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MHCTPYKLUWNA
no NPMMEHEHMKO MEANLUMHCKOIO N3AE/TNA
mnnaHTaT BHYTpuaepmasibHbli VISCOLINE® BHO B ucnonHeHmn VISCOLINE® BHO
AQUA DELUXE no TY 32.50.22-013-06997856-2022

HAVMMEHOBAHVE MEAVNLUMNHCKOITO U3OE/TNA
WmnnanTaT BHyTpUgepmabHbli VISCOLINE® BHO B ncnonHeHun VISCOLINE® BHO AQUA
DELUXE no TY 32.50.22-013-06997856-2022

KOMIMJIEKTHOCTb
1 mnnaHTaT BHYTpMAepMa/bHbIi B ncnonHeHnn VISCOLINE® BHO AQUA DELUXE
- wnpuy o6bemom 1,0 Mn ¢ HanonHeHnem 1,0 mn —1 wr.,
- urna 30G 1/2” wmm 32G 127 - 2 wr.,,
- MHCTPYKUmMsa —1 wr.,
- Hakfeilka- 2 wr.
2. iImnnaHTat BHYTpraepmanbHblii B ncnonHeHmn VISCOLINE® BHO AQUA DELUXE
- wnpuy o6vemom 2,25 Mn ¢ HanonHeHnem 2,0 ma - 1 wr.,
- nrna 30G 1/2” vnn 32G 1/2” - 2 wr.,,
- WHCTpyKuusa - 1wr.,
- Hakneika- 2 L.
3. mnnaHTat BHyTpMaepMabHblii B ncnonHeHun VISCOLINE® BHO AQUA DELUXE
“ wnpuy o6vemom 3,0 M1 ¢ HanosiHeHvem 3,0 Ma - 1.,
- urna 30G 1/2” nnn 32G 1/2” - 2 wr.,
- WHCTpyKumsa - 1w,
- Haknelika- 2 L.

CBEAEHWNA O NMPOM3BOONTENE MEANUNHCKOIO N3AE/TNA
MpounssoguTeNb MeAULUHCKOTO U3AeNNs:

O6LLeCTBO € OrpaHMYeHHOM 0TBETCTBEHHOCTLIO «HTEJTIBNO» (OO0 «MHTEJTIBNO»)
142821, MockoBckas 0671., 1.0. CTynuHo, 4. LLimatoBo, yn. NHaycTpuansbHas, Bng. 2
Ten.: 8 (495) 924-15-99

Email: info@intelbio.org, caiT: intelbio.org

MecTo npon3BOACTBa MEAULIMHCKOTO MU3aenuns
O6LLEeCTBO € OrpaHNMYeHHOM 0TBETCTBEHHOCTLIO «HTE/TIBNO» (000 «MHTEJTIBAO»)
142821, Mockosckas 0611., r.0. CTynuHo, 4. LLimatoBo, yn. IHaycTpuanbHas, Bg. 2

HASHAYEHVE MEOVNUMHCKOI'O N3AE TN

MmnnanTtat BHyTpuaepMaibHbii VISCOLINE® BHO B wncnonHenun VISCOLINE® BHO
AQUA DELUXE aBnseTca MeAULUHCKAM M3fennem, npefHasHauyeHHbIM 419 UCMo/b30BaHUA

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHA



B acTeTUYECKO MeauLMHE Y KOCMETOMOMMN ANS MOBbILLEHNS YBNOKHEHHOCTU W YNPYrocTy
KOXW.
IMnnaHTaT NPUMEHSIETCA TOMLKO B NIe4eOHO-NPOGNNAKTUYECKMX YUPEXKAEHUSX.

OBJIACTb NPNMEHEHUNA
3cTeTnYecKas MeuLMHa, KOCMETONOTUS U IepMaToorns.

noTeHuywmanbHbIA NOTpebUuTeENb

BPay-KOCMETONOr WU CPeAHUA MeAVMUMHCKWIA NepcoHas, NOMYYMBLUMIA JONOMHUTENBHOE
npoeccnoHanbHoe 06paszoBaHKe Mo cneumanbHOCTU «CeCTPUHCKOE [eno B KOCMETOI0rMmn»
(no HasHayeHWIO Bpava-KOCMETO/IOra).

NMOKA3AHVA ANA NPUMEHEHWA MEOVNUMNHCKOIO U3AENNA

MmnnaHtat BHyTpuaepMmanibHblii VISCOLINE® BHO B ucnonHeHnn VISCOLINE® BHO
AQUA DELUXE npefcTaBnseT co60i renb Ans BOCMOMHEHMS MNOTeEpPb rMasypoHOBONA
KUCNOTbI, CBA3AHHbLIX C BO3PaCTHLIMW W3MeHeHuaMW. [lpefHasHayeH 414 MOBbILLIEHUA
YBNa)KHEHHOCTU W YMNPYroctM KOXW MNyTEM PerynsapHoro WHbLEKLMOHHOro BBeAEHUA
MmnnaHTaTta B 06/1aCTb A€PMO-3MUAEPMa/IbHOIO COEANHEHMS KOXMN 1 NOBEPXHOCTHOIO C/0S
[epMbl.

MPOTUBOINOKA3AHUNA

- CKIOHHOCTb K 06pa30BaHuIO rMnepTporyecKmX py6LIoB.

- AyTOMMMYHHbIe 3a60/1eBaHMs B aHaMHe3e.

- TpueM UMMYHOMOZYIMPYIOLLMX MPenaparos.

- TloBbllWeHHas YyBCTBUTENBLHOCTb K KOMIMOHEHTAM COCTaBa,

- bepeMeHHOCTb 1 nakTaums.

- Bospact go 18 ner.

- TlpueM aHTMKOAryngHTOB WAN WHIMOWUTOPOB arperauyy TPOMOOLMUTOB (Hampumep,
ASS).

- He cnegyet BBOAMTb MMnnaHTaT 6€3 npeABapuTe/IbHON KOHCY/bTauuy y fevatlero
Bpaya.

- CnepyeT UCKIOUMTb BBEEHWE VIMNiaHTaTa B MECTaxX Ha/IMuns BOCMAaSUTENbHbIX UK
MNH(EKLMOHHBIX MPOLECCoB (Hanpumep, akHe, reprec n T.4.).

- VIMnnaHTaT He [O/MKEH MCnosb3oBaTbCAd OLHOBPEMEHHO C MPOBELEHUEM Ja3epHOiA
Tepanuu, rnyboKoro XMMMYeCKOro NUInHIa Uam npouesyp aepmabpasuu.

- BBefgeHune ViMnnaHTata He peKOMEeHAYeTCsi B C/lydae BO3HMKHOBEHUS BbIPXXEHHOIO
BOCMa/IEHMA KOXW MOC/IE MPOBEAEHNSA ee NOBEPXHOCTHOIO OTLUENYLLIMBAHUS.

OCOBbIE YKA3AHUA

OTCyTCTBYHOT [OCTYMHbIE KIAMHUYECKME [aHHble, Kacatolimecs MepeHOCUMOCTU W3Lenuil
aHa/IorMYyHOro cocTaBa MpU WMHBEKLMOHHOM MPUMEHEHUN Y MALMEHTOB, MPOXOAALLMX
MMMYHOCYMPECCUBHYIO Tepanuio, y NauyMeHTOB C YKa3aHMAMW B aHamHe3e Ha TshKesble
annepruyeckme peakumm n/mnm Nonnanneprmyeckyto peakumto.

B KaX40M KOHKPETHOM Cry4yae Bpad AO/MKEH PELUMTb BOMPOC O BO3MOXXHOCTW MPUMEHEHNS
MIMnnaHTaTa B 3aBUCUMOCTY OT XapakTepa 3ab60/1eBaHMA/MPOBOAMMOrO fieveHns/MetoLLeCS
annepruu, a Takxe obecrneunTb 0C060e HabMAeHVEe 3a TaKMMK naumeHTamu. B yaeTHOCTH,
MOXeET ObiTb MPEANIOKEHO BbINOSHEHME KOXHOrMO TecTa Ha ruMnepyyBCTBUTENbHOCTbL WK
NpoBefeHVe COOTBETCTBYHOLLErO NPOMUIAKTUYECKOTO NEYEHNS MNepes KaXAbIM BBEAEHUEM
MmnnaHTaTa, a TakKe 0TKasaTbCA OT MpUMeHeHWs MMnnaHTaTta y nuL, B aKTUBHOW CTaguu
3a60/1eBaHUA.

