NHcTpyKkuma
no MeAMLMHCKOMY NPYMEHEHIIO IeKapCTBEHHOro npenapara

HOPMOMEL®

PerncrpauyuoHHbiit Homep: J1M-004000

Toprosoe HasBaHue: Hopmomep®

MexnayHapofHoe HenaTeHTOBaHHOE Ha3BaHMe WM FPYNNMPOBOYHOE HasBaHMe: /IHO3MH npaHobeKC
JlekapcTBeHHasa popma: Cupon

CocraB Ha 100 ma cupona

[Jelicmeytouwiee sewecmso:

MNHO3UH npaHobeKkc 500r
BcnomoeamenbHble sewecmea:

Caxaposa 65,00r
Mmuuepon 500r
MeTtunnaparuppokcmbeHsoat 0,181
MponunnaparngpokcnbeHsoat 0,02r
Lintpycosbin apomaTtusatop 0,50r
Bopa ounwieHHan o 100 mn

OnwucaHme: [po3payHas, Clerka XesnToBaTas XMAKOCTb C XapaKTePHbIM 3araxoMm.
(dapmaKoTepanesTuyeckas rpynna. IMMyHOCTUMYnMpyloLLee CPeacTBo.
Kop ATX: JO5AX05

(dapmaKonorunyeckmne cBoONCTBa

Q@apmakoouHamuka

MMmyHOCTMMYynMpyloLiee CpeacTBo, obnapatollee NPOTMBOBUMPYCHbIM AeicTBMeM. [MpeacTaBnseT coboi KOMMNIEKC, copepalyunin
MNHO3MH U Conb napa-auetamno6eH3oinHon kucnotbl ¢ N,N-gumeTnnammHo-2-nponaHonom B MOSIAPHOM COOTHOLLEHNM 1:3.
SPeKTUBHOCTb KOMMNIEKCa ONpefenaeTca NPUCYTCTBMEM NHO3MHA, BTOPOI KOMMOHEHT MOBbILAET ero A0CTYNHOCTb ANA MMMOOLUTOB.
Hopmomepn® 6noKupyeT pasmHOXeHWe BUPYCHBIX YacTuUL, MyTeM NOBPEXAEHUA FeHeTUYeckoro annapara, CTUMynIMpyeT akTUBHOCTb
Makpodaros, nponupepaumio MMMGOLMTOB 1 06pa3oBaHMe LIMTOKMHOB. BTOPON KOMMOHEHT MOBbIWaeT [OCTYMHOCTb Mpenapata
Hopmomen® ans numoounToB. YMEHbLUAET KNWHUYECKMe MPOSABNEHUA BUPYCHbIX 3aboneBaHUN, YCKOPAeT peKoHBanecueHumio,
NOBBILIAET PE3UCTEHTHOCTb OpraHM3mMa.

Mpu Ha3zHaueHUn npenapaTta HopMmomea® B KauecTBe BCMOMOraTeNbHOrO EKapPCTBEHHOO CPeACcTBa NPU MHPEKLMOHHOM NopaXxeHnn
CNM3NCTBIX 060NOYEK W KOXMW, Bbi3BaHHbIX Bupycom Herpes simplex, npoucxogut 6onee 6GbicTpoe 3aMBNEHWE MOPaXXeHHOW
NOBEPXHOCTY, YeM MNP NeYeHNN TPaANLIMOHHBIM COCO60M. Pexxe BO3HMKAIOT HOBbIE My3blPbKU, OTEKW, 3PO3UN 1 PeLnANBbI 6oNe3HN.
Mpu cBOEBpemMeHHOM NpUMeHeHUM NpenapaTta CoKPaLaeTca YacToTa BO3SHNKHOBEHUA BUPYCHbIX MHOEKLNIA, CHUXaETCA AINTENbHOCTb
N TAXeCTb 3ab0oneBaHus.

