM
s dexrom. JlekcamerazoH 3(hPEKTUBHO MOABISIET BOCTIAIIUTEIBLHBIE TIPOIIECCHI.

KOMGI/IHaHI/IH FHIOKOKOpTI/IKOCTepOI/II[a C aHTI/IGI/IOTI/IKaMI/I IIO3BOJISACT CHU3UTH pI/ICK I/IH(beKI_II/IOHHOI‘O
mporecca.

MexaHU3MBI Pa3BUTHS PE3UCTCHTHOCTH

YceroiunBoCTh OakTepuii K TOJUMHKCHHY B MMEeT XpOMOCOMHOE MPOUCXOXKIACHUE H  PEAKO
nposiBisiercs.  [lo-BuauMoMy, B 3TOM Ipoliecce Hrpaer poib Moaudukanus (ocdoaunuaos
[UTOIIa3MAaTHUECKONH MEMOpPaHBI.

YcTrouuBoCTh K HCOMHUIIMHY BO3HHKACT 3a CYCT HCCKOJIbKUX Pa3JIMYHbIX MCXAHHW3MOB, BKJIHOYasd
(1) u3meHeHus: pubOCOMaNILHON CyOBEIUHUIIBI BHYTPH OaKTepUaIbHON KIETKH, (2) IpemsTCTBOBAHUE
TPAHCIIOPTUPOBKE HEOMHIIMHA BHYTpPb KJIETKM M (3) MHAKTHBALMIO MACCHBOM aJICHWIMPYIOIINX,
dbochopmwmmpyronux u  anetwiupyromux  gepmeHToB.  ['eHeTmdeckas — wHboOpMmarms s
MPOAYLIMPOBAHUS HHAKTUBUPYIOIUX (PEPMEHTOB MOXKET MEPEHOCUTHCS Ha OaKTEepHUaIbHOM XpoMocoMe
WM TUTa3MHJIE.

llorpannynble 3HAUYEHUA

Kaxxnprit Mummunutp npenapata Makcutpo:n coaepxut 6000 ME nonmuvukcuna B cynsdara u 3500 ME
HeoMuIMHa cynbdaTa. Kak ykazaHo HIKe, IPU ONIpeIe]IeHUH OTPaHNYHONM KOHIICHTPALIUHU U AUAaIa30Ha
BO3JICHCTBUSL in Vitro TPUHHMAIOT BO BHHMAaHHE aKTUBHOCTh JIBOWHOTO COJAEp:KaHHS JHOO
noJuMHKCcHHA B, 1160 HeomuuMHa. YKa3aHHbBIC 37IeCh MOTPaHUYHbIC KOHIIEHTPALMU OIpE/IeIeHbl Ha
0a3e MpUOOpPETEHHON PE3NCTEHTHOCTH KOHKPETHBIX BHIAOB OaKTepHii, OOHAPYKEHHBIX MPHU TJIa3HBIX
uHpekmsax, u cootHomenus B ME mnomumukcuna B x HeomuuumHy B mpemnapare MakcuUTpOII:
MOTPaHUYHbIE KOHLEHTPAIMK PE3UCTEHTHOCTH OT >5:2.5 no >40:20 B 3aBUCUMOCTM OT BHUJA
OakTepuil.

YyBCTBUTEILHOCTD

CBe,Z[eHI/IH, MNEPCUUCIICHHBIC HWKC, HAaOT MPCACTABICHUC O HpI/I6J'II/ISI/ITeJIBHOI71 BCPOSATHOCTHU
BOCIIPUUMYUBOCTH MHUKPOOPraHM3MOB K BXOJAIIMM B COCTaB IIperiapara HOJ'II/IMI/IKCI/IHyB U1
HCOMUILIUHY. Hmxe NEepCUUCIICHBI BUIbl MUKPOOPIraHU3MOB, BBIJACIICHHBIX ITPH HAPYKHBIX I/IH(I)CKLII/IHX
rjas.