He pekomeHfyeTca BBOAUTb VIMnnaHTaT nauveHTam e yKasaHMsMW B aHaMHe3e Ha
aHaMNaKTNYECKUIA LLIOK.
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MauyieHTam, MMEIOLLMM YKa3aHUs B aHaMHe3e Ha CTPENTOKOKKOBYH MH(eKUMIO (MOBTOPHbIE
aHrVHbl, OCTPbIA pPeBMaTV3M), Mepes KaxAbIM WHBEKLUMOHHLIM BBeAeHUeM WmnnaHTara
HEO6X04MMO MPOBECTU KOXHbIA TeCT Ha ruUnepyyBCTBUTENILHOCTb, B cny4yasx ocTporo
CyCTaBHOro peBMaTv3Ma C MopaKeHWeM Cephua PeKOMEeHAYeTCs 0TKas3aTbCA OT BBEAeHWS
VimnnaHTata.

MaumeHTbl,  MOMyYaloWMe  flevyeHWe  NPOTMBOCBEPTbLUAKOWMMK  CPeAcTBaMU WU
MCNOMb3YHOLLME BELLECTBA, KOTOPble MOTYT YBENNYUTb MPOAO/HKUTENIBHOCTL KPOBOTEYEHWS
(BapthapuH,  aueTWUICAIMUMIOBAsA  KUC/IOTA, HECTepPOUAHblE  MPOTMBOBOCMAIUTE/bHbIE
npenapatbl WX [pyrve BeLLeCTBa, W3BECTHble CBOMM 3(NHEKTOM YBENIMUYEHUS BPEMEHM
CBepTbIBaHMA KPOBU, HanpyMep, pacTUTe/IbHble 06aBKY C COAEPXKaHEM YECHOKA U TWIHKIO
6mnoba 1 T.M.), LO/MKHbI 6bITb NPeAYNPEXAEHbI O MOBbILLIEHHOV 0NaCHOCTU BO3HWKHOBEHUS Y
HMX KPOBOTEYEHMS UM 06pa30BaHMs KPOBOMOATEKOB Npy BBeAeHUW VIMnnaHTaTa.

He pekomeHAyeTca NpUMeHATb VIMnnaHTaT B COYeTaHMM € npenapatamu, TOPMO3AWMUMN UK
610KMpyOWUMK MeTaboIMYecKme NPOLIECChI B NeYeHn (CUMeTUAMH, 6eTa-6nokaTopbl U T.4.).
MMnnaHTaT AO/MKEH WUCMONb30BaTbCA C OCTOPOXHOCTbI Y MalUMEHTOB C HapyLUEHUSAMU
CepLeYHON NPoBOAUMOCTN.

He ncnonb3yiiTe WNPWL, B ClyYae, eCn Y ero COAEPXXMMOro ecTb NPU3HaKN PaccioeHns n/nm
MOMYTHEHUS.

lMoBTOpPHOE MCMO/Mb30BaHMe VIMniaHTaTta MOXET NpeAcTaB/sTb OMAaCHOCTb ANs MauueHTa
(nepekpecTHOE MH(ULMPOBAHNE).

ONMMCAHME

OCHOBHOW KOMMOHEHT [aHHOr0 W3Aenus - 3TO rMaslypoHOBas KUC0Ta, KoTopas SBMSETCS
€CTECTBEHHbIM MO/MCaxapuioM opraHuaMa. [vanypoHoBasi Kuc/oTa WMeeT CBOWCTBO
CBA3bIBATb W ANUTE/NIbHOE BpeMsa yAepXusaTb BOAY B MeCTe MHBLeKUUW. TeM caMbiM OHa M
YBNaXKHAET KOXY, N CO3[aeT BA3KYH YNPYryw cpeay, YAep)KuBas OCHOBHbIE KOMMOHEHTbI
COeAUHUTE/IbHON TKaHW B MPaBU/IbHOM MOMIOXEHUW. VIMNAaHTaT ¢ rManypoHOBOM KUCOTOM
BBOAWTCA B aNWAepMy M AepMy Mpu MOMOLWM LInpuua, co3jasast, TakmuMm 06pas3oM, Aero
rManypoHOBON KWUCMOTbI. Takoe Aeno C OLHOM CTOPOHbI BbICTYMaeT Kak MOAKNaf0uHbIV
maTepuasl, KOTOPbIA pas3rianBaeT MOPLLMHBI, a C 4PYroii CTOPOHbI MPOUCXOANT UHTEHCUBHOE
YBNXKHEHME KOXM N YNyUlleHVe ee BHELIHEro Buaa. ['vanypoHoBas KMCoTa CrnocobeTeyeT
BOCCTaHOB/IEHUIO COEAMHUTENbHbIX, 3NUTEeNUabHbIX TKaHeid, Hopmasm3aumn pH 6GanaHca.
®PYHKUMOHANbHOE MPENMYLLIECTBO M1aslypOHOBOM KUCNOTbI - perugpatauus NoBPeXXaeHHbIX
KNEeTOK, HacbLeHne GMON0rMYeCKmX XNLKOCTEN.

Hatpus ruanypoHat nonyyeH nytem epmeHTaummn 6aktepuii poga CTpenToKOKKOB rpynmbl C
Mo JISHCHWbAY U TLLATENBHO OYMLLEH.

WmnnanTat BHyTpugepmaibHbli VISCOLINE® BKO B ucnonHeHnn VISCOLINE® BHO
AQUA DELUXE cofepXuT B cocTaBe MaHHWUTOM, KOTOPbIA COEAUHSACH C F11ypPOHATOM
HaTpus, 0bpasyeT 6osiee CTabUNIbHYHO MOJIEKYNY, 3allyLiasa ee OT pacLLensieHns, TeM cambiv
MPOL/eBAET CPOK HaXOXAEHWUA MMMNAHTaTa B TKaHSAX, MO3BONAA 3aMeL/IUTb eCTECTBEHHbIN
npouecc pacnafa rnManypoHOBON KUCNOTbI, YTO CMOCOGCTBYET ANTENIbHOMY 3((eKTy OT
npouesypbl. Kpome 3Toro, MaHHUTO/N NPeLOTBPALLAET NOsAB/IEHNe OTEKOB NOC/e UHBEKLUIA 1
3HaYMTeNbHO COKpaLLaeT BOCCTaHOBUTE/bHbIM MPOLECC.

WmnnaHTaT BHYyTpugepmaibHblii VISCOLINE® BKO B ncnonHeHnn VISCOLINE® BHO
AQUA DELUXE npefHa3HayeH Ans riny6oKoro yBnaKHeHUs 1 MOBbILLEHNS 3N1aCTUYHOCTU U
YMpYyrocTu Koxu. BBOAMTCA NOAKOXHO NMyTEM MHOXECTBA HEOO/bLUMX UHBEKLUIA.

3T0T MnnaHTaT 6bln afanTupoBaH K TOMY, Y4TOObl MCMONb30BATLCA MPU BBOLE WUHBEKLWI
MOBEPXHOCTHO.

Bpemsa HaxoxgeHua VimnnaHvtata BHyTpugepmansHoro VISCOLINE® BHO B mcnonHeHUu
VISCOLINE® BKO AQUA DELUXE B cnosix Koxu coctasnsietr 6onee 30 gHeld. CteneHb
ferpagaumy Bo BPEMEHWN 3aBUCUT OT COCTOAHUA KOXM NauueHTa. IMnnaHTaT yTUnn3mpyeTcs
OKPY>KaIOLWMMN TKaHAMW MO BO3LEWCTBMEM TPYMMbl TKAHEBbIX (DePMEHTOB, Ha3blBaeMbIX
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rvanypoHugasamu. MpogyKTbl Aerpafalmmn nosHOCTbIO BbIBOAATCA U3 TKaHel eCTECTBEHHbIM
MeTaboNNYeCKUM MyTeM.

