JEKJAPAIIAS O COOTBETCTBHUA

Haumenosanue opzanusayuy, npuHAguiel 0eknapayuio 0 COOmeemcemeuu.

Obwecmeo ¢ ozpanusennou omsemcmaennocmuio "I pomexc” (000 "I'pomexc”)

Japezucmpuposarno : Mescpaionnas uncnexyus @edepanvrol Han02060u cayocber NelS no
Canxm-Ilemepbypey OI'PH 1107847033535 om 12.02,2010

Aopec mecma Haxoxcdenus, 195279, 2.Canxkm-ITemepbypz, Hrdycmpuanskwii np., 0.71, xopn. 2, aumepa
A, Tenegpon: 8(812) 385-47-87

[osepennoe nuyo: Bacuna E.A., dosepennocms: Nel om 09.01.2018

SAABJIAET, UTO
Aexapemeennoe cpedcmgo. Mazrur cynvgham, pacmeop Oas 6rympugenrozo ésedenus 250 me/ma 10 ma, amnyns

(10), navxu kapmonnwe, cepus 051018, koruvecmeo 37713 ynaxoaok, 20dex do 01.11.2020, npouseodcmsa 000
"Ipomexc”, 195279, 2. Canxkm-Ilemepbype, Hndycmpuansnwii np., .71, xopn. 2, aum.A, Poccus, xod OKII[ 2
OK 034-2014 (KITEC 2008) 21.20.10.144, ananumuyecxuil nacnopm NeI'lI-3249 om 04.11.2018 OKK 000
“I'pomexc"

COOTBETCTBYET TPEBOBAHUAM

JIT 002860-160215 usm. Ne 1-4

AEKJIAPALIUA [TIPUHATA HA OCHOBAHUH

pecucmpayuonroe yoocmosepenue JII-002860 om 16.02.2015 ewdano Munsopasom Poccuu, cepmuduxam
coomeemcmeus NePOCC RU.I'A45.K00280 om 18.12.2017 9o 18.12.2020 Opzan no ceprupuayUY cucmem

MeneddlcMesma kavecmea accoyuayuu no cepmuguxayuu "Pycckuid Pezucmp”
ananumuseckuti nacnopm Nel'fl1-3249 om 04.11.2018 OKK 00O "Ipomexc”

M Bacuna E.A.

NOANHCH . HU.0

CBEJEHMSA O PEIUCTPAIIANA

OPT'AH I10 CEPTHOUKAIIUH, 3APETUCTPUPOBABIIHN JEKJIAPAIIMIO

Pezucmpayuonuneii nomep POCC RU.0001.11PM03 Opaan no cepmugpuxayuu npodyxyuu 000
«Oxpyoicnott yewmp cepmugpuxayuu Cegepo-3anad», adpec : 194156, Poccus, z0pod Cankm-Ilemepbype,
Ceemnanogckuil np., 0.2, oguc 413, ogpuc 503, ogpuc 505, mea/paxc: (812) 380-06-34.

Porauesa E.I"

PyKOEOJIHTQJIb opraHa




ad SOLOPHARM

Ananutuuyeckuii nacnopr Ne I'T-3249 ot 4 HosGps 2018 r.
HaumeHomaHnue: MarHus cynosgar, pacTsop ANA BHYTPUBEHHOro BBEAeHUA, 250 Mrimn,

amnynsi (10), nayky KApTOHHBIe

Homep cepuu:
Konuvecrso:

051018

37 713 ynax.
Wcnbitanua npoBeaeHsi no: [1M-002860-160215, Mam. Na1-4
[ata npoBeeHWA UCNbITAHWA:
PeructpauyuoHnHoe yaoctoBepeHue: J1MN-002860 or 16.02.2015

Fopnen no 01.11.2020

19.10.2018 - 04.11.2018

000 "rporexc”

195279, Cankr-Terepbypr r, MinaycTphanbHbii
np-«T, AoM N2 71, kopnyc 2, nutepa A

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

Nuuensun: Ne00023-11C ot 23.03.2017

rOCT P MCO 9001-2015 (1SO 8001:2015) Ne
POCC RU.MA45.K00280 ot 18.12.2017 ao
18.12.2020

- XapakTepHan peakuua Ha
MarHui

O6pasobaHue Benoro
KPUETaNNMYECKoro ocaaka,
PacTBOPUMOro B padBeeHHbX
MHHEpPANbHLIX KMCNOTAX M YKCYCHOR
kcnote

HauMeHoaaHvle TpeboBaHua HOPMaTUBHON PesynsTaTh HCnbITaHHi
nokasareneu LOKyMEHTaL UK
1 2 3
Onucaxune MpoapasHan becuseTHas ¥uakocTe |(1poapayHan feclBeTHaR XHAKOCTL
[MoananrocTe

OSBpasyercs Bensill kpueTannuueckl ocanok, pacTBCpUMLIA B
PaIBeAEHHLI MHHEPANLHBLIX KNCNOTAX W YKCYCHOR kmenoTe

