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O611ecTBO C OTPAHHYCHHOMN OTBETCTBEHHOCTHIO Top
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' 3aperucTpupoBaH(a) MexpaloHHOH! HHCIICKIHC Miiumcrepersa Poccnitckolt Penepaun Ned6bnor.
1 WMW———————
-' CSeACHHS 0 PETHCTPALIH OPFAHIBUAH HH HRAWBHAYBILHOMO MPEAMPHHMMETEHY (HAMMCHOBAHHE PETHCTPHPYIOUIETO OpraKs, aTa
PerHCTPaLHH, PErHCTPALKOHHBIA HOMep)
Anpec: POCCHS, 119071, r. Mocksa, yi1. Op/UKOHHKHA3E, I. 12, c1p. 2, Tenedor: (495)7863963,
daxc: (495) 7889855, Anpec aJIeKTPOHHOM MOYTE!: reg@ment.ru
anpec, TeneoH, paxc

8 mune ['eHepaNBHOrO JHPEKTOpa [Onuna Jleonuna [aBnoBuya

(ROMKHOCTS, PAMUITHA, HMA, OTHECTBO PYKOBOJIHTE]A OPraHH3ALIAM, OT HMEHH xoTOpOl NPHHEMALTCA AEKNApaLus)
3agBIISeET, 9TO
ITpoTes CHHOBHANBHOM XHIKOCTH «DepMaTpOH» (Fermathron), BApHAHTE! HCTIONHEHHAA:
; 1. «®epmatpony» (Fermathron), cozepxaimuit 1% pacTBOp rHATYpOHaTa HaTpHA,
2. «®epmatpon [Imocy (F ermathron Plus), conepxammuit 1,5 % pacTBop rearypoHara HATpHA.
3. «®epmarpon C» (Fermathron S), cofiepxaiui 2,3 % pacTsop r'HanypoHara HATPHA. 3

(HaHMEHOBAHNE, THIL, MADKA NPORYKLHH, H& KOTOPYIO PACTIDOCTPRHACTCA ACKNBPALAA, 9

CepuitHbUi BBITYCK. Kox OKITI2: 21.20.23.190; Kox TH BOII: 3004900002
CBEACHUA O CEpHITHOM BBITYCKS HIIH napTuu (HOMEp NAPTHH, HoMEpA Hafenutt, peKBH3INTEl IOT0BOPA (XOHTpAKTa), HAKNATHAL, KOA 0K
005-93 u (unu) TH B3, TC wn OK 002-93 (OKYH)
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WsrotosaTens: «Xaitantex JItn.», CoeIRHCHHOE KoponescTBO

'; Aupec: Hyaltech Ltd,Starlaw Business Park, Livingston EH54 8SF, Great Britain. 2

HaHMCHOBAHHE HITOTOBHTEIA, CTPAHEL H T.IL.))

cooTBeTcTBYeT TpeOOBaHHAM [OCT P 50444-92, TOCT P MCO 14630-2017, TOCT ISO 7 886-1- -n
: 2011, TOCT ISO 10993-1-2011, TOCT P UCO 10993-2-2009, TOCT 1SO 10993-3-2011,TOCTISO
' 10993-5-2011, TOCT ISO 10993-6-2011, TOCT ISO 10993-7-2016, FOCT ISO 10993-9-2015, Toct =

1SO 10993-10-2011, TOCT ISO 10993-11-2011, TOCT ISO 10993-12-2013. '

H (oBo3HAYECHHE HOPMATHBHBIX ZOKYMEHTOB, COOTBETCTBHE KOTOPBIM TIOATBEPKAEHO AAHHOA Jexnapaupelt, C ykasaHHEM MyHKTOR ITHX ¥
? HOPMATHBHbBIX JOKYMCHTOB, comepxauux TpeloBaHnA LA JAHHOR MPOXYKLMH)
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. Jlexapalfis IPUHATA Ha OCHOBAHHH: [IpOTOKON TEXHHIECKHX pcrmrranmis Ne 154-1/2018P ot

! 24.08.2018 r. I MM AHO «H3LI «TAJIOH» (ATTecTaT aKKpemuTanys No RA.RU.213T77).

: 3aKTIOUEHHE 10 Pe3y/IHTATAM TOKCHKOIOTHHIECKHX wccnenopanmit Ne S89MT/23696 ot 09.08.2018 .
! JIL[ «ILlenTp KOHTPO/LA KA4eCTBA OHKOJIOTHYECKOro HayJHOTIO LICHTpa» (000 «LUKK OHIL» -

: ArTectar aKkpeamTamay Ne POCC RU.0001.21PK75). PerncTpaiiOHHOS ymoctoBeperne Ne dC3

) 2010/08749 ot 24.12.2010, DepepanbHai ciryGa 1o Haji30py B chepe 3ApaBOOXPAHEHHA
g_E_’OCngAB_I-L_AngOP!. [laTa 3aMeHE! GaHKa: 26 mons 2016 T.

1 (MHGOPMALMA O ROKYMEHTAX, SB/RIOMHXCR OCHOBAHMEM JUIA PHHATHS ZCKNApAIH)
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STACTpAIMHE NeKapalHi 0 COOTBETCTBHU
djpuit HOMEP RA.RU.10A 546, Oprar no cepTauKama "POCTECT- Mockea"

{OHGJISHEI OpraH Mo CepTHUKALMH H TECTHP oBaHHI0"
0 ‘93 § (HAHMCHOBRRNE H-AZPEC OpraHa Mo cepTHHKALNY, 3apETHCTPHPOBABLICTO IEKNAPALHIO)
47415, Po pficeas depepayns, I. Mockss HaxuMOBCKHIA mpociiekT, 4. 31 3
e Bovep aexnapaxs o coorsercrsrs POCC RU JI-GB.AS146.B.01094/19 ot ;.|
' i i AR :
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Product Name: Fermathron® Russia Batch h\.yn& e 3'07788A
Article Number: 236384 Manufactured: 2019-04
Storage: 2to 25°C Expiry Date: April 2022
DESCRIPTION: Pre-filled glass (Type 1) syringe containing 2.0ml of a sterile 1%(w/v) solution of Sodium
Hyaluronate in phosphate buffered saline.
APPEARANCE:
Transparent, glass syringe with grey elastomeric piunger and stopper containing a clear,
colourless, slightly viscous solution free of visible impurities.
ANALYSIS:
TEST SPECIFICATION RESULT
1 identity
Hyaluronate Characteristic Complies
IR Spectrum
2 Assay
Sodium Hyaluronate mg/mi 9.75-11.0 *9.6
Sodium Chloride mg/ml 7.6-9.5 9.3
Phosphate mg/ml 0.15-0.25 0.16
3 Physiochemical Properties
pH 6.8-7.6 7.1
Intrinsic viscosity di/g 15.2-22.0 183
Osmolality mOsm/kg 250-335 327
Particulate Matter >10p < 6000 / syringe 666
>25u < 600 / syringe 16
4 Sterility Complies with Ph.Eur. Complies
Endotoxin $0.2 Eu/ml <0.1
*Released under concession ref NC19122.
Date: v oz \2014
Date: li\.]L 7) 201

Registered Office: Starlaw Business Park,
Livingston, EH54 BSF, UK
Registered in Scotland No. 222904

Tel +44 (0) 1506 401000

Fax +44 (0) 1506 401055




