ad SOLOPHARM

HaumeHoBaHue:

Homep cepuum:
Paamep cepuum:

WenbiTaHus npoBeaeHbl No:
Hara npouasoacTea:
Hara npoBefieHUA UCNbITAHWIA:

000 "Tporexc”

195279, Canxr-Nerepbypr r, MuaycrpuansHbiil np-kT, gom Ne

71, xopnyc 2, nutepa A

Ten: +7 (812) 385 47 87 / daxc: +7 (812) 385 47 88
www.solopharm.com

Homep nuuyensun 1012-00102-77/00010670 pata Havana
Aencreus 15.10.2013

Ceprudpukar cooraercraun tpeboranuam Mpasun Hagnexawen
Npou3BOACTBEHKHON npakTukn EASC: GMP/EAEU/RU/O0805 —
2023 o1 06.04.2023 po 05.04.2026

AHanutuyeckui nacnopt Ne I'M-2606 or 10 wions 2023 r.

Keunokr®-COJOdapm, kannu HazanbHbie 0,05%, 10 mn, hnakoH-kanensHuya
MONUMEPHas B KOMINEKTe C KPbILLKON HaBuHYMBaemoii u npobkoit kanensHuuei (1), nadka

KapToHHas
030723

105 120 ynak.
Jn-003187-151119
01.07.2023

04.07.2023 - 10.07.2023

PeructpaunonHoe yaoctoepenue: J1M-003187 or 09.09.2015

lNopew po:

30.06.2025

Hanmeuosam:le TpeboBaHus HOpMaTUBHOW Pe3ynbTarsl UCbITaHuil
nokKasarerneun OOKyMeHTalun
1 2 3
Onucanue Mpoapaunas GECLUBETHAR UMW CBETNO-KENTan KAAKOCTb |l1poapavHan BecuBeTHas MUAKOCTh
MognuHHoCTs:

- KCUNomeTalonuHa  |Ha xpomarorpamme WCnbiTyemMoro pacreopa, Ha XpoMarorpamme ACNBITYEMOrO  pacTeopa,

rMAPOXNOpua NONYYEHHOW NP KONMNYECTBEHHOM ONpPEeAeneHni NONY4YEeHHOW NP KONWUECTBEHHOM  OnNpeaeneHuu
KCMNOMETa30NuHa ruapoXIopKUaa, BpEMS YAEPKUBAHNUA |KCUITOMETA3IoNUHA TUAPOXNOPUAA, spems
nUKa KCUIOMETA30NMHA AOMKHO COOTBETCTBOBATL YACPHUBAHUA NUKa KCUIOMETA30NWHA COOTBETCTRYET
BPEMEHU YAEDKWBAHUA NUKA KCUNOMETA30NUHA BPEMEHU  YACPKUBAHMA  NWKE  KCUNOMETA30NWHA
rUAPOXNOPUAE HA XPOMATOTPaMMe pacTBopa ruapoXnopuaa Ha  Xpomarorpamme pacraopa
cTangapTHoro o6pasua KCUNoMeTasonuHa CTaHAAPTHOTO obpasua KCUNOMETA30MNHA
ruapoxnopuaa ruapoxnopuaa

- GeHzankoHus Ha xpomaTorpamme UCNbLITYEMOTO pacTeopa, Ha  xpomatorpamme MCNBITYEMOrO pacreopa,

XNOPUA NONYMEHHOW NPU KONUYECTBEHHOM ONpPeAeneHny NONYYEHHOW NPKU  KONWYECTBEHHOM  ONPEeaeneHum
GeH3ankoHuA XNopuaa, BpeMena YAepKUBauus nukoB  |GEH3aNKOHWA XMOpUAa, BPEMEHA YASDKUBAHUR NWKOB
C12 u C14 BeH3ankoH1s XNopuAa A OMmiHbI C12 v C14 OGensankoHua XnNopuaa COOTBETCTRYRT
COOTBETCTBOBATL BpeMeHaMm yaepxusanua nukos C12 v |Bpemenam  yaepwxusadua nukos C12 u  Cil4
C14 BersankoHua XOPWAa Ha xpomarorpamme GeHaankowusi Xnopuwaa Ha XpoMaTorpamme pacTsopa
pacTeopa crakigapTHoro obpasua Gensankoxus xnopwaa [crasaaprHoro obBpasua GeHaankonns xnopuaa

