COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.04_.2024 Nz 8158

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
AxBa-Punocouns, 0,65%, cipeil Ha3aJIbHBIN

AxBa-Punocouns, 0,9%, cnpeit Ha3anbHbIN

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB
JlelicTByrolee BELECTBO: HATPUS XJIOPH]L

Hatpus xmopua, 0,65 %, cupei Ha3aabHbBIA

B 1 mu1 pactBopa conepxutcs 6,5 Mr HaTpus XJIOpUA.
BcnomoraTenbHble BElIeCTBA, HATUYME KOTOPHIX HA/I0 YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npermapara: OeH3aITKOHUS XJIOpUI (CM. pa3aeisl 4.4).

Harpus xiopua, 0.9 %, cupeli Ha3aabHbBIA

B 1 M1 pacTtBopa copepkutcss 9 Mr HATPUs XJIOPHIA.
BcrnomorarenbHbie BEIIECTBA, HAIMYHE KOTOPBIX HAJIO YUYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npermapara: 0eH3aIKOHUS XJIOpUI (CM. pa3aeisl 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii Ha3aIbHBIN.

Hp03paqHa;1 6GCI_IB6THa$I WK CJICTKA KEJITOBaTasd ) KUJIKOCTh.

4. KINMHUYECKHUE JJAHHBIE

4.1. IToka3aHus1 K IPUMEHECHHUIO

[Ipenapat AxBa-Punocoins, 0,65%, cripeil Ha3aJIbHBIN IPUMEHSIETCS Y B3pOCIbIX U ieTeil ¢ 0 1o
18 ner. Ilpenapar AxkBa-Punocoins, 0,9% crnpeit Ha3aIbHBIN NPUMEHSETCS Y B3POCIIBIX U I€TEH C
2 no 18 net. 'urneHndyeckuii yxoJ 3a CIu3UCTON 000JI0UKOIl OJIOCTH HOCA, OUUIIIEHUE TTOJIOCTH
HOCA OT BSI3KOH ciu3u U KopoueK. CyXoCTh CIU3UCTON 000I0UKH MOJIOCTH HOCA, B T. Y.
BO3HHUKaromiasa mpu HpC6BIBaHI/II/I B 3aIlbIJICHHBIX IIOMCIICHUAX, IIOMCIICHUAX C
KOHJIUIIMOHEPAMHU, PU paboTe C JIAKOKPACOUYHBIMU MaTepuanamu. CHHYCUT, pUHUTHI
Pa3INYHON 3THOJOTHHU (B KOMIUIEKCHOM JICUEHHH), ITOCIIE XUPYPrHUECKOr0o BMEIIATEeIbCTBA Ha

IIOJIOCTH HOCA.

4.2. PesxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUs

Pexxum go3upoBaHus

HpI/I THTUCHUYCCKOM YXOJI€ U B KOMIIJICKCHOM JICYHCHHU

Bspocnvie
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Crpeit HazanpHbIN 0,65 % unn 0,9 % — no 2 B LICKHBaﬁQQIE:Im;:I%%IEE&IBH ';:([):z[-rf'-él;l plz{zld B
p It

CYTKH, TIPH HEOOXOJMMOCTH YalIle.
eTH
Jlemu 0o 2-x nem
Cupeii HazanbHbIl 0,65 % 110 1 BOpBICKMBaHUIO B KaX/Iblii HOCOBOM X011 3-4 pa3a B CyTKH.
Jlemu cmapuwie 2-x nem
Cnpeit HazanbHbI 0,65 % win 0,9 % 1o 2 BOpbICKUBaHUS B KaX bl HOCOBOU X0/ 3-4 pa3a B
CYTKH, IIPH HEOOXOAMMOCTH Yallle.
Kypc npodunaktuku u geueHus coctanisieT 2-4 Helenu (Ha yCMOTPEHUE JIeUallero Bpaya).

Cnooco0 nnpuMeHeHus

WHTpanazaibHO.

Yepes 2-3 MUHYTHI OCIIC BIPHICKMBAHUHN CIIEAYET OUUIIATh HOC C TOMOIIBI0 HOCOBOTO TIATKA
WJIA BAaTHOTO TaMITOHA.

