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WHCTE yKHH}In OCNEOQQBATENEHOCTE 0001)

I[10 MEJUIITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA
HOBEMA®

PerucrpanuoHHbIi HOMeEP:

Toprosoe naumenosanue: HOBEMA®

MexayHapoaHOe HeNMATEeHTOBAHHOE HAUMEHOBAHMEe: HAIIPOKCEH

JlekapcTBeHHas (popMa: TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0UKOM

CocrtaB Ha oaHYy Ta0JIeTKY:

eiicmeyowee ewjecmeo: HanpokceH HaTpus — 275,0 Mmr.

Bcnomozamenvuvie gewjecmsa:

[EJUTIOJI03a MHUKPOKpHUCTATNYECKass (1eJuTioiio3a MUKpokpucTammyeckas 101) — 101,13 wr,
MOBUIOH (TTOJIMBUHUITTUPPOIUAOH CPpeAHEMOIeKYIspHbI, moBuaoH K-30) — 12,00 mr, Tambk —
10,00 mr, Bona ouniennas — 18,00 mr, maraus creapar — 3,87 Mmr.

Obonouxa:

wieHouyHas Toiayboro mBera — 15,000 wmr [rugpokcunponuaMeTuianenonoza 2910
(rumpomeriosza) — 7,302 wmr, Tanmpk — 2,5305 mr, moBumoH — 2,322 Mr, THTaHa IUOKCHI —
2,106 wmr, momucop6at-80 — 0,66 mr, FD&C romyboii 2 HHIUTOKApMUH aTIOMUHUEBBIN JaK —
0,0585 mr, FD&C romy6oit 1 GpunnuantoBelii rony6oit FCF anromunuessiii mak — 0,018 wmr,

okcu/ xkene3a xentoii — 0,003 mr].

Onucanue

TabneTku Kpyrible, ABOSIKOBBITYKIIbIE, TOKPHITHIE TUIEHOUYHOW 000JI0YKOM OT OJIeAHO-TOIyO00r0
1o romy6oro nBera. Ha monepeunom paspese siapo 0e10ro Win modtu Oesoro mBeTa.
dapmakoTepaneBTHYECKAss TPyNIa: MNPOTHBOBOCHAINTENBHBIE W MPOTUBOPEBMATUUYECKUE
npenaparsl; HECTEPOUIHbIE MPOTHBOBOCHAINUTENBHBIE UM MPOTHBOPEBMATHUYECKUE ITpENaparsl;
IIPOM3BO/IHBIE TPOITMOHOBOM KHCIIOTBI

Kox ATX: MO1AEOQ2

dapMakoJIoOrH4yecKne CBoiicTBa

Dapmakoounamuxa

IIpenapar HOBEMA® mnpencrasiser coOOH HampokceH, o0nagaer 00e30011Baronmm,
JKapoOMmOHMXKXAIUM U TPOTUBOBOCHAIHUTCIBHBIM ﬂeﬁCTBHeM. Mexanuszm ﬂeﬁCTBHfI CBsI3aH C
HECEJICKTUBHBIM WHTHOMPOBAHMEM aKTUBHOCTH IHMKJIOOKcHTeHasel -1 u -2 (I1OI'-1, IIOI'-2).

[Ipenapar HOBEMA®, TabneTkn, NOKpBITHIE INIEHOYHOM OOOJOYKOM, XOPOLIO PAacTBOPAETCS,
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OBICTPO BCACHIBACTCS U3 JKEITYAOYHO-KUILIEYHOTD TpaKTEl: Iﬂ'%é&%;i‘;ig'a‘e];%%'e Eéb%}ﬁ'ﬂéHne

o0e30onmBaromero 3¢ dexra.

dDapmakokunemuka

BBICTPO M MOTHOCTBIO BCACHIBAETCS U3 KEITYJOUYHO-KHUILIEYHOT0 TpakTa. buogoctynHocts — 95 %
(mpueM MUIIM TPAaKTHYECKU HE BIMSIET HU Ha TOJHOTY, HU HAa CKOPOCTh BcachIiBaHUs). Bpems
JOCTHKEHUS MAKCUMAIIbHOUM KOHIIeHTparuu — 1-2 gaca. CBs3b ¢ OelnKamMu 1mia3Mel KpoBu > 99 %.
[leppon monyBeiBeAeHus: — 12-15 wdyacoB. Meraboau3mM MNPOUCXOAUT B TICYCHH 1O
ITUMeTUIHanpokceHa ¢ ydactuem wu3odpepmenta CYP2C9. Kmupenc — 0,13 ma/Mus/kr.
BriBogutcsa Ha 98 % nmoukamu, 10 % BBIBOAUTCS B HEM3MEHEHHOM BHJIE, € Kelmubto — 0,5-2,5 %.
PaBHOBecHasi KOHIIEHTpalMsl B IJIa3ME€ KPOBHU OMNpeesieTcs mocie npuema 4-5 103 npenapara

(2-3 nus). [Ipy moveyHO# HEAOCTATOYHOCTH BO3MOYKHA KYMYJISITUS METa0O0JIUTOB.

