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REPORT
on antibacterial properties of material “Hydrous biopolymer with silver ions”

as of 05.04.2018

Antibacterial (antimicrobial) properties are characterized by the ability of material to reduce the population
of microorganisms (bactericidal properties) and to stop the growth of the population (bacteriostatic
properties).
Silver ions in a concentration of 1-5 mg/l are introduced into the Hydrous biopolymer with silver ions
(material) as antimicrobial preservatives.
Determination of the antibacterial properties of the material was carried out for two purposes:
- prove the applicability of direct inoculation method for microbiological tests;
- prove the absence of interfering factors for LAL-test;
- prove the effectiveness of silver ions as antibacterial preservative.
1. The average concentration of silver ions in the material during production is 2-3 mg / I.
Experimental batches were made to study antibacterial properties:
- lot N17005e with a minimum silver content of 1 mg /1,
- lot N17006e with a maximum silver content of 5 mg /1,
- lots N17007e and N17008e with a silver content exceeding the maximum - 7 and 10 mg /1, respectively.
Determination of silver content in these batches was carried out according to the method procedure
of LA-15 "Assay method for silver ions in gel".
The results of determining the silver content in the batches used for research are attached:

Average silver
Batch number Production date Reagent volume, ml | Silver content, mg/l content in batch,
mg/Il
0,52 1,08
N17005e 07.08.2017 0.50 1.00 1,04
1,24 5,02
N17006e 07.11.2017 127 5.06 5,04
0,98 3,65%2
N17007e 07.11.2017 1.00 3.75%2 7,40
3,35 5,05*%2
N17008e 08.11.2017 3.35 5.15%2 10,20
0,68 2,38
: ) =
N17043 02.06.2017 0.72 218 2,28

2. To confirm the effectiveness of silver ions as an antibacterial preservative, samples from batch N17005¢
(with minimum allowed concentration | mg/l) and serial batch N17043 were sent to an external laboratory
for testing the activity of antimicrobial preservatives.

A confirmation of the antimicrobial activity of preservative — silver ions- was obtained in both cases
(See Protocols No. 193 of September 13, 2017, No. 194 of September 13, 2017).

The same test was carried out on lot N18003e without silver ions as a reference sample which
showed no antimicrobial properties. (See Protocol Ne373 as of April 20, 2018).
3. Samples from batch N17006e with maximum allowed silver ions content (5.04 mg / 1), batch N17005¢
with minimum allowed silver ions content (1.04 mg/l) and serial batch N17043 with average silver ions
content (2.28 mg / 1) were sent to external microbiological laboratory in order to make sure that direct
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inoculation method is applicable for conducting microbiological tests in whole the range of silver ions
concentration.

Based on the results of the tests the applicability of direct inoculation method in microbiological
testing was confirmed for the approved range of silver concentrations up to 5 mg/l (See Protocols Nel84 of
September 08, 2017, Ne372 of November 30, 2017, Nel68 of February 28, 2018, Nel169 of February 28,
2018).

4. Samples from serial batch N17043 were sent to external laboratory to find the conditions for LAL-test.
The following results were obtained (See Protocols Ne1085 and Ne1086 of October 9, 2017):
- material neither intensifies nor inhibits the reaction of LAL reagent and endotoxins in 1:30 dilution;

- the level less then 0,5 EU/ml in material is proved (less then 0,47 EU/mI calculated).
CONCLUSIONS

Within the conducted tests it was established:

1. Applicability of direct inoculation method in microbiological testing was confirmed.

2. The absence of interfering factors for LAL-test and level for endotoxins were proved;
3. Effectiveness of silver as an antimicrobial preservative was proved.