- xapaKkTepHas Ofpaacsanue Genoro TBOPOXUCTOTO OCa/Ka, Obpasosancs Genwia TBOPOWUCTbIA 0CaA0K,

peakuus Ha Xnopuabl

HEPACTBOPUMOTO B PA3BEASHHON A30THOR KUCnOTe 1
pacTeOpUMOro B PacTBOpE ammuaka

HEPACTBOPUMbIN paaBefleHHOn a30THOA KUCNOTEe U
PacTEOPUMLIA B pacTBOpE aamuaka

MNpoapaqkocTh Mpenapat aomker BbiTb NPO3paYHbLIM Mpenapar Npoapadykbin
LiBeTHoCTh MNpenapat gomkeH GbiTe BECUBETHLIM UNK Mpenapar GecuserHbin
|BuigepuBaTe cpasHedue C atanoHom Y7
pH Or5,78086,7 6,5
MNnoTHocTsL Ot 1,001 go 1,015 r/cm3 1,011 ricm3
PoacTeeHHbie
npumMecu:
- NpUMecs A He Ganee 3,0% 0%
KCHNIOMETA30NuHa
-~ CYMMa BCex He Gonee 2,0% 0,118 %
HeuaeHTuUUMpoBaH
Hbix npumeceit (Gea
yHeTa npuMecn A
KCUMoMeTaszonuHa)
Wasnekaembih obbem [omken cooTeeTcTROBATH TpeboBanuam I PO, Cooraercrayer Tpebosanusam ) P®,

0O®C.1.4.2.0007.15

O®C.1.4.2.0007.15

Mukpobuonoruueckas

yucrorta (kareropus 2):
- oBlyee wncno
23pobHbix
MUKPOOPTaHUIMOB,
KOE/mn
- obuiee yucno
APOXOKEBLIX 1
nnecHeabix rpubos,
KOE/mn

