NI LTREXSIN

INN U VER.02/13.01.2025
RU

SHponpoTte3 cuHoBuanbHon xuakoctn HOJNTPEKCUH (NOLTREXSIN) cTepunbHbIA, B wnpuue
ofHoKpaTHoro npumeHeHus no TY 32.50.50-001-50383176-2023

BapwaHTbl UCMOMHEeHNsT:

1. SHponpoTte3 cuHoBmanbHoi xuakoctn HONTPEKCUH (NOLTREXSIN) cTtepunbHbii, o6béMom 2,0 mn
B LUMNPULE OHOKPATHOrO npumeHeHusi (npoussogcTea “LUaHbayH Baro Mpedmnnc ®apmackiotukan Mak-
kamKkuHr Komnanu, Numutag”, Kntai, PY Ne P3H 2013/764, unun nponssoactea “BekToH [WKUHCOH PpaHC
C.A.C”, ®paHuusi, PY Ne ®C3 2011/11237) B KOHTelHepe; UHCTPYKUMS NO NPUMEHEHWIO; naeHTUUKaLm-
OHHble 3TUKETKM (2 WT.).

2. QHponpotea cuHoBManbHoii xuakoct HONTPEKCUH (NOLTREXSIN) ctepunbHbiii, o6bémom 3,0 mn
B LUNpULE OAHOKPATHOro npumeHeHus (npowussogctsa “LlanbayH Baro Mpedunnc ®apmackiotvkan Mak-
kamKkmHr Komnanu, Numutag”, Kutai, PY Ne P3H 2013/764, unu npowssoactea “BekToH AWKUHCOH PpaHC
C.A.C.”, ®paHuus, PY Ne ®C3 2011/11237) B KOHTelHepe; MHCTPYKUMUS MO NPUMEHEHWIO; naeHTUdUKaLm-
OHHble 3TUKETKM (2 WT.).

3. Onponpotes cuHosmanbHom xuakoctn HONTPEKCUH (NOLTREXSIN) ctepunbHbiii, 06bémom 2,0 mn
B LUNpULE OJHOKPATHOro npumeHeHus (npowussogctea “LlanbayH Baro Mpedunnc ®apmaceiotvkan Mak-
kamkuHr Komnanu, Numutapn”, Kutai, PY Ne P3H 2013/764, unu npowasoactea “BekToH AVKUHCOH PpaHC
C.A.C., ®paHums, PY Ne ®C3 2011/11237) B KOHTENHEPE; UrMa UHbEKUMOHHas cTepunbHas 19G x 2" (1,1 x
50 mm) (nponssoacTea “B. bpayH MenbayHreH A", lepmanus, PY Ne ®C3 2007/00293, unu npoussoactea
“BekToH AukuHcoH C.A.”, Vcnanus, PY Ne ®C3 2011/08975), nrm 19G x 172" (1,1x40 mm) nnm 18G x 172"
(1,2x40 mm) (npoussoacTea “KO Meaukan Mm6X Xocnutan Mpogaktc”, Fepmanus, PY Ne ®C3 2008/01671),
CTepUNN30BaHHasi OKCUAOM ITUNEHA; UHCTPYKLMS MO NPUMEHEHMIO; NAEHTUMUKALMOHHbIE STUKETKM (2 LIT.).
4. BHponpote3 cuHoBmanbHoi xuakoctn HONTPEKCUH (NOLTREXSIN) crepunbHbii, o6béMom 3,0 mMn
B LUMNpULE OfHOKpaTHOro npumeHeHust (npoussogcTea “LUaHbayH Baro Mpedmnnc ®apmackiotukan Mak-
kampkuHr Komnanu, Jlumutag”, Kutair, PY Ne P3H 2013/764, nnun npoussoactea “BektoH [ukuHcoH ®paHc
C.A.C.", dpaHumsa, PY Ne ®C3 2011/11237) B KOHTEWHEPE; UrMa UHBbEKUMOHHasA cTepunbHas 19G x 2" (1,1 x
50 mm) (nponasoacTsa “B. BpayH Menb3yHreH A", lepmanus, PY Ne ®C3 2007/00293, unu npoussoactea
“BekToH [uknHcoH C.A.”, Ncnanus, PY Ne ®C3 2011/08975), nnu 19G x 1%" (1,1x40 mm) nnm 18G x 1%%"
(1,2x40 mm) (npoussoacTea “KI Meaukan 'm6X Xocnutan Mpogaktc”, Ffepmanus, PY Ne ®C3 2008/01671),
CTEpUU30BaHHasi OKCMAOM ITUNEHA; MHCTPYKLMS MO MPUMEHEHMIO; MAEHTUMUKALMOHHbIE STUKETKM (2 WT.).
CocTtaB

* TpexmepHblit nonuakpunamug, %: 4,0 + 1,0;

* BOAA ANs nHbekuni, %: 96,0 + 1,0;

* NoHbI cepebpa, %: 0,0001 — 0,0005.

HasHaueHnue

CuHTeTWYeckuiA mMaTepuan Ans  9HAOMNPOTEe3NpoBaHUs 1
CUHOBMAIbHON XUAKOCTK CycTaBa.

Moka3aHus K NpUMeHeHno

YxyAweHne dyHKUMOHAmNbHbIX XapakTepUCTUK CycTaBoB, CycTaBHas 6onb, BO3HMKWIME B pesynbrate
[lereHepaTuBHbIX U TPaBMaTUYeCKUX W3MEHEHWI CUHOBWAIbHbLIX CyCTaBOB, MOPaXXEHHbIX OCTE0apTPO30M
(ocTeoapTpuTOM).

O6nacTb NpUMeHeHUs

Xupyprus, TpaBMaTonorus, opToneausi, peBMaTosnorus.

TpeGoBaHuA kK NepcoHarny, 3KCnyaTupylolemMy AaHHoe uaenve

K paboTe ¢ aHAONpoTE30M AOMNycKaeTcsl TONbKO KBanndULMPOBaHHbIN MeJULIMHCKWIA NepcoHan (B COOTBET-
CTBUM C 3aKOHOAATENLCTBOM) B YCMOBWSIX YACTOI NEPEBSI304HOI UMK OMEepPaLMOHHO, BIIaaetoLwmnii TEXHUKON
BHYTPUCYCTaBHOI MHBEKLIMN.