PacnpocTpaHeHHOCTh MPHOOPETEHHON PE3UCTEHTHOCTH Ui BBIOPAHHBIX BUJOB MOKET BapbHpPOBATH
reorpaguuecku U co BpeMmeHeM. Ilpu HeoOXOOMMOCTH, €ClIM MeCTHas paclpOCTPaHEHHOCTb
PE3UCTEHTHOCTH TAKOBA, YTO IPUMEHMMOCTD COUETaHUs MOJIMMHUKCHMHA B min HeomunMHa B penapare
Maxkcutpon 1o KpallHEH Mepe MpH HEKOTOPbIX TUNAX HWHQPEKUUH COMHUTENbHA, CIeayeT
IIPOKOHCYJIBTUPOBATHCS y CIIELUATNCTA.

YyBCTBUTEILHBIE MUKPOOPTaHU3MEI

J AspoOHbBIE TPAMIIOIOKUTENBHBIE MUKPOOPTaHU3MBI

Bacillus cereus, Bacillus megaterium, Bacillus pumilus, Bacillus simplex, Corynebacterium accolens,
Corynebacterium bovis, Corynebacterium macginleyi, Corynebacterium propinquum, Corynebacterium
pseudodiphtheriticum, Staphylococcus aureus (METHLIUJUTMH-9YBCTBUTEIBHBIN - MSSA),
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Staphylococcus  capitis, Staphylococcus  epidefmidis — (METAIMWIMB{YYACTBYTENBHB-- MSSE),
Staphylococcus pasteuri, Staphylococcus warneri, S

o AdpOoOHBIE TPAaMOTPHUIIATEIIEHBIE MUKPOOPTaHU3MBI
Haemophilus influenza, Klebsiella pneumoniae, Moraxella catarrhalis, Moraxella lacunata,
Pseudomonas aeruginosa, Serratia species

yCHOBHO-‘IVBCTBI/ITGHBHbIe MHUKPOOPIraHHU3MbI

Staphylococcus  epidermidis  (metummuH-pe3ucteHTHbI - MRSE),  Staphylococcus — hominis,
Staphylococcus lugdunensis

Pe3ncTeHTHRIE MUKPOOPTaHH3MEI

o AdpOoOHBIE TPAMITOIOKUTEEHBIE MUKPOOPTaHU3MBI
Enterococcus faecalis, Staphylococcus aureus (MeTummIIHH-pe3ucTeHTHBIN - MRSA), Streptococcus
mitis, Streptococcus pneumonia

. AHa3poOHBIE OaKTepun

Propionibacterium acnes

5.2. apmakoKMHeTHYECKHE CBOMCTBA

AbGcopouus

JlekcaMeTa30H, KaK U JIpyrue KOPTUKOCTEPOUIBI, MOKET MONAJaTh B CUCTEMHBIN KPOBOTOK 4€PE3 KOKY
BEK U COCY/Ibl KOHBIOHKTHBHI MI0CJI€ MECTHOTO MPUMEHEHUS B 0(PTaIbMOJIOTHH.

PacnipeneneHue U d>IMMUHAIINS

JlekcamMeTa30H B 3HAUUTEIbHOW CTENEHH INPOHUKAET BO BHYTPUIJIA3HYIO XUAKOCTb, 33 CYET YEro
o0ecrneynBaeTcsi BbIPAXKCHHBIH NMPOTUBOBOCIAIUTEIbHBIN APPEKT NpU €ro MpUMEHEHUH B Tepanuu
BOCTIAJIMTEIBHBIX 3a00JI€BaHNH TIEPEIHETO OTPE3Ka IIIa3HOTO SI0JI0KA.

[TonmumukcHuHa cyib(ar He BCAChIBAETCs Yepe3 HEMOBPEKACHHYIO KOXKY, HEOBPEKICHHbIN SIUTEIHHA
pOTOBHIIBI NPENOTBPAIAECT IMPOHUMKHOBEHHE IIpernapaTra B CTPOMY pOroBullpl. TepaneBTHuecKue
KOHLICHTPALUX MOJUMUKCUHA B B CTpOME pOroBHUIbI JOCTUTAIOTCA IPHU €r0 NMPOHUKHOBEHHH 4YEpe3
MTOBPEXKACHHBINA SMUTEIINA POrOBUIBI, ONITUMAIIBHOE IIPOHUKHOBEHUE B CTPOMY POTOBMIIBI IIPH DPO3UHU
POTOBHIIBI JTOCTUTAETCSl NPU BBEICHUM Ipernapara B BUJAE WHCTHUIALUN UM CyOKOHBIOHKTHBAJIBHOM
BBeZIcHUH. HeT TaHHBIX 0 TOCTHKEHUH BBICOKMX KOHIICHTpALUK ITOJIMMUKCHHA B B CTEKIIOBUIHOM Tee
IIpY IPUMEHEHUY TIpenapara B BUAEC HHCTHIIISALUN.

