COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 07.04 2026 N2 7116

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Oypariny, 20 mr, TabneTkd i IPUTOTOBJICHHUS pacTBOpa [UIsi MECTHOTO W Hapy>KHOTO
MIPUMEHEHUS.

2. KAUECTBEHHbBII 1 KOJTMYECTBEHHBII COCTAB

JleiicTBytOIIIEE BEMIECTBO: HUTPOYypa.
Kaxxnas tabnerka comepxut 20 Mr HUTpodypasa.

[Tonublii epeyeHs BCIOMOTaTEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku JJI1 IIPUTOTOBJICHUA pacTBOpa AJid MECTHOI'O M HAPYIKHOT'O ITPUMCHCHMU.

Kpyrible mockue TabieTku ¢ Gpackoil, JKelToro Win 3eJeHOBaTO-)KEITOr0 1IBETa C HEPABHOMEPHOU
OKPacKO¥ IIOBEPXHOCTH.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

Hapy>xHo: rHOIHBIE paHbl, IPOJIEXKHH, 03korH Il cTenenu, Menkue NOBPeXICHUS KOXKU (B TOM YHCIIE
CCaJIMHbI, APANUHbI, TPEILUHBI, TOPE3bI).

MectHo: 6ieaput, KOHBIOHKTUBHT, OCTPbII TOH3WUIUT, CTOMATUT, THHTHBHUT.
4.2. Pesxum 103MpPOBaHNUS U CNIOCO0 MPUMEHEHUSs

PexxuM n03upoBaHus

Bspocnvie
Boansiii 0,02 % pactBop HUTpOdypaia TOTOBST HEMTOCPEACTBEHHO NIEPE]] MPUMEHEHUEM.
Hapyorcno

Opo1atoT pansl, TPoJIeKHH, 0xk0rH Il cTenenu, Menkue moBpexACHUs KOXKH (B TOM YHCJIE CCATUHBI,
[[apanuHbl, TPEIIUHBI, TOPE3bl) U HAKIAJABIBAIOT BIAXKHBIE TIOBI3KU.

Mecmmuo
brnedaput, KOHBIOHKTUBUT — MHCTUJUIALNS PACTBOPA B KOHBIOHKTUBAIBHBIN MEIIOK.

[Ipu ocTpOM TOH3WIUTE, CTOMAaTUTE, THHIUBUTE — MOJIOCKaHUE PTa U rOpJia TEIUIBIM PacTBOPOM IO
100 ma 2-3 pa3a B JcHb.

HpO)IOJ'DKI/ITeJ'II)HOCTB Kypca JICUCHUA 110 MOKa3aHHUAM B 3aBUCUMOCTH OT XapaKTEpa U JOKAJIHU3allunu
MOPa’XCHHOT'O y4aCTKa.

€T

Pexum AO3UPOBaHUSA TJIA JIeTe He OTIIMYAETCs OT peiKuMa 103UpOBaHUA IJIA B3POCIIbIX.
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Cnoco0 mpuMeHeHus

Hapyxno, MecTHO.

[Tpurotosnenue Boguoro 0,02 % pactBopa HUTpOdypana

1 tabnetky (20 mr) pactBopsitoT B 100 M1 AMCTHUITUPOBAHHOM UITM KUITSTYEHOU BOJIBI.

Jliisa 6oree OBICTPOrO pacTBOPEHHUs PEKOMEHIYETCsl KHUIISIIas WM ropsdas Bojaa. 3aTeM pacTBOp
OXJIAKIAIOT 10 KOMHATHOHN TeMIIEpaTypBbl.