Crnocosbs NMPMMEHEHNA MEAVNLUNHCKOI O N34AEJTNA

Mepes HayasioM Mpoueaypbl Bpay O/MHKEH NPOMH(OPMUPOBATL MauMeHTa O MoKasaHusaX U
MPOT1BOMOKA3aHMAX K MpUMeHeHuto VImMnnaHTtata, ero HeCOBMECTMMOCTU C PALOM LpYrux
npenapatoB M O BO3MOXHbIX MO6GOYHbLIX 3heKTax/puckax, CBA3AHHbIX C BBEAEHUEM
MMnnaHTaTta, a Takke YAOCTOBEPUTLCA, YTO MAUMEHTY W3BECTHbI MPU3HAKM UM CUMMTOMbI
BO3MOXHbIX OCNOXHEHWA W MOMAy4MTb MOANWUCH MauMeHTa B (hopMe MH(OPMMPOBAHHOMO
cornacms.

Mpn xpaHeHUn MmnnaHTaTa B XONOAW/bHWUKE Mepes HavyasioM MpUYMEHEHNUS OXNaKAEHHbIN
MMnnaHTaT cnefyeT BblaepXKaTb Npy KOMHATHOW TemnepaType 0Koo 40 MUH.

lMepen HayasioM UHBEKUMM VIMniaHTaTa crieflyeT TLaTelbHO NPOLAE3NH(ULMPOBATL MECTO ero
BBefeHus. B yacTHOCTW, npu 06paboTke 3HAYMTE/IbHOW MOBEPXHOCTW CreAyeT YyuTblBaTb
HeobX0AMMOCTb [e3HMEKLMN BCEro 06pabartbiBaemMoro y4yactka (Hanpumep, BCEro nmua).
PekomMeHAyeTca NpoBOANTL NHBEKL MM MK noMoLum urabl 30G nnn 32G.

MOPAAOK PABOTHI CO LUMNPULEM

BckpoiTe 6nmcTep €O LWIMPULEM B acenTUYeCKUX YCNoBuAX. [/1 ONTUMaibHOrO BBELEHWS
ViMnnaHTaTta BaXkHO, 4TO6bI Urna 6bina yCTaHOBNEHA Ha LUMPULE B COOTBETCTBUW C 3Tanamu,
MoKa3aHHbIMW Ha CXeMe (CM. PUCYHKM 1-5).

CHUMUTE NpeaoxpaHnTeNbHbI KONMnayvyokK co
wnpuua, NoTAHYB 3a HEro, Kak rnokasaHo Ha
pucyHke 1

Bo3bMUTE KO/INAYoK C UT/0i, 3aTeM BCTaBbTe
KpaW vrnbl C Wwarom Hapes3ku B oTBepcTue
wnpuvua (puc. 2)

3akpyTuTe nrny no 4acoBOW CTpenke,
coxpaHssa HebonbLoe faBneHne mexay
urno n wnpuyom (puc. 3).

MpopomkariTe 3akpy4mBaTb 40 Tex nop,
nokKa Kpai Kosinayka Urfibl He JOCTUTHET
unnmHgpa wnpuua. Mexxagy atumm 2
3/leMeHTaMn He JO0J/1XXKHO ocTaBaTbCA MycToro
MecTa (puc, 4). HecobntogeHne aToro
YCNIOBUA MOXET NPUBECTU K BbiTA/IKUBAHWNIO
uUrnbl U/vnn BbelTEKAHMIO Npenapara 13 Uribl
Ha ypoBHe Luer-Lock

3arem CHUMUTEe NpefoXpaHuUTeNbHbIN
KOJ/INAaYoK C UI/ibl, NOTAHYB 3a HEro
OOHOW PYKOI 1 fep>xa Apyroi pyKow
uunmHap wnpuuya (puc. 5)

Mepes HauyanoM npoueaypbl HalaBUTe Ha NOPLUEHb LINPULLA A0 MOSIBNEHUS ManeHbKOM Kanu
renst Ha KOHYMKe Urnbl.
MmnnaHTaT cnefyet BBOAUTL MeAJIEHHO, OKasblBast MUHUMa/IbHO HEOOXO0AMMOE AaB/IEHNE.
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B C/lyyae 3aKynopKu Wrfbl He CreayeT yCuvBaTb [aBfieHe Ha MOPLUHEBON LWITOK. BMecTo
3TOro Cneflyet NpekpaTuTb BBeAeHWe VIMnnaHTaTa 1 3aMeHUTb Ury.

HecobntoeHne 3TUX NpeaoCcTOPOXKHOCTEN MOXKET MOB/IEYb OTCOEUHEHWNE UT bl U/VNW YTEeUKY
MmMnnaHTara, n/vnmn nosbrneHne pucka noBpeXxxaeHns CocynoB.

He pekomeHayeTCst NOBTOPATL NPOLEAYpPY paHee, YeM vepes 15 gHein.

Heuncnonb3oBaHHbI 40 KOHLA MIMNnaHTaT He NOAJIEXMNT XPaHEHWIO.

B cnyyae owyLeHns 3aKynopKu Unn gaBeHns BO Bpems BBeAeHUA UHBbEeKLUN NPUOCTAHOBUTE
BBEEHWE U 3aMEHUTE UTNy.

MPUMEYAHWE: TNpaBunbHas TEXHUKA MHBEKLUUN MMeeT peLuaroLlee 3HavyeHne ans ycnexa
npoueaypbl 1 yA0BNETBOPEHHOCTH NauueHTa. ViMnnaHTaT fO/MKeH BBOAUTLCA CMELNanIncTom
C HeobOXoAuMMOW KBaM(hMKaumed, NpPeLyCMOTPEHHOW MECTHbIM 3aKOHOAATEe/IbCTBOM U
cTaHZapTamu.

lMocne ncnob3oBaHUA LNPUL, U U bl 4O/HKHBI 6bITb 06paboTaHbl 1 Y TUAN3MPOBAHbI COrTaCHO
MPUHATLIM  MeAULMHCKUM MeTOAMKaM W B COOTBETCTBUM C HOpPMamu, yCTaHOB/IEHHbLIMU
3aKOHOM W MECTHbIMU NMOJIOXKEHUAMMN.

MEPbI MPEAOCTOPOXHOCTI

* mnnaHTaT npefHasHayveH TOMbKO 418 BHYTPUKOXKHBIX UHBEKLWA.

» CnepfyeT cobniofatb CTaHAapTHble Mepbl MPefOCTOPOXKHOCTH, CBSA3aHHble C pPaboToin C
NHBLEKLUMOHHBLIMK MaTepuasiamu.

* B cny4ae noBbILLEHHOR 60/1EBOI YYBCTBUTEIbHOCTU BO3MOXHO MCMO/b30BaHNE MECTHbIX
aHecTe3npyHLLNX CPeACTB.

* He ponyckaetcd BBefeHMe VIMnnaHTaTa B KPOBEHOCHble COCYAbl (BHYTPUCOCYAUCTOE
BBefeHue). BHyTpucocyancToe BBeAeHMe ViMnnaHTata MOXET MPMBECTM K 3MO0/IM3aumu,
3aKyrnopke CoCyZo0B, ULLEMUW U NHAPKTY.

* He pekomeHAyeTCA NCNONb30BaTh aBTOMATUYECKNE UHBEKLNOHHbIE CUCTEMBI A/19 BBELEHNA
MmnnaHTara, >

o CnefyeT UCKIOUYNTbL MCNO/b30BaHME 4eKOPATUBHON KOCMETUKM B TeueHre 12 yacoB nocne
npoueaypbl. M36eraite [/IMTENBHOTO HaxXOXAeHWs Ha COMHUE, MpebbiBaHUA Mof
BO3aelicTBreM Y d-nyyeid, Temnepatyp Hxe O°C, NOCELLEHWNIA CayHbl U 6aHW B TeYEHNe
[IBYX Hefienb nocne BBeAeHNA VimniaHTara.