Q@apmakokuHemuka
Mocne nprema BHYTpb Npenapat 6bICTPO 1 NPaKTUYECKM NONHOCTbIO (>90%) BcacbiBaeTcA 1 0bnagaeT xopoluein 61oaoCcTynHOCTbIo. Mpun
npueme BHyTpb B o3e 1500 mr Cmax nHo3nHa npaHobekca focTuraeTca yepes 14 u coctaBnaert 600 mkr/mn. He onpepensetca

B KpOBWM CnycTAa 2 4 nocne npuemMa. HOpMOMeA® COCTOMT M3 MHO3MHA W CONMU Napa-aleTaMufoBeH30MHOM KNCIOTbl C
N,N-gumeTunammHo-2-nponaHonom. Kaxgblii 13 KOMMOHEHTOB MHO3MHA npaHobeKkca ObICTPO nopBepraeTca MeTabonusmy.
MpakTuyeckn 100 % mMeTabonuToB 06HAPYKMBAKOTCA B MOYE B MHTEpBane oT 8 fo 24 4 ¢ MoMeHTa npuema. MHo3vH noasepraetca
MeTabonm3my no LMKy, TUMUYHOMY ANA MYPUHOBbLIX HYKNEOTMAOB, C 06pa3oBaHMEM MOUYEBOI KNCNOTbI, KOHLEHTPALWA KOTOPON B
CbIBOPOTKE KPOBM MOXET MOBbIWATbCA. B pesynbrate BO3MOXHO 06pa3oBaHMe KPUCTanioB MOYEBOMN KWCIOTbl B MOYEBbIX MyTAX.
[NoBbllweHe KOHUEHTPaLMM MOYEBON KNCAOTbl HOCUT HENMHENHDBIN XapaKTep N MOXeT U3MeHATbCA Ha £10 % B TeyeHve 1-3 4 nocne
npueMa npenapata BHyTpb. B pesynbrate metabonusama napa-aLeTaMMAOGEH30MHON KWCIOTbI 06pasyeTca OpTO-aLMNIoKYPOHIE,
N,N-aumeTvnamuHo-2-nponaHon  meTtabonusnpyerca Ao N-okecuga. AUC  napa-auetamugobeH3oiiHon  Kucnotbl >88 %, AUC
N,N-aumeTrnammHo-2-nponaxona - >77 %. Kymynauus npenapata B opraHu3me He 06HapyxeHa. IHO31H 1 ero MeTabonuTbl SKCKPeTHpYIOTCA
¢ moyoii. Mpu pocTvkeHnn Css Npy Nprieme exe[HEBHON [03bl 4 I CYTOUYHAA IKCKPeLMA C MOYOI Napa-aLeTaMmmao6eH30MHOI KACTOTbI 1 ee
MeTabonuTa cocTaBnAeT NPUMepHO 85 % NPUHATOI [03bl; T1/2 - 50 MuH, T1/2 N,N-aumeTunammHo-2-nponaHona — 3-5 u. MonHas anvmMnHaums
MHO3VH NpaHobeKca 1 ero MeTabonnToB U3 OpraHi3Ma HacTynaeT B TeueHve 48 u.

MokasaHusa K npuMeHeHMio
JNeuenue rpvnna v apyrux OPBY B cocTaBe KomnnekcHoM Tepanvu.
JleyeHwne nabranbHoro repneca (Herpes simplex) B coctaBe KOMNneKcHow Tepanuu.

MpoTuBonokasanuns

- NMOBbILLEHHAA YYBCTBUTENBHOCTb K IHO3MHY NMPaHOGeKCy 1 APYriM KOMMOHEHTaM Npenapara;
- noparpa;

- MOYeKameHHas 6one3Hb;

- XpOHUYeCKas NoYeyHas HefloCTaTOUHOCTb;

- apuTMuy;

- 6epeMeHHOCTD;

- Nepuog KOPMNEHUA rpyabio;

- fieTcKuiA Bo3pacT Ao 3 net (Macca Tena ao 15-20 r).