4.3. [IpoTuBONOKA3AHUSA

e [UmepuyBCTBUTEIBHOCTh K HUTpOdypaly, NPOU3BOAHBIM HHUTpOPypaHa WU K JIOOOMY U3
BCIIOMOTaTeNIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3fene 6.1;

® KpPOBOTEYCHHE;

® aJIIeproJIepMaro3bl;

® BBIPAKXCHHBIC HAPYIICHUS (PYHKIIUH ITOYEK.
4.4. OcoOble yka3aHHMsl 1 Mepbl PeI0CTOPOKHOCTH IPH NPUMEHEHUH

[IpumeHeHue npernaparta MalUeHTaMHU INPH TSKEIBIX 0KOrax Ha OOJIBLIIMX MOBEPXHOCTSX: HpHU
HapymeHUsX (YHKIUU TIOYEK BO3MOXKHO MPOTPECCHPOBAHUE TIOYEYHON HEJOCTATOYHOCTH (YpeMmus,
HapyIlleHHe BOJAHO-3JIEKTPOIUTHOrO OajlaHCa, METa0OIMYECKUH alua03).

4.5. B3aumojaeiictBue ¢ JPyruMH JIeKAPDCTBEHHBIMH TMpenapaTaMM ¥ Jpyrue BHJbI
B3aMMOJACHCTBUSA

HecoBmectuMm ¢ snmHeppUHOM (aApEeHAINH), IPOKAaUHOM (HOBOKAWH ), TETPAKauHOM, PE30PLIUHOIIOM
(pe3opuuH) ¥ APYTUMH BOCCTAHOBUTENIIMH, TaK Kak (QypaluiIMH pasjaraerci ¢ oOpa3oBaHUEM
OKpAIIEHHBIX B PO30OBBIN MIIM OypOBATHIi IBET MPOTYKTOB.

HecoBmectuMm ¢ Kanms NepMaHraHaToM, IMNEPCKUCBIO BOAOPOJAa W JAPYI'MMHU OKHUCIUTCIISIMU
BCJICACTBHUEC OKHUCIICHUSA MpcIiapaTra.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTH

[Tpumenenue npu 6epeMEeHHOCTH BO3MOKHO, €CIIH TIpenoaraeMas ojib3a AJis MaTepy MpPeBbIIIaeT
MOTEHIMATbHBINA PUCK JIA IUIOJA.

JlakTanus

[IpumeHeHue B mepHoj IPyAHOIO BCKapMJIMBAaHUS BO3MOYKHO, €CIIM IpearoyaraemMasi mojb3a Jis
MaTepH MPeBBIIIAET MOTEHIUATbHBIN PUCK I peOeHKa.

4.7. BiusiHue Ha CHOCOOHOCTH YHIpaBJIATh TPAHCHOPTHBIMHU CpPpEACTBAMU U paﬁoTaTL C
MEXaHM3MaMu

@OypaliiiiH HE OKa3bIBaeT BJIMSHHE HAa CIOCOOHOCThH YIPABISTh TPAHCIOPTHBIMHU CPEACTBAMH U
paboTaTh ¢ MEXaHU3MaMH.
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4.8. HexxennaTenbHbIe peakuu

Pe3roMe HekeaaTenbHbIX PEAKIIUN

I[To panaeiM Bceemmphoit opranusamuu 3apaBooxpanenus (BO3) HexenarenbHble SBICHUS
KJIACCU(UIIUPOBAHBI B COOTBETCTBHH C UX YACTOTOW Pa3BUTHSI CICIYIOIIMM O00pa30oM: OYEHb 4acTO
(> 1/10); gacro (= 1/100, o < 1/10); meuacto (= 1/1000, HO < 1/100); penko (= 1/10 000, HO
< 1/1000); ouensb penaxo (< 1/10 000), gactora Hem3BecTHA (HA OCHOBAHMHM WUMEIOIIMXCS JTaHHBIX
OLICHUTH HEBO3MOJKHO).

Hapywenus co cmoponvl uMMyHHOU cucmembl
YacToTa HEU3BECTHA: aJUIEPTUYECKUE PEAKIIUH.
Hapywenus co cmoponul Kodtcu u noOKOINCHbIX MKAHell
YacroTa HEU3BECTHA: IEPMATHUT, 3y KOXKH.

