COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 18.10.2022 N= 24333
(NOCNEOCBATENEHOCTE 0003)

HHCTPYKLIUA
O MEJULIMHCKOMY IPUMEHEHMUIO JIEKAPCTBEHHOI'O [IPEIIAPATA
HAWM3® AKTUBI'EJIb

PerucrpanuoHHbIii HOMep:

Toprosoe HaumenoBanue: Haii3® AxTuprens

MeskayHapoaHOe HETATEHTOBAHHOE HAMMEHOBAHUE: HUMECYIIU]

JlekapcrBenHasi popma: renp 111 Hapy»KHOTO IPUMEHEHHUS

Cocras

1 r rens conepKuT:

Oeticmsyrowee geugecmego.: HuMmecynun 10 mr;

ecnomozamenvHuvle ewecmed: AUMETHICYIb(OKCH, TUITUICHIVIMKOJI MOHOSTHIIOBBIN 3¢up,
MPONWICHIJINKOJIb, JIMMOHHOW  KHCJIOTHI MoHoruapar, Cenuneo P 600 (comosumep
AKpUIIAMHJIA/AKPUIOWIIIMMETIIITaypaTa HaTpHsl, U30TeKcaiekaH, moiucopoar 80), apoMaTusarop
«Kanm Bannei», Boa ounieHHas.

Onucanue

OnHOPOHBIN MPO3pAayYHBIA I'esib OT OECLBETHOIO 10 OJIEAHO-XKEJITOro I[BETa C XapaKTEPHBIM
3araxom.

dapmakoTepaneBTHYeCKasd TIPYyNNa: HECTEPOUIHBIM ITPOTUBOBOCIAIUTENBHBIM Ipenapar
(HIIBIT)

Kon ATX: MO1AX17

DapMaKoJIOrHyecKue CBOMCTBA

Dapmaxoounamuka

Humecynua sBnseTcss HECTEpOUIHBIM IMPOTUBOBOCHANUTENbHBIM npenapatoMm (HIIBII).
OxkasbiBaeT MecTHOe 00e300JiMBaoIlee M MPOTHBOBOCHANIUTENbHOE AeiicTBue. Humecynun —
CEJIEKTUBHBIA KOHKYPEHTHBIN 00paTUMbIf HHTHOUTOP LMKII0OKcUTeHass! I Tuna (angonepoxcu-
npocrariaiani-Hz cunTeraspl). CHUKAET KOHIEHTPALUI0 KOPOTKOXKHUBYILETO MPOCTArIaHuHa
H2, cyOcTpaTa 11 KHHUH-CTUMYJIMPOBAaHHOTO CHHTE3a MpocTarianuHa Ez B ouare BocnaneHusl.
CHmxeHHe KOHIIEHTpalMM MpocTariaHauHa E; (MenuaTtopa BocmajeHHs M O0JHM) yMEHbIIAET
aKTUBALIMIO TMPOCTaHOMAHBIX penentopoB EP Tuma, uTto mnposiBisercs aHadbreTUYECKUM U
IPOTHBOBOCTIAIUTEIBHBIM dPPEKTaMH.

[Tpu MecTHOM IPUMEHEHUH BBI3BIBAET OcIa0IeHNe UITH UCUE3HOBEHUE 00JIel B MECTE HaHECEHUs
reyis, B TOM 4yucie 0ojiell B cycTaBax B IMOKO€ M IpPH JBMKEHUHU, YMEHBILIAET YTPEHHIOI

CKOBAHHOCTb U MPUIMYXJIOCTh CYCTaBOB. CTIOCOOCTBYET YBEIMUEHUIO 00BheMa IBHKCHHI.
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ot 18.10.2022 N= 24333
(NOCNEOCBATENEHOCTE 0003)

@apmakoxuuemuka

COOTBETCTBYET 2KCNEPTHOMY OTYETY

[Ipy MeCTHOM TNpPUMEHEHUU TeNsi KOHICHTpAIUsl JEHCTBYIOIIETO BEIIECTBA B CHCTEMHOM
KPOBOTOKE KpalHe HU3Ka.