C 0CTOPOXKHOCTbIO

npy OfHOBPEMEHHOM Ha3HaYeHWUN C WHMMOUTOPaMU KCaHTWHOKCKUAA3bl, AUYPEeTWKamMK, 3MAO0BYAVHOM; NPKU OCTPON MNeUYeHOUHOMN
HEe[l0CTaTOYHOCTH

Mp npu Gep T 1 B Nep1oA rpyAHOro BCkapMansaHua

MpoTnBonoKasaH 6epeMeHHbIM 1 KEHLUMHAM, KOPMALMM rPYAbIo, T.K. 6€30MacHOCTb Npenapata He UccnefoBanach.

Cnoco6 npumeHeHNA 1 fo3bl

BHyTpb, nocne eabl, 3anvBas HEGONbLIMM KONMYECTBOM BOJbI, Yepe3 paBHble MPOMEXYTKM BpemeHU (8 unu 6 u) 3-4 pasa B CyTKN.
B3pocnbie u demu cmapuwie 12 nem: Mo 20 mn crpona 3-4 pasa B CYTKM.

HAemu om 3 00 12 nem: 50 Mr Ha 1 Kr Maccbl Tena B CyTKW, pa3geneHHble Ha 3-4 npuema.

[ns feteir cTapiue 3 neT Nnpenapart Ha3Ha4yaeTcs B COOTBETCTBUM C Tabnuuen:



Macca tena PasoBas go3a npu npueme 3 MakcumanbHas cyTo4Has
pasa B CyTKMn Ao3a
15-20 kr 5-6,5mn 15-20 mn/cyT
21-30kr 7-10mn 21-30 mn/cyT
31-40kr 10-13 mn 31-40 mn/cyT
41 -50 Kkr 13,5-16,5mn 41 - 50 mn/cyT

Mpw rpunne n gpyrux OPBU neueHne npoponkaetca ot 5 Ao 14 gHelt. lMocne ncyesHoBeHUA CUMMTOMOB NleYeHme cnefyeT NPOAoIKNUTL
B TeueHwue 1-2 gHei.
Mpwu nabuanbHOM reprece neyeHne NPoAoMKaeTca ot 5 4o 10 AHelt A0 NCUE3HOBEHUA CYUMMTOMOB UHdEKLMN.

Ocobble 2pynnbl nayueHmoe

lpumeHeHue y NoOXusbix nayueHmos. Heo6XoanMOCTN B KOPPEKLMM [03bl HET, MpenapaTt NPUMEHAETCA TaK Xe, KaK y MauueHToB
CpefHero Bo3pacTa.

JnumensHocme nedeHus 6e3 KOHCYTbmayuu ¢ 8padom He 6osee 5 OHell. PeweHue o npodomkeHUU mepanuu npendapamom 6onee 5 oHel
NpUHUMAemcs Sie4YausumM 8pa4OM Ha OCHOBAHUU KUHUYECKOU KapmuHbl 3a60/1e8aHUS.

pumeHsiime npenapam MONbKO CO2IACHO MeM NOKA3AHUAM, MOMy Cnocoby npuMeHeHUs U 8 mex 003ax, KOMopble yKAa3daHel 8
UHCMpyKYuU.

Mo6ouHoe peiicTBue

Mo6oyHble AecTBUA ONpeaenaATCcaA cnepywmum obpasom: yacto — >1/100 1 <1/10; n HeyacTo — >1/1000 1 <1/100.

Co CMOpOHbI HepBHOU cucmeMmsbl: YacTo - rofloBHas 6ONb, FONOBOKPYXKEHWe, YTOMIAEMOCTb, MIOXOe CaMOUyBCTBUE; HEYacTo -
HepBO3HOCTb, COHNNBOCTb, BECCOHHMLIA.

Co CMOpPOHbI Xey004HO-KUWEeYHO20 MPAKmd: YacTo - CHUXKEHMe anmneTnTa, TOWHOTa, PBOTa, 6O/b B 3MUracTpuu; HeyacTo - auapes,
3anop.

Co cmopoHbl 2enamobunuapHoli cucmembi: YacTo - NOBbILIEHNE aKTUBHOCTMW NeYeHOUHbIX GepMEHTOB, WenouHon docdatasbl.