/A.V. Zhurlova/

Head of Analytical Laboratory

o



OLFARM, LLC

TESTING LABORATORY

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36
License for performing laboratory works with microorganisms of pathogenic groups 3-4
N77.01.13.001./1.000142.04.09 dated 30" of April, 2009

TEST PROTOCOL N2193 dated 13 of September, 2017

Name
Batch
Manufacturer

Applicant ordering the test

Quantity and condition of
samples when received
Sampling act

Date of manufacture

Basis for testing

Normative documentation

Endoprosthesis of synovial fluid NOLTREX

N17043
RC BIOFORM, LLC Russia

RC BIOFORM, LLC Russia, 142784, Moscow, 22nd km of Kievskoe Hwy, s.
Moskovskiy, housing estate 4, bldg.2, block G, 5th floor

60 pcs (2.5ml in each syringe)

Samples are provided by the applicant

02.06.2017
Order No2 from 10.08.2017

Service agreement Ne117-0094 from 24.04.2017
Russian State Pharmacopoeia Xlll, OFS.1.2.4.0011.15

Parameter

Normative documentation
requirement

Test results

activity of antimicrobial
preservatives

Decrease in number of
bacterial cells must be not less
than 1 Ig after 7 days,
not less than 3 Ig after 14
days, and there should be no
growth after 28 days as
compared to previous test
result

No growth of P. aeruginosa ATCC 9027,
S. aureus ATCC 6538-P, E-coli ATCC
25922 after 7 days, 14 days and 28 days.

No growth in number of cells of C.
albicans ATCC 10231,
A. brasiliensis ATCC 9642 during the
whole testing period.

CONCLUSION:

Tested samples comply with the requirements of normative documentation in relation to the parameter

tested.

The results are relevant to the tested samples only.
Partial or full reprinting of this protocol without permission of the testing laboratory is not permitted.
Partial copy of the protocol is not permitted.

Deputy Head of microbiological testing division

Head of testing laboratory

<signature>  Sukhosyrova E.A.

<signature> Trutneva E.V

/Round Seal: OLFARM, LLC/
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000 «OJIDAPM»

HCIHBITATEJIBHAS JIABOPATOPUS

117105, Mocksa, yir. Haramunckas, 3a, Ten/daxc: +7 (499) 611-40-36
JInuen3nn na BuinoJinenne pador ¢ MUKPoOOpranuiMamn 3-4 rpynbl NATOreHHOCTH
Ne 77.01.13.001.J1.000142.04.09 or 30 anpenn 2009 r.

IIPOTOKOJI HCITBITAHHH N 193 o 13 centsibps 2017 r.

Haumenopanue:
Cepusn:
IpomBoanTenn:
Jaxkazuuk:

Kosmgecrso B cocrosinne
0bpa3uos Npy NOCTYNACHNN:

AT orbopa obpasnos:
Jara nponsBsojacraa:

OcnoBanme List NPOBEACHUN
HCNBITAHMIL:

HopmaTusnbiii 1oKymenT:

Dnoonpomes cunosuarsrou seuokocmu « HOJATPEKC»
N17043
000 «HI] « EHO®POPM», Poccus

000 «HL] « BHODOPM», 142784, 2. Mockea, Kuromemp
Kuesckozo wocce 22-u (n. Mockosckuit), domoenao. 4, cmp. 2,
amaxe 5, onox I”

60) eounuy (wnpuyst no 2,5 mi)
O6pasysl npedocmasiensl 3aKa3HuKom
02.06.2017 2.

3asexa Ne 2 om 10.08.2017 .

Hozosop Ne H17-0094 om 24.04.2017 2.
I'd XTI, ODC.1.2.4.0011.15

Iokazarens Tpeboanun H/I Pesyabrarsl HCnbiTanus
VMensuenue konuecmea Kiemox )
bakmepuit 0oasCcHO Doimb Jie Menee 0’”‘1‘:’”“"”‘3"‘9 pocma P. “erigmaso
1 g wepes 7 cymoxk, ne menee 3 Ig ATC C 902:7  S. aureus ATCC 6538 P,
wepes 14 cymox u ne 001%CHo E. coli ATCC 25922 uepes 7 cymox, 14
Ounpenenenne Brims yeeauvenus no cpagHEnIo ¢ CYmoK u 28 cymox.
SR MENI NPeBIOYUUM PEIYILMAMOM HePes | Omeymemeue YeeauNenus KoHecmea
R aSPOSILR 28 cymor. xremox C. albicans ATCC 10231 u
KON Konuueemeo opococeenix u A.brasiliensis ATCC 9642 na
HACCHEBHIX 2PUDOG He O0INCHO RROMANCENRUU 6CELO CPOKA
YEEAUNUBAMBCSH 1Al NPOMANCENUN UCCALOOGANUS,
6Ce20 CPOKA UCCAEDOBAHUR,

