=& SOLOPHARM

000 “Tporexc”

195279, Canxr-TlerepBypr r, MiAyCTPUaNsHLIA
np-kT, 4o Ne 71, kopnyc 2, nvTepa A

Ten: +7 (812) 385 47 87/ ®ac: +7 (812) 385 47 B8
www.solopharm.com

TlaueHsua: Ne0023-N1C

180 9001:2015

Ne 20.2074.026 o7 30.12.2020 a0 09.12.2023

Ananuruueckui nacnopr Ne I'M-2602 ot 10 aBrycTa 2021 r.

Haumexoearue: OxoUpYH, Kann

vt HasansHsie 0,01 %, 5 MR, NaKoHs! 13 NNACTMaCCHI,

YKOMMIEKTOBaHHBIE KanesbHbiM J03aT0ROM (1), NayKy K2PTCHHbIE

Homep cepun!
Paamep cepuu:

020721
28 572 ynax.

FopeH n0:01.08.2023

WcnsiTarus Nposegenbl No: NN-003323-051119, Mam. Net

[ata npoysBoOASTEAl

31.07.2021

[ata npoBeJeHMA vcnbiranui:  02.08.2021 - 10.08.2021
PerucTpaLnoHHOe YAoCTOBepeHue: nn-003323 o7 23.11.15

HaumMeHoBaHue TpebosaHus HopMaTUsHON
nokazarenei JoKymeHTauuu ’ Peayrurare! uenbITaHwA
T 2 3

CnvcaHue Tipospaytan Wi NoYTH Npo3pasHan TMpo3paqHan nouTy GeclBenias XAKDCTE
ot nouTy BecuseTHoH A0
CBETNO-WENTOro UBeTa ¥AKOTTR

ToanKHHOCTD: A

- OKCUMETA3ONUHE Ha XpoMaTorpamme ucnsiTyenmore  |Ha xpoMarorpamie ACTLITYBMOrO PACTEOPA BPeMs YASPNUBAHHS

rmapoxnopul DacTsOpa BPEMA YARPHGIBAHUA NUKE Muka OKCUMETA30MMHE TMAPOXIIOPWAS COCTBETCTBYET BpemeHi
OKCHIMETA30NMHE TMAPOXNOPUL2 YAEMIMBEHUR NUKE  OKCUMETE30MMHA rMapoxnopuaa  Ha
0IDKHO COOTBETCTEOBETE BPEMEHM  |XpOMaTarpaMme pactecpa A CT2HAApTHOrO o6pasua
VAEPKUBAHUS NHKA OKCHMETAIONUHA |OKCHMETAONAE apoxnopuaa
TMAPIIOpHAA HA XpoMaTarpamme o
pacTeopa A cTakfapTHOro oGpasua
OKCMEAETA30MMHA MAAPOXIIOPKAS e iU

Mpo2payHocTy Mpenapat Aosmker DbiTo TMpenapaT Npo3payHBIil
npospauHbiM MY BLAEPXMBATE
cpapHeHye ¢ 9TanoHoM 1 -

LpeTHoCcTe Mpenapat A0MKEH BRIAEPXMBATE Mpenapart soigep CpaBHEHME C 3TRNOHOM Y7
CpaBHEHKUe C ITANOHOM Y7 "

pH Cr 5,6 a0 6,1 58

PoACTBEHHBIE NIDUMECH:

- MpoAYKT rMaponuaz He Gonee 1.0% 0,014 %

OKCUMETA30NMHE

- EguHuyHas He Goree 0,5% 0,072 %

HeMAEHTUDUUKPOBEHHAR

npumecs

- Cymma npuMeces He Gonee 2,0% 0% ;

CpeaHsa Macca [o3s ¥
0AHOPOAHOCTE MacCel 4036

CpeaHas Macca A03bi He A0/KHE
OTRUUETLCS OT 3aseneHHon (28 mr}
SoneewemHa £ 15 %

He Gonee 2 u3 10 namMepeHuA MoryT
OTAM4ATECA OT CPeaHei Macchl 403bl
Gonee uem Ra x 25 %

