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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1004

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

®pwuzanta, 12,5 mr/mi, cripeil Ha3aaIbHBIN

2. KAYECTBEHHBIN U1 KOJTMYECTBEHHBI COCTAB

JleiicTBytolee BEMeCTBO: (PpaMULICTHH.

1 M mpenapara coaepkut 12,5 mr ¢ppamurieTrHa (B Buae ppamMuIieHTHHA CcylibdaTa).
BcnoMoratenpHble BelecTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: MeTHIInaparuapokcudensoar (cM. pazzaen 4.4).

[TonHbIN IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBENICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crnpeii Ha3aIbHBIN.

[Tpo3paunblii O€CLBETHBIN UITH CBETIIO-KENTHII pacTBOP.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

JlexapcTBeHHbIH NpenapaT @pu3aHTa MoKa3aH K IPUMEHEHHUIO y B3pocibIX U fereit ot 0 1o 18 ner
B COCTaBe KOMOMHHMPOBAaHHOW Tepamuu NpuU HHQPEKIIMOHHO-BOCHIAIUTENbHBIX 3a00JI€BaHUSIX
BEPXHHUX OTAEJIOB JbIXaTEJIbHBIX MyTEH, B T.4.:

—  pUHHTHI,

—  puHO(APUHTHUTHI;

—  CHHYCHUTHI (TIpH OTCYTCTBMU MOBPEXICHUN TEPErOPOJIOK).

HpO(I)I/IJ'IaKTI/IKa " JICYHCHUC BOCHAJIUTCIIBHBIX MTPOUCCCOB MMOCIIC ONCPAaTUBHLIX BMCIIATCIILCTB.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuMm no3upoBanus

Bspocnvie
[To ofHOMY BOPBICKMBAHUIO B KaX bl HOCOBOM X0/ 4—6 pa3 B CYTKH.

JmuTenbHOCTD JIeUeHus — He OoJiee 7 THEM.

Jemu
ITo ogHOMY BIPBICKMBAHUIO B KayKIbli HOCOBOM X0/ 3 pa3a B CyTKH.

JImuTenbHOCTH JIeUeHHs — He OoJiee 7 THEH.
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Cnoco0 npuMeHeHus

WNutpanazansHo. [Ipu ynorpebiennu ¢uiakoH cieayeT Iep>KaTh B BEPTUKAILHOM IOJI0KECHUH.

4.3. [IpoTuBONOKA3aAHUS

— T'unepuyBCTBUTENBHOCTh K (QpPaMHUIETUHY WIM JPYTUM aHTHOMOTHKAM W3 TPYIIIBI
AMHHOI'JIMKO3U 0B I/I/I/IJII/I K JIIOGOMy N3 BCIIOMOIraTCJIbHBIX BCHICCTB, ICPCUHUCIICHHBIX B
pazzene 6.1.

— bepemenHocTh U epuo1 TPyIHOTO BCKapMIIMBaHus (CM. pasjen 4.6).

IIpenapar He cneayeT NIPUMEHATH JUI IPOMBIBAHMS PHUIATOYHBIX Ia3yX HOCA.

4.4. OcoOble ykazaHHus ¥ Mepbl NPeJI0CTOPOKHOCTH NIPH IPUMEHEHUH

HpI/I JICHCHHHU BO3MOXKHO IMOABJIICHHUE PE3UCTCHTHLIX IITAMMOB MUKPOOPTaHHU3MOB.
AMUHOTTIUKO3UIHBIC AHTHOMOTHKH (B TOM 4YHclie (hpaMHUIICTHHA CyIb(aT) MOTYT BBI3BIBATH
00paTHUMyI0, YaCTUYHYIO WJIH TOJIHYIO TIYyXOTY U OKa3bIBaTh HE(PPOTOKCUYECKOE JCHCTBHE MpHU
CUCTEMHOM MPUMEHEHUH U MECTHOM HAaHECEHHH Ha OTKPBITHIE paHbl MM MOBPEKICHHYIO KOXKY.
Ot 3G DEeKTH SABIAIOTCS 10303aBUCUMBIMU U YCHIIMBAIOTCS IPU HAPYIICHUSX (QYHKIUU MTEYECHU
uinn novek. [Ipu mpuMeHeHMH mpenapaTta dTUX SIBICHHH HE HaOII0aNoCh, OJTHAKO CIEAYeT
YUHUTBIBATh PUCK UX BOZHUKHOBEHUS B CIIy4ae MECTHOTO MPUMEHEHUS BBICOKHX J103 IIpenapara y
nereil. Tepanuro He clielyeT NpoAOKaTh OCIE UCYE3HOBEHUSI CHMIITOMOB.