SAKTIOYEHHE:

Hcecenedosanusre obpasubt coomeememeyion mpeboeanuim
HOPMAMUEHOI OOKYMEHMAUUY 10 NPOGEPEHHOMY NOKAZAMEN0

Peayantar npoBeACHHEIX HCIGITARIE OTHOCHTCA TOMBKO K 0GPAILAM, TPOLICIIIIIM HCOBITANHA
He sonyckaeres vacTivpag win noanag neperedarka Hporoxona wenumanih Ge3 paspeisenng Henpiarensnoi nadopatopum,
He nonvexaeres wactisnoe konuposanne [potokosia menwranmt.

H.O. pykoBoaurens otaena

MHKPOOHOIOTHYECKHX HCCIEA0BAHUI

Pyxosonurens
HCIBITATENLHOM Taboparopun

Cyxocuiposa E.A.

Tpyrnesa E.B.

Crpanuna 1 u3 1




OLFARM, LLC
TESTING LABORATORY

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36
Accredited by the Federal Agency for Technical Regulation and Metrology
as a technically competent and independent testing laboratory
Accreditation certificate NePOCC RU.0001.21®J110 dated 8t of October, 2014
License for performing laboratory works with microorganisms of pathogenic groups 3-4
Ne77.01.13.001.J1.000142.04.09 dated 30t of April, 2009

ANNEX TO THE TESTING PROTOCOL Ne193 DATED 13™ OF SEPTEMBER, 2017

Concentrati Concentration of test-microorganism in contaminated sample
Test- on of Theoretical Initial After 7 days After 14 days After 28 days
microorganism | inoculate, |\ el g | koE/MI| 19 | KOEMMI | 1g | KOEMmI| 1g | KOEMI | g
KOE/mlI
Pseudomonas
aeruginosa 1.9 x 10° 19x10° | 6.28 | 82x10° | 501 0 - 0 - 0 -
ATCC 9027
Escherichia
coli 1.5x 108 1.5x10% | 6.18 | 1.1x10° 6.04 0 - 0 - 0 -
ATCC 25922
Staphylococcus
aureus 1.0 x 108 1.0x10° | 6.00 | 6.3x10° 5.8 0 - 0 - 0 -
ATCC 6538 P
Candida
albicans 2.0 x 10° 2.0x10° 5.3 1.3x10° 5.11 1.5x10° 5.17 1.5x10° | 5.17 1.2 x10° 5.08
ATCC 10231
Aspergillus
brasiliensis 7.0 x 107 7.0x10° | 6.85 | 1.9x10° 6.28 1.7 x 10° 6.23 3.2x10° 6.5 7.7x10° 5.89
ATCC 9642

Deputy Head of microbiological testing division

/Round Seal: OLFARM, LLC/

<signature>

Sukhosyrova E.A.

Page 1 of 1



000 «OJIPAPM»
UCIIBITATEJBHAS TABOPATOPHUSA

117105, r. Mocksa, yia. Hararunckan, 1. JA; ren/darce: +7 (499) 611-40-36
AxkpeanTopana MeaepastsHLIM areHTCTBOM 110 TEXHHHMECKOMY PEry/IHPOBAHIIO H METPOJIOTHN
B KAYECTBE TEXHHYECKH KOMIETENTHON H He3aBHCHMOI HenbITaTenbHOH nabopatopun
Atrrectat akkpeantauun Ne POCC RU.0001.21@JI10 ot 08 oktabps 2014 1.
Jinuensns Ha suio/inenne paboT ¢ MUKpoopranusMamu 3-4 rpynnst faroreHHoCTH
Ne 77.01.13.001.J1.000142.04.09 o1 30 anpean 2009 r.