Co CMOpPOHbI KOXU U NOOKOXHO-XUPOBOU KIemydamku: 4acTo - 3yf, CbiMb.

Co cmopoHbI NoYek U MoYeabIB00AUWUX Nymeli: HeYacTo - NOANYPUA.

Annepauyeckue pedkyuu: HeYacTo - NATHUCTO-NAMyNe3Has Cbifb, KPANMUBHULA, aHTMOHEBPOTNYECKUI OTEK.

Obwue paccmpoticmeaa: 4acTo - 6onb B CycTaBax, 060CTpeHne noparpbl.

JlabopamopHesle u UHCMpyMeHManbHele OaHHbIe: YacTo - NOBbILLEHVE KOHLIEHTPALMM a30Ta MOYEBVHbI KPOBU.

Ecnu y Bac otmeuvatoTca no6ouHble 3GPeKTbl, yKaszaHHble B UHCTPYKUMUW, UK OHU YCYrybnsatoTcs, unu Bol 3ametvnu nobble apyrue
no6oyHble 3GdeKTbI, He YKasaHHble B MHCTPYKLMY, COOOLLMTE 06 3TOM Bpauy.

MNepepo3snposka
Mpu nepefo3npoBKe NOKa3aHO NPOMbIBaHME XenyfKa, CUMNToOMaTyeckas Tepanus.

BsaumopeiicTBne ¢ APYruMmn neKapCcTBEHHbIMU CPEACTBaMMN

MMmyHopenpeccaHTbl 0CNabnsaioT UMMYHOCTUMYMpPYOLLMA 3GdeKT npenaparta.

MpenapaT cnepyeT MPUMEHATb C OCTOPOXHOCTBIO MaLMeHTaM, MPUHMMAIOWMUM OAHOBPEMEHHO WHIMOMTOPbI KCAHTUHOKCUAA3bI
(annonypuHon) unn netnesble AMypeTVKW (Ppypocemua, Topacemmpa, STakpUHOBAA KWCIOTa), Tak Kak 3TO MOXeT MpUBOAUTb K
NOBbILLEHMNIO KOHLIEHTPALIN MOYEBOIA KNCIIOTbI B CbIBOPOTKE KPOBU.

CoBMeCTHOe MpUMeHeHWe npenapata C 3MAOBYAMHOM MPUBOAWT K YBENNYEHWIO KOHLEHTpaLuW 3MAOBYAMHA B Niasme KpoBu U
yanuHseT ero T1/2. Takum ob6pasom, Npu COBMECTHOM MPVIMEHEHNI Npenapata ¢ 31A0BYAMHOM MOXET MoTpeboBaTbCA KOppeKuusa
7103bl 3MA0BYANHA.

Ecnu Bbl NpuMeHseTe BbillenepeynciieHHble NeKapcTBeHHble MpenapaTtbl UK Apyrie NekapcTBeHHble npenapatbl (B TOM uucne
6e3peLenTypHble) Nepen NpMMeHeHneM npenapata Hopmomes® NPOKOHCYNbTUPYITECH C BPAaYOM.

Oco6ble yKasaHUA

Hopmomen®, Kak 1 fpyrue npoTUBOBMPYCHbIE CPefiCTBa, Hanbonee 3$pPeKTBEH NPU OCTPLIX BUPYCHDBIX MHMEKLMAX, ecnn neyeHne
HayaTo Ha paHHel cTagun 60ne3Hu (nyyLue ¢ NepBbIX CYTOK).

[OCKONbKY WHO3MH BbIBOAUTCA M3 OpraHMsmMa B ¢$OpmMe MOYEBOW KUCNOTbl, MPU Ha3HauyeHuM mnpenapaTta OAHOBPEMEHHO C
npenapatamu, yBennymBaloWMmMi KOHLIEHTPaLMIO MOYEBOW KNCIIOTbI MW NpenapaTamu, HapyLualoLmmn GyHKLMIO Noyek, He06XoAMMO
KOHTPOIMPOBaTb KOHLIEHTPALIMIO MOYEBOIA KNC/IOTbI B CbIBOPOTKE KPOBU.