BcnomMmorarennHble BelecTBa

[Ipenapar ®puzanta COAECPKUT METHINMAPATHAPOKCUOCH30aT, KOTOPHIH MOXKET BBI3BIBATH

AJUICPruieCKrue peakunuu (B TOM YHCIIC, OTCpO‘IeHHHe).

4.5. B3auMmojeiicTBMe C JAPYrHMH JIEKAPCTBEHHBIMH IMpenapaTtamMu W Jpyrue BH/bI
B3auMoOAeHcTBHSA

JlekapcTBEeHHOE B3aMMOJICMCTBHUE TIpernapara ¢ JAPYTMMHU JIEKAPCTBEHHBIMU CPEACTBAMHU HE
BBISIBJICHO.

He cnenyer mnpumensTs ¢pamunernHa cyiabhaT BMECTe ¢ JIPYTUMH aHTUOMOTHUKAMH,
OKa3bIBAIOITUMU OTOTOKCHYECKOE NEUCTBHE M HE(PPOTOKCHYECKOE JEUCTBUE (CTPENTOMHIINH,

MOHOMMIIMH, KAHAaMHIIHNH, I‘eHTaMI/IHI/IH).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMUSA

bepemeHHOCTD

[Ipenapar ®pusadTa MPOTUBOMOKA3aH BO BpeMsi 0E€pEMEHHOCTH.
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JlakTamus

IIpenapar ®@pusanra NPOTUBONIOKA3aH B IIEPUOJ TPYIHOIO BCKaPMIIMBAHUS.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMU CPeACTBAMHM H PadoTaTh €
MeXaHU3MaMHu

[IpenapaT He OKa3bIBACT BIMSAHUS HA CIIOCOOHOCTH YIPABISATH TPAHCIOPTHBIMU CPEICTBAMH,
MCXaHU3MaMH W Ha BBIIIOJHCHHUEC APYIUX MNOTCHIUAIBHO OIIACHBIX BHIAOB JACATCIBHOCTH,

TpC6y1-OH_II/IX MTOBBIIICHHOMN KOHLCHTPAIMX BHUMAaHUA U 6BICTpOTBI IICUXOMOTOPHBIX peaKHHﬁ.

4.8. HexxenarejbHbIEe peakKuuu

PesroMe HexxenaTeabHbIX PEaKIUi

HpI/I IIPUMCHCHHHU JICKAPCTBCHHOTI'O IIpCIiapaTa d)pnsaHTa BO3MOJKHBI aJINTICPTHICCKHUEC PCAKITHNH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0mare 0 TMOA03pEeBAaCMBbIX HEXKENATSNbHBIX PEAKIHAX II0CTEe PETUCTPAINU
JIEKApCTBEHHOTO Tperapara ¢ HelIbl0 00eCTIeYeHNsT HePEPHIBHOTO MOHUTOPUHTA COOTHOIIICHHS
«I10JIb3a — PHUCK» JIEKaPCTBEHHOIO Ipenapara. MenuIuMHCKUM pabOTHUKaM pPEKOMEH]yeTCs
coollaTh O MOAO3PEBAEMBIX HEXENaTeJIbHBIX PEAaKLUAX JIEKAPCTBEHHOro IpenapaTta 4depes
HAIlMOHAJIbHBIE CHCTEMBI COOOIIEHHWS O HEXENaTeIbHBIX PEeaKIUsIX ToCyIapCTB-UWICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas ciiyx0a 1o HaJ30py B cepe 3ApaBOOXPAHEHHUS.

Anpec: 109012, r. Mocksa, CraBsiHcKast miiomiaip, 1. 4, ctp .1.

