COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 15.12.2025 N2 31071

OBILASI XAPAKTEPUCTUKA JIEKAPCTBEHHOFO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
@OypamwiuH, 20 Mr, TabIeTKH Ui NPUTOTOBICHUS PAcTBOpa s MECTHOTO U HAapYXKHOTO
HpI/IMeHeHI/IS{.

2. KAUECTBEHHBIN U1 KOJUYECTBEHHBI COCTAB

JleficTBytoIIIeE BEIIECTBO: HUTPOypas.
Kaxxnas rabnerka cogepxut 20 Mr HUTpOdypana.

[TonHbIl mEepeYeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEIEH B pazzene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku 11 MPUTOTOBJICHHS PAaCTBOPA AJIi MECTHOTO U HAPY>KHOTO IPUMEHEHUSI.

TabneTku KENToro WM 3€JICHOBATO-)KEITOTO IBETa C HEPAaBHOMEPHOW OKpPACKOW MOBEPXHOCTH,
TJIOCKOIMITMHAPHUIECKON (DOPMBI C PHCKOM.

4. KIMHUYECKUE JJAHHBIE

4.1. Iloxka3aHus K NpUMeHEHUI0

[Ipenapar ®ypaunyiiH TPUMEHSIETCSA 110 CASAYIOIIUM TOKa3aHUSM:

o HapysxHo: THOITHBIE paHbI, TPOJICKHH, 03KOTH I cTenenn, Menkne MOBPEKIEHUS KOKU (B TOM
YHClie CCa/IuHbI, ApaHHbl, TPEIIUHBI, TOPE3bI).

] MecTtHO: 611ehapuT, KOHBIOHKTUBHT, OCTPBIA TOH3WIJIUT, CTOMATUT, THHTHBHT.
4.2. Pesxum 103MpOBaHUs U CNIOCO0 NPHMMEHEHHUS

PexxuM 03upoBaHus

Bspocnvie
Boanstit 0,02 % pactBop HUTpOdypasia TOTOBST HEMTOCPEACTBEHHO NEpe]] MPUMEHEHUEM.
Hapyoicno

OporiatoT paHsl, MPoJiexKHU, 05K0TH 11 cTenenu, MeaKue MoBpexkIeHUS KOKHU (B TOM YHCIIE CCaIUHBI,
[[apaIMHbI, TPEIIUHBI, TOPE3bl) U HAKIAABIBAIOT BIIAYKHBIE TIOBS3KH.

Mecmmuo
bredaput, KOHBIOHKTUBUT — UHCTHIISIMS PACTBOPA B KOHBIOHKTUBAIBHBINA MEIIOK.

[Ipu ocTpoM TOH3WILIIUTE, CTOMATUTE, THHIUBUTE — MOJOCKAHUE PTa U TOpJia TEIUIBIM PACTBOPOM IO
100 mu 2-3 pasa B J€Hb.

[TpoaoKUTETLHOCTh Kypca JICUCHHUS 10 MOKa3aHUSIM B 3aBUCHMOCTH OT XapaKTepa U JIOKaJIu3aluu
MOPaKEHHOT'O y4acTKa.
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CTH

Pexxum mo3upoBaHus 1S I€TeH HE OTJIMYAETCS OT PeKUMA JTO3UPOBAHUS JIsI B3POCIIBIX.

Cnoco0b mpuMeHeHus

HapyxHo, MecTHO.

[Tpurorosnenue BoxHoro 0,02 % pactBopa HuTpodypana: 1 radnetky (20 mr) pactBopsitot B 100 mut
JTUCTUITAPOBAHHOMN WJIM KUTISTYEHOW BOBI.

Jlnst Gonee OBICTPOrO PAaCTBOPEHMS PEKOMEHIIYETCSl KHISIIAs WIM Topsyas BOJA. 3aTeM pacTBOP
OXJIAXKJAIOT 10 KOMHATHON TEMIIEPaTYpBHI.

4.3. [IporuBonoOKa3aHus

J ['mnepuyBCTBUTENBHOCTE K HUTPO(Ypally WM K JIIOOOMY JIPYroMy H3 BCIIOMOTaTEIbHBIX
BELIECTB, IEPEUNCIIEHHBIX B paznene 6.1.;

o MOBBILIEHHAS YYBCTBUTEIBHOCTD K MPOU3BOAHBIMU HUTPOGdypaHa U/UIIH IPYTUM KOMIIOHEHTaM
npernapara;

o KpOBOTEUYEHHE;

o aJlJIeproIepMaTo3bl;

o BbIpa)KEHHbIC HAPYIICHNUS (DYHKIIMU MTOYEK.