HTPHIIOKEHHE K [TPOTOKOJY HCITBITAHUH Ne 193 ot 13 cenrsiGps 2017 r.

Teer- Konnenrpanus KoHuenTpanua TecT-MHEKPOOPranH3MA B KOHTAMHEEPOBanHOM ofpasue
MHKpoOpra- HHOKYJISTA,
HH3M KOE/ma Teopernyeckas Uexoanas Yepes 7 cyrox Yepes 14 cyrox Yepes 28 cyrok
_
| KOE/ma g KOE/ma lg | KOE/ma lg KOE/ma Ig KOE/ma Ig
Pseudomonas |
acruginosa 1.9x10* 1,9x10° 6,28 8.2x10° 591 0 . 0 s 0 :
ATCC 9027
|
Escherichia coli |
anccam | 1sxawt 15x10° | 618 | 11x10° | 6,04 0 - 0 . 0 :
Staphylococcus
& seons 1,0 x 10° LOx10° | 600 | 63x10° 5.8 0 - 0 - 0 -
ATCC
6538 P
Candida
albicans ) 6 5 $ 5 5 S 5
ARC0 tizat 20x10 2,0x 10 53 13x 10 11 1.5x10 5,117 1,5x 10 5,17 1.2x 10 5,08
Aspergillus
brasiliensis 7 6 ’ c 100 0° ; 6 < 5
P spaied 7,0x 10 7.0x 10 6.85 1.9x 10 6,28 1,7x 1 6,23 32x 10 6,5 77x 10 5,89
N.0. pykosojuTens otaena & ¢ 7
MHKPOOHOJIOrHYECKAX HCCIIEI0BAHM 4// Cyxoceiposa E.A.

Crpanuua 1 u3 1



OLFARM, LLC

TESTING LABORATORY

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36
License for performing laboratory works with microorganisms of pathogenic groups 3-4
N77.01.13.001./1.000142.04.09 dated 30" of April, 2009

TEST PROTOCOL N2194 dated 13 of September, 2017

Name
Batch
Manufacturer

Applicant ordering the test

Quantity and condition of
samples when received
Sampling act

Date of manufacture

Basis for testing

Normative documentation

Endoprosthesis of synovial fluid NOLTREX

N170005e
RC BIOFORM, LLC Russia

RC BIOFORM, LLC Russia, 142784, Moscow, 22nd km of Kievskoe Hwy, s.
Moskovskiy, housing estate 4, bldg.2, block G, 5th floor

60 pcs (2.5ml in each syringe)

Samples are provided by the applicant

08.08.2017
Order No2 from 10.08.2017

Service agreement Ne117-0094 from 24.04.2017
Russian State Pharmacopoeia Xlll, OFS.1.2.4.0011.15

Parameter

Normative documentation
requirement

Test results

activity of antimicrobial
preservatives

Decrease in number of
bacterial cells must be not less
than 1 Ig after 7 days,
not less than 3 Ig after 14
days, and there should be no
growth after 28 days as
compared to previous test
result

No growth of P. aeruginosa ATCC 9027,
S. aureus ATCC 6538-P, E-coli ATCC
25922 after 7 days, 14 days and 28 days.

No growth in number of cells of C.
albicans ATCC 10231,
A. brasiliensis ATCC 9642 during the
whole testing period.

CONCLUSION:

Tested samples comply with the requirements of normative documentation in relation to the parameter

tested.

The results are relevant to the tested samples only.
Partial or full reprinting of this protocol without permission of the testing laboratory is not permitted.
Partial copy of the protocol is not permitted.

Deputy Head of microbiological testing division

Head of testing laboratory

<signature>  Sukhosyrova E.A.

<signature> Trutneva E.V

/Round Seal: OLFARM, LLC/

Page 1of 1




000 «OJDPAPM»
UCIHBITATEJBHAS JABOPATOPUS
117105, Mockea, ya. Haratuncxas, 3a, Tea/daxe: +7 (499) 611-40-36

Jlnuenans na suinonnenne pabor ¢ MEKPOOPraRHIMaMH 3-4 rPYNNbLI MATOrEHHOCTH
Ne 77.01.13.001.JL.000142.04.09 o7 30 anpessn 2009 r.

