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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHIFOPO TIPEITAPATA 1004

1. HAMUMEHOBAHHUE JJEKAPCTBEHHOI'O IIPEITAPATA

Cuasop Heo, 20 Mr/mi1, cripei Ha3aJIbHBIH.

2. KAYECTBEHHBIA U KOJIMYECTBEHHBIA COCTAB

JleiicTBytolIee BEMIECTBO: cepedpa MpOTEeHHAT.

Kaxnp1it M1 pactBopa cogepxut 20 Mr cepedpa mpoTenHara.

[TonHbIM IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHAS{ ®OPMA

Crnpeii Ha3aIbHBIN.

PacTBOp OT KOpUYHEBOIO JJO TEMHO-KOPUYHEBOTO 1IBETA.

4. KJIIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHUIO

Cuanop Heo mOKa3aH K IPUMEHEHHUIO Y B3pOCIBIX M JAeTedl B Bo3pacte OT 6 JeT
JUIE CUMITOMAaTHYECKOH TepamuHu OCTPOro Ha3o(papuWHTHUTA, CHUHYCHUTA; HPU OCTPOM DPHUHUTE
(HacMmopke).

4.2. Pe:kuMm 103MPOBAHUSA U CIIOCO0 NPUMEHEHM S

PexxuM 103upoBaHus

[To 1-2 opomieHus cAU3UCTOM 0060I0UKH MOJIOCTH HOCa 3 pa3a B JICHb B TeUEHUE 5—7 THEH.

eTu
Pexxum no3upoBaHus mis geTed B Bo3pacTte oT 6 A0 18 jer He OoTIMYaeTcss OT pexuMa
JIO3UPOBAHUS JUIsI B3POCIIBIX.
He crnenyer nmpuMeHsTh y AeTei B Bo3pacte oT 3 10 6 JeT I TaHHOW JeKapCTBEHHOH (OopMBbI
B CBSI3HM C HEBO3MOXKHOCTBIO 00€CHIEUUTh PEKUM JJO3UPOBAHUSI.
be3onacHocTh 1 3dhekTHBHOCTH Npemnapata B Bo3pacte oT 0 10 3 et He ycTaHOBIeHbI. J[aHHbIC
OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

[Ipenapar npUMEHSIOT MECTHO.

[lepen mpuMeHeHUEM Ipernapara peKOMEH1yeTCsl IPOMBITh M OYHCTUTh HOCOBBIE XOJIbI.

4.3. IIporuBomoka3zanus

— I'unepuyBcTBUTENBHOCTh K cepedpa MPOTEHHATy WM K JII0OOMY M3 BCIIOMOTaTeNbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3aene 6.1.;

— OepeMeHHOCTb, IEPHO/T JIAKTALIUH;

— arpodUUECKHUI PUHUT.
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4.4. OcoOble yka3zaHus U MepPbI NPEA0CTOPOKHOCTH %&hﬂﬁt&&ﬁéﬁ;ﬁﬂtw: CTb 0004

Bo3moxHo OKpallnBaHUC OTACTIACMOTO U3 HOCA B cepmﬁ WA CUHUH OBECT.

4.5. B3amMmopeiicTBHe ¢ JPYIrHMH JIeKAPCTBEHHbIMHM MpenapataMu W JApyrue BH/bI
B3aNMOJAEHCTBUSA

®dapMakoaHaMHuecKoe, papMaKOKMHETUYECKOE B3aUMOJICHCTBUE: HE U3YUYEHO.
dapmarieBTHYECKOE B3aMMOICHUCTBUE: COJIM IIMHKA, MEIW, CBUHIA, cepedpa, PTYTH, Keiesa,
AIIOMUHUS 00pa3yloT C pacTBOPOM IIperapara HEpPacTBOPUMBIE OCAJKM; PACTBOp Iperapara
WHAKTUBUPYETCS COJISIMU QJIKAJIONI0B U OPTraHUYECKUMHU OCHOBAHUSIMU (3MUHEDPHH).