4.3. lIlpoTuBONOKA3aAHUS

® TUTIEPYYBCTBUTEIHLHOCTh K HATPUS XJIOPHUILY W/UIU K JIFOOOMY M3 BCIIOMOTATEIIbHBIX BEIECTB,

NIEPEYUCIICHHBIX B pazjene 6.1;

® JIETCKU Bo3pact 10 2-x jet i crpes 0,9 %.

4.4. OcoOble ykazaHHusl U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

He pekoMenayeTcst HCIOIb30BaTh OJUH ()JIAKOH Pa3HBIMU JIFOJBMHU H3-32 OMACHOCTH
NEePEeKPECTHOr0 NUHPUIIUPOBAHMUSL.

IIpn npumMeHeHny npenapara B KOMIUIEKCHOM JIEYEHUH, APYTHE JIEKAPCTBEHHBIE CPEACTBA
BBOJISITCSI HHTPaHa3aIbHO TOCTIE OUYHILEHUS TToJI0CcTH Hoca (depe3 10-15 MmuHyT nmocne
MpUMEHEHUs cripest AkBa-PuHocoub).

BcrnoMmorarensHble BellecTBa

HpenapaT COACPIKUT OCH3aIKOHUS XJIOpUL, KOTOpLII\/’I MOZKCT BbI3bIBATH PA3APAKCHUC U

OTCYHOCTH CIU3UCTON 000JO0UYKH HOCA.

4.5. BzaumoaeicTBus ¢ IPYrHMH JICKAPCTBEHHBIMH NpenapaTaMu U Apyrue BUAbI
B3aMMO/EHCTBHA

IIpenapar He OKa3bIBAET CUCTEMHOTO BO3/ICHCTBHS Ha OpraHu3M. B3zauMozeiicTBue ¢ Apyrumu
JIEKApCTBEHHBIMH ITpenapaTamMu He BbISIBICHO. BO3MOXXKHO TpUMEHEHNE ¢ APYTUMHU

JICKAPCTBCHHBIMU CPCACTBAMHU B COCTABC KOM6HHHpOBaHHOﬁ TCpaIunu.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JAKTALMS

bepemeHHOCTD

Bo3moxHO IMPUMCHCHUC IIpCIiapaTa IIpu 6CpCMeHHOCTI/I.
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(NOCNEQCBATENEHOCTE 0003)

JlakTanms

Bo3M0oxHO TpMEHEHre TTpenapara B epruo Py THOTO BCKapMIIMBAHUSI.

4.7. Biusinde Ha CMOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeACTBAMHU H PadoTaTh ¢
MeXaHu3MaMHu

[Ipenapar AkBa-PuHOCOIB HE BIHMAET HA CIIOCOOHOCTD YITPABJISATH TPAHCIIOPTHBIMHU CPEJICTBAMH,
MEXaHU3MaMH.

4.8. HexkennaTeibHbIe peakunu

Bo3MoxHBI ayuiepruueckue peakiuu.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0miarh 0 moJ03peBaeMbIX HEXKENATENIbHBIX PEAKIUAX [10CJIE€ PETUCTPALUN
JIEKapCTBEHHOT'O IIperapara ¢ IeJIb0 00ecTeueHus] HeMpepbIBHOIO MOHUTOPUHTA
COOTHOILEHUS «I10JIb3a — PUCK» JIEKApCTBEHHOTO Mpemnapara. MeIuiuHCKUM pabOTHUKAM
peKoMeHayeTCsl cooOLIaTh O JIFOOBIX [10103PEBAEMBIX HEKEIATEIbHBIX PEAKIIUIX
JIEKapCTBEHHOI'0 IIperapara 4yepe3 HallMOHAJIbHbIE CUCTEMBI COOOIIEHUS O HEXKENATEIbHBIX

peaknusaXx rocyaapCTtB — 4JICHOB EBpaSHﬁCKOFO O9KOHOMHYCCKOI'O COrO3a.