Heomunma BcacwkiBaeTCs uepe3 KOXKY NpPHU €€ BOCIATUTENBHBIX 3a00JCBaHUSAX WM HAPYIICHUU
L[EJIOCTHOCTH KOKHOT'O TOKPOBa U OBICTPO BHIBOAMTCS MTOUYKAMH B aKTUBHOMU (hopMe.

6. PAPMAIEBTUYECKUE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

bensankonusa xnopun

Hatpus xnopun

[omucopOat 20

I'unpomeniosa

XJIOpUCTOBOAOPOAHOM KHCIOTHI pacTBOop 1 M (anst koppekuuu pH)
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Hatpus ruapokcuna pacteop 1 M (s koppekiuu pD
Bopna ouniennas

6.2. HecoBmecTUMOCTD
He npumenunmo.
6.3. Cpok rogHocTH (CPOK XpaHEHUA)

2 rona.

Hcnonw3oBath B TeueHue 28 THEH MOCIEe BCKPHITHS IaKkoHa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHH

XpauuTth nipu Temmneparype He Baiiie 30 °C.

Cpok xpaHeHHs TIOCTIE MIEPBOTO BCKPHITHSA (hJ1akoHa cM. B pazzaene 6.3.
6.5. XapakTep M coaepkaHue YNIAaKOBKHU

ITo 5 M7 BO 1akoH-KaneabHUILY U3 MOTUITUIICHA HU3KOW TUIOTHOCTH.
ITo 1 ¢pnakoHy ¢ TMCTKOM-BKJIBIIIEM IOMEINAIOT B KAPTOHHYIO MAYKYy.

JlonyckaeTcst Haln4ue KOHTPOJIS IEPBOTO BCKPBITUS HA KAPTOHHOM IMayKe.

6.6. OcoOble Mepbl NMPENOCTOPOKHOCTH NMPH YTWIN3AUMU HMCNOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara wjim 0TX0/A0B, NOJY4YeHHBIX 0CJIe MIPUMEHEHN s JIeKAPCTBEHHOI 0 penapara, u ipyrue
MAHMIYJISIIHMU € penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

IBetinapus / Switzerland
Hosaptuc ®apma Al / Novartis Pharma AG
JIuxtmrpacce 35, 4056 bazens / Lichtstrasse 35, 4056 Basel

7.1. [IpeacraBuTe b AepKaTessi PErHCTPAIIMOHHOTO YA0CTOBEPEHUSA

[Iperen3un motpeduTeNel HaMPABIATh MO AJPECy:

Poccuiickas Penepanns

00O «Hosaptuc ®apmar»

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

@axc: +7 495 967 12 68

OnexktpoHHas noura: drug.safety russia@novartis.com
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PecnyGnuka Kasaxcran (NMOCNEOOBATENBHOCTE 0019)

TOO «Hoaptuc Kazaxcran»

Anpec: 050022, r. Anmartsl, yi. Kypmanrassel, 95
Tenedon: +7 727 258 24 47

DOnexrponHas mouta: drugsafety.cis@novartis.com

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(002301)-(PT-RU)
JITI-Ne002301-T'TI-KZ

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA
JlexapcTBEHHBIH Mpenapat OTHOCUTCS K KaTETOpUU OTITyCKa MO PErenTy.
OOmast xapakTepUCTHKa JICKApCTBEHHOTO Ipemapara MakCHTpOa JOCTYIIHA B €IMHOM peecTpe
3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeacTtB EBpa3uiickoro HSKOHOMHMYECKOTO COI03a U Ha

ouIHaTEHOM caire YHOJIHOMOYEHHOI'O oprasa (axcniepTHOM OpraHu3aLNH)
(https://lk.regmed.ru/Register/EAEU _SmPC).
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