ITociie OHOKPaTHOTO HAHECEHHs Ha MOBEPXHOCTH KOXKH Iulomanpio 28 cm? mpemapara Haiiz®
AxtuBrenp, 1%, remp s Hapy)XHOro mpuMeHEeHHs, B no3e 40 Mr (1o HUMECYIHIy),
MaKCHUMaJibHasi KOHIICHTpaIUs AeicTByoIero Bemectsa B miazme (Cmax) — 14,83 Hr/mi, Bpems
JOoCTHXEeHUS] MakcuMaibHOW KOHIEHTpauuH (TCmax) — 11 4 1 rutoma s oy KpHBO# «I1a3MeHHAs
koHmentpanus — Bpems» (AUC) — 195,46 Hr*u/mi, 3HaYMMO OTIHYAIMCh OT aHAJIOTHYHBIX
(dhapMakOKMHETHYECKUX Moka3areneit (5,35 ur/miu, 16,34 1 u 71,07 Hr*u/mi, cOOTBETCTBEHHO)
npenapara Haiiz®, 1%, renp s HAapyKHOrO NPHMEHEHHMS, YTO CBHJIETENLCTBYET O Ooiee
OBICTPOM BCACBHIBAHUM M JIYYIIEH OTHOCHUTEIBHONH OHOJOCTYMHOCTH HHMECYJIHIA IPU
npumMeHenuy npenapara Haiiz® Axrusreins.

[Tocne omHOKpaTHOTO HaHECeHUs Ha KOKY Cmax HUMECYTUIA B IJIa3Me KPOBU 3HAYUTENBHO (Ooee
yem B 300 pa3) HIKE aHATIOTUIHOTO TTOKA3aTesl IS IIEPOPATBHBIX (OPM HUMECYIIHIA.

CrnenoB OCHOBHOrO MeTabonHuTa HHMECYIHIa — 4-TUAPOKCHMHUMECYIUAa — B KpPOBU HE
oOHapy»KuBaeTcsl.

IToxka3zaHusi K MPUMEHEHU IO

Ipenapar Haii3® Axtusrens, 1 %, rean A Hapy)KHOTO IPHMEHEHHs, TOKA3aH K IPUMEHEHHUIO
JUTSI MECTHOTO CHMITTOMATHYECKOTO JICUCHHS:

e 3a00JI€eBaHMI OMOPHO-ABUTATEIbHON CHCTEMBI: CYyCTABHOTO CHHJIPOMA, B TOM YHCIIE TPU
00OCTpEeHNH TIOAArpbl, pPEBMAaTHYECKUX 3a00NIeBaHMIA, TICOpHasa, OCTE0apTPO3a;
OCTEOXOH/IPO03a C KOPEHIKOBBIM CHHIPOMOM; PaJIUKYJIUTA, BOCIIATUTEIFHOTO TOPAKECHHUS
CBSI30K, CyXOXKUITUH; OypcuTa; ulmaca; Jomoaro;

®  MBIIICYHBIX O0JICH PEBMATHYECKOTO U HEPEBMATUICCKOTO IMPOUCXOKICHIS;

® [OCTTPaBMAaTHYECKOTO BOCIAJICHUS MSTKUX TKAaHEW W OMOPHO-JIBUTATEIIBHOTO armapara
(TMOBpeXIeHUH U Pa3phIBOB CBSI30K, YIITHOOB).

[Tpemapat npeaHa3HAYEH IS CAMIITOMATHICCKON Teparui, YMEHBIIICHHS 00T M BOCTIAJICHUS Ha
MOMEHT MCIOJIb30BaHUs, Ha MPOTPECCUPOBAHNE 3a00JIEBaHUS HE BIIHSCT.
IIporuBomnokasanus

® TUMNEPYYBCTBUTEIHLHOCTh K HUMECYJIUIY WU/WUIH K TIOOOMY M3 BCIOMOTAaTEIbHBIX BEIIECTB;

® [IOJIHOE WM HEMOJHOE coYeTaHhe OPOHXUAIBHON acTMbl, aHTHOHEBPOTHUYECKOTO OTEKa
WIM KPalmuBHUIIGI, PEUUIUBUPYIONMIETO TOJIUIO3a HOCA W OKOJOHOCOBBIX Ma3yX H

HEIIEPEHOCUMOCTH AlETWICATALWIOBOM KucinoTel win nHoro HIIBII, B ToM wucne B
aHaMHe3e;
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 18.10.2022 N= 24333

(10 OBATENBHOCTES 0003
® 3PO3UBHO-A3BEHHBIC MOPAKEHUS KEIy]l qu-KmneqHOrlé%b’aKTa leTja-ln‘ﬁn o%(;cménm