Iloka3zaHus K NPUMEHEHHIO

* 3aboseBaHMsl OMOPHO-JBUTATEIBHOTO ammapara (peBMaTHUYeCKOe IMOPaKEHUE MSITKUX
TKaHeW, ocTeoapTpo3 Nepuepuyeckux CycTaBOB M TO3BOHOYHHMKA, B TOM YHCIE C
PAAMKYISPHBIM CHHAPOMOM, TCHIOBarMHUT, OYPCHUT).

* bosieBoii cUHAPOM C1a00H WIIM YMEPEHHOW CTENIEHU BBIPAKEHHOCTH: HEBPAJITHS, OCCAITHSI,
MUAITHS, JTIOMOOHUIIMAITHS, TOCTTPAaBMATHYCCKUM OOJEBON CHHIPOM (paCTSKCHHS |
yIIUOBI), COMPOBOXAAIOLINICS BOCTIaJICHUEM, TOJIOBHAs 00JIb, MUTPEHb, aJIbIOJAUCMEHOPES,
3yOHast 00JIb.

* B cocraBe KOMIUIEKCHOM Tepanuy HHPEKIIMOHHO-BOCHIAIMTENILHBIX 3a00JIeBaHU yXa, Topia,
HOCa C BBIPAXEHHBIM 00JIEBBIM CHHAPOMOM ((papUHTUT, TOH3UJUIUT, OTHT).

* JIuxopanouHbIii CHHAPOM IPU IIPOCTYAHBIX» U MHPEKINOHHBIX 3a001€BaHUSIX.

[Ipenapar HOBEMA® npumeHsieTcs 11l CHMIOTOMATHYECKON Tepanuy (11 yMEHbIIEHUS 00N,
BOCTIAJICHUS] U CHUKEHUS MOBBIIICHHON TEMIIEpaTyphl TeJla) U Ha MPOrPEeCCUPOBAHNE OCHOBHOTO

3a00JIeBaHUs HE BIIUAECT.

IIporuBonmokasanust
* T'unmepuyBCTBUTENBHOCTH K HAPOKCEHY M(MJIN) K IIOOOMY M3 BCIOMOTaTeNIbHBIX BEIIECTB.
* TlonHoe UM HEMoJIHOE coYeTaHHe OPOHXUATBHON aCTMBI, PELUIUBUPYIOLIETO MOJINUI03a
HOCa WK OKOJIOHOCOBBIX IMAa3yX W HCENICPCHOCUMOCTH aLIeTHJIcaJIPILIPIJIOBOfI KHUCIIOTBI U
JIPYTUX HECTEPOUIHBIX MPOTUBOBOCHATUTENBHBIX TpenapatoB (HIIBII) (B Tom uucne B
aHaMHe3e).

* Ilepnon nmocie mpoBeIeHUS A0PTOKOPOHAPHOTO IITYHTHPOBAHUSI.
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* DPO3UBHO-S3BEHHBIC U3MEHEHUS CIU3UCTOU meny&ﬁz‘g ﬁ:ﬂﬁbiﬁﬁl'ﬁ@h%h m, ARTHBHOE

KeIyTOYHO-KUIIEYHOE KPOBOTEUCHHE.

* BocnanurenbHble 3a001eBaHMs KUIIEYHUKA (HecTeM(pUIEeCKHii S3BEHHBIH KOJIUT, 00JIE3Hb
Kpona) B (haze obocTpenus.

* I'emModuust u qpyrue HapylIeHUs] CBEPTHIBAEMOCTH KPOBHU U HAPYIIICHHS T€MOCTa3a.

* IlepeOpoBackysipHOE KPOBOTEUCHHUE WIIM MHBIE KPOBOTEUEHUS.

* JleKOMIIEHCHPOBaHHAs CeplIeYHast HEIOCTATOYHOCTb.

* BrlpakeHHas IeYeHOYHAs HEJIOCTATOYHOCTh MITM aKTUBHOE 3a00JICBaHNE TICUCHH.

* BripaxxenHast moueuyHasi HefoctaTouHOCTh (kmpeHc kpeatuHuHa (KK) menee 30 mi/Mun),
IpoTpeccupyromIre 3a001eBaHus TIOYEK, TOITBEPKICHHAS THIICPKATHEMHUSI.

* bepeMeHHOCTB, IEPHO IPYIHOTO BCKAPMIIUBAHHUS.

» Jlerckuii Bo3pact 110 15 mer.