4.4. OcoOble yka3aHHusl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHeHUH
Jlnst 6omee OvIcTporo pactBopeHus Tabnetkn OypannnnHa peKOMEHIYEeTCs pacTBOPSATH B ropsiuei
BOJIE.

[TpumeHeHne mpemnaparta MalMEeHTaMU TPHU THKEIBIX 0XKOTrax Ha OOJNBIIMX TOBEPXHOCTSX: TMpPH
HapylieHnu (QYHKIIUU MOYEK BO3MOXHO MPOTPECCUPOBAHUE MOYCUHOW HEAOCTATOYHOCTH (ypeMus,
HapyIIeHUEe BOJHO-3JIEKTPOJIMTHOTO OajaHca, METabOIMYECKUI aln03).

4.5. BzaumogeiictTBue ¢ JAPYIrHMH JICKADCTBEHHBIMH MpenaparamMM W Jpyrue BHIbI
B3aHMOJEHCTBUSA

He n3yuanocs.

4.6. PepTHIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALUS

bepemMeHHOCTD

[Ipumenenne B mepuos OEpEeMEHHOCTH BO3MOJKHO, €CJIM TpearojaraeMasl ToJib3a JUisi MaTepHu
HpeBbIHlaeT HOTGHHH&HLHBIﬁ pI/ICI( JJIA 1TJ1044.

JlakTamus

IIpuMeHeHHe B mepHOJ IPyJHOTO BCKAPMIIMBAHUS BO3MOKHO, €CIIM IIpeAroyiaraeMas 1oJjb3a Ui
MaTepH MPEBBIIIAET OTCHIUATIBHBIN PUCK Ul peOCHKa.

4.7. BiusiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCNOPTHBIMHM CpeAcTBAMH W padorarh c
MeXaHH3MaMH

HpI/IMeHeHI/IC npemnapara HEC OKa3bIBACT BJIMAHUA HaA CHOCO6HOCTB K BBIIIOJTHEHUIKO ITOTCHIIMAJIBHO
OTIACHBIX BHJIOB JCSTEIHHOCTH, TPEOYIOMIMX IMOBBIIICHHON KOHIICHTPAIIMM BHUMAHUS M OBICTPOTHI
MICUXOMOTOPHBIX peakiuil (ynpaBieHHE TPAHCIOPTHBIMH CPEICTBAMH, padoTa C JABHKYIIMMHUCS
MexaHHu3MaMH, paboTa AUcTeTyepa 1 OrnepaTopa).
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4.8. HexxennaTesibHbIE peaKIUuu

Pe3roMe HexemaTenbHbIX PEaKIINU

[Tpu npumMeHeHnn GypanuInHa BO3HUKAIN CIICAYIONINE HeKeIaTeIbHbIE PEaKLIUu:

. AIJIEPTUICCKHUE PEAKIINH;
J 3y KOXU;
o JepMaTHT.

COO6IJ.I€HI/IC O MOJ03PEBACMBIX HEKCIATC/IbHBIX PCAKIIMAX

Baxxno cooOmate 0 MOJ03pEBAaEMBIX HEXKEIATENbHBIX PEAKIUSAX IIOCJIE€  PErHCTPAIUH
JIEKapCTBEHHOTO Tpernapara C Leldbl0 00eCTeueHUs HEeMPEPHIBHOTO MOHUTOPHHTA COOTHOIICHHS
«IOJT3a—PUCK» JIEKAPCTBEHHOTO MpenapaTa. MeauImHCKiuM paboTHHKaM PEKOMEHTyeTCsI COOOIIaTh
0 IOOBIX TIOJO3PEBACMBIX HEXKENATeNbHBIX pPEaKlUsAX JIGKAPCTBEHHOTO IIperapara dYepes
HallUOHAJBHBIC CHUCTEMBI COOOIICHUS O HEXKEIATENIbHBIX pEaKIHUsIX TOCYyJIapCTB — YICHOB
EBpa3zuiickoro 3KOHOMUYECKOTO COr03a:

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B chepe 3apaBOOXpaHEHUS
Anpec: 109012, Mocka, CnaBsiHCKas M1011a/ib, 1. 4, cTp. 1
Tenedon: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

Caiit B HH(GOPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceTu «THTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Crnyyau nepeo3upOBKU HE BBISBIICHBI.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA
5.1. ®apmakoauHAMUYECKHE CBOMCTBA

dapmakoTepaneBTHUECKas TPyIIa: aHTUCENTHKH U Je3MHOUIMPYIOIINE CPEACTBA; MPOU3BOIAHBIC
HUTpO]ypaHa.
Kon ATX: DOSAFO1.