» CoctaB WMmnnaHtaTa o06ecneumBaeT ero COBMECTUMOCTb C (PM3NYECKMMMU MOMISAMM,
MCNONb3yeMbIMU NPU NPOBELEHNN MarHUTHO-PE30HAHCHOW TOMOrpajun.

MOBOYHbIE ABJIEHNA

MaumeHT JOMKeH ObITb NPeaynpPeXaeH 0 BO3MOXHOCTM BOSHUKHOBEHWS MOBOYHbLIX peakLuii,

CBSI3aHHbIX C BBEAEHMEM [aHHOr0 MHBLEKUMOHHOro VMnnaHTaTa M CMOCOOHbIX pa3BMBaTbCA

HEMEL/IEHHO WM CMNyCTS HeKOoTopoe BpeMs. [o604YHble 3h(heKTbI BKIKOYUAKOT CrefytoLlee

(NpviBeAEHHbIV CNNCOK HE SABNSETCS NCYEPMbroaroLLyM):

- Tocne HbEKLMM CYLLIECTBYET BEPOATHOCTb Pa3BUTMS Pas/iMyHbIX BULOB BOCMA/INTEIbHOM
peakunm KoXxu (NMOKpacHeHWe, OTeK, apuTemMa 1 Ap.), KOTOpble MOryT COMPOBOXAATbCA
3yAoM W/mnn GONE3HEHHOCTbIO MPU HajaBnMBaHUKM W/unn napectesveil. MogobHas
BOCNa/INTENIbHAsA peakLumsa MOXKET COXPaHATLCA B TEYEHME OLHON Heaenu.

- BO3HWKHOBEHMWE KPOBOMOLTEKOB.

- Tpoxopgawas 60/1b NN AENUTMEHTALNA B MECTe UHBEKLNN.

- BO3HWMKHOBEHME YNNOTHEHWNIA NN Y3€/IKOB B MECTE UHBEKLIMN.

- MoxeT HabnoaatbCa OKpallmBaHMe WM obecuBeumBaHWe TKaHell B MeCTe BBeAeHUS
MMnnaHTaTta, 0CO6EHHO MpuW BBEAEHWUM VIMMnaHTata Ha OCHOBE aslypOHOBOW KUC/OTI
Hef0CTaTOYHO r/1y60KO M/Un B TOHKYHO KOXY (3pdekT TuHaans).

- OpuTema 6e3 OTEYHOCTW, KOTOpas MPOXOAMT Ha MPOTSHXKEHWM OAHOWA Hefdenn WAn B
KpaHMX C/lyyasix COXPaHWUTCA A0 ABYX MeCALEB.
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HepoctaTouHas a(eKTMBHOCTb MK CNMabo BbipaXKeHHbIN 3DeKT NpoLeaypbl.

O630p M34eNWiA aHaIOrMYHOIO COCTaBa MOKasas, YTO UMEHTCA COOOLLUEHWNA O pefKMX, HO
Cepbe3HbIX HeXenateslbHbIX fABNEeHUsAX, CBA3aHHbIX C BHYTPUCOCYAUCTbIM BBEAEHMUEM
rManypoHOBOI KUCMOTbI B TKAHW NALA U CO CAAaBNMBAHUEM TKaHEN, a UMEHHO: BPEMEHHOE 1K
HeobpaTMOe yXyALleHWe 3peHns, CienoTa, UWeMmns roIoBHOr0 MO3ra Ui KPOBOU3NIUAHME B
MO3r, MPUBOAALLME K WHCY/bTY, HEKPO3Y KOXM W MOBPEXAEHUIO MNOANEXalWmMX TKaHeu.
CnefyeT HeMeNeHHO NPeKpaTUTL BBEAEHWe VIMNniaHTaTa B ciy4vyae NposABIeHUs Y nalueHTa
Kakoro-nMbo u3 Ccnefylowyx CUMMTOMOB: W3MEHEHWe 3pPeHUs, MNPU3HaKM WHCYNbTa,
nobnegHeHNe KOXV NN HeobblYHasA 60/1b BO BPEMS UM HEMNOCPEACTBEHHO MOC/IE NPOLEeAYpbI.
B cnyyae BHYTPMUCOCYAMCTOrO BBEAEHUS VIMNnaHTata nauueHTbl AO0/MKHbI MONYUYNUTb
HEMEL/IEHHYO MeAULUHCKYIO MOMOLWb M, BO3MOXHO, NPOWTW 06CnefoBaHve Yy Bpaya
COOTBETCTBYIOLLEr0 npounsa. Takke WMEeKTCa CO06LWeHus 0 Cnyyasx BO3HMKHOBEHUA
abcueccos, rpaHyneM W annepruyecknx peakumii HeMenJ/IeHHOro WM 3aMef/leHHOro Tuna
MoC/e UHLEKLMWN TManypOHOBOM KUCNOTbI. M03TOMY peKOMeHAYEeTCS YYUTbIBATb BO3MOXHbIN
PUCK pa3BUTUS TakMX NOBOYHbIX 3(hheKTOoB. [Npn 3TOM Bpay A0/MHKeH 06ecrnevnTs NpoBeseHne
nawLMeHTy COOTBETCTBYHOLLIErO IeYeHNS.

MaumeHT JO/MKeH B KpaTyaiLLye CPOKM U3BECTUTb Bpaya 000 BCeX ClydasX COXPaHEHUS Y HEro
MEeCTHOW BOCMa/INTE/NIbHOW peakummn Uam cinyvasx BOZHUKHOBEHWSA HOObLIX APYrX NOOOYHbLIX
ahpekToB. Mpy 3TOM Bpay [O/MKEH 06ecrneynTb NPOBefeHVEe NMaumeHTy COOTBETCTBYHOLLENO
neyeHmns.

060 BCex cny4yasx BO3HUKHOBEHUSA APYTUX HeXXenaTeNbHbIX MOB0UHbIX 3PMEKTOB, CBA3AHHBIX
C WHBLEKLUMOHHbIM BBefeHWeM VmnnaHtata BHyTpugepmanbHoro VISCOLINE® BHO B
ncrnonHeHnn VISCOLINE® BHO AQUA DELUXE Heo6xoaumo cOo6LWMTL ANCTPUBLIOTOPY
N/VNN HernocpeaCTBEHHO MPON3BOAUTENIO.

BSAI/II\/IO,EI,EI7ICTBI/IE C APYT MW MPEMAPATAMUN

XOpoLUO U3BECTHA HECOBMECTUMOCTb MEXAy TuasypoHOBOM KUCMOTOM W COnsMY
YEeTBEPTUYHOIO aMMOHUS, TaKUMU, HampuMep, Kak Xnopupi 6eH3anKoHUs. YuuTbiBas 3To,
HUKOra He CreflyeT [JOMnycKaTb KOHTaKTa MMnnaHTaTa ¢ TakKUMU COEAMHEHUSMMU, a TaKXKe
MEAVLIMHCKUM XMUPYPrYeCKUM MHCTPYMEHTapreM, 06paboTaHHbIM VMU,

MNPNHUWMM PABOTbl MEAVNUMHCKOI O N3AEJTNA

"ManypoHoBas KUCNoTa ABMSETCA COeAUHEHNEM, KOTOPOE MPUCYTCTBYET B Pa3/IMYHbIX TKAHAX
opraHvW3ma, B TOM 4uCfe U B KOXe. B pesynbTaTe npouecca ecTeCTBEHHOro CTapeHust
cofilepXXaHune r1asypoHOBOW KWUCOTbl B KOXE CHWXKAETCA, YTO MPUBOAUT K YXYALIEHWIO
YMpYro-3/1acTUYecKnx CBOMCTB MOKPOBHbIX TKaHei.