OCHOBHbI€e TeXHUYECKMe XapaKTepUCcTUKN

* cofiepxaHue cyxoro octatka, %: 4,0 + 1,0;

* 3Ha4eHue pH BbITsXKK: OT 6,0 fo 8,5

DyYHKLMOHaNbHbIe XapaKTepUCTUKN

* MonekynsipHasi macca: 6onee 10 Ma;

« InHamunyeckas BA3KoCTb aHAonpotesa (npu +25°C n ckopocTu cagura ot 2,5 ¢ '), Ma-c: 20-55;

» InHammnyeckas BA3KoCTb aHAonpotesa (npu +25°C n ckopocTu cagura 0,1 ¢ '), Ma-c: 160-550;

* Mogynb ynpyrocTu (npu +25°C v ckopocTtu casura 2,5 'u), Ma: 50-200;

* Mogynb ynpyrocTu (npu +25°C u ckopocTtu casura 0,5 'u), Ma: 45-150;

* Mogynb BsizkocTu (npu +25°C n ckopocTu casura 2,5 'y), Ma: 5-25;

* Mogynb BsizkocTu (npu +25°C u ckopoctu casura 0,5 'y), Ma: 3-20;

« MnoTHocTb nsgenus, r'cm®: 1,00+0,02;

* M3Bnekaemblii o6bem maTepuana u3 wnpuua: 2,0£0,2 mn unn 3,0+0,3 mn (B 3aBUCMMOCTM OT BapuaHTta
VCMOMHeHNs).

COBMEeCTUMOCTb LUMPULIA U UMbl

[lnanasoH BenMUMHbI YCUMWSI HaXaTWsi Ha LUTOK LUMpULA, HEOBXOAMMOro ANs M3BMEeYEHUs U3nenust npu
MCMOMb30BaHNK U COOTBETCTBYIOLLMX Pa3MepOoB:

KOppeKunn BA3KO-3/1aCTUHECKMNX CBOWCTB

Paamep urnbl Yewnue Ha wrok, H | [AranasoH ycunus Ha wTtok, H
ot 18G x 1%%" (1,2 x 40 mm) go 18G x 2" (1,2 x 50 mm) 8-15
oT 19G x 2" (1,1 x 40 mm) 19G x 2" (1,1 x 50 mMm) 9-18 8-35H
o1 21G x 1% (0,8 x 40 Mm) go 21G x 2" (0,8 x 50 Mm) 14-35

MprMeHsieMble UMbl yKa3aHHbIX Bbile [Uana3oHoB W LIMPULLI COOTBETCTBYIOLMX NPOU3BOAUTENEN, Npu
COBMECTHOM MCMOMb30BaHNN HE MMEIOT MOBPEXAEHWNIA U APYTrVX HEraTUBHbIX peakLmii LUNpMLA, NOPLUHS 1nn
WrMbl NPy NPUNOXEHUN yeunusa B AnanasoHe 8-35 H, a Takke ¢ NpUMEHEHneM KpUTUHECKON CUnbl.
Onucanue

OHponpoTes cuHoBManbHoi xuakoctn HONTPEKCUH cTepunbHbIiA, B WINpULIE OAHOKPATHOMO NPUMEHEHUs
no TY 32.50.50-001-50383176-2023 (nanee oaHponpoted wunn HONTPEKCKH). BbicokoBsizkuii
BbICOKOMOMEKYNSIPHbIA CTYAEHUCTBIA Monumep, LUBET OT GeCLBETHOro A0 CBETNO-KENTOro, CTepUIIbHbIN.
HONTPEKCWH — cuHTeTUYeckuin matepuan Ans SHAONPOTE3NPOBaHUS UM KOPPEKLMW BSA3KO3NACTUHECKUX
CBOIICTB CYHOBMANbHOW XUAKOCTY CycTaBa. He coaepXuT BELLECTB XUBOTHOTO NpoucxoxaeHus. Beneacteune
60bLION NNOTHOCTK renst A0MYCTUMO NPUCYTCTBIE HeBOMbLLIOMO KoNMYecTsa Ny3bipbkoB B 06béme Wwnpuua.

MexaHuam gencrTBus

HONTPEKCWH peiicTByeT, BocCTaHaBnvBasi 00beM U BSI3KOCTb CUHOBUANIBbHOWM XMAKOCTU B CycTaBax,
NopaxeHHbIX O0CTeoapTpo3oM. B pesynbrate aTOro Kynupyetcss Gonesoit CUHAPOM W ynydllaeTtcs
NoABWXKHOCTL cycTaBa. OcoBeHHOCTbIO aHAoNpoTe3a siBMnsieTcs 6onee AnuTenbHOe AENCTBUE B CPAaBHEHUN C
hapmaLeBTUYECKMMM NpenapaTtamMu U MaTepuanammy Anis BUckocanmnnemMeHTaLumum.

Buoperpapauus:

Buoperpagaums nonvakpunamuaHoro rensi NPOMCXOAWT Yepe3 BHEKMETOYHbIN NU3UC U MEANEHHYo pe-
30p6umo Makpodparamu. MoaBepraeTcs o4YeHb MeffieHHoW BuodecTpykumm B TedeHne Gonee 6 mMecsiLes.
BbiBOAUTCS MpeuMyLLECTBEHHO Yepes MOYKM U neveHb, He nospexaast TkaHu. MetabonuTel aHaonpoTesa
(c MomoLLbio pagnoakTUBHBIX METOK) OGHapyXuBaloTcA B Mode U kane. B momocTu cyctaBa nonoxeHue u
opueHTauus aHAonpoTesa MoryT ObiTb onpegeneHsl ¢ nomoLbio MPT unu Y3W. Ecnn Bo3HukaeT Takas Heo6-
XOAWMMOCTb, TO 9HOMNPOTE3 MOXET GbITh U3BMEYEH NyTEM MyHKLUMUM 1 NPOMbIBaHKS NOMOCTU CycTaBa.
WHdpopmauus ans spayei!