He Gonee 102

He Gonee 101

0 KOE

0 KOE

crpaviga 1 u3 2




1 2 3
- Pseudomonas OrcyrcTaune Orcyrcraune
aeruginosa 8 1 mn
- Staphylococcus OrcyrcTeune Orcyrcreune
aureus 8 1 mn
KonuuecTteeHHoe
onpegeneHve:
- kcunomertazonuna |0t 0,045 po 0,055% (ana 0,05% pacreopa) 0,051 %
ruapoxnopuia
- BeH3ankoHua Ot 0,0135 go 0,0165% 0,0155 %
Xnopuaa
Ynakoexa Mo 10 unu 15 Mn 80 hNAKoH U3 NNACTUKE C Mo 10 mn Bo nakoH-KanenbHWLY NONUMEDHYID B
KanenbHULEH NNAcTUKOBOH W KPLILLKOA C KOHTPONEeMm KOMNNEKTe €  KPblWKOW  HABUHYMBAEMOW U
NepBoro BCKPLITUA UK BO (RNAKOH-KanensHULY npo6xoit-kanensHuuen.Ha dnakox HakneeHa aTukeTka.
NONUMEPHYIO B KOMNNEKTE C KPLILLKOW HaBuHunBaemon [lMo 1 hnakoHy BMECTE C MHCTPYKLMEW NO NPUMEHEHUIO
v npobkol kanenbHUUen. Ha hnakod HaknewsawoT B NauyKe 13 KapToHa.
atuketky. Mo 1 dnakoHy BMECTe C MHCTPyKUueih no
NPUMEHEHUIO B NaYKe W3 KApTOHa
Mapkuposka MNepenynan ynakoeka Ha atukerke AnA dnakoHa ykasaHo. TOBAPHbIA 3HAK
Ha atukeTke AnA nakoHa ykassisaloT TOBAPHLIA 3HAK  [NPeANPUATUA-NPON3BOAUTENS, Toproeoe
npeAnpuATUR-NPOMIBOANTENA, TOProBOE Ha3BaHne HanmeHoBaHue npenapata C NPeAynpeauTensHOR
npenapara ¢ NpeaynpeanTensHol Mapkuposkon «B»,  [Mapkuposkoi «®», MEXAYHAPOAHOE HENATEHTOBaHHOE
MENAyHapOAHOE HeNaTeHTOBaHHOE HauMeHoBaHWe, HauMeHoBaHue, neKkapcTBeHHan thopma,
NekapcTeeHHyio hopmy, KOHUEHTPaLWI ABHCTBYIOWIETO |KOHUEHTPaUMA AedcTBYoWero Beuwectsa, OObeM
seluecrsa, o6kem npenapara 8 MUNAUAKTPAX, npenapara B MANNWAWTPax, rpauUueckuin 3HaK
rpacduecknil 3HaK KKanmna», HOMEpP CEPUM, CPOK «Kanns», HOMEpP cepun, CpoK rofHOCTH. HaHeceH
FOAHOCTH, AONYCKABTCA HAHECeHWe WMAEHTU(DUKALUNOHHDIA KOA (ByxBeHHO-Uupposoe
naenTudukalmornoro koaa (GyksenHo-uugposoe oboaHavueHne).
obosnavenue). Ha nauke pna nakosa yKkasaHo. Toprosoe
BropuuHas ynakoska HaWMeHOBaHWe npenapata C npejynpeAnTENbHOM
Ha nauke Ans hnakoHa ykassiBaloT TOProsoe Hal3BaHwe |MapkupoBkoil «®», MEXAYHAPOAHOE HENaTEHTOBAHHOE
npenapara ¢ NnpejynpeAuTenbHOR MapkupoBrkon «®», HaumeHoBaHue, nekapcTeeHHan dopma,
MEXAYHAPOAHOE HEeNaTeHTOBaHHOE HAUMEHOBaHWUe, KOHUEHTpauusa JedcTeyiollero BewecTsa, oGbem
nexapcTeeHHylo opMy, KOHUEHTPaLWIO ABACTBYIOWErD |npenapata 8 Munnunutpax, «Cnocob npuMeHeHns:
selyecTsa, obbem npenapara B MUANUNUTPax, «Cnocob |CM. MHCTPYKLMIO MO NPUMEHEHWKI», YCNOBUR XPaHEHWS,
NPUMEHEHUA: CM. WHCTPYKUMIO NO NPUMEHEHWION, YCNOBWA  OTNYCKa, NpeaynpeguTensHbleé Haanucu:
YCMOBWA XPaHEHUA, YyCNOBIUS OTNYCKa, «2+», «He npUMEHATL NOCNE OKOHYaHWA CpoKa
NpeaynpeauTenbHbie HAANNCU: «2+» - ANA AO3UPOBKM  [roAHOCTK!», «XPaHUTL B HEROCTYNHOM ANA AeTed
0,05%, «6+» - onsa poanposku 0,1 %, «He npumexaTs mecte», «McnonesoBate B TeyeHue 1 Mecsiua nocne
noCne OKOHYaHUA CPOoKa rogHocTu!», XpauuTs 8 BCKPLITMA  pnakona», wHdopmayus o0 cocTase
HEAOCTYNHOM ANSA fieTel mecTe», «Mcnonb3osaTtsh B npenaparta (HaumeHoBaHue 1] cofiepxanue
TeyeHue 1 MecAua nocne BCKPLITHR hnakoHay, NEUCTBYIOLLErO BeulecTea [ nepeyeHs
uHGOpMaUMa 0 CocTaBe Npenaparta (HaUMEHOBAHUE U |BCTIOMOraTenbHbIX sellecTs),
coaepxaiue AENCTBYIOLEro BELLECTBa U NepeyeHs NPEeANPUATUE-NPOU3BOANTENL, €r0 TOBAPHbLIA  3HAaK,
BCMNOMOrarenbHbIX BeWecTs), appec, TenedoH, akc, aapec 3NEKTPOHHOMo canTa,
npeAnpuATe-NPOU3BOAWTENDb, EF0 TOBAPHbLIW 3HAK, aApec JneKkTpoHHOTO caiTa C  WHopmauuen o
aapec, renedoH, thakc, agpec SNEKTPOHHOIC CanTa, npenapare, rpathuiecknin aHak «S», rpaduueckuin 3Hax
afpec aNeKTPOHHOro caiTa ¢ uHdopmaymein o «KannA», HOMEP PEerucTPaUMOHHOND YAOCTOBEPEHNSA,
npenapare, rpadpuueckuit 3HaKk «S», rpaPUYECcKUii 3HaK |HOMEp Cepuu, CPOK FOAHOCTH, (UTPWUXOBOA KOA.
«Kanna», HOMep PerucTpPauyuoHHOro YA40CTOBEPEHUR, HaHecen WAEHTUDUKALUOHHBIA KOA
HOMEp Cepuin, CPOK rOAHOCTK, LUTPUXOBOMA KOA, (ByxBeHHO-uMbpoBOE oBo3HaueHue) " KOA
A, 0NYCKAETCA HAHECeHWe NPOMABOACTBEHHOMD KO/, cepuanuaauvi.
uaeHTuduKkaLMoHHoro koga (GykeesHo-unposoe
oBoanayenne) u Koga cepuanuaauuu.
XpaHeHue Mpu Temneparype He Boilue 25°C MNpw Temneparype He aeiwe 25°C
CpoK rofiHOCTY 2 ropa. Mocne BckpbiTUs thnakoHa — 1 mecay 2 ropa. MNocne BCKpuITUA hnakoHa ~ 1 mecau
3axntovenne:  Keunokt®-COJOdapm, kannun HasansHble 0,05%, 10 Mn, (nakoH-kanensHuLa nonuMepHas 8