B npeactaBneHHbIX MEAULMHCKUX U3LeNUsX WCMONb3yeTcs rMaslypoHoBas  KMCNoTa,
nony4YeHHas nyTem hepMeHTaumm 6aktepuii poga CTpenToKOKKOB rpynmbl C no JIaHCHubay.
MaHHUTO/, KOTOPbIA COEAMHSETCA C TMAYpPOHATOM HaTpus, obpasyeT 6onee CTabunbHYHO
MONEeKy/y, 3almiias ee OT pacLienieHns, TeM CcambIM MPOAJIeBaeT CPOK HaXOXAEHWS
MMMNMaHTaTa B TKaHsX, NM03B0/IAA 3aMel/IMTb eCTECTBEHHbIN MPOLECC pacnaja rvanypoHoBOi
KWUCNOTbI, 4TO CNOCOBCTBYET ANTENIbHOMY 3(PeKTy OT npoLesypbl. Kpome 3Toro, MaHHUTON
npefoTBpaLlaeT MosiBMEHWE OTEKOB MOCNe WHBLEKUMA W 3HAYMTENIbHO  COKpallaeT
BOCCTaHOBWTE/bHbIN NpoLiecc.

TEXHUNYECKOE OINMCAHME MEANUMHCKOI O N3AENNA

WmnnanTat BHyTpuaepManbHblii VISCOLINE® BHKO B ucnonHeHun VISCOLINE® BHO
AQUA DELUXE npeacTtaBneH B BWUAE CTEPWILHOIO pacTBopa, MpeaBapuUTeNbHO
Hano/IHEHHOI0 B CTEK/IAHHbIE LUNPULbI, 4719 O4HOPa30BOr0 UCMO/MbL30BaHNA.

COCTAB
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McxogHble BelecTea

KoHueHTpauus, mr/mn

KoHueHTpaumna, %

B

Hatpusa rnanypoHat 13,5 1,35
MaHHuTON 49 0,49
HaTpus xnopug 6,4 0,64
Hatpus rugpodocdar aurngpar 2,0 0,2
Hatpus gurugpodgocdar gurngpat 0,45 0,045
Bopa A4na MHbeKumnii fo 1,0 mn o 100
MHO®OPMAUMA O JIEKAPCTBEHHbLIX CPEACTBAX, COAEPXALLMNXCA
MEOLIVIHCKC"MU3AENNN
McxoaHble DYHKLNOHaNbLHOE CAS-HoMmep Mpounssoantens
BelllecTBa HasHayeHune
o BLOOMAGE BIOTECHNOLOGY
Fuanypomat KAO'“(ATH'/'OBHH;? 9067-32-7 - ORPORATION LIMITED, KuTaii, ®C-
HaTpus ' 001305 ot 11.01.2016 r (CpOK AencTsus:
reneobpasoBartesb
6eccpoyHo)
O6LecTBO C OrpaHNYEHHOIA
OTBETCTBEHHOCTbIO «["poTekc» (000
Boga ana PACTBODUTEND 7732-18-5  «IpoTekc»), Poccus, J1M-002529 ot
NHbeKL WA P 08.07.2014 (paTa nepeoopMieHUs

09.06.2021) (cpok AeicTBMA: 6ECCPOYHO)
(9C.2.2.0019.18)

TEXHNYECKWME XAPAKTEPNCTUKN MEONLUMNHCKOI'O U3AEJTNA

OCHOBHbIE TeEXHUYECKMEe XapaKTEPUCTUKN U3[eNns

Ne
n/n
1
2.

10.

11.

HanmeHoBaHMe nNokKa3aTens

pH
3Bnekaemblii
wnpuue, mMn
BHewWwHU Bug

obbem pactBopa B

CogepxaHue
3HAO0TOKCMHOB, EQ/Mn
OcMoNsANbHOCTL, MOCM/KT
JunHamnyeckas BA3KOCTb, mla ¢
Ycunue, Tpebyemoe And npuBefeHUs B
LBWXEHMe  LWITOK-MOPLHA  wnpuua,
3anosiHeHHoro MmnnaHtatom, H

Cpok 6uogerpagayun

MakcumanbHas  paspelleHHas  fo03a
MmnnaHTata Ana OLHOrO 4efnoBeka 3a
OfHY npoueaypy, Mn
MponcxoxaeHue
KWUCNOTbI

CogepxaHue 6enka, %

6aKTepunanbHbIX

rManypoHOBOIA
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TpeboBaHUs

6,8-7,6
1,0 (£0,2) mn, 2,0 (x0,2) mn, 3,0 (£0,2) mn

Mpo3payHblli renb OT 0OecuBeTHOro A0 CBETNO-
X&énTtoro uBeTa, 6e3 3anaxa, 6e3 MOCTOPOHHUX
BKHOUEHNIA
He 6onee 0,5

239-376
10000-100000
<45

>30 gHen

Nuuo - makcumansHo 0,1-0,3 mMn Ha Kaxgble 0,5 cm
KOXW; Wwea/pyknu/ gekonbTe - mMakcumanbHo 0,1-0,3
MM Ha KaXble 2 CM KOXU

MeTogom aspobHoii hepMeHTaumm 6akTepuii poga
CTpenTokokkoB rpynnbl C no JIsHchunbay

<0,1



12. MnoTHOCTL rens, r/mn

13. fepMeTUYHOCTL WNpULEeB
14. CTepunbHOCTb
HaunmeHoBaHue

Wnpuubl mMeauMUMHCKNE GEeCLBETHble U
KOPUYHEBbIE n3 CTEKNOTPYOKM
EMKOCTbIO 0,5 - 50 M c
NPUHAANEXHOCTAMM U 6€3 HUX.

Wnpuubl  cTeknaHHble BD  Hypak
CTEPU/IbHbIE Y HECTEPW/IbHBIE, C UTION U
6e3 urnbl, 06vemom o1 0,5 mn go 20 mn.
L npuubl ans npeLBapuUTenbHOro
Hamno/IHEHUA OfHOPa30Bble CTEPU/IbHbIE
obbemamm 0,5; 1; 1 long; 1,5; 2,25; 3; 5;
10; 20 mn.

KuTai
Wnpuubl MeauUUHCKME 6ecuBeTHble U «CTteBaHato pynn
KOPUYHEBble K3 CTEKNOTpPy6ku  1-ro C.n.a»
rMAapPonnMTUYecKoro knaccaémkoctoto 0,5
— 20 ™A C NpUHAANeXHOCTAMU U 6e3
HUX
Nrnbl
HanmeHoBaHue n3genus MpowussoguTens Kannép
VHCTpYMEHTBI cTepunbHble  «PUN.MOC. C.p.n.»,
O[lHOPa30BOr0  Mcnonb3osaHua WTanus G30
ans me3oTepanuu cepum
ME3OPAM (MESORAM) G32
3. Virna gng MUKpOUHbBEKLUIA.
Mrna MESO-RELLE ctepunbHas «BUWOTEKHE G30
Ana mesoTepanuu C.P.J1.», NTanua
(Gallini S.r.l.)
G32
Nrnbl nHbeKUMOHHbIe BD Hypoint  «beKToOH JUKWUHCOH
0lHOpPa30Bble CTEPU/bHbIE Meankan (C) [Te
Nto», CuHranyp G30
Vrna nHbekunoHHas ogHopasosad «Tepymo KOpon
ctepunbHasa K-Pack Il Needle H..B.», benbrua G30
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1,0-u
repMeTUYHbI
CTepu/ibHbI

MponssoanTens

«WOTT Csus Al»,
LLIBeliyapus

«beKTOH [AMKNHCOH
®paHc C.A.C.»,
®paHuma
«llaHbayH Baiirao
Tpyn
Megukan Monvmep
Komnauu InmMntag»,

Homep pernctpaunmoHHOro
Y0CTOBEPEHNA/HOPMATUBHOTO
AOKYMeHTa
$C3 2009/04195 ot 28.09.2020

(cpok geincTBus: 6ecCpoUHO)