ITPOTOKOJI HCITBITAHHH No 194 o 13 cenrsibps 2017 r.

Hanmenosanune: Dnoonpomes cunosuansuou weuoxocmu « HOJITPEKCy
Cepun: N17005¢

Ipomssoaurens: Q00 «HL « BHODOPM», Poccus

3akazunk: Q00 «HL] «k BHODOPM>», 142784, 2. Mockea, Kutomemp

KosmmuecTBo i cocrosnue
0Dpa3NoB NPH NOCTYIJICHHNA:

AKT oTbopa obpa3zos:

Kueeckoeo wocce 22-1i (n. Mockosexuit), domoenao. 4, emp. 2,
amaxe 5, Grox I”

60 edunuy (wnpuyst no 2,5 ma)
Obpasysr npedocmasnenbl 3aKazHUKOM

Jlara npou3Bo/cTBa: 08.08.2017 2.

OcuoBanue JUisi NpoBeNeHAs
HCIBITAHMI:

Hopmarupubiil JOKyMenT:

3asexa Ne 2 om 10.08.2017 2.
Hozosop No H17-0094 om 24.04.2017 2.

roXxXil OoC.1.2.4.0011.15

F Mokazarean Tpebosanns HJL

===y
Pe3yabTarThi HCHBLITAHUS

Vmenvuenue xonuvecmea kiemox
Gakmepuii QONHCHO Gbimb He MeHee
I lg vepes 7 cymox, ne menee 3 Ig
uepes 14 cymox u ne 00IHCHO

Oupenenenne OBImMb VEeAUUEHUR NO CPABGHEHID ¢
AKTHRBHOCTH npe()b;().}m{mw pe3vismamonm wepes
AHTHMHKPOOHLIX 28 eymox.
KOHCEPBAHTOB )

Komumecmso oposicowesoix u
NACCHEGHIX ZPUDOE e DOIICHO
VEEIUNUBAMBER HA NPOMANCEHUU
6Ce20 CPOKA UCCHEAOGUNUSL.

Omcymemeue pocma P. aeruginosa
ATCC 9027, S. aureus ATCC 6538 P,
E. coli ATCC 25922 vepes 7 cymok, 14

cymox u 28 cymox.

Cmcymemeiue Yeaienus Konuecinea
wnemor C. albicans ATCC 10231 u
A.brasiliensis ATCC 9642 na
NPOMANCEHUU 6CC20 CPOKA
uccAeQo8anusl,

SJAKJIIOMEHHE:

Heeneoosannsie 0bpasysl coomeememeyom mpeboean uam
HOPMAMUGHON OOKYMEHMAWIU N0 RPOBEPEHROMY NOKAZAMEIO
PeayapTarht NPOBCACHHLIX NCOLITAHNT OTHOCHTCH TOALKO K 0OPAIAM, NPOWEIIHM HCTIBITEHHA.

He gonyckaeres wacTayHan Wi nosmas nepenedurka [porokosa nenwrranuit Ge3 paspemenns Henstrarearnodh naboparopiin
He nonyckaetes sactisioe xonpposanne [Tporokona monsrranid

/)
H.0. pykoBoaurens otaena e // / _
MHKPOOHOIOIHYECKHX HCCIEI0BaHHH & = e L LA y Cyxocbiposa E.A.
PykoBouTeNb 5 N ﬁ/
HenbITaTebHOIH nabopaTopun S o, (> - Tpyruesa E.B.
bl (Onfes i
n: T > )
\ I
'\ A Ak
i
AT

Crpanuua 1 u3 1



OLFARM, LLC
TESTING LABORATORY

117105, Moscow, Nagatinskaya str, 3a, tel/fax +7(499)611-40-36
Accredited by the Federal Agency for Technical Regulation and Metrology
as a technically competent and independent testing laboratory
Accreditation certificate NePOCC RU.0001.21®J110 dated 8 of October, 2014
License for performing laboratory works with microorganisms of pathogenic groups 3-4
Ne77.01.13.001.J1.000142.04.09 dated 30t of April, 2009