C 0CTOPOKHOCTHIO

WNmemunueckass 0oje3Hb cepaua, LepeOpoBacKyisipHble 3a00JieBaHMs, 3aCTOWHAs cepaeyHas
HEJOCTAaTOYHOCTh,  AMCIUNUACMUS/TUNIEPIUNIUACMHUS, caxapHblii  nuaber, 3a0oyieBaHUs
nepudepudecKkux apTepuit, KypeHue, Hapymenwe ¢yHkuuu modek (KK 30-60 wmur/muH),
AHAMHECTHYECKUE JaHHBIC O PA3BUTUHU SI3BEHHOTO MOPAKEHUS KETYAOYHO-KHIIEYHOTO TPaKTa
(OKKT), nannune undexuun Helicobacter pylori, npuMeHeHre Y MaMEHTOB MOKUIIOTO BO3PacTa,
CUCTEMHasl KpacHasi BOJTYaHKa UJIM CMEIIaHHbIe 3a00JIeBaHUsl COEAMHUTEIBHON TKaHHU (CHUHIIPOM
[[Mapma), nmutensHoe mnpumenenne HIIBII, wactoe ymoTpeOieHHe anKoroJyisl, TsKEIbIC
coMaTHuecKue 3a0o0NeBaHMsI, COINMYTCTBYIOIIAs Tepamus CICAYIOIMIMMU IpenapaTamu:
AHTUKOATYJSHTHl (Hanmpumep, BaphapuH), aHTHArpEeTaHThl (HAIpUMeEp, aleTHICATUIIIOBAS
KHCJIOTA, KJIOMHAOTPEN), TepOpabHbIC TIIFOKOKOPTUKOUIBI (HampuMep, MPEIHU30JI0H),
CEJICKTUBHBIC HMHTHOUTOPHI OOpaTHOrO 3axBaTa CEPOTOHWHA (HAMpPUMEp, IHUTAJIONpPaM,

(1yoKCeTHH, TApOKCETHH, CEPTPAIIUH).

IIpumeHeHnne npu 6epeMEeHHOCTH M B MIEPUO/I TPYAHOT0 BCKAPMJIUBAHUSA

[IprmeHeHre HalIpOKCeHa, KaKk U APYTuX MpenaparoB, OJOKUPYIOLUIUX CUHTE3 MPOCTarIaHJuHOB,
MOXKET BJINATH Ha (pepTI/IJIBHOCTB, MMO3TOMY HC PCKOMCHAYCTCA KCHIIWHAM, INUIAHUPYIOIIUM
OepeMEHHOCTb.

[Tpenapar HOBEMA® He pexoMeHIyeTCsl IPUMEHATH IIPU OEPEMEHHOCTH U B TIEPUOJ IPYIHOTO
BCKapMJIMBaHHA.

[Tpumenenne HIIBII >xenmuuamu ¢ 20-i Hempenn OEpPEeMEHHOCTH MOJKET BBI3BIBATH Pa3BUTHE

MaJIOBOJIS W/WJTM TIATOJIOTHIO IMOYEK Y HOBOPOXKACHHBIX (HEOHATAIbHASI TTOYeYHasT JUCHYHKIIHS).



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.01.2025 Nz 494
(NOCNEQCBATENEHOCTE 0001)

Cnoco6 npuMeHeHus U 103b1
BuyTpb. TabneTku cieayer NpUHUMATE C IOCTATOYHBIM KOJHYECTBOM BO/IBI.

Pexomenoyemas cxema mepanuu

B3pocnvie, 0emu om 15 nem u cmapuie

OOBIYHO CyTOYHas 11033, MPUMEHsiemMas JUisi oOJerdeHus OOJu, cocTaBiseT 2-3 TalIeTKH
(550-825 mr). MakcumainbHasi cyTodHast 1o3a — 3 Tabnetku (825 mr). J[muTenbHOCTh TPUMEHEHUS
— He Oonee 5 AHEH.

ITpu npumenenun npenapara HOBEMA® B kauecTBe sKapONOHMKAIOIIETO CPEACTBA HAYaIbHAS
71032 COCTaBIISIET 2 TaOJNeTKH, Janee mpuHuMaeTcs 1o 1 tadnerke (275 Mr) kax/bie § 4acos.

Jns mpenynpexaeHus W JIEYEHHs] TMPUCTYNOB MHIPEHM HadallbHas pEeKOMEHIyeMas J03a
coctaBisieTr 2 Tabnetku (550 Mr), mpu HEOOXOJUMOCTH MOXKHO NMPUHUMATh 1Mo 1 TabneTke
(275 mr) xaxapie 8-12 yacoB. MakcumalbHas CyTodHast 103a — 3 Tabnerku (825 mr).

Jlist obnierdeHusi MEHCTPYaJIbHBIX OOJiel U Cra3MoB, OOJIC MOcCie BBEICHUS BHYTPUMATOUHBIX
crimpaneit (BMC) u aApyrux ruHEKOJIOTHUECKUX 00JIe peKOMEHyeTCs Ha3HauUeHUe Mperapara B
HaYaJIbHOU J103€, cocTaBistomed 2 Tabnetku (550 mr), nanee mo 1 Tabnmerke (275 Mr) kaxabie

8 yacos.