Hu cAHO UaMepeHue Re AQMAHO
OTAMNETLCS OT CPEAHER MaCcChl 40361
Gonee yem ka = 35 %

Cpeanss Macca Ao3bl HE OTNMHAETCA 0T 3an8NEHHCH (28 Mr)
Gonee yemHa = 15 %
MeHee 2 u3 10 UaMEepEeHUN 0TAUHAIDTCA 0T cpeaHeit Macce! A03LL
GonesuemHa 25 %
HW OBHO M3MEepeHMe HE OTnuuaeTes oOT cpeaHei Macchi 403b!
Gonee ueM Ha 2 35 %

Nn-003323-051119

- O6Lem coaRpPRUMOTo [omKeH COOTBETCTB0BETE GooTseTcTByeT TpebosaHuam Md PO, 09C.1 .4,2.0007.15

YNaKosKkk TpeGosaHuam [ PO, :
O®C.1.4.2.0007.15

CCMONANEHOCTE Ot 270 Ao 330 mOcw/kr 295 mOCM/KT

MukpoBuonoruyeckas

wucToTa (kaTeropun 2);

- oBuiee yucno azpobHex  [He Gonee 1072 0 KOE

MUKpoopranuamos, KOE/mn

- oBuiee yucno spoxoxeskix  [He Gonee 101 Q0 KOE

1 NNecressxX rpubes,

KOE/mn

- Pssudomonas aeruginosa B {OTCyTCTBYE OTCyTCTBUE

1 san

- Staphylococcus aureus 8 1 |OTCyTCTBME Qrcyrereue

Mn

KanvwiecTaeHHoe OxcvmeTasonvna mapoxnopraa ot 10,0102 %

QnpeReneHue 0,0085 % no 0.0105 %

N-003323-051119, Wam, Ne1
- Ynaxoska

B coorsercreus ¢ HA
NN-003323-051119, Uam. Net

Mo 5 mn 80 riakoH W3 MNN3CTMACCH, YKOMMIEKTOBAHHbIH
KanenbHbiM A03ATOPOM.

Mo 1 dnakory BMecTe C WHCTPYKUMER N0 TPUMEHBHWIO B Naqke
143 KapTOHa. d

1N-003323-051118

e 1Y




1

2

3

- Maprripoeka

i
EB cooTeeTCTEMM C HI
NIN=003323-051118

MepauyRas ynakoeka

Ha ommxerke ANA NeKkcHa YKasaHO. TOBAPHLIA 33K
npegnpUATAA-NPOVZBOAHTENS, Toprosoe HavMeHoBasne
npenapara, MeXAYHapoaHOe HENAaTeHTOBaHHOE HaumeHosaHwe,
neKkapCTBeHHas  (DOPM3,  KOHUEHTpailmsi  AeWcTBywoierc
selyectsa, obvem npenapata MUMAKNWTREX, rpadMueckni
3HaK <KannA», HOMEp CepMW, CPOK rOQHOCTM, HaHeceH
MAeHTMDUKaUMONHBIRA Ko (ByKBeHHO-Undposoe obosnavetne).
BropuyHas ynakoska

