COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.07.2024 N= 13807

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOPG-HPERAPATA! = 1007]

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA
OYPAIMIIMH, 20 Mr, mopomok Ajisi TPUTOTOBICHHUST pacTBOpa JJIsi MECTHOTO M HApY>KHOTO

IMPUMCHCHUA

2. KAYMECTBEHHBINA U1 KOJTMYECTBEHHbBINA COCTAB
JelicTBytolee BEmecTBO: HUTpOdypai
Kaxnprit maker cogepxut 20 mr HUTpOodypana.

[TonHbIif mepeyeHps BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
[Topo1iok AJis MPUTrOTOBIEHUS PacTBOPA AJIE MECTHOTO U HAPY>KHOT'O IPUMEHEHUSI.

HOpOH_IOK KEJITOIO NIH 3CJICHOBATO-KEJITOI'O IBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

MectHO: 6ne(bapHT, KOHBIOHKTUBUT, OCTCOMUCIINT, SMIIMCMA ITPUJATOYHBIX IMa3yX HOCA U IJICB-
pBl; UH(EKIUH MOYEBBIBOASALINX MyTEH — MPOMBIBAHUE MOJOCTEH; OCTPbIM TOH3WILIUT, CTOMA-
TUT, THHTUBHUT.

Hapy>xHo: THOMHBIC paHbl, TposiexkHHU, okorH [I-1I1 ctenenu, Menkue moBpexACHUSI KOXKH (B TOM

YUCJIC CCAJUHBI, LIapallhuHbl, TPCIIUHBI, HOpGSBI).

4.2. Pe:kum 103MpOBaHUSA

PexxuM 103upoBaHus

MectHo, HapyxHO B Buze 0,02 % CBEXENPUTOTOBIEHHOIO BOJHOTO PACTBOPA: HEMOCPEACTBEH-
HO Tepesl MpuMeHeHueM ojuH naket (20 mr ¢ypanununa) pactBopsor B 100 Mt Tersion Kums-
4yeHoil Boasl. J[is1 Gosiee OBICTPOro pacTBOPEHUS PEKOMEHAYETCs ropsiuasi WM KHIAIas BoJa.
3aTeM pacTBOp OXJIAKAAKOT 10 KOMHATHON TEMIIEPATYPHI.

Mecmmno. bnedaput, KOHBIOHKTUBUT — HHCTHILUIILKA BojgHOTo 0,02 % pacTBOpa B KOHBIOHKTH-
BaJbHBIA MEIIOK. OCTEOMHENUT IOCIE ONEpaly — IPOMBIBAHUE IOJIOCTH C IOCIEAYIOIIUM
HAJIO’)KEHUEM BJIQXKHOHN MOBSI3KU. DOMIIMEMa NMPUAATOYHBIX Ia3yX HOca (B TOM YUCIIE NPH raiiMo-
pHUTE) — IPOMBIBAaHHE MOJOCTH, IMIMEMA IUIEBPHI — M1OCIIE YAAJICHUS THOS MPOBOAST IIPOMbBIBA-
Hue 1ieBpasibHOM nojoctu U BBoAAT 20—100 mu BoxHoro 0,02 % pactBopa. [yt mpombiBaHus

MOUEHCITyCKaTEeJIbHOI0 KaHaja U MOYEBOI0 IMy3bIpsi NpUMEHsIOT BoaHbIN 0,02 % pacTtBoOp ¢ 3KC-
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nosunuei 20 MunyT. IIpy TOH3UIIMTE, cTOMAfHTE, ruHirrrne- 2 Hotockatite -prd # Fopia 1o

100 mu Boguoro 0,02 % pactBopa 2-3 pa3a B JA€Hb.

HpOI[OJ'DKI/ITG.HBHOCTB JICUCHUS — IO IMOKA3aHUAM B 3aBUCHMOCTU OT XapaKTCpa U JIOKAJIU3alluu
MOPaXEHHOT'O y4acTKa.

Hapyorcno. B Buae Boanoro 0,02 % pactBopa — OpOLIAIOT paHbl, HAKIAABIBAIOT BIAXKHBIE ITOBSI3-
KH.

Cnooco0 npuMeHeHus

HapyxHo, MecTHO.

