COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 17.03.2025 N= 7057

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFO TIPEITAPATA "702)

1. HAUMEHOBAHUE JIEKAPCTBEHHOTI' O IIPEITAPATA
Cannuunosas KUcioTa, 1%, pacTBOp A1 HAPYKHOTO IPUMEHEHHUS CIIUPTOBOM.
CanuuunoBas KUcioTa, 2%, pacTBOpP AJisi HAPY>KHOTO IPUMEHEHHUS CIIUPTOBOM.
2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBINA COCTAB
JelicTByroliee BEMECTBO: CaTUIUIOBas KUCIIOTA.

Canmmimnosast KucioTa, 1%, pacTBop julsd HapyKHOT'O IPUMEHEHHUS CIIMPTOBOM

B 100 M pactBopa comepkutcs 1 T CaluuIoBONH KUCIOTHI.

CanuimiioBas Kuciiora, 2%, pacTBOp Ui HAPYKHOTO IIPUMEHEHMS CITMPTOBOU

B 100 mut pacTBOpa COAEPIKUTCS 2 T CATUIMIIOBON KUCIIOTHI.

[TonHblii IEpedYeHb BCIOMOTaTEIbHBIX BEIIECTB IIPUBENIECH B pasnene 6.1
3. JEKAPCTBEHHAS ®OPMA

PacTBOp AJ1s1 HApY’)KHOTO NPUMEHEHUS CIIUPTOBOM.

becuBetHas mpo3padHast JKUAKOCTD € 3allaXOM CIHUPTA.

4. KIMHUYECKHUE JAHHBIE

4.1 IloxazaHusi K NPUMEHEHUI0

[Tpenapat CanunuioBasi KMCJIOTa TIOKa3aH K IPUMEHEHUIO Y B3POCIbIX U JA€Tel B Bo3pacTe oT 1
roja.

XKupnas cebopest, XpoHUYecKast IK3eMa, OOBIKHOBEHHBIE YTPH.

4.2 Pe:kuM 103MPOBAaHUS H CIIOCO0 NPHUMEHEHU

PexuM no3upoBaHus

[TpenapaT HaHOCAT Ha MOPaXKEHHYIO MOBEPXHOCTh 2—3 pa3a B CyTKU. MakcuMmallbHasi CyTO4Has
no3a s B3pocaslx — 20 mut 1 % pactBopa win 10 mu 2 % pactopa.

HDOIIOJDKI/ITGJIBHOCTI) Kypca TCparnuun

He Gomee 1 nenenu.
eTu
[IpenapaT HaHOCAT HAa MOPaKEHHYIO MOBEPXHOCTh 2—3 pa3a B CYyTKH.
MakcumanbHasi cyTouHas qo3a s aereid — 2 mi 1 % pactBopa uinu 1 mit 2 % pactBopa.
D¢ dexTuBHOCTL U O0e30MmacHOCTh npenapara CanuiuioBas KHCIIOTa y AeTeil B Bo3pacte oT 0 10
1 roga He ycTaHOBIEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnooco0 rnpuMeHeHus

Hapy:xHo.
4.3 IIpoTuBONOKA3AHUSA
. TUIEPYYBCTBUTEIBHOCTh K CATUIMIIOBOM KUCIOTE WK K JIIOOOMY M3 BCIIOMOTaTENbHbBIX

BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;
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o MOYeYHask HEJOCTATOYHOCTb;

. OepeMEHHOCTb;

. IIEPUOJ TPYIHOI0 BCKapMIIMBAHMS,

o Bo3pacT 110 1 roga (3¢ heKTUBHOCTH U OE30MACHOCTh HE YCTAHOBJICHBI).

4.4 OcoOble ykazaHusi U Mepbl MPEI0CTOPOKHOCTH NMPH NMPUMEHEHUHN

He crnienyer HaHOCHTB Iipenapar Ha poJuMble IsITHA, OOPOIaBKH, CIM3UCThIE 000JIOUKH, PAHBI.
[Ipn neuenun pereii HeoOxomumo wu30eraTh OOPaOOTKM HECKOJNBKHUX YYaCTKOB KOXKHU
OJIHOBPEMEHHO.

[Ipu momamanuy Ha CIU3HUCTBIE 000JIOYKH HEOOXOAMMO MPOMBITH COOTBETCTBYIOIIYIO 00JIACTh
OOJIBIINM KOJMYECTBOM BO/JIBI.