KOMMNNEKTe C KPLILLKOW HAaBMHYNBaEMOW 1 Npobkoi kanenbHUUen (1), nauka KapToHHas, cepus
030723 cootsetctayet TpeGosaruam JM-003187-151119 no nposeperHbIM Nokaszarensm
Kadyectea
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Pa3peilieHne Ha BbINyCK CePUM NeKapcTBeHHOro cpeacTsa
000 «I'poTekcy B rpaxpaHckuit obopor
P3-A-K1-10.01-0017-2022/1

Mpouasogutens: 000 "Tporexc”
Ten: +7 (812) 385 47 87 / dakc: +7 (812) 385 47 88

“ SO LO P H AR M Agpec npoussoacTtea: r. Cawkr-lNerepBypr, MHAYCTPUANBHBIR NPOCNEKT,

AoM Ne 71, kopnyc 2, nutepa A
Homep nuuenann N1012-00102-77/00010670 pata Hayana AeACTBUR
15.10.2013

Ceprucbukat  coorsercreus TpebosaHuam  [lpasun  Hagnexaulein
npoussoacTeeHHOR npaktuku EAOC: GMP/EAEU/RU00805 —~ 2023 or
06.04.2023 a0 05.04.2026

PaspelweHue Ha BbINYCK CEpUM B rpaXaaHckuin oboport
Ne 84929 ot 10.07.2023

Hawmerosanue npogykuumn: Keunokt®-CONOdgapm, kannu HazanoHbie 0,05%, 10 mn,
thnakoH-kanenbH1La NoNMMMepHas B KOMMNEKTe C KPbILWKON
HaBWH4YMBaemMon u Npobkoii kanensHULUen (1), nayka KapToHHas

GTIN: 04670028229491
Homep cepun: 030723

[aTta npoussoacTea: 01.07.2023
lopeH po: 30.06.2025
Pasmep cepun: 105 120 ynak.