ANNEX TO THE TESTING PROTOCOL Ne194 DATED 13™ OF SEPTEMBER, 2017

Concentrati Concentration of test-microorganism in contaminated sample
Test- on of Theoretical Initial After 7 days After 14 days After 28 days
microorganism | inoculate, |\ el g | koE/MI| 19 | KOEMMI | 1g | KoEMmI| 1g | KOEMI | g
KOE/mlI
Pseudomonas
aeruginosa 1.9 x 10° 19x10° | 6.28 | 7,9x10° 5.9 0 - 0 - 0 -
ATCC 9027
Escherichia
coli 1.5x 108 1.5x10% | 6.18 | 3,0x10° 5,48 0 - 0 - 0 -
ATCC 25922
Staphylococcus
aureus 1.0 x 108 1.0x10° | 6.00 | 1,9x10° 5.28 0 - 0 - 0 -
ATCC 6538 P
Candida
albicans 2.0 x 10° 2.0x10° 5.3 1.9x10° 5.28 9.2 x 10* 4.96 1.1x10° | 5.04 2.6 x 10* 4.42
ATCC 10231
Aspergillus
brasiliensis 7.0 x 107 7.0x10° | 6.85 | 8.6x10° 6.93 5.4 x 10° 5.73 1.1x10° | 6.04 43x10° 5.63
ATCC 9642

Deputy Head of microbiological testing division

/Round Seal: OLFARM, LLC/

<signature>

Sukhosyrova E.A.

Page 1 of 1



000 «OJIDAPM»

UCTIBITATEJILHAS TABOPATOPHUS

117105, r. Mocksa, yit. Hararunekan, 4. 3A; ten/axe: +7 (499) 611-40-36
AxkpeanTosana QelepaibibiM RTEHTCTBOM N0 TEXHHUECKOMY PErYIHPOBAHUID H METPOJIOTHH
8 KAYECTRE TEXHHUYECKN KOMIETEHTHOI i He3aBHCHMOI HenbiTaTenbRol AabopaTopin
Arrectat akkpeantar Ne POCC RU.0001.21DJT10 o1 08 oxTabps 2014 r.
Jlnuen3us Ha BbinoHERHE PAGLT C MEKPOOPTaHHIMAMMY 3-4 rPYNNLI NATOIEHHOCTH

Ne 77.01.13.001.J1.000142.04.09 o7 30 anpens 2009 r.

ITPHIIOKEHHE K ITPOTOKOJIY HCITBITAHHH Ne 194 o 13 centsbps 2017 r.

KonuenTpanus 7ecT-MUKPOOPrauNimMa B KOHTAMHHRPOBAHHOM 0bpasue

Tecr- Konnenrpanus
MHKpOOpra- HHOKYJIRTA, Teoperuueckas Hexoanan Yepes 7 cyrok Yepes 14 cyrox Yepes 28 cytok
HH3M KOE/ma
KOE/ma Ig KOE/ma lg | KOE/ma g KOE/ma g KOE/ma Ig
Pseudomonas ]
aeruginosa
ATCC 9027 1.9x 10 1.9 x 10° 6.28 79x 10° 5.9 0 s 0 . 0 :
Escherichia coli
ATCC 25922 1,5x 10° 1,5x10° | 6,18 3,0x 10° 5,48 0 - 0 - 0 .
Staphylococcus
aureus
ATCC 1,0 x 10° 1,0x10° | 6,00 1,9 x 10° 5,28 0 - 0 - 0 .
6538 P
Candida
odpicans 1 20x10° | 20x10° | 53 | 19x10° | 528 | 92x10' | 496 | 11x10° | 504 | 26x10° | 442
Aspergillus
e | 70x107 | 70x10° | 685 | 86x10° | 693 | sax10® | 573 | 1ix10° | 604 | 43x10° | 563
N.0O. pyxoBoauTens otiena
MHKPOOHOIOrHYECKHX HCCAE0BaHNH Cyxochiposa E.A.