KPOBOTCUYCHHUS U3 KETYTOUHO-KHUIICYHOI'O TPAKTA,

® JCPMATO3bl, MHOBPCKIACHUA ISNHUACPMHUCA U I/IH(i)eKI_[I/II/I KOXHBIX IIOKpPOBOB B o0ractu
IMIPUMCHCHU A,

e BBIpaXEHHAs MOuYeYHas (KJIMPEHC KpeaTMHWHAa MeHee 30 MJI/MHH) WM TEYEHOYHAS
HEJI0CTaTOYHOCTH;

e OEpeMEHHOCTb U MEPUO/I IPYJHOTO BCKAPMIIMBAHMS;
e JIeTCKUU Bo3pacT a0 12 jer.

C 0CTOpPOXXHOCTHIO

[leueHOYHAss HEAOCTATOYHOCTb; IIOYEYHAs HEIOCTATOYHOCTh (KIUPEHC KpeaTMHHHA BbIIIE
30-60 Mi1/MHH); 3PO3HBHO-SI3BEHHBIC TMOPAXKECHUS KETyTOYHO-KUIIEYHOTO TpaKTa B aHAMHE3e
(B TOM uMcIe s13BeHHAs 00JIE3Hb JKETyIKa U 12-epCTHOM KUIIKN); HApYIIEHUs CBEPTHIBAEMOCTH
KpoBU (B TOM uucie TeMo(uiaus, yAJIMHEHHE BPEMEHHM KpPOBOTEUEHMs, CKJIOHHOCTh K
KPOBOTEUCHMSIM), KPOBOTEUEHHS U3 HKETyJOYHO-KUIIEYHOIO TPAaKTa B aHAMHE3€; BbIPAXKECHHAs
cepJieyHasl HeIOCTaTOYHOCTh; apTepuabHasi TUIIEPTEH3US; CaXapHbld nuader 2 Tuma; AeTCKUN
BO3pact (cTapuie 12 jeT); moxxuioi Bo3pacr.

IIpuMeHenue npu 6epeMEHHOCTH M B IEPHO/L TPYIHOr0 BCKAPMJIMBAHHUSA

[Ipumenenue mpemnapara mnpu OEpPeMEHHOCTM M B HEPUOJ TIPYIHOrO BCKapMIIMBAaHUS
IPOTHBOIIOKA3aHO.

Cnocod npuMeHeHHs U 103bl

Hapy»xHo. HaHOCHTB TOJIBKO Ha OUMIIIEHHYIO H CYXYIO KOXKY.

B3pocabiM 1 netsim ctapiie 12 et cToa0MK resist JUIMHOW NpUMEPHO 3 CM HAaHECTH PABHOMEPHBIM
TOHKHMM CJIOEM Ha 00J1aCTh MaKCUMaJIbHOW OOJIE3HEHHOCTH, HE BTHUpasl.

[Tpumensits 3—4 pasa B CyTKH.

He cnenyer nHTEHCMBHO BTUPATh I'ellb UM MPUMEHSTH €T0 M0 OKKJIIO3UOHHYIO MOBSI3KY.
KonnyecTBo renst u yacrtora ero npuMeHeHus (He 6osee 4 pa3 B CyTKH) MOXET BapbUpOBaTh B
3aBHCUMOCTH OT BEJTMUYMHBI 00pa0daThIBAEMOr0 y4acTKa M peaklMy NalueHTa.

He npumensars npenapat Oosiee 10 nHeli 6€3 KOHCYIbTAllMK Bpaya.

Ecnu nocrne neueHus yinydieHus: He HacTyMaeT WM MOSBJISIOTCS HOBbIE CUMIITOMBI, HEOOX0ANMO
IPOKOHCYJIETUPOBATbC € BpadoM. [IpumeHsiiTe mpenapaT TOJIBKO COTJIACHO TOMY CIIOCOOY
IIPUMEHEHHU U B T€X J03aX, KOTOPbIE YKa3aHbl B UHCTPYKIINH.

IToOo4unoe neiicTBHE

[Tpu Hapy>KHOM NMPUMEHEHUH TTpernapaT 0OBIYHO XOPOIIO MEPEHOCUTCS.