KonuuecTso k peanusauyun: 104 832 ynak.

Beinyck npoaykuuv ocyliectansercs cornacHo HL: J1M-003187-151119

PeructpauunoHHoe yaoctorepenue: 1M-003187 ot 09.09.2015

HaumeHoBanue pepxarens (Bnagensua) perucTpaumoHHoro yaoctopepenns: OO0 "MpoTekc”

AHanutudeckuid nacnopt Ne, aara: M-2606 ot 10.07.2023

loToBan npoaykuus TpebosaHuam HJ: CootBeTtcrRyeT DHe COOTBETCTBYET

3aknwyeHue:

HacTosiluumM noaTsepxgaln, YTo npuBeAeHHasi Bbile MHGOPMaUMa sABnseTcs [OCTOBEPHON W
TOYHOW. 3JTa Cepva NpoaykKuuM npousseaeHa (Bknioyas YyNakoBKy (MapkupoBKy) W KOHTPOMb
KayecTBa) Ha BbilleyKasaHHOW NPOW3BOACTBEHHOW MNOWAAKE B MOMAHOM COOTBETCTBUW C
TpeboBaHmamMu IMpasun Hagnexaiyen NPOU3BOACTBEHHON MpakTukm EBpaaniickoro
3KOHOMWU4ECKOro  COto3a, B  COOTBETCTBUMM CO  cneuudUKaLUsMK,  COAEPKALMMUCH B
PErMCTpauUMoHHOM AcCke. 3anucu No NPOM3BOACTBY, YMAKOBKE W aHAanMay nNpOBEpeHbl, U
YCTAHOBNEHO UX COOTBETCTBUE TPEBOBAHUAM PErNCTPaLMOHHOMO AOCHE.

Peanusaums roToBow NPoAyKLMM: Paspeweﬁa [:]He paspelueHa

YNonHoOMoYeHHoe nnLo: [ ABHBIW TEXKOAOY {/;‘;:(.;wf
U0U ®WOTERDY noanMcs

CMBIYERKD #,8,




PEAEPAARHAR CAYXKBA TI0 HAASOPY

«CBefleHnA o0 BBOJe B rpaxfaHckuin obopoT B Poccuitckon denepauum
NeKapCTBeHHbIX CPeacTB No COCToAHMIO Ha 10.08.2023 12:03»

JlaTa BHeceHHA B IIpou3soguTeNns Opr § Homep Homep, nata
Ceesenns 0 cTagnsx HopmaTHeHas BbINYCTHBINAA B
AHC Toprosoe HaHMeHOBaHHE (BBIMyCKAIOMMHA Crpana CepHH, pa3pemesHs
NPOH3BOACTBA JOKYMeHTaIMs rpaxJIaHCKHHA
Pocanpasnamopa KOHTPOJIb) MaApTHH na HJII
obopot
Kennoxk1®-COJI0¢apm; Kammm CHimcTSG & Chmpcran s
wasamsame 0.05% | mr. (10 DRI e pamol
10.07.2023 o ) OTBETCTBEHHOCTBIO Poccus OTBETCTBEHHOCTBIO JII-003187-151119 00O "Tporexc” 030723 -
mi), pnakon-kanensiuus (1), @ .. = =
I'potekc” (OO0 Tporexc” (OO0
Ma4ykH KapToHHbie/ ~ 4 4 = 5
I'potekc”) I'porexc”), Poccns