Pekomenpyetca Beoante HONITPEKCWH B nonoctb cyctaBa C MCMOMb30BaHUEM WHBEKLIMOHHOW Wbl
18G x 172" (1,2 x 40 mm), unn 18G x 27 (1,2 x 50 mm), unm 19G x 172" (1,1 x 40 mm), unn 19G x 27 (1,1 x
50 mm), unm 21G x 1%" (0,8 x 40 mm), unm 21G x 27 (0,8 x 50 MM), COBMECTUMOW C COEUHEHNEeM Tuna
Luer-Lock™ (Ilyep-Jlok), npu Temnepatype BHelHe cpeabl oT +10° C go +35° C. Ukl 19G x 27 (1,1 x
50 MM) NOCTaBMSAOTCS B COOTBETCTBYIOLMX BapuaHTax komnnektauun. Armel 18G x 1%” (1,2 x 40 mm), nnmn
18G x 2" (1,2 x 50 mm), unm 19G x 1%%" (1,1 x 40 mm), unm 21G x 174" (0,8 x 40 mm), nnm 21G x 27 (0,8 x
50 MM) BapuaHTamu UCMONHEHUS1 HE NMPefycMOTpeHbl. B kauecTBe pekoMeHZAyeMbIX Bbille UHBEKLMOHHBIX
UMM, He NpeayCMOTPEHHbIX BapuaHTaMu WCMOMHEeHUs U3Aenusi, MOryT WCMOMNb30BaTbCs PekoMeHayemble
UIMbl COOTBETCTBYIOLLETO pasMepa, 3aperucTpupoBaHHble B YCTAHOBMEHHOM MOPsiAKe Ha Tepputopun
P®. Takue urnbl NpruobpeTatoTcsi AOMOIHMTENBHO MO pekoMeHZauun Bpaya, NMubo UCMonb3ylTCs Bpavom
13 MMEIOLLMXCS B HanMuuMM B MeOULMHCKOM yupexzaeHun. Mpu Hanuumm cBoGOAHON XWAKOCTU B CycTaBe
xenaTenbHo Jo6nTbCA NpekpaLleHns 9KCCyaaLmm N BBOAWUTL SHAOMNPOTE3 He paHee YeMm uepes 48-72 yaca
nocrne NMKBMgaLMy BOCManuTenbHOro npouecca. BeegeHne B cyctas 6e3 npeasapuTenbHON dBakyaLun
cBOBOAHOI XKMAKOCTU HeLlenecoobpasHo. [Mpu Hanu4Mm Ny3bIpbKOB B rene nepea BBeAEHUEM LNpUL crieqyeT
HECKOIbKO pa3 CUMbHO BCTPSIXHYTb MOPLUHEM KBEPXY, NPV 9TOM My3bIPbKU MEPEMEeCTATCS NnoZ nopLueHs. B
CBSI3M C BbICOKOW MIOTHOCTbIO 3HAOMPOTE3a MPK YPE3MEPHOM HaxaTM U CKOPOCTU BBEAEHWSI BO3MOXHO
BblaBNMBaHue rens B 06paTHy0 CTOPOHY Yepes noplueHsb. BeegeHue yepes urny 21G x 1%%" (0,8 x 40 mm)
umm 21G x 2” (0,8 x 50 MM) ymeHbluaeT GONesHEHHOCTb UHBEKUMKU, HO TpebyeT Gonbluero AaBneHuns Ha
NopLUeHb 1 YBENUYEHUst BpeMeHW BBefleHNs. CpefHas pekoMeHayemasi CKopocTb BBefeHus: 0,4-0,8 mn 3a 1
MUHYTY. B TeueHue cyTok (unv Gonee — No nokasaHusiM) nocre npoLeaypbl Harpysku Ha 3aMHTEPECOBaHHbIN
cycTaB OrpaHN4M1BaloTCS.

Mpy MaHUNynAUMM Ha KOMIEHHOM CycTaBe 3HAOMPOTE3 PEeKOMEHAYETCs BBOAUTbL B BEPXHUI 3aBOPOT
NPEeAnoYTUTENBHO C HapyXHOW CTOPOHbI (MALMEHT HaxoauTcs B MONOXeHWn néxa). HeopHokpaTHoe
BBEEHMNe B KOMEHHbIi CyCTaB B MOMOXEHUM MaLMeHTa CUAsi cOo3naeT BEpOSiTHOCTb MOBPEAWTb WMo
6orbLIOro AMaMeTpa XpsLLEBOWM MOKPOB CYCTaBHbIX MOBEPXHOCTEN M MEHWUCKW. [INsi CHUXEHWUs PUCKOB
BHYTPUCYCTaBHbIE MHTEPBEHLIMM PEKOMEHAYETCSt NPOBOANTL Nof Y3-KOHTponeM, JaHHasi pekoMeHaauus B
0COBGEHHOCTU KacaeTcs MaHWUMynALuuiA Ha TasobeapeHHOM cycTaBe.

[ns ymeHbLUeHUs GOMneBbIX OLLYLLIEHUA HENOCPEACTBEHHO MPU MHBLEKLMKM pekomeHayeTcs obesGonusaHve
HOBOKaVHOM U NIMAOKaNHOM (MO YCMOTPEHMIO Bpaya) kak B 30He BBEAEHUS, Tak U BHYTpY cycTasa. [py BBeAeHUM
B MONOCTb CycTaBa MaLMEHT MOXET OLLyLlaTb YyBCTBO HAMOMHEHUsl, @ Mpy CryyallHOM BBEAEHUM B Msrkue
TKaHu — pacnupaHue. BeegeHne B MsIrkue TkaHu, B TOM YKCe B CUHOBMAsbHbIE TKaHW WK Kancyny cycTaBsa,
MOXET MPUBECTU K BHYTPUCYCTABHLIM MMM MSTKOTKAHHBIM OCMOXHEHUSIM, YTO OTHOCUTCS K HexenaTenbHbIM
NOCNEACTBUSIM, CBSA3AHHLIM C HapyLLUEHWEeM TEXHUKU BBEAEHWS!, W AOMKHO ObliTb YCTPaHEHO NyTEM 3BakyaLuu
marepuarna U3 Msrkvx TkaHei 1 HasHa4eHMeM CUMMTOMAaTUYECKOTO NEYEHNS NPV HaTNMYMM NOKa3aHWid.
PekoMeHAyeMble CxeMbl BBeAEHUA:

Metoauka n cxema BBeAeHWsi 3HAOMPOTe3a noabupaloTcs MHAMBMOYANbHO MO YCMOTPEHMIO Bpaya B
3aBVCUMOCTU OT CTafuK O0CTeoapTpo3a (ocTeoapTpuTa), 0cOBGEHHOCTEN CycTaBa, KNMHUYECKOTO COCTOSIHNS.
1. Cxema B 3aBUCMMOCTM OT TUMNa CycTaBa.

1.1. B koneHHbIN cycTaB aHAonpoTe3 BBoauTtcs B obuem konnyectse ot 2,0 mn Ao 10,0 mn Ha kypc. Kypc
ot 1 go 5 nHbekumit. 3a 1 npouenypy Beoautcs no 2,0-3,0 mn, gonycTmo BBoAUTL Ao 4,0-5,0 mn, T.e. go 2
LINpULIEB €AUHOBPEMEHHO (3a ofHY npoLieaypy).

1.2. B TazobeapeHHbIi cyctas: ot 2,0 mn Ao 5,0 mn Ha kypc, oT 1 go 2 uibekuui no 2,0-3,0 mn.

1.3. B apyrue cycrtasbl 9HAONpOTE3 BBOAUTCS M0 2,0 MM U MeHee, B 3aBUCUMOCTU OT pa3mepa cycTaea.

2. AnropuTtm BbiBopa kypca.

2.1. Mpu KypcoBOWi CXxeMe pekoMeHAYeMbI MHTEPBaN MeXay UHbEKUMSMU OfHa Hedens.

2.2. Bo unsbexaHve nepernonHeHus cyctaBa MIOTHbIM MEANEHHO pe3opbupyemMbiM maTepuanoM npu
XOpOLLEM KIMMHUYECKOM pe3yrnbTaTe Kypc peKoMeHAyeTCsl NpeKkpaTuThb!

2.3. Kypcbl LienecoobpasHo nosTopsite 1 pa3 B 6 — 24 MeC. B 3aBYCUMOCTU OT KITMHUYECKUX NPOSIBIEHUN.
2.4. Cxema NOBTOPHOTO Kypca MHbEKLMI MOXET ObITh COKpaLLieHa Mo Noka3aHWsaM.

BHumanue! MHamenagyanbHo nogobpaHHbii Kype NIeYeHUs U NpaBunbHas TeXHWKa BBEAEHUS - KroyeBas
TouKa Ans apdeKTUBHOro pesynesrara.