Ha nauke AnA (pnakoHa YKa3aHo! TOProBO® HaWMEHOBaHME
npenapara, MEeWAYHapOAHOe HENAaTeHTOBAHHOE HaWMEHOBAHME,
nexapcreeHHar  (opME,  KOHUEHTpaums DeACTRYIOLIErD
BewecTsa, oObeM npenapata 8 sunmnuTpax, «Cnocof
NPUMEHEHMS: CM, URCTDYKUMIC N0 MPUMEHEHU», YCnosus
XpAHeHWA, YCNOBUR OTNYCKE, NPEAYNPEAWTENsbHEe HAAMMCH:
«0+», ¢ana getel ao 1 roaas, ¢He NpUMERRTL NOCHE OROHYAHUA
cpoxa roaHocTHl», «XpaHUTL 8 HRAOCTYNHOM AMA feTel MecTey,
«ANR MENeHWR Hacmopkaws, «He COAEP¥MT KOHCEPBaHTOBY,
undpopMaumMas O cocTase  npenapata  (HaUMeHOBaHuE M
cogepwande  peficTeyiouiero  BewecTsa v nepeusHs
BCTIOMDraTENLHLX, BellecTs), NPeAnpUATHE-NPOVIBOANTEND, ero
ToBapHBIA 3HaK, appec, TenedioH, daxkc, 2APEC BMEKTPOHHOrD
caiiTa, anpec 3NBKTPOHHOTD CaRTa G  wHdopMauuwen o©
npenapate, rpaduueckui 3Hak «S», rpaguueckuit 3HaK KKannA»,
HOMEP PErvCTPaUMOHHOID YAOCTOBEPEHURA, HOMED Cepwi, CpoK
rQAHOGTH, WITDUXOBOR KOB, HEHECEH WAEHTMODMKALMOHHLIA KOR
{ByKkBeHHO-UMPPOBOS 0G03IHAUEHNE) M KOZ CepUanusaLiu.

XpaHeHue

B cooteetcTEMM C HI,
NM-003323-051118

Mpu Temneparype He soiwe 25 °C

Cpox rogHocT

B cootsercrani ¢ HA
NN-003323-051118

2 roga

SaknioyeHre: OkcudprH, Kanmu Hasansksie 0,01 %, 5 Mn, GnakoHs! us IacTMaccs!,

YKOMANEKTOBAHHbI KaMenbHbIM J03aTOpoM (1), navkm KapToHHbie, cepus 020721
cooTBeTcTaysT TpeGosanuam J1M-003323-051119, Mam. Ne1 no riposeperHsIM nokasarensm
KayecTea .
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MapmauesTUYECKaA
piaLenT PazpelueHue Ha Bbinyck cepun JIC

CHETCMA KEHOCTER P3-5-CTN-10.01-0025-2021/5
000 «IpoTeke»

Bepcus 1

000 "I'poTerc”
185279, Carkr-Terepbypr r, UkaycTpuanbslii np-xt, som Ne 71, kopnyc
2, nutepa A

g@ SO LO PH AR M Ten: +7 (812) 385 47 87 / Gake: +7 (812) 385 47 88

www.solopharm.com
Tuuenxsus; Ne0023-71C

180 2001:2015
Ne 20.2074.026 ot 30.12.2020 50 09,12.2023

Pazpelwenne Ha Beinyck cepuu J1C
Ne 60809 ot 11.08.2021

Haumeroeaxve npogyxkuun: OxcudpuiH, Kannw Hasanersie 0,01 %, 5 mn, nakods! na
nracTMacehl, YKOMNMNeKTOBaHHbIe KanenbHbIM gosatopom (1), nadku

KapTOHHBIE
GTIN: 04680013244088
Homep cepuu: 020721
Hata npoussogcTea: 31.07.2021
lopeH go: 01.08.2023
Paamep cepun: 28 572 ynax.

Konuuectso k peanusauuu: 28 380 ynak.

BhiMycK NPOAYKLMN OCYLLecTBNAeTCR cornacHo HA: J1M-003323-051119, Mam. Ne1
PerucrpaluoHHoe yaoctosepeHue: 1M-003323 or 23.11.2015

HawumeHosaHue Aépxa‘rens (snagensya) perucTpauuoHHero yaoctosepesus: 000 "Tporekc”
Aranutuseckuit nacnopt Ne: M-2602 o1 10.08.2021 ‘

[cToBas npoayxuws TpetosaHuam HIL: CooTBeTcTBYET D He cooTteercTryeT .
3aknoyeHue

Peanusauua roToson NpogyKUuMM: Paspewena |:| Hé paspelueHa
YronHomMoYeHHoe Ivuo: say. 0 N0TEXHONOT U ’c?{/ﬁ"ﬂ_

000 ¢ rPOTEKC? NOANKGL

CULYEHKO H, B,