Hemu

[Tpenapar HOBEMA® npotrBonoKka3san il IpUMEHEHUs y feTei 10 15 ner.

Tlayuenmul nodsccunoco 6o3pacma

[Taimentam crapiie 65 JeT ciaeayeT NpUHUMATh Ipernapar Mo Mepe HEOOXOIUMOCTH KaXIble
12 gacos.

Jl1g cCHWOKEHUs pUcKa pa3BUTHS HexenaTenbHbIX sBIeHUM co ctoponsl XKKT npenapar cnenyer
NPUHUMATh B MUHUMAaJIbHON 3()()EKTUBHON 03¢ MUHUMAJIbLHO BO3MOXHBIM KOPOTKUM KYPCOM.
Ecmu y Bac co3maercs BmeuatieHue, uyto d(pQekT mpemapara O4Y€Hb CHUJIBHBIN WU CIIA0BIi,

nporH(popMHUpYIiTE JIeyalero Bpaya win papmarenTa.

ITodouHOE nelicTBHE
Hexenarenbapie 3 ¢GeKTpl, KOTOPhIE MOTYT Pa3BHBATHCSA BO BpEMs JICUECHHUS HAIPOKCEHOM,

KJIaccu(UIIMPOBAHbI B COOTBETCTBUU CO CIEAYIOIIEH YaCTOTONW BCTPEYaeMOCTH:
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odenp 4acto (> 1/10), gacro (ot > 1/100 mo < |/10), Hé‘l{-yé’ll;)'—tgi:lé_: &iﬂT@atﬂéQ:ﬁF(ﬁ)s,'jﬂénKo

(ot > 1/10 000 mo < 1/1 000), ouens peaxo (< 1/10 000), yacTora Heu3BecTHA (HE MOXKET OBITH
OIpeziesieHa Ha OCHOBAHUM MMEIOIMXCSI JAHHBIX ).

Hapywenus co cmopomust dwcenyoouno-xuuieyHo2o mpaxkma: HauOojiee 4YacTo HaONI0IaInch
HekenarenbHble  siBIeHUsT co cTopoHbl JKKT. Bo3MOXHO pa3BuTHE NENTUYECKON S3BBHI,
nepdopalyy UM KeTyT0YHO-KUIIIEYHOTO KPOBOTEUEHHS, HHOT/Ia CO CMEPTEIbHBIM HCXOJIOM,
0CO0EHHO y MAIMEeHTOB MOKUIIOT0 Bo3pacTta (cM. pasaen «Ocolble yKa3aHus»).

B kaxxnoii rpymnme HexenareabHbIe SIBJICHUS MepEeYHCICHbI B OPSAIKE YObIBAHUS CEPhE3HOCTH.
Hapywenus co cmopoHvl Kposu u aumgpamuyeckou cucmemsl: HEYACTO: 303MHODUIHS,
TPaHyJIOIUTOICHUS, JICUKOTIEHUS, TPOMOOIIUTOIICHUSI.

Hapywenus co cmopoHvl UMMYHHOU cucmembi:

Yacrora HEM3BeCTHA: JIEKAPCTBEHHAS! ChIb C 303MHOGWINEH M CHUCTEMHBIMU MPOSBICHUSIMU
(DRESS-cunapom).

Hapywenus co cmoponwvl HepgHotl cucmempl: 4acTo: TOJIOBHAsE O0JIb, BEPTUTO, TOJIOBOKPYKEHHE,
COHJIMBOCTb; HEYaCTO: JENpECCHs, HapyLUIEHUs CHAa, HEBO3MOXHOCTb KOHLEHTPHUPOBATHCS,
OeccoHHMIIA, HETOMOTaHHE.

Hapywenus co cmoponvl opeana 3penus: 4acTo: HapylIeHNUEe 3pEHUSL.

Hapywenusa co cmoponwl opeana ciyxa u 1abupunmuvie HApyuieHus. 4acTo: IIyM B YIIax,
HapyIIEHHE CIIyXa; HEYacTO: CHIKEHHE CIIyXa.

Hapywenus co cmopomnsl cepoya: 4YacTo: OTEUHOCTb, OIIYIIEHHE CepAleOUEHHUs; HEe4acTo:
3acToiHas cepieyHasi HeIOCTaTOYHOCTb.

Hapywenusa co cmoponvl ObixamenbHol cucmemyl, 0peaHo8 2pyOHOU KIemKu U CpeOOCHmeHUs.:
YacTo: O/IBIIIKA; HEYACTO: Y03UHO(PHUIbLHBIC THEBMOHUH.