Mpepynpexaenne

Bpau gomxkeH cobnoaaTth NnpaBuna acenTUKN U TEXHUKY BHYTPUCYCTaBHON MHbeKLun!

He BBOAUTL B NMuMaTyeckune, xenesucTble W AOpyrie Msrkve TKaHu, a Takke MpU HanMyuu BeHO3HOTo
unn numdaTtyeckoro crasa B obnactu Lenesoro cyctaea. He cmelumBaTb B pamkax ofHON npoueaypbl ¢
U3AenuaMM UNn nNpenapaTamu, NpeaHasHa4eHHbIMU At BOCCTAHOBMNEHWS B3KOCTY CUHOBUAbHO XuakocTu!
Mepbl NpeIoCTOPOXHOCTH

Mpoueaypa neyeHus aHanorMyHa APYrM BHYTPUCYCTaBHBLIM WHBEKLMAM HECET MWHUMambHbIA PUCK
OCNOXHEHUI (apTpanrus, BocnaneHue, BHyTPEHHee KPOBOTEHYeHWe npu TpaBMMUPOBAHUM COCYAOB W Ap.).
Cobnioaatb 06bl4Hble Mepbl NPeJoCTOPOXHOCTU: BBEAEHUE 3HAOMPOTE3a BO3MOXHO TOMbKO B YCMNOBUSIX
YUCTON NEPEBA3OYHON UNW ONePaLMOHHON KBanUMULMPOBaHHLIM MEAULIMHCKUM NEepCOoHanom.
MpoTnBonoOKasaHus

- BOCManuTenbHble COCTOSIHUS KOXHBIX MOKPOBOB B 06M1acTy NpefnonaraemMoro BBEAEHUs 9HA0NpoTesa;

- BbIMOT B CyCTaBe;

- BBE/IEHWe 3HA0NpoTE3a B MHULIMPOBAHHDI NI BOCNANEHHbI CycTaB, CUHOBWT;

- KNWHKKO-NabopaTopHble NPU3Hak1 CUHOBWTA, apTpUTa 1 APYTX NPOSBIEHNIA BOCMANEHNsi UHEKLMOHHOTO
U\ HeNHMEKLMOHHOTO reHesa B CyCTaBe;

- rnocre apTPOCKOMUYECKUX Onepauuii (MpUMEHeHWe BO3MOXHO He paHee, 4em uepe3 1 Hegenio
HEenocpeACTBEHHO Nocsie BMELLATeNbCTBa, CTPOro NPy OTCYTCTBUM MPU3HAKOB BOCMASIEHNS);

- AnabeT sBnsieTcs OTHOCUTENbHbLIM MPOTUBOMOKA3aHNEM — MPUHUMAst BO BHUMaHWe NErkyl ys3BUMOCTb
TKaHeit npu Auabete, HeOGXOAMMO BHMMATENbHEe OTHOCWUTBCS K WCMONb30BaHUIO MaTtepuana y aToi
KaTeropuu nalmeHToB;

- 6epeMeHHOCTb U NakTaums (CM. Huxe).

Mp npv Gep OCTU U KOp! rpyasio

BnusHne osHoonpotesa Ha ambGpuoreHes M nakTtaumio He uccnegoBaHo. AdekBaTHble U CTPOro
KOHTPONMpYyeMble UCCNEeAoBaHNsS y GepeMeHHbIX 1 KOPMSILLMX KEHLUMH He npoBoaunuck. MNpumeHeHne npu
6epeMeHHOCTY 1 NakTaLmn He PeKOMEHA0BaHO.

Mo6GouHble adhhekTbl

HanGonee BeposiTHbI OCMOXHEHWsI, CBA3aHHble C MEPUNpOLEAYPHON UM BPEMEHHOM MOCTNPOLeypHOI
(He Bonee 72 yacoB) Gonblo Unu xokeHnemM. OHM MoryT GbiTb KynvpoBaHbl C MOMOLLLIO aHanbreTUKoB U
HECTepONHbIX NPOTUBOBOCMANUTENbHbLIX NpenapaTos.

Bo3MoxHble No604HbIe 3hEKTHI M OCTIOKHEHNS CBSI3aHbl CO CNOCOBOM BBEAEHUS NYyTEM BHYTPUCYCTaBHOM
VHBEKUMN: BOMb UMK OTeK B MeCTe MHBEKLWW, acenTUYECKUA OCTPbIi apTPUT, CYCTaBHOW BbINOT, CUHOBUT,
oLlylLLieHWe pacnupaHusi, XokeHue, apTpantusi; MHEKLUMOHHbIE OCMOXHEHUS (MMOTEHHBI apTpuT, NpsiMoe
VHULMPOBaHNE CycTaBa MpU UHMEKUMOHHBLIX GONe3HsX, OCTEOMWENUT, Cencuc U T. A.); MOAKOXKHbIE
HenponaTum, MegukaMmeHTo3Hasi aMGonust cocyaoB. HekoTopble 13 OCMOXHEHWIA, CBA3aHHbIX CO CMOCO6oM
BBE/EHNS, MOKHO M36exaTb NyTemM CTPOroro CobrnioaeHs Npasun acenTuki U TEXHWKW BBEAEHNS.
Mockonbky HONMTPEKCWH He conepXXuT BELLECTB XMBOTHOTO MPOUCXOXAEHUS, BEPOSTHOCTb anmnepravyeckomn
peakuMu O4eHb HM3Ka, HO He WCKIioYeHa. BO3MOXHBIM OCIMOXHEHMEM MOXeT ObiTb rpaHynema kak
TUNUYHas peakuusi opraHnama Ha UHOpPoAHOe Terno. Ho HY B KMMHUYECKUX UCCIEA0BaHWSIX, H BO BPeMsi
NOCT-MapKeTUHrOBOro HabniogeHns He coobLIanoch O Kakux-nMbo anneprvecknx peakumsx unu cryyasx
OTTOPXKEHWSI.

MauueHTy pekomeHayeTcs NPOKOHCYNLTUPOBATLCS C BPA4oM Mpu He npoxoasiueit 6onu nnm YyBcTBE YoKeHUs
B CycTaBe, MOKPaCHEHWsi, MPUMYXOCTU B MeCTe MHbEKLMW, U3MeHeHWsi 0bracTy cyctaea, YyBCTBE pacnupaHus
UMW MHOPOAHOTO TeNa B CyCTaBe WM OKONOCYCTaBHOW 06nacTu, MpuaHakax annepruyeckoil peakuym.

O HebrnaronpusaTHbIX peakunsx creayeT coobwats npeactasutento OO0 «BMOHONTPA 3C 3W»,

Ten: +79254413080, e-mail: office@bionoltra.com

CoBMecTUMOCTb

Bo3amoxHo ogHoBpemeHHoe npumeHeHne HONTPEKCWH ¢ MecTHbIMU aHecTeTMKaMU (HOBOKaWH, NUOOKaNH).
[leicTBMe B KOMOGMHALMM C APYrMUW NekapCTBEHHLIMU CPEACTBaMM He uccrefoBaHo. Baammopenicteue ¢
APYTUMU U3AENUSIMU, NpeAHa3Ha4YeHHbIMU [J151 BOCCTAHOBNEHUST BA3KOCTY CUHOBUAMNbHOW XUAKOCTH, Npu
©IHOBPEMEHHOM NPUMEHEHUN (3a OAHY NPoLEeaypy) He uccneaoBaHo.