4.3 IIpoTuBONOKA3aHUSA

- TIOBBIIIEHHAs] YYBCTBUTEIBHOCTh K HUTPO]ypary, MPOU3BOAHBIM HUTpO(dypaHa W/ APYTUM
KOMIIOHEHTaM Mpenapara, IepeyrciIeHHbIM B pazzaene 6.1.;

- KPOBOTEUECHHUE;

- aJUIEproAepMaTOo3bl;

- BBIp@)KCHHBIC HApYyIIECHUs (PYHKIIUH MTOYEK.

4.4. OcoOble yKa3aHUs U MepPbI NPETOCTOPOKHOCTH NPH MPUMEHEHUH

He nsyuanocs.

4.5. BzaumojaeiicTBue ¢ JPYrMMHU JIEKAPCTBEHHBIMH MpenapaTtaMu U Apyrue BUIAbI B3aUMO-
nerlcTBus

He nsyuanocs.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTB

[Ipumenenne npu O6epeMEHHOCTH BO3MOKHO, €CIIH IpeJrojaraeMas Mmojb3a Jjisi MaTepH Ipe-
BbIIIACT HOTGHI_II/Ia.HBHBII\/'I PUCK OJid 171044 UJIn p€6€HKa.

Jlakranus

[TpuMeHeHHe B IepuoJ] TPYAHOT0 BCKapMIIMBAHUS BO3MOXHO, €CIIH MpeaIoaaraeMas noJjib3a Jyis
MaTepH MPEBBIIIACT MOTCHIUAIBHBIM PUCK VIS TUI0/1a I peOeHKA.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padorarh ¢
ABHUKYIIMMHCH MeXaHU3MaMH.

[Ipenapat He BIUsAET Ha CIIOCOOHOCTH YHPABJIATh TPAHCIIOPTOM WM 3aHMMAThCS APYTMMHU IO-
TCHIIHAJIbHO OIIaCHBIMHW BHAAMHU JOCATCIIBHOCTH, Tp€6YIOH_II/IMI/I MMOBBIIIICHHOM KOHIOCHTpAalUn

BHUMAaHHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUil.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.07.2024 N= 13807

(NOCNEQCBATENEHOCTE 0001)

4.8 HexxesnaTesibHbIe peakmumn

PesroMe HexxenaTeabHbIX peaKIIui

Bo03MOKHBI a/UIEpru4ecKue peakliuy, 1€pMaTUT, KOKHBIN 3Y/.

COO6H_ICHI/IH 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 Momo3peBacMbIX HEKENATEeNbHBIX PEaKIMSIX MOCIe PErHCTpaluu JeKap-
CTBEHHOTO Iperapara ¢ Lelbl0 O00eCledYeHUsT HENpPEepPhIBHOTO MOHUTOPUHIA COOTHOIICHHS
«I10JIb3a-PUCK» JICKAPCTBEHHOTO Mpenapara. MeaAuIuHCKUM pabOTHUKAM PEKOMEHIYeTCsl Co00-
1IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENaTeNbHBIX PeaKlMsIX JIEKApCTBEHHOrO Iperapara 4epes
HAI[MOHAJIbHBIE CUCTEMBl COOOILIEHUS O HEXeNaTeNbHbIX pEeaKUusX TOCYAapCTB - YJICHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

depnepanpHas ciyx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS
Poccuiickas @enepanus
109012, MockBa, CnaBsiHCKas 1101aib, 1. 4, ctp.1

Tenedon: +7(800) 550-99-03, +7(499)578-06-70

Anpec 311, mouthl: pharm@roszdravnadzor.gov.ru,

Be0-caiit: www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

J10 HacCTOSIIIEr0 BPEMEHHU CITydaeB Mepe103uPOBKU HE HAOII0JalI0Ch.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKne CBOHCTBA

®dapMakoTepaneBTUYECKas TPYyIIa: MPOTUBOMUKPOOHOE CPEACTBO — HUTPO(DypaH.