Crpanuua 1 u3 1



The testing laboratory of LLC "NPO"™ LAL-Center"*
Address: 117105, Moscow, st.Nagatinskaya, 3A, tel / fax: (495) 380-04-32, (495) 517-40-37

PROTOCOL OF TESTS Ne 1085 October 9, 2017
Sample number: 17091306
Name of the sample: Material — Hydrous biopolymer with silver ions sterile (material HBIS):
Endoprosthesis of synovial fluid "NOLTREX™"
Manufacturing company: RC BIOFORM
Normative documentation: TU 9398-001-52820385-2015
Requirements: Not more than 0.5 EU / ml
Serial number: N17043
Product: gel in syringes
Expiration date: 02/06/2020
Application Date: 13/09/2017
Applicant: RC BIOFORM
Initial solution: gel in syringe 2.5 ml
Maximum allowed Delution: 32
Dilution in analysis: 1/30; 1/30_0.251; 1/30 0.51; 1/30_11;1/30 _21I. Control: 0.251;0.51;11; 21
Sample preparation: Sample preparation by testing method. All dilutions were made with water for
LAL-test.
Method of analysis: Pretest analysis. Interfering factors, OFS. 1.2.4.0006.15, St.Pharm. XIlI
LAL-reagent: Endosafe KTA, series H2592L
CSE: Endosafe CSE, series EX61532
Measurement range: 0.015 EU / ml

Analysis result: Test results complies with the requirements to accuracy of results according to GPM
“Bacterial Endotoxins”. Tested material neither intensifies nor inhibits the reaction of LAL reagent and
endotoxins in 1:30 dilution.

Head of TL <signature> Demidova V.V.

/Round Seal: ' LAL-Center"'/

Notes:
This test report applies to the monitored test sample.



UcnwiTateabhas nabopatopus 000 "HIO "JIAJI-Uentp"
Anpec: 117105, r. Mocksa, yn. Haratusckas, . 3A, Ten/dakc: (495)380-04-32, (495) 517-40-37

MPOTOKOJI UCIIBITAHUH Ne 1085 9 okta6ps 2017 r.

Homep obGpa3ua: 17091306

HaumenoBanue obpasua: Marepuan — GuononuMep BoAOCOAEpXKaLLuii ¢ HOHamMK cepeGpa
cTepubHbli (Matepuan BBUCA): DuaonpoTes CHHOBHAILHOH XKHIAKOCTH
«HOJITPEKC™y,

MpeanpusATHE-NPOH3BOAHTEIb! 000 "HL "BUOPOPM"

HopmaTHBHAs N0KYMEHTaUMs: TV 9398-001-52820385-2015

NnCB3: He Gonee 0,5 ED/mn

Cepusi: N17043

®opma BbINycKa: refib B WNpHLAX

CpoK roaHocTH: 02.06.2020

JlaTa 3asiBKH: 13.09.2017

3asiBuTE/Ib! 000 "HL| "BUODPOPM"

Mcxoaublit pacTBop:  redb B wnpuue 2,5 ma
MAP: 32

Passenenne B anaause: 1/30; 1/30_0,25x; 1/30_0,5x1; 1/30_n; 1/30_2n; Kourposs: 0,251; 0,51; 15 21

MoaroToBka o6pasua: Meronuka nposepku. Bee passeieHHs Ha BOAC V1A JIAJI-Tecra.

MeTon aHanu3a: INpensapurenbHbii aHanus. Mewatowme axkropsi, O®C.1.2.4.0006.15, T'd XIII
JIAJI-peakTHB: Endosafe KTA, cepus H2592L
KC3: Endosafe CSE, cepua EX61532

Jinanazon usmepenusi: 0,015 ED/mn

PesyabTaT aHanu3a:  Pe3ynbTaTbl aHaAH3a COOTBETCTBYIOT TpeGoBaHUAM 10CTOBEPHOCTH Pe3yabTaToB ooC
"BakTepuaibHble IHA0TOKCHHbI". MCnbiTyeMbli npenapar B pa3BeicHUH 1/30 He
CHAMBAET W He nHrnoupyet peakumio JIAJl-peakTHBa U 3HAOTOKCHHA.
y Y/

PykoBoaurens UJI Jlemunosa B. B.