$C32011/11237 oT 26.12.2011
(cpok felicTBrA: BGeCCpOYHO)

P3H 2013/764 26.03.2018 r.
(cpok pelicTBnA: 6eCCPOYHO)

$»C32012/12068 o1 29.05.2017
(cpok felicTBus: 6eccpoyHO)

Pasmepbl Homep
perncTpaymoHH
oro
yaoctoBepeHus/
HOPMaTUBHOIO
JOKYMeHTa
®C3
0.3x13 MM 9011/09452
(1/2") 27.08.2019
0,23x12 mm  (CpoK feicTBus:
(/2" 6eccpoyHo)
0,3x12 mMm dC3
(/2" 2011/10175 ot
11.02.2021
0,23x12 mm  (CpOK feincTBua:
(a2 6eccpoyHo)
$C3
2008/03143 ot
0,3x13 Mm 03.12.2008
(/2" (cpok geiicTBus:
6eccpoyHo)
0,3x12 mm  P3H 2018/7086
a2 oT  26.04.2018
0,4x 20 MM (CpOK feicTBus:
6eccpoyHO)



rnel runogepmasnbHble ¢ «TCK ®C3

3aKPYrNIEHHbIM KOHL,OM B Jlabopatopu», G30 O’3X"13 MM 20M/10609 ot
CTepuIbHOW ynaKoBKe ana  AnoHusa (TSK) (1/2) 15.09.2011 r.
BBEJIEHNSI MpenapaTtoB Ha OCHOBE * G32 0,23x13 MM  (CpOK felicTBusA:
rManypoHOBOW KUCNOTHI (272" 6eccpoyHo)

TPEBOBAHWA BE3OMNACHOCTU MEANUMNHCKOIO N3OEJTNA

MIMnniaHTaT He TOKCUYEH U He OKasblBaeT BPeAHOr0 BO3AENCTBMS Ha OpraH1M3M YenoBeka npu
paboTe C HUM.

MIMnnaHTaT He 06pa3yeT TOKCUYECKMX COeAUHEHWNI B BO3AYLUHONW cpefe U B CTOYHbIX BOAAX,
He NPUBOAUT K CAHUTAPHO-0MaCHbLIM 3arpsA3HEHUSIM OKPYXKatoLLEen cpegpl.

MnnaHTaT [O/MKeH COOTBETCTBOBaTb TPebOBaHMAM OGMONOrMYecKoin 6e30macHOCT B
cootsetcTBum ¢ TOCT P 52770, TOCT P CO 10993-2 un cepun ctaHaaptos TOCT 1SO 10993
N LO/MKEH ObITb HETOKCUYHBIM.

CBEAEHWA O CTEPUNTN3ALNNA

Bce KOMMNOHEHTbI VIMnnaHTaTa cMeLumBatoT 1 (hacytoT B LUNpULbl. HanonHeHHbIe WnpuLbl
fianee CTepunmn3yroT METOLOM MapoBOi CTepUIn3aLmny B aBTokNase B cooTBeTcTeum ¢ TOCT P
NCO 17665-1, TOCT P 56893/ISO/TS 17665-2. INMocne cTepunmsauum imnnaHTar Ao/mkeH
ObITb CTEPUNEH. YNaKOBKOMW, CO3JaloLLleil CTepubHbIA Gapbep Ans VIMnnaHTata, CnyxuT
TO/bKO LUNPUL,

TPAHCIMOPTUPOBAHUE N XPAHEHUNE

TpaHcnopTUpoBaHWe LINPULOB ¢ VIMnnaHTaToM Mpov3BOAAT BCEMU BUAAMU TPAHCMOPTHbLIX
CPefCTB B COOTBETCTBUM C TPebOBaHUAMM W MpaBuiamMmy NepeBO3KK rPy30B, AeACTBYHOLLMMU
Ha COOTBETCTBYIOLLEM BUE TPaHCMOPTa, NPU COBOAEHUN TeMMNEPATYPHOro pexuma (0T +2
°C po +25 °C), He 3aMopaXkmnBarth.

Bua oTnpaBKK - MOYTOBOW MOCBIIKOIA, aBTOMALLUMHaMK, KOHTeHepamu rno TOCT 20435 wnu
FOCT P 53350.

ViMnnaHTaTt B ynakoBke XpaHAT npu Temnepatype ot +2 °C go +25 °C, B MecTe, 3alMLLeHHOM
OT NPAMbIX COMHEYHbIX Nyyeid. He 3amopakmBaTtb. XpaHWUTb B HEAOCTYMNHOM ANS AETei MecTe.
Mepen wucnonb3oBaHWeM YybeanTecb B LEMIOCTHOCTM YMakoBKW. He npuvMeHATb nocne
OKOHYaHWA CPOKa rofiHOCTH.

YCNnosumA nMPMUMEHEHINA

MMnnaHTaT AO/MKEH WCMOMb30BaTbCA B KAMHWMKAX, 6GOMbHMLAX W APYTMX MeAMLMHCKMX
YUPEXAEHNSIX.

[l0 Hayana npoueaypbl MauMeHT [JO/MKeH ObiTb MPOMH(OPMMPOBAH O MOKA3aHMSX
MEANLIMHCKOrO U3AENNS, a TaKXKE O ero NMPOTMBOMOKA3aHMAX 1 BO3MOXHbIX HEXeNaTe/bHbIX
MOGOYHBIX SBNEHMSX.

Mepes NpUMeHEHUEM Y6eANTECh, UTO YNAaKOBKaA C NPenapaToM He NMOBPEXAeHa U CTEPU/ILHOCTb
He HapyllieHa. Y 6eanTech, YTO CPOK FOIHOCTM Mpenapata He UCTeK.

MmMnnaHTart, a TakXKe NocTaB/sieMble B KOMMNIEKTE WIMbl, NpefHa3HaueHbl Ans 04HOPa30BOro
CMO/b30BaAHUS.

He ncnonb3oBaTb NOBTOPHO. Mpyi MOBTOPHOM MCMOb30BaHWM €CTb PUCK MH(ULIMPOBAHNS UK
3aPAKEHNS Yepe3 KPOBb.

MECTO MHBEKLWN OMKHO ObITh TLLIATENbHO NPOAE3VHAULMPOBAHO.

MeAMLUMHCKOE M3fenne LOMKHO XPaHUTLCS NPK KOMHATHOI TemnepaType 0kono 40 MUHYT [0
Havasa Npoueaypbl.

MMnnaHTaT He AO/MKEH WMCMONb30BaTbCA NS YBENWYEHUS TPYAM WA ANS BBEEHWUS B
CYXOXMNUS, CBA3KN UM MbILULbI.

Ecnv y naumeHTa B aHaMHe3e 6blnv NPOSBNEHNS Feprieca Ha NnLe, TO MPOKO/bI UI bl BO BPEMS
VHBEKLIMM MOTYT CMPOBOLMPOBATL HOBbIE BbIChIMaHUS repreca.
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MprMeHeHMe acnuprHa, HecTepouaHbIX NMPOTUBOBOCNAINTE/IbHLIX NPenapaToB, NpenapaTos C
BbICOKMM cofepXXaHnem BuTaMunHa E nepep I/IH'bGKLI,I/IEVI MOXXET YBE/TNYNTL PUCK KPOBOTEHEHUA
N NoABAEHNE remMaTtomM B MeCTE yKO/a.

CPOK rogHocTM
"apaHTMIHBIA CPOK rogHOCTU MIMnnaHTaTta - 24 Mecsua co AHA CTePUIn3aLmm.

FTAPAHTUN NM3TOTOBUTENA

MpeAnpusTAe-N3roTOBUTElb  FapaHTUPYET COXPaHHOCTb MmnnaHTata npu  coG/HAeHMM
YC/IOBUIA NPYMEHEHMS, TPAHCMOPTUPOBAHUS U XPaHEHWS!, YKa3aHHbIX Ha YraKoBKe.
apaHTWIAHbIA CPOK FOAHOCTM VIMMnaHTaTa - 24 Mecsilia co Hs CTepumn3aLum.
MeaULMHCKOe M3feNe C UCTEKLUVM CPOKOM FOAHOCTY MPUMEHEHMIO HE MOJIEXMUT.