BHumaHue!

3HponpoTes HEPTEH, He paAnoaKTUBEH.

Y6eanTbcs B HACTOSILLLEM MECTOMNONOXEHUM QHAONPOTE3a MOXHO € nomoLlysto MPT unn Y3U.

Mpn Heobxoanmoctn HONTPEKCWH moxeT ObiTb M3BMeYeH nyTem MyHKUMM U MPOMbIBAHUS MOMOCTH
cycrapa. M3Bnekats HONNTPEKCUH 13 msarkux TkaHew cnefyeT ¢ NOMOLLbIO LWNpuUUa ¢ TONCTON UIMOW Unn
nyTem UHLN3NN.

YnakoBka u KomnnekTaumsa

CocTaB KOMMNMEKTOB Af1si COOTBETCTBYIOLIMX BAPUAHTOB UCMOMNHEHUS, HE KOMMNEKTYeMbIX UHbEKLIMOHHOM MITOA:
3Hponpote3 o6bemom 2,0 M unu 3,0 M CTEPUNbHBIN B LUNPULIE OfHOKpaTHOroO npumeHenusi (PY Ne P3H
2013/764 vnu PY Ne ®C3 2011/11237) c coeanHeHviem Luer-Lock™ 6e3 urnbl ¢ repMeTUYHO 3aKpbITO Npo6-
KOV ynakoBaH B repMeTUYHO 3anasiHHbIN KOHTeNHep. KOHTeNHep Co LWNpuLUeM NomeLLeH B KapTOHHY KOpo6-
Ky BMeCTe C MHCTPYKLWei N0 NPUMEHEHNI0 U MASHTUDUKALMOHHBIMU STUKETKaMM - 2 LUT.

CocTaB KOMMNEKTOB /M5l COOTBETCTBYIOLLMX BAPUAHTOB UCMOIHEHMS, KOMMIEKTYEeMbIX MHbEKLMOHHOW UIMOiA:
OHponpoTe3 o6bemom 2,0 mn unu 3,0 M CTEPUIbHBLIN B LUNPULE OAHOKpaTHOro npumexenusi (PY Ne P3H
2013/764 vnu PY Ne ®C3 2011/11237) c coeanHeHnem Luer-Lock™ 6e3 urmnbl ¢ repMeTUYHO 3aKpbITO Npo6-
KOV ynakoBaH B repMeTUYHO 3anasiHHbI KOHTelHep. KoHTeliHep co wnpuuemM nomelleH B NoTpebuTenbekyto
KapTOHHYI0 KOPOBKY BMECTE C MHCTPYKLMEN MO NPUMEHEHIO, NAEHTUMUKALIMOHHBIMI 3TUKETKaMK - 2 LT. 1
OTAENbHO YNakoBaHHOW CTEPUIM30BAHHON OKCUAOM 3TUNEHA MHBEKUMOHHOW urnon 19G x 27 (1,1 x 50 mm)
(PY Ne ®CP 2012/14167 nnu PY Ne ®C3 2007/00293) B UHAMBMAYaANbHOW NEPBUYHON YNAKOBKE C MApPKUPOB-
KOV MpeAnpuUsiTUS-M3roToBUTens - 1 LWT.

Bo3smoxHa komnnekTaums Wnpvua LWTOKOM 3 MIT YCUIEHHBIM AMsi CTEKIISIHHOTO LWnpuvua (LBeT: cepblit unn
HEOKpaLLUEHHbIN) 1 YNOpoM Ans NanbLeB YCUNEHHbIM (LBET: Cepbli UM HeoKpalleHHbI), Npou3BoAcTBa
000 «Anbay.

COOTBETCTBYIOLLMIN BAPUAHT UCTIONTHEHWSI 3HAOMPOTE3a yKa3aH Ha NoTpebuTenbCKom yrnakoBke.

YcnoBus xpaHeHuUs

XpannTb npu Temnepatype +1 °C pgo +30 °C. He ponyckaTb BO3OENCTBUA COMHEYHOro cBeTa, Hepeub OT
Bnary, He samopaxmsatb. XPAHWTb B HEAOCTYMNHOM ANA AETEN MECTE!

YcnoBus TpaHCNopTUPOBaHUA

OHponpoTe3 B TPAHCMOPTHOWM Tape U3roToBUTENS JOIHKeH GbiTb YCTONUMB K BO3AEMCTBUIO KIIMMATUYECKUX
hakTopoB NpV TPAHCMOPTUPOBaHWM MioBbIM BUAOM KPbLITOrO TPaHCMOPTa MO YCMOBUSM XPaHEHUsl, HO B
nHTepBane Temnepatyp ot +1 °C go +30 °C. [poayKT MOXHO TpaHCMOpPTUPOBaTh Npu Temnepartype oT +1 °C
[0 +40 °C 6e3 CyLleCTBEHHOTO CHMXEHNS 3PEKTUBHOCTY MPU YCIIOBUM, YTO OOLLMIA CPOK TemMnepaTypHOro
pexuma Bbiwe +30 °C He npeBbIlaeT 28 fHel B Te4eHUe cpoka roaHOCTY.

Cpok rogHoCTU

3 roga ¢ gaTbl NpousBoAcTBa. [lata NpoM3BOACTBa U CPOK FOAHOCTU ykasaHbl Ha ynakoBke. Homep naptum
yKkasaH Ha ynakoBke. MpefHa3Ha4yeH Ansi OQHOKPATHOrO UCMONb30BaHWSI.

CTepunbHOCTb

HONTPEKCWH nocTtaBnsieTcs cTepuribHbIM, FOTOBLIM K NpuMeHeHuto. CTepunmaosaHo napom. CTepunsHoOCTb
rapaHTUpyeTcs TOSIbKO MpW OTCYTCTBUM noBpexaenuid ynakosku. ECIN YIMAKOBKA MOBPEXOEHA, HE
MCMNONb30BATb! N3nenue ctepunusoBaHo cornacHo crangapty FOCT P MUCO 17665-1. CTepunbHocTb
u3nenns cooTseTcTayeT TpeGosanusm MTOCT EN 556-1. HE MOASIEXXUT MOBTOPHOWM CTEPUNIU3ALINN!
Mopspok yTunusaummn

LWnpuy “ Heucnonb3oBaHHbIM MaTepuan nocne 3KCryaTauuy Noanexar yTUnmsauun (YHUYTOXEHWI) B
COOTBETCTBUM C TpeboBaHMAMM K 0BpalleHuio C MeAWLMHCKUMK oTxodamu knacca b, yctaHoBneHHbIMm
CaHlMuH 2.1.3684-21 1 MHBIMM HOPMaTUBHO-NPABOBLIMK akTamu, AeicTeyowmmMy B Poccuiickon ®enepa-
LMW Ha MOMEHT YTUnM3aLmm.