[Tpumeyanus: 199

Moc\l“b

Jlanuwiii npomoKon UCRBIMGHUS. PACnpOCMPAHAEMCA HQ NPOROMMPORTDOBAHHbIU ucnwvinyemoiii obpasey.



The testing laboratory of LLC "NPO"™ LAL-Center"*
Address: 117105, Moscow, st.Nagatinskaya, 3A, tel / fax: (495) 380-04-32, (495) 517-40-37

PROTOCOL OF TESTS Ne 1086 October 9, 2017
Sample number: 17091306
Name of the sample: Material — Hydrous biopolymer with silver ions sterile (material HBIS):
Endoprosthesis of synovial fluid "NOLTREX™"
Manufacturing company: RC BIOFORM
Normative documentation: TU 9398-001-52820385-2015
Requirements: Not more than 0.5 EU / ml
Serial number: N17043
Product: gel in syringes
Expiration date: 02/06/2020
Application Date: 13/09/2017
Applicant: RC BIOFORM
Initial solution: gel in syringe 2.5 ml
Maximum allowed Delution: 32
Dilution in analysis: 1/30
Sample preparation: By testing method. All dilutions were made with water for LAL-test.
Method of analysis: Method A, gel clot test, OFS. 1.2.4.0006.15, St.Pharm. XIII
LAL-reagent: Endosafe KTA, series H2592L
CSE: Endosafe CSE, series EX61532
Measurement range: 0.015 EU / ml

Analysis result: Bacterial Endotoxins content is less than 0,47 EU/ml.

Head of TL <signature> Demidova V.V.

/Round Seal: " LAL-Center"/

Notes:
This test report applies to the monitored test sample.



HUcnbitatensuasn nabopatopus 000 "HITO "JIAJI-UenTp"
Anpec: 117105, r. Mocksa, yn. Haratunckas, 4. 3A, Ten/akc: (495)380-04-32, (495) 517-40-37

[MMPOTOKOJI UCIIBITAHUM Ne 1086 9 okta6ps 2017 .

Homep oGpa3ua: 17091306

HaumenoBanue o6pasua: Martepuan — GuononuMep BOAOCOAEPKALLMIA ¢ HOHAMH cepebpa
cTepuabHbIi (Matepuan BBUCA): DHa0MpPOTE3 CHHOBHANBHOM JKHAKOCTH
«HOJITPEKCT™y,

[MpeanpuaThe-npousBoauTeIbL: 000 "HL "BUOD®OPM"

HopmaTuBHas gokymenTaums: TV 9398-001-52820385-2015

MCB3: He 6onee 0,5 ED/mn

Cepusi: N17043

®opma BbinycKa: rejib B IWINpULAX

Cpoxk roanocru: 02.06.2020

Jara 3asBKu: 13.09.2017

3asiBuTEND! 000 "HL "BUODOPM"

Mcxoanelii pactBop:  renib B wnpuue 2,5 mi

MAP: 32
Passeaenne B ananuse: 1/30

[oaroToska o6pasua: Meroanka nposepky. Bee passesneHus Ha Boae aia JIAJI-Teca.

MeToa ananusa: Meron A. KauecTBeHHbIi refab-rpom6 tect, ODC.1.2.4.0006.15, I'd XIII
JIAJI-peakTus: Endosafe KTA, cepus H2592L
KC3: Endosafe CSE, cepus EX61532

Auanazon usmepenusn: 0,015 ED/mn

Pesyabrar ananmsa:  Copepanne GakrepHanbHbIX IHAOTOKCHHOB MeHee 0,47 ED/mi.

Pykosoaurens UJI Jlemuaosa B. B.

[Tpumeyanus:

Hannviii npomoxon ucnvimanus pacnpocmpansiemes na NPOKOHMPONUPOGAHHBIT Ucnbimyemblli 0bpasey.
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