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceT «HTepHeT»:

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

4.9. Ilepeno3npoBka

B cBs31 ¢ HU3KOI CTENIEHBIO a6cop6um/1 B CUCTE€MHBIM KPOBOTOK IEPCAO03UPOBKA MAJIOBCPOATHA.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaMHYeCcKHe CBOHCTBA

dapMakoTepaneBTUUYECKas TPYIIa: MpenapaTsl sl IeUeHUs 3a00JIeBaHUN HOCA; IEKOHTeCTaHThI
U IpyTue Ipernaparsl A MECTHOTO MPUMEHEHMS; IpyrUe Mpenapathl s JIedeHHUs 3a001eBaHuil

HOCa.
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Mexanuswm aeiicteus U hapMmakoauHamuueckue 3O GEKThI

AHTUOMOTUK W3 TPYIIEI AMHHOTJIMKO3UIOB JJIi MECTHOTO NMPUMEHEHHSI B OTOJIAPHHTOJIOTHU.
JeiicTByeT OakTepUIMIHO. AKTUBEH B OTHOIICHHHM OOJBIIWHCTBA T'PAMIIOJIOXKHUTEIBHBIX U
rpamMoTpunaTeabHbIX OakTepuii (Staphylococcus aureus, Escherichia coli, Klebsiella pneumoniae,
Haemophilus influenzae), BBI3BIBAIONIMX pa3BUTHE WH(EKIIMOHHBIX IPOIECCOB B BEPXHUX

OTACIaxX AbIXaTCIbHBIX HYTCfI.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

[Tpemapar o6yagaeT HU3KOW CUCTEMHOM abcopOIrel Tpu MECTHOM MTPUMCHCHHUMU.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. IlepeueHb BCIOMOraTe/ibHbIX BelIECTB
Harpus xnopun

Hatpus uutpara nuruapar
MetunmnaparuagpokcuoeH3oar

JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Bonma ounmennas

6.2. HecoBMecTHMOCTE

He npumennmo.

6.3. Cpok romHocTH (CPOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHuThb 1pHu TeMIiepatype He Boime 25 °C.

6.5. Xapakrep u coaepkaHue NEPBUYHON YIIAKOBKH
15 M1 BO (pr1akoHE 13 MOJMATHIIEHA HU3KOTO AABJICHUS C 103aTOPOM JUIsl HA3aIbHOTO MPUMEHEHUS

B KOMIIJICKTC C KOJIIIAYKOM. O,Z[I/IH (I)J'IaKOH BMECTC C JIMCTKOM-BKJIAABIINIEM B IMAYKC U3 KapTOHA.
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6.6. OcoOble Mepbl NPeTOCTOPOKHOCT npu" yﬁﬂﬁ%&%ﬁﬁ”hﬂﬁﬁﬁ&%ﬂom

JIEKAPCTBCHHOI'0 nmpemnapara HJIHA 0TX0/10B, MOJYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara, 1 Apyrue MaHMIyJJAluu ¢ nmpemnaparomM

Her oco0bIx TpeOoBaHUI.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccus

AO «BEPTEKC»

Anpec: 197350, r. Cankr-IletepOypr, Jlopora B Kamenky, a. 62, qut. A.
Tenedon: 8 (800) 2000 305

Anpec 3IeKTPOHHOM MOYTHI: vertex@vertex.spb.ru

7.1. IlpeacTaBUTEIb €pPsKATE/ISI PETHCTPALMOHHOIO Y10CTOBEPeHH

[Iperen3un norpedUTENEeH HAOPABIATE 110 aIPECY:

Poccus

AO «BEPTEKC»

Anpec: 197350, r. Canxt-IletepOypr, [lopora B Kamenky, a. 62, aut. A.
Tenedon: 8 (800) 2000 305

AJipec 251eKTpoHHOM nouThl: pharmacovigilance@vertex.spb.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. TATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHUWSI PETHCTPAILINU,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mrast XxapakTeprcTUKa JeKapCTBEHHOro npenapara dpuszanra JoCcTymHA Ha MH)OPMAIIMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHOW CEeTH

«utepHer» http://eec.eacunion.org/.
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