HexenarenbHble sBIEHUS, IPEICTABICHHbBIE HUXKE, IEPEUYNUCIEHBI B 3aBUCUMOCTH OT aHaTOMO-

(I)I/I3I/IOJ'IOF HYECKOH KJIE[CCI/I(I)I/IKB.I_[I/II/I U YaCTOTbl BCTPEYACMOCTH. YacTtoTa BO3HUKHOBEHHUS
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COOTBETCTEBYET 2KCNEPTHOMY OTYETY
o oT 18 'I::ECIEE N= 24353 i
n0604HBIX d(bexToB ompexemsercs mo BO3 u_mmeer Q'J‘['@ZIJE)EI'V}%“%MBE -gi'egmuqécm

(>1/10), gacro (=1/100 u <1/10), newacro (=1/1000 u <1/100), peaxo (=1/10000 u <1/1000),
oueHb penko (<1/10000, Bkirodast OTAECTbHBIE CIy4Yan), HE yCTaHOBJICHO.

Hapywenus co cmopousl Kodcu U NOOKOMCHbIX MKAHel: HEYacTO — 3y, OYEHb PEIKO —
KpanuBHUIIA, IIETyUICHHE, TPAaH3UTOPHOE H3MEHEHHUE I[BeTa KOXU (He Tpelyroliee OTMEHBI
npenapara).

[Ipy HaHeceHMM mpemapara Ha OOIIMPHBIC YYACTKH KOXKHM WM TPU JUTHUTEIHHOM MPHUMEHEHHU
HE HCKJIIOYEHO pAa3BUTHE CHUCTEMHBIX MOOOYHBIX pEaKIui, XapakTepHBIX Ui HUMECYJIHJa:
M3K0ra, TOIIHOTA, PBOTA, AUApes, TaCTPAITUs, U3bA3BICHUE CIU3UCTOMN KEITyJOYHO-KUIIEUHOTIO
TPaKTa, TMOBBIIIEHUE  AKTUBHOCTH  «IEYCHOYHBIX»  TpaHCAMWHA3; TOJOBHas  OOJb,
rOJIOBOKPY>KEHHUE; 3aJiepiKKa KUAKOCTH, remMarypusi; aJJIepru4ecKue peakuuu
(aHaunmakTUYECKUN WIOK, KOXHAs ChIllb); TPOMOOILMTONEHUS, JIEUKONEHUs, aHeMus,
arpaHyJoLMTO3, YIUIMHEHUE BPEMEHU KPOBOTEUCHHUS.

Ecnu mro0ble M3 yKa3aHHBIX B MHCTPYKIMH TOOOYHBIX 3()(eKToB ycyryOmisroTcs, uiam Bl
3aMeTHIIH JII0ObIe TpyTrue MoOovHbIe 3P PEKThI, HE YKa3aHHBIC B HHCTPYKIUH, COOOIIHUTE 00 ITOM
Bpauy.

ITepexo3upoBka

Crnyuyau nepefo3UpoBKU Ipenapara He onucaHbl. OQHAKO MMPU HAHECEHUH OOJIbLINX KOJIMYECTB
rens (mpesBplatomux S50 T) Ha OOLIMpPHBIE YYAaCTKU KOXKM HE HCKIIOYEHO pa3BHUTHE
nepeno3upoBku. Crenuduueckoro aHTUI0Ta He cyliecTByeT. Heo6xoaumo oOpaTuThes K Bpady.
B3anmopneiicTBHe ¢ APYTMMH JI€KAPCTBEHHBIMH CPEeACTBAMH

He wuckmoueHo (apmMaKkoKMHETHYECKOE B3aMMOJIEHCTBUE HHMMECYJIHJAa C IpenapaTtaMu,
KOHKYPUPYIOIIKMMH 32 CBA3b C O€JIKaMHU IJ1a3Mbl KPOBH.

Crnenyer coOarofaTh OCTOPOKHOCTh IPH  OJHOBPEMEHHOM IPHUMEHEHHHM HHUMECYJIuaa c
TUTOKCUHOM, (EeHUTOMHOM, TpemapaTamMu  JUTHS, JUYpETHKaMH,  IIHUKIOCIHOPUHOM,
MerotpekcaToM, Apyrumu HIIBII, runoTeH3uBHBIMU ¥ TUIIOTJIMKEMHUYECKUMU CPEACTBAMM.
[lepen mpumMeHeHUEM Telis ClieyeT MPOKOHCYIbTUPOBATHCS C BpauoM, eciii Brl y:xe npuMeHnsiere
yKa3zaHHbIE CPE/ICTBA MM HaXOAUTECh MO HAOII0ACHUEM Bpaya.