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JJAKTALMS

[Ipemapar  mpoTHUBOMOKa3aH BO  BpeMs  OEpeMEHHOCTH W KOPMALIMM  MartepsM,
Ipy HEOOXOIMMOCTH NPUMEHEHHUSI Mperapara IpyJHOoe BCKapMIIMBAaHUE CIIEAYeT IPEKPaTHUTb.
4.7. BuausiHMe HAa CMOCOOHOCTH YNPABJATH TPAHCMOPTHBIMHM CPeACTBAMH M PadoTaThb
¢ MeXaHM3MaMH

Cuanop Heo He OKa3bIBACT BJIMSHUE HAa CIIOCOOHOCTH YMPABIATH TPAHCIOPTHBIMU CPEICTBAMU
U paboTaTh C MEXaHU3MaMHU.

4.8. HexenaTejabHble peakuuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Jlerkoe pazapakeHUE CIU3UCTONM OO0OJOYKH, MOKEHHEe, 3y[, alJIepruuecKue peakiuu

(KpanMBHHIIA, aTOMMYECKUI JepMaThT, oTeK KBUHKE, aHaMIaKTHYECKUH IIIOK).

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co0o0maTh 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIUAX TOCTIE PETUCTPAINH TIperapara
C Menplo 00eCredYeHHs HENMPEepPhIBHOTO MOHHTOPHUHTA COOTHOIICHUS <«II0JIb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYEeTCS COOO0IaTh O JIIOOBIX
MI0JI03PEBACMBIX HEXKEJIATEIbHBIX PEaKIUsAX JEKapCTBEHHOTO Iperapara depe3 HaIl[MOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXKENIaTeJIbHBIX PEAKIUAX TOCyIapCcTB — UWICHOB EBpasuiickoro

OKOHOMHUYECCKOI'O COrO3a.

Poccniickas @enepanvs

®depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpPaHCHHUS.

Anpec: 109012, r. MockBa, CnaBsiHcKas iomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

[Ipu pekomengyeMOM crioco0e MpUMEHEHUs TIepeI03UPOBKA MaJIOBEPOSITHA.

CuMITOMBI

Bo3moxxHo ycwienne mno6ouyHbIX AddekroB. [Ipym caydaliHOM mMporiaThIBAHUU OOJBIIOTO
KOJIMYECTBA, MpenapaT MOKET BbI3BATh pa3/IpakeHUE KeNlyI0UHO-KUIIIEYHOTO TPaKTa.

Jleduenue

[Ipyn cunpHOM pa3gpaxKeHUH, MOKCHHUU, 3yle CIU3UCTBIE OOOJOYKH TPOMBITH OOJBIINM
KOJINYECTBOM BOJIbI B T€UeHUE 15 MUHYT. JIeueHne CHMITOMAaTHYECKOE.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoamHamMHYecKHe CBOICTBA

dapMakoTepaneBTUYECKass Tpymma: Mmpenapatbl  JAis  JiedeHUs  3a0oJeBaHUM  Hoca;
JNEKOHTECTaHThl U JpyrHe TMpenaparbl A MECTHOrO TpPUMEHEHHS; JApYyrue ImpenapaTsl
JUIsL IeueHns 3a00JIeBaHUN HOCA.

Kon ATX: RO1AX10

Mexanuszm geiicTBus

Mexanusm nericTBus cepedpa mpoTenHaTa OCHOBaH Ha TOM, YTO MOHBI cepeldpa 0CakIatoT OeIKu
1 00pa3yroT 3alIUTHYIO TJICHKY Ha TTOBPEXKICHHON CIU3UCTON 000JI0UKE, KOTOpask CIIocoOCTBYyeET
YMEHBIIIEHUIO YYBCTBUTEIHHOCTH HEPBHBIX OKOHYAHWHA W CY)KCHHIO KPOBEHOCHBIX COCY/IOB
(3TO TPUBOAWT K yMEHBIIECHUIO OTEKAa), YTO B CBOIO OdYepelb OOYCIAaBIUBAET TOPMOXKEHUE
BOCIIAIUTENBHBIX peakimid. VoHBI cepeOpa Takke MONABIAIOT Pa3MHOXKCHHE Pa3IMYHBIX
OakTepuii. AKTHBEH B  OTHONIGHHH TIPaMIOJOXKHUTEIBHBIX W  TPaAMOTPUIATECIBHBIX
MUKpoOpranusMoB: B. cereus, C. albicans, E. coli, P. aeruginosa, S. aureus, A. niger, S. abony