HeobxonuMo y4HTHIBATh, YTO MPH KOXKHBIX 3a00JEBaHUSAX, MPOTEKAIOIIUX C TUIEPEMHEH U
BOCIIAJICHUEM WM C TMOBEPXHOCTHBIMH MOKHYIIUMHU MOPAXKEHUSMU, BO3MOXXHO TMOBBILICHUE
BCACBIBAHMSI CATUIIMIIOBON KHUCIIOTHI.

4.5 B3aumopeiicTBHe ¢ [APYrHMH JIEKAPCTBEHHBIMHM MpenapaTaMM W Jpyrue BHIbI
B3aUMOJACHCTBUSA

CanuuunoBasi KUCJIOTa MOXET MOBBICUTH MPOHUIIAEMOCTh KOXH JJIS APYTHX JIEKAPCTBEHHBIX
CPEJICTB JJIs1 HAPY>KHOT'O IPUMEHEHHUS U TEM CaMbIM YCWJIMTh UX BCACHIBAHHE.

BcocaBmasicst canuuuioBasi KUCIOTa MOXET YCHWINTh 1MoOo4HbIe 3((eKThl MeToTpekcara u
MepopaIbHbIX TUIIOTJIUKEMUYECKUX JIEKapCTBEHHBIX CPEJACTB, MIPOU3BOIHBIX
CyJb()OHMIMOYEBHHEI.

4.6. DepTUIBLHOCTDH, 0€PEMEHHOCTH U JIAKTALMS

bepemMeHHOCTD

HpOTI/IBOHOKa3aH0 NPUMCHCHUC JICKAPCTBCHHOT O IIPCIiapaTa Mnpu 6epeMeHHOCTI/I.

JlakTanms

[IpoTuBomOKa3aHO TpPUMEHEHHWE JIEKAPCTBEHHOTO  Tpemapara B  MEPHOJ  TPYIHOTO
BCKapMJIMBaHHUS.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJIATHh TPAHCHOPTHBIMU CpeACTBAMHM M padoTath ¢
MeXaHU3MaMH

[Ipumenenne mpenapara CanuuuioBas KUCJIOTa HE OKa3bIBAeT BIMSHUS Ha CIOCOOHOCTH K
BBIMIOJIHEHUIO IOTEHIIMAJIbHO OINACHBIX BHJIOB JEATEIBHOCTH, TPEOYIOMMX MOBBILIEHHON
KOHIIEHTPAllU BHUMAaHUS U OBICTPHIX MCUXOMOTOPHBIX peakiuil (ynpaBlieHuEe TPAaHCHIOPTHBIMU
cpeAcTBaMu, paboTa ¢ IBWXKYLIMMHUCSA MEXaHU3MaMH1, paboTa JUcreTdepa U orneparopa).

4.8. HexxennaTesibHbIE peaKkIUu

PesroMme HexxenaTeapbHbIX peaKIU
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[Ipyn npumeHeHun npenapara BO3MOKHBI I/IHmBananﬁgg;{l:Hgﬁé%;&'dé}:lglgl&gcénj—léblln%&ﬂe

peakuu (B TOM 4YHCIIE KOXHAas ChIllb); MECTHBIC peakiuu (pasIpakeHue, AOKCHHE, 3YI,
TUTIEPEMUS KOXKH ).

COO6H.[GHI/I$I O HCXKCJIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOJ03PEeBAEMBIX HEXKENATENbHBIX PEAKIUSAX IOCJIe PETUCTPALUN
JICKapCTBCHHOTO TIperapara ¢ Meliblo 00eCcreYeHrs HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIYeTCs
coo0ImaTe 0 JOOBIX MOJ03PEBACMBIX HEXKENATENbHBIX PEAKIMIX JICKAPCTBEHHOTO Ipernapara
yepe3 HAIMOHAIBHYIO CHCTEMY COOOIICHHS O HEKENATeIbHBIX PEAKIUSAX TOCYIapCTB-UICHOB
EBpazuiickoro 3KOHOMHUYECKOTO COH03A.

Poccutiickas ®@enepanus

OdenepanpHas cayk0a o Hag30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Anpec: 109012, r. MockBa, CnaBstHCKas IJI0mans, a. 4, cTp. 1

Temedonsr: +7 800 550 99 03

DnekrponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Jlo HacTosIIero BpeMEHU CBEACHUM O CIIydasX NEPEeI03UpOBKHU NPU NPUMEHEHUH IIperapaTa He
MOCTYTIAJIO.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1 ®apmakoanHaMHuYecKHe CBOHCTBa

dapmakorepaneBTuyeckas rpymmna: IIpenaparsl co CMAr4arOUMM M 3alUUTHBIM JIEWCTBUEM;
Ipenaparsl CATUIMIOBON KHCIIOTHI.