Wapenve v/ nnu ero Yactu ¢ HapyLUEeHWEM LieNOCTHOCTU U/WNW repMETUYHOCTU YNakKoBKW, C UCTEKLLM CPO-
KOM rofHOCTU, HEVCMONb30BaHHOE MOCIIE BCKPbLITUS YNAKOBKM, yTUI3MPYIOT Kak OTXOoAbl knacca A B nopsifi-
ke, npegycmoTpeHHom CanllvH 2.1.3684-21.

lFapaHTun nponssoauTens

Mpowv3BoauTenb rapaHTUpYeT coXxpaHeHUe CBOWCTB 3HAONPOTe3a cMHoBUanbHow xuakoctn HONMTPEKCUH
B TeYeHMe yKasaHHOro Cpoka rogHOCTU TOMbKO MpU COBMNIOAEHUN NPaBUn XpaHeHUsl, TPAHCNIOPTUPOBaHKS 1
HaCTOsILLEN MHCTPYKLMW MO NPUMEHEHWIO.

MpousBoaguTtens

000 «BMOHONTPA 3C 3WM», Pocens, 129343, r. Mocksa, BH.Tep.. MyHWLMNanbHbIA okpyr CBUGMOBO,
npoean CepebpsikoBa, A. 2, k. 1, nomety. 96/12.

Appec mecta npoussogcTea: 108811, nMockea, BH.TEp.I. MyHULMNanbHbIA okpyr ConHuero, L. Knesckoe,
KM 22-1, A. 4 cTp. 2, nomew. 1, briok I, atax 7. Ten.: +79254413080, e-mail: office@bionoltra.com

[aHHble o BbiNycke UK NocrefHeM nepecMoTpe MHCTPYKLIUM MO NPUMEHEHWIo:
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Synovial fluid endoprosthesis NOLTREXSIN, sterile, in a disposable syringe, TU 32.50.50-001-50383176-2023
Product variants:

1. NOLTREXSIN, synovial fluid endoprosthesis, sterile, 2.0 ml in a disposable syringe (manufactured by
Shandong Wego Prefills Pharmaceutical Packaging Co., Ltd., PRC, Reg. Ne P3H 2013/764, or manufactured
by Becton Dickinson France S.A.S., France, Reg. Ne ®C3 2011/11237) in a container; instruction for use;
identification labels (2 pcs.).

2. NOLTREXSIN, synovial fluid endoprosthesis, sterile, 3.0 ml in a disposable syringe (manufactured by
Shandong Wego Prefills Pharmaceutical Packaging Co., Ltd., PRC, Reg. Ne P3H 2013/764, or manufactured
by Becton Dickinson France S.A.S., France, Reg. Ne ®C3 2011/11237) in a container; instruction for use;
identification labels (2 pcs.).

3. NOLTREXSIN, synovial fluid endoprosthesis, sterile, 2.0 ml in a disposable syringe (manufactured by
Shandong Wego Prefills Pharmaceutical Packaging Co., Ltd., PRC, Reg. Ne P3H 2013/764, or manufactured
by Becton Dickinson France S.A.S., France, Reg. Ne ®C3 2011/11237) in a container; sterile injection needle
19G x 2" (1.1 x 50 mm) (manufactured by B.Braun Melsungen AG, Germany, Reg. Ne ®C3 2007/00293, or
manufactured by Becton Dickinson S.A., Spain, Reg. Ne ®C3 2011/08975), or 19G x 1%2" (1.1 x 40 mm) or
18G x 172" (1.2 x 40 mm) (manufactured by KD Medical GmbH Hospital Products, Germany, Reg. Ne ®C3
2008/01671), sterilized with ethylene oxide; instruction for use; identification labels (2 pcs.).

4. NOLTREXSIN, synovial fluid endoprosthesis, sterile, 3.0 ml in a disposable syringe (manufactured by
Shandong Wego Prefills Pharmaceutical Packaging Co., Ltd., PRC, Reg. Ne P3H 2013/764, or manufactured
by Becton Dickinson France S.A.S., France, Reg. Ne ®C3 2011/11237) in a container; sterile injection needle
19G x 2" (1.1 x 50 mm) (manufactured by B.Braun Melsungen AG, Germany, Reg. Ne ®C3 2007/00293, or
manufactured by Becton Dickinson S.A., Spain, Reg. Ne ®C3 2011/08975), or 19G x 14" (1.1 x 40 mm) or
18G x 174" (1.2 x 40 mm) (manufactured by KD Medical GmbH Hospital Products, Germany, Reg. Ne ®C3
2008/01671), sterilized with ethylene oxide; instruction for use; identification labels (2 pcs.).

Composition

« 3-Dimensional Polyacrylamide, %: 4.00 + 1.0;

« water, %: 96.00 + 1.0;

« silver lons, %: 0.0001- 0.0005.

Intended purpose

A synthetic material for endoprosthetics and correction of the viscoelastic properties of the joint synovial fluid.
Indications for use

Deterioration of functional characteristics of the joints and joint pain due to degenerative and traumatic
changes of the synovial joints, affected by osteoarthritis (osteoarthrosis).

Medical application

Surgery, traumatology, orthopedics, rheumatology.

Requirements for the medical personnel using this product

Endoprosthesis is intended for use only by qualified medical personnel (in accordance with the law) trained in
intra-articular injection technique and in a clean dressing room or operating room settings.

Main technical specifications

*Dry residue content 4.0+1.0 %;

*pH of aqueous extract from 6.0 to 8.5.

Functional characteristics

*Molecular weight - more than 10 MDa;

» Dynamic viscosity of the endoprosthesis (at +25°C and shear rate from 2,5 s ), Pass 20-55;

« Dynamic viscosity of the endoprosthesis (at +25°C and shear rate from 0,1 s ), Pass 160-550;

» Modulus of elasticity (at +25°C and shear rate 2,5 Hz), Pa 50-200;

« Modulus of elasticity (at +25°C and shear rate 0,5 Hz), Pa 45-150;

* Modulus of viscosity (at +25°C and shear rate 2,5 Hz), Pa 5-25;

» Modulus of viscosity (at +25°C and shear rate 0,5 Hz), Pa 3-30;

« Product density, g/cm® 1,00 + 0,02;

« Extrusion limit: 2,0+0,2 ml or 3,0+0,3ml (depending on product variant).