COO6IJ_[€HI/IG 0 MOAO03PEBACMBIX HCKECIATCIBbHBIX PCAKITHAX

BaxHo coobmarb O 10A03pEBAEMBIX HEXKEIATENbHBIX PEAKIMSIX IoCJIe PEerucTpanuu
JIEKapCTBEHHOI'0 Ipernapara ¢ LeJbl0 00ECIeUeHUs HENPEPbIBHOITO MOHMTOPHHIA COOTHOILEHUS
«I10JIb3a — PUCK» JIEKAPCTBEHHOI'O Ipernapara. MeIUIMHCKUM paOOTHUKAM pPEKOMEH]yeTCs
COoO0IIaTh O JIOOBIX [T0JI03PEBAEMBIX HEXKEIATEIBHBIX PEAKINAX JIEKApCTBEHHOTO IpernapaTa uepes
HallMOHAJIbHbIE CHCTEMBbl COOOLICHHS O HEXKeNIaTelIbHbIX pPEaKUMUAX TIOCyJapCcTB — UJICHOB
EBpazniickoro 5KOHOMHU4ECKOr0 COI03a.

Poccuiickas ®@enepanus

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXPAHECHUS

Anpec: 109012, r. MockBa, CnaBsiHcKast miiomanis, a. 4, ctp. 1

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

OnexrpoHHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
CaiiT B ”HpOpMaIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTH «IHTepHeT»:

www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

O cnydasix mepego3upoOBKH HE COOOIIANOCh.

5. PAPMAKOJIOTHYECKHE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOiCTBA

dapmakoTepaneBTHUECKas TPYNIa: aHTHCENTHKH W JIe3NHOHUIMPYIONINE CPEACTBA; MPOU3BOTHBIC
HUTpOdypaHa.
Kox ATX: DOSAFO1

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTLI

[IpoTuBOMUKpPOOHOE CpeACTBO, MPOU3BOAHOE HUTpodypaHa. bakrepuaibHble (IaBONPOTEUHBI,
BOCCTaHABJIMBasl S-HUTPOTPYIILYy, 00pa3ylOT BBICOKOPEAKTHBHbBIE aMHUHOIIPOM3BOIHBIE, CITIOCOOHBIE
BBI3BaTh KOH(OpMAIMOHHBIE W3MEHEHUs OelIKOB (B T.4. pUOOCOMAIBHBIX) U JpP. MaKPOMOJIEKY,
MPUBOJIS K THOENH OakTepuil. AKTUBEH B OTHOLIEHUH TPAMIIOJIOXKHUTENBHBIX U TPaMOTPHUIIATETHHBIX
Oakrtepuii (B T.4. Staphylococcus spp., Streptococcus spp., Escherichia coli, Clostridium perfringens).
VY CcTOMUMBOCTD Pa3BUBAETCS MEUIEHHO U HE JOCTUTaeT BHICOKOM CTETEeHH.

3
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5.2. ®apmakoOKHHETHYECKHE CBOCTBA

AOGcopbrms

HpI/I Hapy>XHOM U MECTHOM ITPUMCHCHHWHN BCAaCbIBAHNC HE3HAUYUTEIIBHOC.

Pacopenenenne

HpOHI/IKaeT 4epe3 ruCToreMaTudcCKue 6apBCpI)I U paBHOMEPHO pPaCHpCACIIACTCA B KHUAKOCTIAX H
TKaHAX.

BI/IOTDaHCd)ODMaHI/IH

OcHOBHOM TyTh META00JIM3Ma — BOCCTAHOBIICHHE HUTPOTPYIIIIHI.