Hapywenus co cmoponsl dHceny0ouHO-KUUleyHo20 mpakma: 4acTo: 3amop, 00Jb B KHUBOTE,
JUCHIeTICHsI, TOUIHOTAa, JAuapesi, CTOMAaTUT, METEOPU3M; HEYacTo: IKEIyJOUYHO-KHUIIEYHOE
KpPOBOTEUCHHE /MU mepdoparus *Kelyaka, KpoBaBas pBOTA, MEJEHA, PBOTA; OYEHb PEIKO:
penuaIuB Uik 000CTpeHKE SI3BEHHOT0 KOJIUTa Miu 0one3Hu KpoHa; yacToTa HEeM3BeCTHA: TaCTPUT.
Hapywenus co cmoponbl neuenu u sceniesblgo0auux nymelii: HEYacTO: MOBBIIICHNE aKTUBHOCTH
«TEYEHOYHBIX» (DEPMEHTOB, KENTyXa.

Hapywenusa co cmoponvl Kodcu U nOOKONCHbIX MKAHel. 9acTo: KOXHBIN 3yJ, KOXHas CHIIb,
HKXMMO3BI, MypITypa; HEYacTo: ajomnerus, (JoToaepMaTo3bl; OUYCHb PEelIKO: OyJUIe3HbIC PEaKIHH,
BKJTIOYasi cuHApoM CTHrBeHca-/[)KOHCOHA U TOKCUYECKUH AMTUIEPMAIbHBIN HEKPOIU3.
Hapywenus co cmoponwl ckenemuo-muliledHol U coeOuHUmenbHol MmKaHy. He4acTo: MUAITHS |

MBILIEYHAas CJIa00CTb.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

Hapywenus co cmopoHvl noyek u Mouesbié odﬂwux':m;i;ie—gﬂl%gi%&%ﬂErjﬂgﬁ-eﬁﬁﬁg;[ga}bm,

reMaTypusi, HHTepCTULIHATIbHBIN HepUT, HEPPOTUUECKUN CHHAPOM, TOYEUHAs! HEI0CTaTOYHOCTb,
IIOYEYHBIN NaNUUIAPHBIA HEKPO3.

Obwue paccmpoucmea u HapyweHuss 6 Mecme 66e0eHus. YacTO: KaXxAa, IOBBIIIEHHOEe
IOTOOT/JEICHHE;  HEYacTO:  PEAaKUUU  IOBBINICHHONM  YYBCTBUTEIBHOCTH,  HapyLUICHUS
MEHCTPYaJIbHOTO LIUKJIa, TUIlepTepMHUs (03HOO U TUXOpaIKa).

I[Ipu tepanuum HIIBII coobmanoch O TMOSBIEHUM OTEKOB W CHUMIITOMOB CEPIACHHOM
HEJ0CTAaTOYHOCTH, TOBBIIIEHUN apTEPUAIBHOTO 1aBICHMS.

Knmandeckue uccnenoBaHus M ONUIEMHOJIOTHYECKHE JAHHBIE CBHIETEIBCTBYIOT O TOM, YTO
npumeHeHre HekoTopbix HIIBII (0coOeHHO BBICOKHMX /03 W IPHU JJIUTEIHHON TEpamuu) MOXKET
OBITH CBSI3aHO C HEOOJBIIUM YBEIWYCHHEM DPHUCKAa BO3HUKHOBEHHUS apTEpUANbHBIX TPOMOO30B

(manmpumep, HPAPKT MUOKAP/Ia WU UHCYIIBT).

Heorcenamenwvnvle r¢phexmul, npuvunno-c1e0Cmeennan cea3b KOMOPHIX C NPUMEHEHUEeM
HANPOKcena He yCMmaHoeiena

Hapywenus co cmopoHvl Kposu u JauM@Bamuyeckol cucmemvl. arulaCTHYECKas aHEeMUs,
TeMOJINTUYECKAsT aHEMHUSI.

Hapywenua co cmopoubi HepsHOU cucmemvl. aCeNTHUYECKUH MEHUHTHUT, KOTHUTHBHAs
TUCHYHKITHS.

Hapywenus co cmopornvl KodiCU U NOOKONMCHBIX MKaHeu: MylTbTA()OpMHAs 3pUTEMa, peaKIiuu
(OTOUYBCTBUTEILHOCTH, MTOJA00HBIE TTO3JHEN KOKHON MOPGUPUHU U OYIITIE3HOMY SIUIECPMOIIU3Y,
KpanmuBHUIIA.

Hapywenus co cmopoHul cocy0og: BaCKyJHT.

Obwue paccmpoticmeéa u Hapyuienus 6 Mecme 66edeHus; AHTMOHEBPOTHYECKUH OTeK,
THITEPTIMKEMHUSI, TUTTOTIINKEMHUSI.

Ecnu Bbl 3ameTinm 1mogoOHbBIE SBJICHHS, MPEKPATUTE MPHEM Mpemnapara W, 1Mo BO3MOXKHOCTH,

oOpartuTech K Bpauy.