OcoO0ble ykazanus

[Ipenapat He ocTaBiseT BUAMMOTIO cjena rocie HaHeceHus. He ciegyer HaHOCUTH Teiib Ha
CIIM3UCTBIE O0OJIOUKH IJ1a3a, MOBPEKICHHbIE M MHPUIMPOBAHHBIE YYACTKU KOXKH, MOPAKEHHbIE
KOXKHBIMHU 3200JIEBaHUSIMU 00JIACTU U OTKPBITHIE PAHBI.

IIpu HaHEeCeHUH Ha KOXYy mpenapata Haii3® AKTHBrens MOKeT BOSHUKHYTh OIIYILIEHHE JKKEHHS,

KOTOpOE MPOXOJIUT CAMOCTOSTEIBHO U HE TpeOyeT OTMEHBI Ipernapara.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 18.10.2022 N= 24333

Bo Bpemsi mpumeHeHus mpemnapata u 0 O’IHIIICHH&H%jﬁgI%Ee%E%P%?b[:alpfhg%g%% 10

YyBCTBUTEIHHBIX YUYaCTKOB KOKU. [IpH cimydaifHOM rmonajaHuu refs Ha CIU3UCThIC 000T0UKH WIIH
YyBCTBUTEJIbHBIE YUAaCTKU KOXH, CIEAYeT TLIATEJIbHO NMPOMBITh X BOJOM. IIpenapar cnenyer c
OCTOPOKHOCTBIO IPUMEHSTH y AIIHEHTOB C MOBBIIIEHHBIM PUCKOM Pa3BUTHS MOOOYHBIX peaKuH,
BBI3BaHHBIX CaIUIUIaTaMHU.

[TnoTHO 3aKpbIBaTh TyOy MOCIE MPUMEHEHHUS.

Biusinue Ha CIOCOOHOCTH YNIPABJSATH TPAHCIIOPTHHIMHU CPeICTBAMM, MEXaHU3MAMH
[Ipenapat He BIMSIET HA CIOCOOHOCTH YNPABJIATh TPAHCIOPTHBIMU CPEACTBAMU WIJIM PabOTaTh C
MEXaHU3MaMH.

dopMa BbINIYCKa

['ens ans HapykHOTO TpUMeHeHus 1 %.

[To 20 r, 50 r unm 100 1 B TYOy M3 TaMUHUPOBAHHOTO AIFOMUHUSA, CHA0KEHHYI0 MEMOpaHOM [t
KOHTPOJISI IepBOro BCKpbITUs. Kaxkayro TyOy BMecTe ¢ HHCTPYKIUEH 10 IPUMEHEHHUIO TOMEIAI0T
B [1aYKy KapTOHHYIO.

YciaoBus XxpaHeHust

[Ipu Temneparype He Boiie 25 °C. He 3amopaxuBars.

XpaHUTh B HEIOCTYITHOM JUIs1 IETEH MecTe.

Cpoxk rognocTu

2 rona. He npuMeHsTH 10 UCTEUEHUHU CPOKA TOJAHOCTH.

YcaoBus ornycka

OTtnyckatot 0e3 peuenTa.

IOpuanyeckoe U110, HA KMSA KOTOPOT0 BbIIAHO PETHCTPAIMOHHOE Y10CTOBepeHHe

00O «lp. Penau’c Jlaboparopucy, Poccus

115035, r. MockBa, OBuMHHHKOBCKas Hao., a. 20, cTp. 1

Ten.: +7 (495) 783-29-01

IIpousBoaurenn

H-p Pennu’c JTaboparopuc JIta., Uuaus

Dr. Reddy’s Laboratories Ltd., India

[TpousBoacTBeHHOE mMoApasnenenune-6, Bummamk Kxons, Hamarapx Poyn, bammu, Conan
Huctpuxr, X.I1. 173205, Uanns.

CaeneHnsi 0 pexkjIamManusX U HeKeJATeJbHbIX JeKAPCTBEHHbIX PeaKIUsaX HANpPaBJIATh 10
ajpecy:

000 «p. Pegnu’c Jlabopatopucy, Poccus

115035, r. MockBa, OBunHHHKOBCKas Hao., 1. 20, cTp. 1

Ten.: +7 (495) 783-29-01
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