OIMMUHAIMSA

BBIBOI[I/ITCSI IMOYKaMM 1 4aCTUYHO C KCIIYbIO.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcioMoraTe/ibHbIX BelIECTB
Harpus xnopun

6.2. HecoBmecTUMOCTH

JlaHHBIN JIEKapCTBEHHBIM MpenapaT HE ClIeAyeT CMENIMBaTh C JPYTUMHU JIEKApCTBEHHBIMU
IpernapaTamu, 3a UCKJIFOUEHUEM YIOMSIHYTBIX B pasjene 6.6.

[Ipemapar @ypauuinH HECOBMECTHM C J3MHUHE(PPUHOM (aapeHaINH), MPOKAaMHOM (HOBOKAWH),
TETPAKaMHOM, PE30PIIMHOIOM (PE30PIMH) M JIPYTUMH BOCCTAHOBHTEISIMHU, TaK KakK (yparyinH
pasnaraercsi ¢ 00pa30BaHUEM OKPAILICHHBIX B PO30BbIi MM OypOBATHIN I[BET MPOAYKTOB.

[Ipenapar @ypanuiauH HECOBMECTUM C Kajus IIEPMAaHTaHATOM, IIEPEKUCBIO BOJAOPOAA U IPYTUMH
OKHUCIIUTENISIMU BCIEACTBUE OKUCIICHUS IIpenapara.

6.3. Cpok rogHocTH (CpoOK XpaHeHmusl)

5 ner.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpaHUTh B CyXOM, 3alIUIIEHHOM OT CBE€Ta MeCTe MpH TemnepaType He Bbiie 25 °C.
6.5. XapakTep M coaep:kaHue YIaKOBKHU

ITo 10 TabneTok B KOHTYpPHYIO SIYEHKOBYIO YIIaKOBKY M3 TUICHKH MOJMBUHHIXJIOPUIHOW U (OIBIH
AITFOMUHUEBOM.

1, 2, 3 KOHTYpHBIE SUEHKOBBIE YIIAaKOBKH BMECTE C JIMCTKOM-BKJIAJBIIIEM ITOMEIIAIOT B MAYKy U3
KapTOHa.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NMPH YTHIM3AUUHM UCHOJIb30BAHHOIO JIEKAPCTBEHHOIO
npemnapara Wi 0TX0A0B, MOJYYCHHBIX MOCJIE€ NMPUMEHCHUS JICKAPCTBCHHOI'O mnmpemnapara, 1
Apyrue MAaHUIYJSIIUU ¢ PenapaTomM

Oco0bie TpeOOoBaHUS OTCYTCTBYIOT.
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7. IEPKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 00085)

Poccuiickas @enepanus

000 «OxDapm»

353821, Kpacnonapckuii kpaii, paiton Kpacnoapmetickuit, ct-11a MiBanoBckast, yi. Jlyounckas, 1. 65
Ten.: +7 (86131) 5-35-65

dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

7.1. Hpe}ICTaBI/ITeHL AEpKATEC/IA PETUCTPALMOHHOI'O YIOCTOBEPECHUSA

IIperen3un HOTDC6I/IT€J'ICI71 HanpasJIATh 110 aaApPEcCy.:

Poccuiickas @enepanus

000 «tOxDapm»

353821, Kpacnonapckuii kpaii, paiton Kpacnoapmetickuit, ct-11a MiBanoBckast, yi. Jlyounckas, 1. 65
Ten.: +7 (86131) 5-35-65

®axc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(002965)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

.HeKapCTBCHHHﬁ npemnapat OTHOCUTCA K KaTCropuu OTIIyCKa 0e3 pencIira.

OO0mas xapakTepHuCTUKa JEKapCTBEHHOTO mpemnapara DypaiinH AOCTYNMHA B €IMHOM peecTpe
3apETHCTPUPOBAHHBIX JIEKAPCTBECHHBIX CPEACTB EBpa3smMiickOro »KOHOMHUYECKOTO CO3a W Ha
oduIHMaTEHOM caiite YHIOJTHOMOYEHHOTO oprana (axcrepTHOM OpTaHHU3aIIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.