Poccuiickas ®@enepanus

OdenepaiibHas Ciryx0a 1Mo Ha3OPY B chepe 31paBOOXPaHCHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1.
Temedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B muHGOpMaIlMOHHO-TEIEKOMMYHUKAIIMOHHON ceTn «IHTepHEeT»:!

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Crny4an niepe1o3upoBKU HE OTTUCAHBI.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoauHAMHYeCKHe CBOIiCTBA

dapmakoTeparneBTHUECKas TPyIIa: Ha3adbHbBIE MIPETapaThl; MPOYre Ha3aIbHbIC IpenapaThl
JUTSE MECTHOTO TTPHMEHEHHSL.

Kox ATX: RO1AX10

Mexannsm geficTBus

VBIaXKHSET CIU3UCTYIO 000JIOUKY MOJIOCTH HOCA, Pa3KUKAeT I'YCTYIO CIIN3b, Pa3MArdaeT CyXue

KOpPOYKH B HOCY U CHOCO6CTByeT HX JICTKOMY YIOaJICHUIO. BoccranapnuBaer IpoxXoaAuMOCTb
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HOCOBBIX XOJ[0B, 00JIEr4aeT HOCOBOE JBIXaHHE 33 CUYET VBIAKHE CIU3ZUCTON OOOTOUKH - =

HIOJIOCTH HOCA U pa3kmkeHus ciu3u. pH pactBopa npenapara 61130k k pH ectecTBeHHOI

CEKPETOPHOM >KUAKOCTU CIM3HCTON 000JIOUKH MOJIOCTH HOCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHsb BCIoMOraTeJibHbIX BellleCTB

Kamus quruapodocdar

Hatpus ruapodocdara quruapar

benzankonus xmopu

Bopa ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

3 roga.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

[Tpu Temneparype He Bbiie 25°C B 3aIIUIIEHHOM OT CBETA MECTE .

6.5. XapakTep u coepxkaHue NEPBUYHON YIIAKOBKH

[To 20 M npemnapaTa BO (IaKOHBI U3 CBETION CTEKJIISTHHOM TPYyOKH MEPBOTO TUIPOIUTUUECKOTO
KJIacca YKyHOpeHHBIe 00KUMHBIM MUKPOCIIPEEPOM C PaCTIBUTHUTEIILHOW HACAIKOW U 3aITUTHBIM

KOJIITAYKOM.

Kaxnp1ii (h1akoH BMeCTe C MHCTPYKIHEH 10 MEUITTHCKOMY MTPHUMEHEHHIO MOMEMIAI0T B TTAUKy
U3 KapTOHA.

6.6. OcoOble MepbI NPEAOCTOPOKHOCTH MPH YHHUYTOKEHUH MCTI0JIb30BAHHOTO
JIEKAPCTBEHHOI0 NMpenapara WM 0TX010B, MOJYYEeHHBIX MMOcJI€e MPUMEeHEeHUsl
JIEKApCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISINUHU ¢ PenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS

Poccuiickas ®@enepanns

000 «Dupma «BUIIC-MEI»

141190, MockoBckast 061., T. @psasunHo, Tep. Bocrounas 3aBojckas HpOMBIIIICHHas, 1. 3a,
s1/mom/kab 2/2003/23

7.1. [IpencraBureib AepKaTessi perucCTPAIMOHHOTO YA0CTOBEPEeHUA

[Mperen3un norpedUTENed HAIPABIATH 110 aIPECY:

Poccniickas @enepanvs
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000 «®upma «BUIIC-ME/I» (MOCHELOBATENBHOCTEL 0003)

141190, MockoBckas 00:m1., r. @ps3uHo, Tep. Bocrounas 3aBojckas MpOMEBIIIICHHAs, A. 3a,
s1/mom/kab 2/2003/23

Ten.: 8 800 707 07 65

Anpec 351eKTpoHHOM nouThl: utenkov(@vipsmed.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOJATBEPXJIEHHSI PETMCTPAILIUY,
INEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OOmast  xapakTepuCTHKa JIEKAPCTBEHHOro mpemnapara AkBa-PuHoconp  J0CTynmHa Ha
MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYyHHKaIMoHHOH cetn «aTepuer» http://eec.eaeunion.org/


http://eec.eaeunion.org/