YTUIN3ALNA

Vicnonb3oBaHHbIe MaTepuasbl YTUMN3UPYOTCA COMNacHO Kaccy OMacHOCTW, yKa3aHHOMY B
CaHlnH 2.1.3684.

B cootBeTcTBMM ¢ CaHlNunH 2.1.3684:

- LUNPWL, C UrnaMu Mo Knaccupurkalmm onacHocT otHocutes K Knaccy b;

- YMakoBOYHble MaTepuasibl, KapTOHHas Kopobka M 6/aucTep MO Knaccugukaumm
onacHocTu oTHocuTcs K Knaccy A.

LLnpuy, ¢ vrnamMm nocnie UCnosib30BaHWsi HeOOXOAMMO cpasy YTUIN3UPOBATb, AaXe B TOM
C/lyyae, ec/in COLePXMMOe He ObLUO MCMOJIb30BaHO MOIHOCTLH.

MAPKIVPOBKA
MapknpoBka MmnnaHTata fo/mkHa cooteetcTBoBaTe MOCT P 15223-1, TOCT 14192 un
HacToAwmm TY.

MapKunpoBKa NepBnYHOIA YNaKOBKIN COAEPKUT:
- rpafyvpoBOYHas LLKaNa;
- HaMMeHOBaHWe MeANLIMHCKOro N3aenus;
- 00beM Hamno/IHEHUS LWNPULE;
- cumBon «CTepunmnsalms Napom Uam CyXum Tensiom» *;
] - cMBOJT «OCTOPOXHO!» *;
- CUMBO/ «3anpeT Ha MOBTOPHOE MPUMEHEHNE» *;
- CUMMBON «BepxHAA 1 HWKHASA rpaHMLa TeMNepaTypHOro AvanasoHa» *.
* - 0603HaYeHNe CMMBONA YKa3aHO B Tabnmue «CUMBO/bI, yKa3aHHbIe Ha YNMaKOBKe»

MapKunpoBKa BTOPUYHOW YNaKOBKU COAEPXKUT:

- HavMMeHOBaHVe MeAULIMHCKOrO U3LeNns;

- MCNoMb30BaThb J0...%;

- HOMep mapTun™;

- 006BEM HanoMHeHWS LWNpULa.

* - 0603HaYeHVe CMMBONA YKa3aHo B Tabnuue «C1MBO/Ibl, YKa3aHHble Ha YMakoBKe»

MapKnpoBKa TPETUYHOW YNaKOBKM COAEPXKNT:

- HauMeHOBaHVie MeAMLMHCKOrO U3Lenus;

- KOMMNeKTauMa MeauLMHCKOro U3aenms;

- COCTaB MeAMLMHCKOro U3aenns;

- 00beM HanoNHeHWs LWNPULE;

- KOMNYECTBO HaMO/IHEHHbIX LUMPULEB B YNaKOBKE;
- HauMeHOBaHWe 1 afipec NPOW3BOANTENS;
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- CPOK rogHocTu;

- 1cnonb30BaThb Ao...*;

- YCOBUA XpaHeHwus,

- HOMep napTumn*;

- cumBon «CTepunnsauus napom Uam Cyxum Teniom»

- CUMBOS «He CTepnnn3oBaTh MOBTOPHO» *;

- cuMBON «OCTOPOXKHO!» *;

- CUMBON «3anpeT Ha NOBTOPHOE NPUMEHEHME» *;

- CUMBO/ «BepxHAs 1 HWKHAA rpaHuLa TeMMepaTypHOro ananasoHa» *;

- CUMBOS «He 1Cnoib30BaTh NpPY MOBPEXAEHUM YNaKOBKU» *;

- cumBoN «3Hak cootseTcTBus PCT feknapvpoBaHus TOBapoB» (NMpU HeoOXOoAMMOCTU, B
COOTBETCTBUM C AEVCTBYHOLLMM 3aKOHOAATENbCTBOM) *;

- LUTPUXKOZ,

- QR-kog;

- HOMep perncTpaumoHHOro y0CTOBEPEHNS;

- HOMep TEXHWUYECKUX YCNOBUIA;

- cumBon «He gonyckatb BO3AeNCTBUA COMHEYHOMO CBeTa» *;

- norotun «HTenbmnoy;

- [ONyCKaeTCs HaHeCeHWe ronorpamyeckoro 3awmMTHOro 3Haka.

* - 0603Ha4eHVe CUMBOA YKa3aHo B Tabnmue «CUMBOSbI, YKa3aHHbIe Ha YMakoBKe»

Ha Haknelike (NapHOM CTUKEPE) AO/MKHO ObITb YKa3aHo:

- HavMeHOBaHWe MeAMLMHCKOro U3fenus;

- MCNONb30BaTh [0...

- HOMep napTum™

- 00beM HamosIHeHMs LWNpuua. :

* - 0003HaYeHVe CUMBO/A YKa3aHo B Tabnmue «CMBO/IbI, YKa3aHHbIe Ha YrakoBKe»

MapKunpoBKa TPaHCMOPTHOW YNaKOBKWN COLEPXXUT 3HaKM, COOTBETCTBYHOLLME 3HAUYEHUSM:
- cuMBON «Xpynkoe. OCTOPOXHO!» *;

- cumBON «He fonyckaTtb BO34eNCTBUSA CONMHEYHOrO CBeTa» *;

- cumBON «bepeyb OT BRarn» *;

- CMMBOJ «He 3amopaxunBatb» *.

* - 0603HaYeHNe CMMBO/IA YKa3zaHo B Tabnuue «CUMBO/bI, YKa3aHHbIe Ha YNaKOBKe»

Cu1MBO/IbI, YKa3aHHble Ha YraKoBKe
(D 3anpeT Ha NOBTOPHOE NMPUMEHEHWNE

A OcTopoxHo!

CTepunu3sauys napoM Um Cyxmm Temnsiom

He gonyckaTb BO3AECTBUS COMHEYHOro ceeTa ([epxaTb BAaIu oT
VCTOYHWKOB Tenna)

Vicnonb3osatb f0...

Lot Homep napTim

r XpaHuTb Npu Temnepatype ot +2 °C fo +25 &
He ncnonb3oBaTh Mpu NOBPEXAEHNUM YNaKOBKN

He cTepunnsoBaTb NOBTOPHO
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| XpynKoe 06paLlaTbCsi OCTOPOXKHO

f bepeub OT Bnarun

He 3amopaxuBatb

MaHMNYNSUMOHHbIE 3HAKW AOMKHbI HAHOCUTLCA MO TpadapeTy WAM LUTeMnesneBaHNEM
YepHOI BOJOCTOMKOM KpacKoin. O603HaueHMe YCNOBUIN XpaHEHUS 1 ApYrve AONONHUTEbHbIE
HaZNVCK AOMKHbI ObITb HAHECEHbI Ha Tapy WK AP/bIK B MecTax, CBOOOAHbI.
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APPROVED BY
General Director
OO0 «INTELBIO»

INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
Intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE
according to Technical Specifications 32.50.22-013-06997856-2022

MEDICAL PRODUCT NAME
Intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE
according to Technical Specifications 32.50.22-013-06997856-2022

PACKAGE CONTENTS

1 Intradermal implant in the form of VISCOLINE® BIO AQUA DELUXE
- 1.0 ml syringe with 1.0 ml filling - 1pc.,
- needle 30G 1/2” or 32G 1/2” - 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

2. Intradermal implant in the form of VISCOLINE® BIO AQUA DELUXE

- 2.25 ml syringe with 2.0 ml filling - 1pc.,
- needle 30G 1/2” or 32G 1/2”- 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

3. Intradermal implant in the form of VISCOLINE® BIO AQUA DELUXE
- 3.0 ml syringe with 3.0 ml filling - 1pc.,
- needle 30G 1/2” or 32G 1/2” - 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

DETAILS OF MEDICAL PRODUCT MANUFACTURER

Medical product manufacturer:

Limited Liability Company «INTELBIO» (OOO «INTELBIO»)

142821. Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,
premises 2

Tel.: 8 (495) 924-15-99

Email: info@intelbio.org, website: intelbio.org

Site of medical product manufacturing
Limited Liability Company «INTELBIO» (OOO «INTELBIO»)
142821, Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,

premises 2

1
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INTENDED USE OF MEDICAL PRODUCT

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE is
a medical product intended for use in aesthetic medicine and cosmetology to improve skin hydration
and elasticity.