Kon ATX: DO2AF

Mexanusm neficTBus

Oxa3zbIBaer KEpaTOJIMTHYECKOE, aHTHUCENTHYECKOE, MECTHOPA3IpaXKAroIIee U
POTHBOBOCTIAIMTENbHOE JeiicTBrue. [lomaBnsieT CeKpenuio CalbHBIX M IOTOBBIX JKEIE3.
Crioco6cTBYeT pa3MITr4eHUIO U OTCIOEHUIO OPOTOBEBLIETO CIIOS MUAEPMHUCA.

5.2. apmaKkoKHHeTHYeCKHEe CBOHCTBA

AOcopOuus

[Tpu Hapy>KHOM NMPUMEHEHUH BO3MOXKHA CUCTEMHas abcopOrusl.

6. DPAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/ibHbIX BelIECTB

Ortanoin 96%.

Bona ounmiennas.


http://www.roszdravnadzor.gov.ru/

6.2. HecoBMecTHUMOCTE

PactBop (papmaiieBTHUECKH HECOBMECTHM C PE30pPIHUHOM (00pa3zyeT pacIuIaBISIFONTUECS CMECH)
Y IIMHKA OKCHJIOM (HEpPacCTBOPUMBIN ITMHKA CAJIUIIMIIAT).

6.3. Cpok roqHocTH (CPOK XpaHeHHs)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH IIPH XPAHEHUH

XpaHuThk 1pu Temneparype He Boiie 25 °C.

6.5. Xapakrep u coaepxkaHue NEPBUYHOH YIIAKOBKH

ITo 25 mm, 40 ma 1 90 Mt BO (hJIaKOHBI TEMHOTO CTEKJIa C BAHTOBOM TOPJIOBHHOM, YKYTIOPEHHBIE
npoOKaMH TOJMMEPHBIMU M3 TIOJIMATHIICHA BBICOKOTO JIABJICHUS M KPBIIIKAMHU TOJTMMEPHBIMH
HaBUHYUBACMbIMH U3 MTOJUAITUIIEHA BBICOKOTO/HU3KOIO 1aBJICHHUS.

[To 90 mn Bo (haKOHBI TEMHOTO CTEKJa C BUHTOBOM TrOPJOBHHON, YKYNOPEHHBIE KOJIMAYKaMH
QIIOMHUHUEBBIMU C niepdopanueii.

Kaxnpiii (1akoH BMecTe ¢ MHCTPYKIHEH 110 MEIUIIMHCKOMY TIPUMEHEHHUIO TIOMEINAIOT B MAYKy
U3 KapTOHA.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH YHHYTOKEHHMH HMCIOJb30BAHHOIO
JIeKAPCTBEHHOr0  Mpenapata MJIM  OTXO0J0B, MOJYYeHHBIX IOCje TPHMEeHeHHUs
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMYJIsSIUH ¢ PenapaToM

OcoOble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Poccniickas @enepanus

3A0 «MockoBckas papmaiieBTuyeckas hpadprkar»

Anpec: 125239, Mocksa, ®apmarieBTHIECKUNA MPoe3 I, 1. 1.

Tenedon: +7 (495) 956 05 71

Anpec anekTponHo# nmouThl: fab@mosfarma.ru

7.1. IlpeacraBuTe/b Aeps;KaTe/isi peruCTPALMOHHOI0 YI0CTOBEPEeHHUs
Poccuiickas ®@enepanus

3A0 «MockoBckas (apmarieBTHUecKas padpHukar

Anpec: 125239, Mocksa, ®apmarneBTHIECKHA poe3 i, 1. 1.

Tenedon: +7 (495) 956 05 71

Anpec 3nekTponHoii moutsl: fab@mosfarma.ru

8. HOMEP PETUCTPAHMOHHOI'O YAOCTOBEPEHUA


mailto:fab@mosfarma.ru
mailto:fab@mosfarma.ru
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9. IATA MEPBUYHOIl PErMCTPAIMWIIONTBEPACHE IS PEIMCTPAHIM

(MEPEPETACTPALIAN)

[arta nepBoil peructparuu:

10. IATA IEPECMOTPA TEKCTA

O6H_[8,5{ XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIp€Iiapara CaJ'II/IHI/IJ'IOBaﬂ KHCJIOTa AOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaBHﬁCKOFO OKOHOMHYCCKOI0O COK3a B I/IH(I)OpMaLII/IOHHO'

KOMMYHHUKaIIMOHHOH cetn «IuTepHeT» http://eec.eacunion.org.