U IpyTHE.

dapmakognaamMuyeckue P PeKTel

[Tpenapat cepebpa (cepebpa mporenHat coaepxut 7,5-8,5 % cepebOpa). OkaszbIiBaeT BSKYILEE,
AQHTHCENTHYECKOE U MPOTHUBOBOCIIATIUTEIbHOE AeHcTBHE. [Juccomuupyer ¢ 00pa3oBaHHEM HOHOB
cepebpa, koropele cBszbBatoTcst ¢ JIHK Oaktepuii M OpemsTCTBYIOT HX Pa3MHOXKECHHUIO
Ha CIIM3HUCTHIX 000JI0YKaX B YCIOBUSX MECTHOTO MPUMEHEHUSI.

5.2. ®apmakoKHHeTHYECKHE CBOMCTBA

[Ipu MeCcTHOM NPUMEHEHUH MTPAKTUYECKH He abcopOupyeTcs.

6. ®APMAIEBTHYECKHE CBOWCTBA

6.1. IlepeueHb BcmoMorareJbHbIX BellECTB

—  I'muuepun (rmunepon) (E422);

— mnoBuuoH K 90;

- BOJa OUYHMIICHHAs.
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6.2. HecoBMeCTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2 roxa.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B OPUTHHATIBLHOM yMakoBKe (()JIakoH B Mayke) AJIS 3alIUTHI OT CBETA MIPH TEMIIEpaType
ke 25 °C.

6.5. Xapakrep u coxep:kaHue NePBUYHON YIIAKOBKHU

ITo 10 mu, 15 mut, 20 Mt BO (h1akOHBI TEMHOTO CTEKJIa ¢ BAHTOBOM TOPJIOBUHOM MM BO (DIIAKOHBI
U3 TOJIMITWICHA HU3KOIO [aBJICHUS, YKYIIOPEHHBIE HACaIKOH-PACIbUIATENIEM IOJIUMEPHOU
C 3allIUTHBIM KOJITIAYKOM.

Ha ¢nakoH HakIenBalOT AITUKETKY CaMOKJIESIIYIOCS.

@DakoH ¢ JIMCTKOM-BKJIA/IBIIIEM TOMEIAIOT B MaYKy U3 KapTOHA Ui NOTPEOUTETHCKON Taphl.

6.6. OcoOble Mepbl MNPEJOCTOPOKHOCTH TNPHM  YHUUYTOXKEHHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WINH OTX0J0B, TMOJYYEHHBIX [0CJe MpPUMeHEHUs
JIEKApPCTBEHHOI0 Mpenapara, ¥ pyrue MaHuMyJ/JIsiiiU ¢ NpenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JAEPXKATEJDb PETUCTPAIIMOHHOT'O YIOCTOBEPEHUSA

Poccniickas @enepanvs

AxkunonepHoe obmiectBo «IIpousBoacTtBeHHas (apmareBTHueckas kKommaHus OOHOBIIEHHE
Opunnuecknit  anpec: 633621, Hoocubupckas o00m., Cy3yHckuii paiioH, pi. Cy3yH,
yi. Komuccapa 341bk0Ba, 1. 18.

Temn./akc: 8 (800) 200-09-95.

7.1. IlpencraBuTeib AepKaTENsl PErHCTPALMOHHOIO YI0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanys

Axunonepnoe o6mectBo «IIponsBoacTBeHHas hapmareBTHUecKas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yn. CrannmonHasi, a. 80.

Ten./bakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(006998)-(PT-RU)


mailto:pretenzii@pfk-obnovlenie.ru
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9. JIATA MEPBUYHOM PETMCTPAIIUM (ITIOJATBEPXJIEHHNS PETUCTPAIINMA,
HNEPEPETUCTPALINN)
Hara nepsuyHoil peructpamuu: 29.05.2024

10. JATA IIEPECMOTPA TEKCTA

OOmast ~ XapakTepuCTHKa  JIeKapCTBeHHOro  mpemapara  Cuamop  HeO  JIOCTYITHA

Ha WHQPOPMAMOHHOM TopTaje EBpa3sMiiCKOr0 3KOHOMHYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «MHTepHeT» https://eec.eacunion.org/


https://eec.eaeunion.org/