- XapaKTepHan peakuua Ha |OGpa3osanue Genoro ocaska, Ofpasyercr Gennit oCanok, MepacTBOPHMbIA 8 pPalBafaxHbIX

cynbhaThl HEepPaCTEOPUMOID B Pa3BEAeHHbIX  |MUHEPaNbHbLIX CONSX

MUHEPANbHBLIX CONSAX
MNpospayuHocTe MNpenapat gormkeH b MpanapaT npo3apayHLn

NPO3pa4HbLIM
ruaemom MNpenapaT AC/oKeH Bbie penapat GecyseTHbIA

biM

pH Or55408,0 8.4

MexaHu4ecke BXNIOHEHUA:

BuzepaaisaeT Tpelopanua P[] 42-501-98

002860-160215, Mam. Ne3

- BWIMMbIE K8CTUUbI \dorpkeH BbilepMBaTE TROBOBAHHA
{P[ 42-501-88
- HEBMOWMbBIE HACTULLI CueTHO-bOTOMETPHYECKHMA MeTod: | CHeTHO-OTOMETPHYECKWA MeTOA: .
Yactvys pamepom 2 10 M~ He  |HacTuusl paamepom 2 10 mkm — menea 6000/ammyna
6onee 6000/ammyna Yactvusl paamepom 2 25 MkM — meHee 600/amryna
YacTuubl pasmepoM 2 25 MM — He
Gonee 600/amnyna
W
MUKPOCKONUYECKUA METOA:
Yactulisl pasmepos 2 10 MkM — He
6onea 3000/amnyna;
MaCcTULb! paIMepoM 2 25 MkM — He
Gonee 300/ammyna.
Maprarey He porokHo HabmopBaTHCA po3oBoe  |P030806 OKpaWNBaHKe He HabnioaeeTcs
OKpaWKUBaH1e
Masnekaembid 0bvem He MeHee HOMUHANLHOD CooTeeTCTRyeT
bBaxTrepuancHeie He Gonee 17,5 E3/mn (CooTeeTCTBYST
3HA0TOKCHHbI
AHOMBINbHARA TOKCUHHOCTD MNpenapat 4orkeH GuiTs Mpenapar HeTOXCH4eH
HETOKCUYHBIM
CTepuibHOCTD (penapaT gorokeH 6uims Mpenapar crepunex
. |cTeprnsHbIM
KonusecTteeHroe MarHun cynspata renranapara B 1 (253,92 mr/mn
onpeaeneHie Mn npenapara or 242 o 258 mr
‘Ynakoska |B cooteetcreum ¢ HA NN Mo 10 mn 8 amnynal W3 NONWUITWIEHE HUIKOW MNOTHOCTH

(MonMTBMCT) CO  CXPYNMBAOWMMCA  KOMNAYKOM
GeswironeHoro sabopa npenapara.

Mo 10 amnyn BMECTE € MRCTPYXL{MEA NO NPHMEHEHKIO B NaUKa U3
|xapToHa.
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B cooeetcrawm ¢ HA JN
002860-160215, Mam. Ne3

Mapxrposaxa

MepeM4Han ynakoska

Ha ammyne yxadaHo HauMMeHoBaHue npenapaTta, KOHUEHTpaUKA
nedcTBYIOULEro BEIECTRa, obbem npenapara B 0AHOM amnyne 8
MWNMUNMTRAX, HOMEP CEPUU, CPOX FOAHOCTH.

BTopWuHan ynakoeka

Ha nawxe WGJEHD HauMeHoBaHWe npenaparsa, nexapcreeHHas
¢opMa, KOHLEHTPauMs AedcTByOLlEro  BeLLecTsa, obbem
npenapara 8 O4HOM aMNyNe B MWLIUNMTPEX, KONWYECTBO amnyn
|z ynaxoske, «CTepunbHO», MPEANPUATUE-NPOUIBOAUTEND, ro
TOBApPHbIA 3MaK, agpec, TenedoH, thaxc, afpec INEKTPOHHOr
caita, Cnocof NPUMEHEHMA, NPERYNPEAUTENbHLIE HAAMMCH:
«XpaHWTE B HEACCTYNHOM ANA AeTed MecTes, «He npuMeHaTs
nOCNe OKOHYBHUA Cpoxa roAHOCTMI», «[TpoBEPUTL LENOoCTHOCTL
aMAyNbl Nepes WCNoNLIOBAHWEM», YCIOBUM XPAHEHWA, HOMED
PerMCTPauUMOHHOTO  YAOCTOBEPEHKA, HOMEpP Cepud, CpPOK
rOAHOCTM, HAIBAHME M COAEPXaHVe AEHCTBYIOLEro Bellectsa,
nepedeHb BCNOMOraTENbHBIX BEWECTS, YCNOBUA oTmycka,
uTpMxoBoA  ROA, M30OpaXeHsl TemarvMeckve  PUCYHRW c
ykazaHuem MO BCKPLITWIO  ammyns, «BesbirancHbin  3abop
npenapatan, rpadiueckui 3HaK «S».

3ainiouenne; MarHus cynbdat, pacTsop ANS BHYTPMBEHHOTO BBEASHWUA, 250 mr/mn, 10 Mn, amnynsi
(10), nauku kapToHHble, cepus 051018 cooTeeTcTayeT TpeBosanuam JM-002860-160215,
Mam. Ne1-4 no npoBepeHHsIM NOKa3aTenAM kayecTea

HayanbHuk All uﬁ Conossesa O. B.

HavanbHuk O%mﬁpueaa T. A
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Nak E. E.
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