Y NOXMWAbIX NaLMEHTOB Yallle, YeM Y MaLVeHTOB CPpefjHero BO3pacTa, NPOUCXOANT NOBbILLEHNE KOHLEHTPaLMN MOYeBOI KUCIOThI B
CbIBOPOTKE KPOBU 11 B MOYe.

MaumneHTbl CO 3HAaUNTENbHO NOBbILIEHHOW KOHLIEHTPaLEen MOYEBOW KUCIIOTbI B OPraH/3Me MOTyT OAHOBPEMEHHO NPUHMMATbL Npenaparbl,
NOHWXKAKOLLYE ee KOHLIeHTPaLIo.

Hopmomepn® cnefiyeT ¢ OCTOPOXXHOCTbIO MPUMEHATb Y MALMEHTOB C OCTPON NEeYeHOYHOWN HEeAOCTaTOUHOCTbIO, MOCKONbKY npenapat
NOABEPraeTca MeTabonmsmy B neyeHu.

CoxpaHsaiiTe MHCTPYKLMto. OHa MOXeT NOHaaobUTbCA BHOBb. ECN y Bac BO3HMKNM BOMPOCHI, 06paTUTeCh K Bpady.

BnmnaHmne Ha cnoco6HOCTb yNpaBAATb TPAHCMOPTHLIMM CpeACTBaMU, MeXaHU3Mamu

BnuaHMe npenapata Ha MCUMXOMOTOPHble QYHKLUMM OpraHMsMa 1 CrMOCOBGHOCTb YMpPaBnATb TPAHCMOPTHLIMU CPEACcTBaMU U
ABUXYLIMMNCA MeXaHW3MaMK He 1ccneoBanoch. Mpy NpuMeHeHUN npenapata ClefyeT yunTbiBaTb BO3MOXHOCTb BO3HUKHOBEHWA
rONOBOKPYEHWUA 1 COHNMBOCTH.

®opma Bbinycka

Cupon 50 mr/mn.

Mo 120 mn, 180 mn, 240 mn Bo ¢nakoHbl TemHoro crtekna (tun I, EBp. ®apm.), yKynopeHHble HaBMHYMBAEMOWN KPbIWIKON W3
nonunponuaeHa ¢ KOHTPONIEM NEePBOTro BCKPLITUA.

Mo 1 dnakoHy C NOAMNPONUNEHOBBIM MEPHBIM CTaKaHUMKOM U MHCTPYKLMEN N0 NPYMEHEHIO MOMELLAIOT B NauKy U3 KapToHa.

Ycnosus xpaHeHuns
XpaHuUTb B 3alLVWLLEHHOM OT CBeTa MecTe npm TemnepaTtype oT 15 go 25 °C.
XpaHnTb B HEJOCTYNHOM ANA AeTel mecTe.

CpoK rogHOCTN
3 ropa. CpoK rogHOCTW Nocsie NepBOro BCKPbITUA dnakoHa — 3 mecaua.
He ncnonb3oBaTb Nocsie OKOHYaHWA CPOKa, yKa3zaHHOTO Ha YNaKoBKe.

YcnoBus otnycka
OTnycKatoT 6e3 peuenTa.

lOpnanveckoe nnLo, Ha MMA KOTOPOrO BbIAAHO PErNCTPaLIOHHOE YAOCTOBEP /| Opr
norpe6urenei:

AO «BaneHTa Gapm»

141101, Poccns, MockoBckas o6nacTb, T. LienkoBo, yn. ®abpuuHas, 4. 2.

Ten. +7 (495) 933 48 62,

daKc +7 (495) 933 48 63.

NpuHUMaKLan npeTeHsnn

MpounsBogutennb:

ABC ®apmauontnum C.n.A., Utanua

Buvia KaHToHe MopeTTu, 29 (MecTHOCTb JTokanuta CaH BepHapgo)
10090, Vispea (TypuiH).

Ten.: 0125/240111

®akc: 0125/240179