Ilepeno3upoBka

Cumnmombi

3HauUTENbHAS ~TEPENO3UPOBKA HAMPOKCEHA MOXKET XapaKTepU30BaThCS  COHJIMBOCTEHIO,
JTUCTICTITHYECKUMH  PAaCCTPOMCTBAMHU  (M3KOTOH, TOIIHOTOW, PBOTOH, OONBIO B KHUBOTE),
c1a0oCThIO, IIYMOM B YIIaX, pa3lIpakKUTEIbHOCTBIO, B TSDKEJBIX CIIy4asX — KpoBaBas pBOTA,

MCJICHA, HAPYIICHHUEC CO3HAHUSA, CYAOPOrd U NOYCHYHASA HEAOCTATOYHOCTD.
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[lanenTy, NpUHSABLIEMY CIy4alHO MM IpeIHAaMEPeHHO OOJIBIIOE KOJIMYECTBO Ipemnapata
HOBEMA®, He00X01MMO TIPOMBITh JKEIYAOK, NPUHATH aKTUBMPOBAHHBIA YTOJb M MPOBOIUTE
CUMIITOMAaTUYECKYIO TepaHIo: aHTalUIbl, OoKkaTopsl Ha-penenTopoB, MHTHOUTOPHI IPOTOHHOM

nomiel. ['emonnanus HeapheKkTrBEH.

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CpeCTBaMHU

[Ipu nedyeHnM aHTUKOATYJISIHTAMU CIEAYET UMETh B BHAY, YTO HAaIIPOKCEH MOXET YBEIMYMBATH
BpeMsi KpoBoTeueHusa. He cnenyer npumensts mnpemapar HOBEMA® omHOBpeMeHHO ¢
aleTWICATMIMIOBOM Kucnoroil, npyrumu HIIBII, Brimtouass CeneKTUBHBIE WHTUOUTOPHI
IUKJIOOKCUTEHA3bl-2 (BO3pacTaHue pucka pa3BUTHs NOO00YHBIX d(pdekxToB). Mo AaHHBIM
KJIMHHYeCKOH (apMaKOAMHAMHUKH, OJHOBPEMEHHOE IPUMEHEHHME HAINPOKCEHA |
aleTHIICAJIMIMIOBOH KHCJIO0THI 00Jiee OTHOTO THA MOKeT HHIHOMpPOBaTh AelicTBHE HU3KOM
A03bI AUETHJICATHINIOBOM KHCJI0THI HA AKTUBHOCTH TPOMOOLIMTOB, MHHTHOUPOBAHHME MOMKET
COXPAaHATHCH B TeYECHHE HECKOJIbKHMX JHel Iocjie NMpeKpalleHusl Tepanuy HANPOKCEHOM.
KimHnuyeckoe 3Ha4YeHHe 3TOr0 B3aUMOAECTBUS HEM3BECTHO.

[TanmeHTl, OAHOBPEMEHHO MOJYYAlOIIME TUIAHTOUHBI, AHTUKOArYJISHTBl WU JpyTrue
JICKapCTBEHHbIE Ipenaparhbl, CBA3BIBAIOIIMECS B 3HAYUTENILHOW CTENEHU C OEJIKaMU IIa3MbI
KpPOBH, JTOJKHBI CJIEIUTh 3a MPU3HAKAMH MOTEHIIMPOBAHUS JACUCTBUS WU NTEPEA03UPOBKOM ITHX
penaparos.

ITpenapar HOBEMA® MOXeT CHUKATh aHTUTUNIEPTEH3UBHOE JICHCTBHE MPOTIPAHOIIONA U IPYTHX
Oera-aapeHo0I0KaTOPOB, a TaKXKE MOXKET YBEIUYMBATh PUCK IOYEYHOW HEIOCTATOYHOCTH,
CBSI3aHHOW C NPUMEHEHHEM HHTHOUTOPOB aHTMOTEH3WHMpeBpamaromero ¢epmenta (AIID).
HIIBIT moryT yMmeHblIaTh MOYETOHHOE ACHCTBHE NMYpeTUKOB. Ilox neiicTBHEM HampoKceHa
MHTHOUpYeTCsl HaTpHuilypeTrueckoe eicTBue gpypoceMuaa. InypeTHkyu MOTYT HOBBIIIATh PUCK
Hedpotokcuunoctu HITBII.

WNurubupoBanue Mo4eyHOToO KJIMPEHCa JUTUS MPUBOJUT K YBEIWYCHUIO KOHLIEHTPALUH JIUTHUS B
ia3me Kposu. [Ipuem npoOeHenyia yBeIMuuBaeT KOHIICHTPAILIMIO HAIPOKCEHA B IIa3Me KPOBH.
[{MKJIOCTIOPHYH YBETMYMBAET PUCK PA3BUTHUS IOYEYHON HETOCTATOYHOCTH.