Syringe and needle compatibility

The range of applied force on the syringe rod required to remove the product when using needles of the
appropriate sizes:

Needle size Force, N Force range, N
from 18G x 172" (1.2 x 40 mm) to 18G x 2" (1.2 x 50 mm) 8-15
from 19G x 2" (1.1 x 40 mm) 19G x 2" (1.1 x 50 mm) 9-18 8-35
from 21G x 1% " (0.8 x 40 mm) to 21G x 2" (0.8 x 50 mm) 14-35

The needles of the above ranges and syringes from the corresponding manufacturers, when used together,
do not cause damage or other negative impact on the syringe, plunger rod or of the needle itself when ap-
plying force in the range of 8-35 N, as well as using critical force

Description

Synovial fluid endoprosthesis NOLTREXSIN, sterile, in a disposable syringe, TU 32.50.50-001-50383176-
2023 (further — endoprosthesis or NOLTREXSIN). Highly viscous, high-molecular weight gelatinous polymer;
color varies from colorless to pale yellow, sterile. NOLTREXSIN is a synthetic material that is used for en-
doprosthetics and correction of viscoelastic properties of joint synovial fluid. Does not contain substances
of animal origin. The presence of a few bubbles in the syringe is normal due to the high density of the gel.
Mechanism of action

NOLTREXSIN acts by restoring the volume and viscosity of the synovial fluid in the joints affected by osteoar-
thritis. As a result, the pain syndrome is stopped, and the mobility of the joint is improved. The endoprosthesis
is characterized by a longer action in comparison with pharmaceutical preparations and materials for visco-
supplementation.

Biodegradation

Biodegradation of polyacrylamide gel occurs through extracellular lysis and slow resorption by macrophages.
It undergoes very slow biodegradation for more than 6 months. It is excreted mainly through the kidneys and
liver, without damaging the tissues. Endoprosthesis metabolites (radiolabeled) are detected in urine and feces.
The position and orientation of the endoprosthesis in the joint cavity can be determined using MRI or ultrasound.
If necessary, the implant can be removed by puncture and washing of the joint cavity.

Information for doctors

Itis recommended to inject NOLTREXSIN into the joint cavity using an 18G x 1%" (1.2 x 40 mm), or 18G x 2"
(1.2 x50 mm), or 19G x 12" (1.1 x 40 mm), or 19G x 2" (1.1 x 50mm), or 21G x 1%2" (0.8 x 40mm), or 21G x 2"
(0 .8 x 50 mm) injection needle compatible with a Luer-Lock™ connection at the ambient temperature from
+10 to +35.

The needles 19G x 2" (1,1 x 50 mm) are supplied in the appropriate product variant. The needles 18G x 172"
(1.2 x40 mm), or 18G x 2" (1.2 x 50 mm), or 19G x 1%" (1.1 x 40 mm), or 21G x 12" (0. 8 x 40 mm), or 21G
x 27 (0.8 x 50 mm) are not available in product variants. For the injection needles recommended above, which

are not provided for in the product variants, it is recommended to use needles of the appropriate size which
are registered in accordance with the established procedure in the territory of the Russian Federation. Such
needles are purchased additionally on the recommendation of a doctor or are used by a doctor from those
available in a medical institution.

In the presence of free fluid in the joint, it is advisable to stop the exudation and inject the endoprosthesis no
earlier than 48-72 hours after the inflammation has ceased. It is counterproductive to inject NOLTREXSIN wit-
hout prior removal of exudates from the joint. If bubbles are present in the gel before injection shake the syringe
several times with the plunger facing upwards so that the bubbles move closer to the plunger. Due to the high
viscosity of the endoprosthesis, it is possible to force the material backwards through the plunger if excessive
pressure and speed are applied during administration. The use of needle 21G x 1%" (0.8 x 40 mm) or 21G x 2"
(0 .8 x 50 mm) makes the injection less painful, but requires more pressure to be applied to the plunger and a
longer injection time. Average recommended rate of administration: 0.4-0.8 ml per 1 minute. Weight-bearing on
the treated joint should be restricted for 24 hrs (or more if indicated).

When manipulating the knee joint, it is recommended to inject the endoprosthesis into the superior recess, pre-
ferably from the outer side (the patient is in the supine position).To reduce the risks, intra-articular interventions
are recommended to be performed under ultrasound control, this recommendation especially applies to hip
joint manipulations.To reduce pain during the injection, anesthesia with novocaine or lidocaine (at the doctor’s
discretion) is recommended both at the injection site and inside the joint. During administration into the joint
cavity, the patient may experience a sensation of filling, and, if accidentally injected into the soft tissues — a
sensation of bursting. Introduction to soft tissues, including synovial tissues or the joint capsule, can lead to
intra-articular or soft tissue complications, which pertain to undesirable effects associated with a violation of
the injection technique, and should be removed by evacuation of the material from soft tissues and prescribing
symptomatic treatment when indicated.

Recommended dosage and treatment course

The method and scheme for administration of the endoprosthesis are selected individually at the doctor’s
discretion depending on the stage of osteoarthritis, the characteristics of the joint, and the clinical condition.
1. A scheme depending on the type of the joint.

1.1. The endoprosthesis is injected into the knee joint in the total amount of 2.0 ml to 10.0 mL per course. The
course consists of 1 to 5 injections. It is injected 2.0-3.0 mL per procedure, it is

allowed to administer up to 4.0-5.0 mL, i.e. up to 2 syringes at a time (per procedure).

1.2. Into the hip joint: 2.0 mL to 5.0 mL per course, 1 to 2 injections of 2.0-3.0 mL.

1.3. The endoprosthesis shall be injected into other joints at 2.0-3.0 mL or less, depending on the size of the joint.
2. Course selection algorithm.

2.1. With a course scheme, the recommended interval between injections is one week.

Multiple injections into the knee joint when the patient is in a sitting position increase the risk of damaging the
articular cartilage and menisci with a large-diameter needle.

2.2 Once good clinical results are achieved, treatment should be stopped to avoid overfilling the joint with
dense, slowly resorbable material!

2.3. Itis recommended that treatment is repeated every 6-24 months, depending on clinical results.

2.4. A shorter repeat course of injections may be indicated.

Attention!

An individually selected treatment course and the correct injection technique are the key factors for achieving
effective results.

Warnings

The doctor must follow the aseptic procedures and rules for intra-articular injection technique! Do not inject
into lymphatic, glandular and other soft tissues, as well as in the presence of venous or lymphatic stasis in the
area of the target joint. Do not mix within one procedure with materials or drugs intended for the restoration
of synovial fluid viscosity.

Precautions

This treatment, like other intra-articular injections, has a risk of complications (arthralgia, inflammation, in-
ternal hemorrhage due to vessel damage, etc.). Take the usual precautions: the endoprosthesis should be
injected in a clean examination or operating room by qualified medical personnel only.

Contraindications

- inflammatory skin conditions directly in the area of injection;

- joint effusion;

- injecting the endoprosthesis into an infected or inflamed joint, synovitis;

- clinical and laboratory signs of synovitis, arthritis and other manifestations of inflammation of an infectious
or/and non-infectious origin in the joint;

- after arthroscopic surgeries (the use is possible no earlier than 1 week immediately after the intervention,
strictly in the absence of signs of inflammation);

- diabetes is a relative contraindication — in view of greater tissue vulnerability due to this disease, more care
must be taken when using the endoprosthesis in this patient group;

- pregnancy and lactation (see below).

Pregnancy and breast-feeding

The effect of the endoprosthesis on embryogenesis and lactation has not been studied. Adequate and
carefully controlled studies in pregnant and lactating women were not conducted. Not recommended for use
during pregnancy and breast-feeding.