Kox ATX: DOSAFO1

[IpoTuBOMHKPOOHOE CpPEICTBO, MPOU3BOAHOE HUTpOdypaHa. bakrepuanbHbie (IaBOIPOTEHHBI,
BOCCTAHABIIMBasl S-HUTPOTPYIITY, 00pa3yIOT BHICOKOPEAKTUBHBIE aMUHOTPOU3BOAHBIE, CIIOCO0-
HbIE BBI3BAaTh KOH()OPMAIIMOHHBIC U3MEHEHHS OENKOB (B TOM 4HCciie pHOOCOMANBHBIX) U JPYTUX
MaKpOMOJIEKYJI, MPUBOJSA K rrbenn OakTepuil. AKTUBEH B OTHOIICHUH TPAMIIOJIOXKHUTEIBHBIX U
rpaMoOTpUIIaTeIbHBIX OakTepuit (B ToMm uucie Staphylococcus spp., Streptococcus spp.,
Escherichia coli, Clostridium perfringens). YCTOWYMBOCTb pa3BUBAETCS MEIJIEHHO U HE JOCTH-
raeT BbICOKOW CTENEHU

5.2 PapmakoKkuHeTHYECKHE CBOMCTBA

AOGcopOnus

IIpu Hapy>KHOM ¥ MECTHOM IPUMEHEHHUE BCAChIBAHUE HE3HAUYUTEIILHOE.
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Pacnopenenenue

[Iponukaer yepe3 rucroreMarnyeckue Oapbepbl 1 PABHOMEPHO PACHPEEIIAETCS B KUAKOCTIX U
TKaHSX.

Buorpancdhopmarims

OcHoBHOM MyTh MeTab0IM3Ma — BOCCTAHOBJICHHUE HUTPOTPYIIIIHL.

DIMMUHALIUA

BBIBOI[I/ITCH INOYKaMHt U YaCTUYHO C KCJIYbIO.

6. PAPMALIEBTHYECKUE CBOMCTBA
6.1 IlepeueHb BcIOMOraTe/ibHbIX BelIECTB

Harpus xnopun

6.2 HecoBMecTHUMOCTD

He npumenumo.

6.3 Cpok rogHoCcTH (CPOK XpaHEHHS )

3 roxa.

6.4 OcoObie Mepbl NPEeIOCTOPOKHOCTH NPH XPAHEHUH

IIpu Temnepatype He Bbie 25 °C.

6.5 XapakTep u cogepkaHue IEPBUYHON YIIAKOBKH
ITo 820 Mr B TepMOCBapuBaeMbI€ MAKEThI U3 MaTepraia KOMOMHHUPOBAHHOTO.
Ilo 1, 2, 3, 4, 5, 10, 12, 15, 20 nakeToB BMECTE C MHCTPYKIIMEH MO TPUMEHEHUIO TTOMENIAIOT B

NayKy U3 KapTOHA.

6.6 OcoOble MepbI NMPEIOCTOPOKHOCTH NMPH YHHUYTOKEHUU MCIOJIb30BAHHOIO JEKAPCTBEH-
HOTI'0 Mpenapara WM 0TX0I0B, MOJYYeHHbIX MOCJIe MPUMEHEHH JIEKAPCTBEHHOI0 Mpemna-
paTta M Apyrue MaHUMYJISUHMH C MPenapaTom.

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
Poccus
3AO «®PII «Menuren»

188676, Jlenunrpaackas 0611., BceBonoskckuit paiion, 1. lllernoso, 1. 53a,
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Ten.: +7 (812) 336-16-82 (NOCNEQOBATENLHOCTL 0001)

daxkc: +7 (812) 336-16-82

Anpec a1, mouThl: zaomeligen@mail.ru

7.1 llpeacraBureib aepaTesisi perHCTPALMOHHOIO Y10CTOBEPEHMSI

IIperen3uun norpeduTeiell HAOPABIATS 10 AJIPECY:

Poccus

3A0 «DIT «Menuren»

188676, Jlenunrpaackas 0611., BceBonoskckuii paiion, 1. lllermnoso, 1. 53a,
Ten.: +7 (812) 336-16-82

dakc: +7 (812) 336-16-82

Anpec 311, mouthl: zaomeligen@mail.ru

8. HOMEP PETUCTPAIMOHHOTI'O YAOCTOBEPEHHUA

9. JTATA NEPBUYHOM PETMCTPAIIMA (IIOATBEPXJIEHWUSA PETMCTPAIINUN,
IHNEPEPETUCTPALINN)

JlaTa nmepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OO1m1ast xapakTepUCTHKA JIEKapCTBEHHOT0 NpenapaTta Oypanuind J0CTyHa Ha
WHPOPMAIIMOHHOM TTopTaie EBpa3uiickoro ’KOHOMHUYECKOTO COt03a B MH(OPMAIIHOHHO-

KOMMYHUKaTUBHOM ceTu «IHTepHeT» http://eec.eueunion.org/.


mailto:zaomeligen@mail.ru
mailto:zaomeligen@mail.ru