Hanpokcen 3aMe/yisieT 3KCKperuio MeToTpekcaTa, (PeHUTOUHA, CYIb(paHIIaMU0B, YBEIUYUBas
PHUCK pa3BUTHUS UX TOKCUYECKOTO ACHCTBUSL.

AHTanMOHBIE TIperaparbl, CoAepXkallde MarHuid W aJIOMHHUH, YMEHBLIAIOT a0COpPOIHIO
HaITPOKCEHaA.

MuenoTokcudeckue JEKapCTBEHHBIE CpPEICTBA YCHUIMBAIOT MPOSBICHUS T'€MaTOKCUYHOCTH

npemnapara.
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YBCIUMYUBACT KOHIICHTPAIWUIO 3UJIOBY/IMHA B IJIa3MC KPOBHU.

OnHOBpeMEHHOE MPUMEHEHHE KOPTUKOCTEPOUIOB MOXKET YBEITUIUBATh PUCK 00PA30BaHMUS S3BBI
unu kpooteueHus KKT.

HIIBII moryT ycunuBarh I€MCTBUE aHTUKOATYJISTHTOB, TAKUX KaK BaphapuH.

OI[HOBpeMeHHOG MNPUMCHCHUC HAIIPOKCCHA U aHTI/ITpOMGOLII/ITapHBIX nmpenaparTroB, CCICKTHUBHBIX
I/IHFI/I6I/ITOpOB O6paTHOI‘O 3axBaTa CCPOTOHMHA IMOBBIIACT PUCK Pa3BUTUA KCITYJOYHO-
KHUIIEYHOT'O KPOBOTEUECHHUS.

He pexomenayercsi onnoBpemennbiii mpueM HIIBII B Teuenne 8-12 gHel mocie nmpUMEHEHHS
MU(ETPUCTOHA.

OnnoBpemennoe npumenenue HIIBII u Takponumyca noBsiniaeT puck He(pOTOKCUUHOCTH.

Oco0ble ykazaHust

He npeBbimaiite 103, yka3aHHBIX B MHCTPYKLIMH. JJIs CHMDKEHUS pUCKa Pa3BUTHS HEXKEIaTeIbHBIX
sBieHnid co croponsl JKKT crnemyer wucmonb30BaTh MHUHUMANbHYIO J(PQGEKTUBHYIO 103y
MUHHUMAJIBHO BO3MOKHBIM KOPOTKHM KYPCOM.

Ecnu 60m1b 1 uxopaaka COXpaHSIOTCS WIM CTAHOBATCSA CUIIbHEE, CIeAYeT 00paTUThCS K Bpauy.
[Manmentam ¢ OpOHXMAIBHOW acTMOHM, ¢ HAapyLICHUSAMH CBEPTHIBAEMOCTH KpOBHU, a TaKXKe
MAlMEeHTaM C TOBBIIIEHHON YYBCTBUTEIBHOCTHIO K JPYrMM aHAJbI€TUKaM Iepe] MPUEeMOM
npenapata HOBEMA® cnefyeT NpOKOHCYIBTUPOBATLCS C BPAYOM.

C OCTOPOXXHOCTBIO CIIEAYeT Ha3HauaTh MAaIMEHTaM C 3a00JEeBaHUSMU TEYEHH U IOYCHHOU
HEJ0CTAaTOYHOCTHIO. Y MAlMEHTOB C MOYEYHON HEJJOCTaATOYHOCThIO HEOOXOJUMO KOHTPOJIUPOBAThH
kinupeHnc kpeatuauHa. [Ipu KK menee 30 mi1/MuH npuMeHsITh HAMPOKCEH He pekoMenyetcs. [Ipu
XPOHMYECKOM aJIKOTOJIBHOM M JIPYTux (hopMax IHMppo3a MEYeHHW KOHIEHTpAIHs HECBSI3aHHOTO
HAIpPOKCEHA IMOBBIIIAETCS, MOATOMY TaKMM MAallMeHTaM PEKOMEHIYIOTCs 0ojiee HHU3KHE JI03BI.
[Tocne nByx Hemenb NMPUMEHEHHUs IMpenapara HEOOXOAMM KOHTPOJIb TMOKaszaTened (QyHKuuu
MIEYECHHU.

Ipenapar HOBEMA® He ciietyeT IpyHEMAaTh BMECTE C JAPYITUMHU TIPOTHBOBOCTIAIMTELHBIME U
00JICYTOJISAIONIMMU TIPeTapaTaMu, 3a UCKIIOYCHHEM Ha3HAUCHUH Bpaya.

[MarieHTaM MOKUIIOT0 BO3PACTa TAKKE PEKOMEHAYIOTCS 00Jiee HU3KHE T03bI.