MexanusM OelcTBUS

bakrepuanbHbie (I1aBONMPOTEHHBI, BOCCTAHABINBAS S-HUTPOTPYIITY, 00pa3yloT BRICOKOPEAKTHBHBIC
aMHHOTIPOM3BOJHBIC, CHOCOOHBIE BBI3BATh KOH(OPMAIIMOHHBIE W3MEHEHHs OenkoB (B T.4.
pHUOOCOMAITBHBIX) U JP. MAaKPOMOJICKYJI, TPUBOAS K THOEIN OaKTepHUH.

Kimanueckas 3dhdhekTUBHOCTE U 0€30I1aCHOCTD

AKTHBEH B OTHOIICHHM T'PAMIIOJIOKUTCIBHBIX ¥ TIPAMOTPHUIATENIBHBIX OakTepuit (B T..
Staphylococcus spp., Streptococcus spp., Escherichia coli, Clostridium perfringens). Y CTOWYUBOCTb
pa3BHBACTCS MEIUICHHO M HE JOCTUIAET BHICOKOW CTEICHHU.



5.2. apmakoKnHeTHYECKHE CBOWCTBA

AOGcopOrus
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IIpu Hapy>KHOM ¥ MECTOM IPUMEHEHUH BCAChIBAHNE HE3HAYUTEIILHOE.

Pacnopenenenue

[TpoHHKaeT yepe3 rUCTOreMaTHUecKue Oapbepbl U PaBHOMEPHO paCHpeAessieTcss B KUIKOCTAX U

TKaHAX.

Buorpanchopmariust

OcHOBHOH TyTh MeTab0IM3Ma — BOCCTAHOBJIEHUE HUTPOTPYIIIIHI.

ONUMMUHALMSA

BI)IBOI[I/ITCH IHOYKaMH U 4aCTHYHO C XKCIIYbIO.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyeHb BCIOMOraTe/ibHbIX BelIECTB
Harpus xnopun.

6.2. HecoBmecTuMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpoK XpaHeHus )

2 rona.

6.4. OcoObie Mepbl IPETOCTOPOKHOCTH NPH XPAHEHUH

B 3ammmenHoM oT cBeTa Mecte mpu Temneparype He Biie 25 °C.

6.5. Xapaxkrep u cogep:kaHue YIIAKOBKHU

ITo 5, 10, 15, 20, 25 TabaeTOK B KOHTYPHOH SIUEHKOBON YIAKOBKE U3 MJICHKH MOJTUBUHUIXJIOPHIHON

1 (HOIBTH ATFOMUHUEBOHN TIEYaTHON JJTAKUPOBAHHOM.

Ilo 1, 2, 3, 4, 5, 6 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLIMEW MO MEIULIUHCKOMY
IIPUMEHEHHIO JIEKapCTBEHHOTO Mpernapara (JIMCTKOM-BKIIA/IbIIIEM) B TAYKE U3 KapTOHA.

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NPH YTHIN3ALUH MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara WM OTXOJ0B, MOJYYeHHBIX IOcje NMPUMeHeHHsl JIEKAPCTBEHHOr0 Npenapara, u

Apyrue MAHUNYJISAINHU ¢ TpenapaTomM

Oco0Oblie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «DapmnpoexT»

192236, r. Cankrt-IletepOypr, yia. Coduiickas, 1. 14, mut. A
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Tenedon: +7 (812) 331 93 10 (MOCNEOQOBATENEHOCTE 0003)

DnekTpoHHas rmoyra: sales@pharmproject.com

7.1. IIpeacTaBUTE/Ib AEPKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpeTen3un moTpedUTENEH HAMPABIIATH 110 aAPECY:
Poccuiickas @enepanns

AO «DapMIpoexT»

192236, r. Cankr-IlerepOypr, yn. Coduiickas, 1. 14, mut. A
Tenedon: +7 (812) 331 93 10

OnextpoHHas noura: sales@pharmproject.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(008912)-(PT-RU)

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT'O ITPEITAPATA

JlexapCTBEHHBIH MpenapaTa OTHOCUTCS K KATETOPUU OTIYCKa «0e3 perenTay.

OOmrasi XxapakTepUCTHKA JICKAPCTBEHHOTO Mpenapara DypariinH TOCTyIHA B €IHHOM pPEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpasuiickoro 3KOHOMHUYECKOTO cOl03a M Ha
opuIaILHOM caire YIOJIHOMOYEHHOTO opraHa (3KCTIepTHOM OpTaHU3AIINH ):
https://lk.regmed.ru/Registert/EAEU_SmPC