Side effects

Most likely complications are associated with periprocedure or temporary postprocedural (no more than 72
hours) pain or burning. They can be managed with analgesics and non-steroidal anti-inflammatory drugs.
Possible side effects and complications associated with the route of administration by intra-articular injection:
pain or swelling at the injection site, aseptic acute arthritis, joint effusion, synovitis, feeling of fullness, burning,
arthralgia; infectious complications (pyogenic arthritis, direct infection of the joint in infectious diseases,
osteomyelitis, sepsis, etc.); subcutaneous neuropathies, drug-induced vascular embolism. Some of the
complications associated with the route of administration can be avoided by strict adherence to the rules of
asepsis and administration technique.

Since NOLTREXSIN does not contain materials of animal origin, the probability of allergic reactions is very
low, but not impossible. A possible complication can be a granuloma as a typical body response to a foreign
body implantation.

However neither in clinical studies, nor during post-marketing surveillance any allergic reactions or cases of
rejection were reported.

The patient is recommended to consult with a doctor in case of persistent pain or burning sensation in the
joint, redness, swelling at the injection site, changes in the joint area, feeling of bursting or foreign body inside
the joint or periarticular area, signs of an allergic reaction.

Any adverse reactions should be reported to BIONOLTRA SA, LLC tel: +79254413080, e-mail:
office@bionoltra.com.

Interactions

Itis possible to use NOLTREXSIN with local anesthetics (novocaine, lidocaine) during one procedure. The ef-
fect in combination with other drugs has not been studied. Interaction with other products designed to restore
the synovial fluid viscosity with a simultaneous use (in one procedure) has not been studied.

Attention!

The endoprosthesis is inert and not radioactive.

Its current position can be verified using MRI or ultrasound.

If necessary, NOLTREXSIN can be removed by puncture and washing of the joint cavity.

NOLTREXSIN should be removed from soft tissues using a syringe with a thick needle or by incision.
Packaging and completeness of the kit

Composition of the kits for the corresponding product variants that are not provided with an injection needle:
Endoprosthesis 2.0 mL or 3.0 mL, sterile, in a disposable syringe (Reg. Ne P3H 2013/764 or RU Ne ¢C3
2011/11237) with a Luer-Lock™ connection without a needle with a tightly sealed stopper is packed in a
tightly sealed container. The syringe container is placed in a cardboard box together with instructions for use
and identification labels - 2 pcs.

Composition of the kits for the corresponding product variants provided with an injection needle:
Endoprosthesis with a volume of 2.0 ml or 3.0 ml, sterile, in a disposable syringe (Reg. Ne P3H 2013/764
or RU Ne ®C3 2011/11237) with a Luer-Lock™ connection without a needle with a tightly sealed stopper is
packed in a tightly sealed container. The container with the syringe is placed in a consumer cardboard box
along with instructions for use, identification labels - 2 pcs, and injection needle sterilized with ethylene oxide
19G x 2" (1.1 x 50 mm) (Reg. Ne ®CP 2012/14167 or Ne $C3 2007/00293) in the individual primary packaging
with the manufacturer’s marking - 1 pc.

It is possible to equip the syringe with a 3 ml reinforced plunger rod for a glass syringe (color: gray or co-
lorless) and a reinforced finger rest (color: gray or colorless), manufactured by Alpha LLC.

The composition of the kit and the corresponding design option of the endoprosthesis are indicated on the
consumer packaging

Storage conditions

Store at temperatures between +1°C to +30°C. Protect from sunlight, keep dry, do not freeze. KEEP OUT
OF REACH OF CHILDREN!

Transport conditions

The endoprosthesis in shipping cartoon of the manufacturer shall be resistant to environmental conditions when
transported by any type of roofed transport under the storage conditions, but at temperature interval between
+1 °C and +30 °C. The product may be transported at temperatures between +1°C and +40°C without significant
reduction in performance provided that the total period above +30°C does not exceed 28 days within the shelf life.
Shelf life

3 years from the date of manufacture. The manufacture date and expiration date are indicated on the packa-
ging. The product lot number is indicated on the packaging. Intended for single use.

Sterility

NOLTREXSIN is supplied sterile and ready for use. Sterilized using steam. Sterility is guaranteed only if
package is undamaged. DO NOT USE IF THE PACKAGE IS DAMAGED! Product sterilization is performed
in accordance with GOST R ISO 17665-1. The sterility of the product meets the requirements of GOST EN
556-1. NO REPEAT STERILIZATION!

Disposal considerations

The syringe and unused material after application are subject to disposal (destruction) in accordance with the
requirements for the management of class B medical waste established by SanPiN 2.1.3684-21 and other
regulations in force in the Russian Federation at the time of disposal.

The product and/or its parts with a violated integrity and/or tightness of the packaging, with an expired shelf
life, unused after opening of the packaging, are disposed of as class A waste as set by SanPiN 2.1.3684-21.
Manufacturer warranties

The manufacturer guarantees the validity of endoprosthesis properties during the indicated shelf life only if
instructions for use, storage and transportation conditions are followed.

Manufacturer

BIONOLTRA S.A. LLC., room 96/12, bldg. 1, proezd Serebryakova 2, int. ter. city municipal district Sviblovo,
Moscow, Russia

Place of manufacture: 7 floor, Block G, bldg 2, house 4, 22 km of Kievskoe highway, ext.ter.g. Solntsevo
municipal district, Moscow, Russia. Phone: +79254413080, e-mail: office@bionoltra.com

Data on the issue or last revision of the instructions for use:

Version 02 dated 13.01.2025

CuMBoOnbI, YKa3aHHbIe Ha ynakoBke usaenus / Symbols shown on the product packaging and their description
WarotoButens. Manufacturer.

[ata narotoenenus. Date of manufacture.

Wcnone3osatk fo. Use - by date.

= Kop naptuu. Batch code.

Homep no katanory. Catalog number.

3anpert Ha nosTopHoe npumeHeHue. Do not re-use.

®FEwEE

* TemnepartypHblii AnanasoH. Temperature limitation.

~

He ctepunusoBath nosTopHoO. Do not resterilize.

@

CTepVIJ'IbeII;I nyTb ANA XNWOKOCTW. CTepmnmaauvm napom unu Cyxmum Tenmnom.

Sterile fluid path. Sterilized by steam or dry heat.

He vcnonb3oBaTth Npy NOBPEXAEHUM YNakoBKM 1 06paTUTLCS K MHCTPYKLIMM MO MPUMEHEHUIO.
Do not use if package is damaged and consult instructions for use.

He ponyckatb Bo3aencTaus conHeyHoro ceeta. Keep away from sunlight.
He ponyckatb Bo3genctaus Bnaru. Keep dry.

OGpaTMTer K MHCTPYKUUM NO NPUMEHEHUIO NN K NHCTPYKLIMW NO NMPUMEHEHUIO B SNEKTPOHHOM BUAE.
Consult instructions for use or consult electronic instructions for use.
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