Crnenyet uzberaTh npuemMa HalIpoOKCeHa B TeUeHHE 48 4acoB 10 XUPYPru4eCcKOro BMEIIaTeIbCTRA.
[Ipu HeoOxomumocTu ompeneneHus |7-KOPTUKOCTEPOUIIOB Tpemapar cleayeT OTMEHUTh 3a
48 yacoB 70 UCCIEeI0BaHUs. AHAJOTUYHO HAITPOKCEH MOXKET OKA3bIBaTh BIUSIHUE HA ONPECICHHE

S-rUAPOKCUMHIOIYKCYCHOU KUCIIOTHI B MOYE.



COOTBETCTEYET ZKCNEPTHOMY OTYETY
ot 1401.2025 N=434
[IpuMeHeHre HAMPOKCEeHa, KaK M IPYrHX MpenapaTos, 6548%'?11;91%&1%6&@3? : "c%é%‘ﬁ-éﬁzﬂlho&

MOXET BIUATh Ha (DepTUIBHOCTH, MO3TOMY HE PEKOMEHAYETCS >KCHIIMHAM, IUIAHUPYIOIIUM
OepeMEHHOCTb.
Kaxnas Ttabnetka npemapatra HOBEMA® copmepxur npubmusutensHo 25 mr Harpus. Ilpu

OTpaHUYEHUU MOTPEOICHHS COIH, ITO HEOOXOUMO YUUTHIBATD.

Bumnsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMH, MEXaHU3MaMH
Hampokcen 3amMemiser CKOpOCTb peakUMM Yy MAalMEHTOB. OTO CJIEAYET Y4YUThIBaTh IIpU

YIIpaBJICHHUHU ABTOMOOMJIEM U BBLIIIOJTHEHUHT 3aaay, Tpe6YIOH_[I/IX ITOBBIIICHHOI'O BHUMAaHUA.

dopma BbINIYCKa

Ta0neTku, MOKPBITHIE INICHOYHOM 000I0UKOH, 275 M.

[To 10 TabneTok B KOHTYPHYIO SYCHKOBYIO YIMAKOBKY M3 IUICHKH TOJWBHHWIXJIOPUIHOW WIIH
mwienku [IBX/TIBJIX u ¢osbru aaroMUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

1, 2 win 3 KOHTYpHbIE SYEHKOBBIE YIAKOBKH BMECTE C HMHCTPYKIHEH IO MEIULMHCKOMY

MPUMCHCHHUIO TOMCHIAIOT B MaYKy U3 KapTOHA.

YcaoBusi XxpaHeHust
B cyxom mecte npu temneparype He Bbie 25 °C.

XpaHUTB B HEJOCTYITHOM JUIs IETEU MECTE.

Cpok rogHocTtu
3 roma B KOHTYPHOM siueiKoBOM ynakoBke u3 mieHku [IBX/TIB/IX;
2 rojia B KOHTYPHOH SYEMKOBOW yIIaKOBKE U3 IUIEHKH ITOJIMBUHUIXJIOPUTHOM.

He ncnonp3oBaTh 10 UCTEUCHUN CpOKa roaHOCTH.

YcaoBus ornycka

Otmyckatot 0e3 peuenTa.

JepskaTe/ib peruHCTPALIHOHHOIO Y0CTOBEPEHUS
Axrmoneproe oobmectBo "Otucudapm I[po" (AO "Otucudapm I1po"), Poccus,
238315, Kanuauarpaackast 0011., M.o. 3eeHorpaackuii, rep. MHIycTpralibHbIi mapk Xpabposo,

yi. HoBaropos, 1. 6, k. 1
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Axnmoneproe obmiectBo "Otucudapm" (AO "Otucudapm"), Poccus
123112, r. Mockga, yi. TectoBckas, 1. 10, 31. 12, nom. II, kom. 29
Ten.: +7 (800) 775-98-19

Qaxc: +7 (495) 221-18-02

www.otcpharm.ru

IIpousBoauTesinb

Ilpu npoussoocmee na OAO "@apmcmanoapm-Jlexcpeocmea", Poccus ykasvieaiom:

OTkpsiTOE akiuoHepHoe odmiecTBo «Dapmcrangapt-JlekcpencTrar

(OAO "dapmcranpapr-Jlekcpeacrsa'), Poccus,

Kypckas o61., T. Kypck, yi. 2-s1 ArperathHas, 1a/18,

ten./dakc: (4712) 34-03-13,

www.pharmstd.ru

unu npu npouzeoocmee Ha AO "Omucughapm IIpo", Poccus ykazvigarom:

Axmmoneproe oobmectBo "Otucudapm I[po" (AO "Otucudapm I1po"), Poccus,
Kanuaunarpazackas 00J1., MyHUIIUITAIBHBIA OKpYT 3eleHOrpaacKkuil, Tep. MHaycTpuanbHbIi mapk

Xpabposo, yn. HoBatopos, 1. 6, k. 1
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