This implant is used only in health institutions.

ADMINISTRATION
Aesthetic medicine, cosmetology, and dermatology.

PROSPECTIVE CONSUMER
Cosmetologist or paramedical personnel with supplementary vocational education in the specialty
"Nursing in cosmetology” (as prescribed by a cosmetologist).

INDICATIONS OF USE

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE is
a gel to replenish the loss ofhyaluronic acid associated with age-related changes. Designed to improve
skin hydration and elasticity by regular injection of the Implant into the area of the dermo-epidermal
junction of the skin and the surface layer of the dermis.

CONTRAINDICATIONS

- Predisposition to hypertrophic scarring.

- History of autoimmune diseases.

- Administration of immunomodulatory drugs.

- Hypersensitivity to the formulation components.

- Pregnancy and lactation.

- Patients under 18 years of age.

- Administration of anticoagulants or platelet aggregation inhibitors (e.g. ASS).

- The Implant should not be inserted without prior consultation with the attending physician.

- Itisnecessary to exclude the insertion ofthe Implant in the ~eas of inflammatory or infectious
processes (for example, acne, herpes, etc.)

- Usage of medical product in combination with laser therapy, intense pulsed light, chemical
peels, or dermabrasion.

- Insertion of the Implant is not recommended in case of severe skin inflammation after its
superficial exfoliation.

SPECIAL WARNINGS

No clinical data are available regarding the tolerability of injectable products of similar composition
in patients undergoing immunosuppressive therapy, in patients with a history of severe allergic reac-
tions and/or polyallergic reactions.

In each specific case, the physician shall decide whether the Implant can be used depending on the
nature of the disease/treatment/allergy present, as well as ensure special monitoring of such patients.
In particular, it may be suggested that a hypersensitivity skin test or appropriate prophylactic treat-
ment be performed prior to each Implant insertion, and that the Implant should not be used in persons
with active disease.

It is not recommended to insert the Implant to patients with a history of anaphylactic shock.

Patients with a history of streptococcal infection (repeated tonsillitis, acute rheumatism) should un-
dergo a hypersensitivity skin test before each injection of the Implant. In cases of acute articular
rheumatism with cardiac involvement, it is recommended to refuse the insertion of the Implant.
Patients treated with anticoagulants or using substances that may increase bleeding time (warfarin,
acetylsalicylic acid, non-steroidal anti-inflammatory drugs or other substances known to increase
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blood clotting time, such as herbal supplements containing garlic or ginkgo biloba, etc.), should be
warned about the increased risk of bleeding or bruising when inserting the Implant.

It is not recommended to use the Implant in combination with drugs that inhibit or block metabolic
processes in the liver (simetidine, beta-blockers, etc.). The implant should be used with caution in
patients with cardiac conduction disorders.

Do not use the syringe if its contents show signs of breakage and / or cloudiness.

Reuse of the Implant may pose a risk to the patient (cross-infection).

DESCRIPTION

The main component ofthis product is hyaluronic acid, which is a natural polysaccharide ofthe body.
Hyaluronic acid has the ability to bind and retain water at the injection site for a long time. Thus, it
both moisturizes the skin and creates a viscous elastic environment, keeping the main components of
the connective tissue in the correct position. The implant with hyaluronic acid is injected into the
dermis with a syringe, thus creating a depot of hyaluronic acid. On the one hand, such a depot acts as
a lining material that smooths wrinkles, and on the other hand, it intensively moisturizes the skin and
improves its appearance. Hyaluronic acid contributes to the restoration of connective, epithelial tis-
sues, normalization of pH balance. The functional advantage ofthe acid is the rehydration of damaged
cells, the saturation of biological fluids.

Sodium hyaluronate is obtained by the fermentation of Lancefield’s group C bacteria and thoroughly
purified.

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE
contains mannitol, which, when combined with sodium hyaluronate, forms a more stable molecule,
protecting it from splitting, thereby prolonging the implant’s stay in tissues, allowing it to slow down
the natural process of hyaluronic acid breakdown, which contributes to the long-term effect of the
procedure. In addition, mannitol prevents the development of edema after injections and significantly
reduces the recovery process.

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE is
designed for deep hydration and improving skin elasticity and firmness? It is administered
subcutaneously by multiple small injections.

This Implant has been adapted to be used for superficial injections.

The residence time ofthe intradermal Implant VISCOLINE® BIO in the form of VISCOLINE® BIO
AQUA DELUXE in the skin layers is more than 30 days. The degree of degradation over time
depends on the condition of the patient’s skin. The implant is utilized by surrounding tissues under
the influence of a group of tissue enzymes called hyaluronidases. Degradation products are
completely eliminated from tissues in a natural metabolic way.

ROUTE OF MEDICAL PRODUCT ADMINISTRATION

Before the procedure, the doctor shall inform the patient about the indications md contraindications
for the use of the Implant, its incompatibility with a number of other drugs and the possible side
effects / risks associated with the insertion ofthe Implant, and also make sure that the patient is aware
of the signs and symptoms of possible complications and obtain the patient's signature in the form of
informed consent.

When storing the Implant in a refngerator, the cooled Implant should be kept at room temperature for
about 40 minutes before use.

Before starting the injection of the Implant, the injection site should be thoroughly disinfected. In
particular, when processing a large surface, the need to disinfect the entire treated area (for example,
the entire face) is to consider.

It is recommended to inject with a 30G or 32G needle.
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PROCEDURE FOR SYRINGE HANDLING
Open the syringe blister under aseptic conditions. For optimal implant insertion, it is important that a
needle is mounted on the syringe in accordance with 4 steps shown in the diagram (see Figures 1-5).

Remove the safety cap from the syringe by pulling it
as shown in Figure 1.

Take the cap with the needle, then insert the edge
of the needle with the graduated marks into the
syringe hole (Fig. 2).

Screw the needle clockwise while maintaining slight
pressure between the needle and the syringe (Fig.
3). Continue to screw until the edge of the needle
cap reaches the syringe barrel. There should not be
any empty space between these 2 elements (Fig. 4).

vis NO Non-observance of this requirement may result in

N R the needle being pushed out and/or the drug leaking
O a n i |C E out of the needle at the Luer-Lock level.
0)

Then remove the safety cap from the needle by
pulling it with one hand and holding the syringe
barrel with the other hand (Fig. 5).

Before starting the procedure, press the syringe plunger until a small drop of gel appears on the tip of
the needle.

The implant should be inserted slowly, applying the minimum necessary pressure.

Ifthe needle is blocked, do not increase pressure on the piston rod. Instead, stop inserting the Implant
and replace the needle.

Non-observance of these precautions may result in needle detachment and/or Implant leakage and/or
increased risk of vascular injury.

It is not recommended to repeat the procedure within 15 days.

Not used-up Implant is non-storable.

Ifyou feel a blockage or pressure during the injection, stop the injection and replace the needle.
NOTES: The right injection technique is critical to the success of the procedure and patient
satisfaction. The implant must be inserted by a specialist with the necessary qualifications required
by local legislation and standards.

After use, the syringe and needles must be processed and disposed in compliance with the accepted
medical procedures and according to the rules established by local legislation and regulations.
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PRECAUTIONS

» The implant is for intradermal injection only.

 Standard precautions associated with handling injectables should be followed.

* In case of hyperesthesia, it is possible to use local anesthetics.

* It is not allowed to insert the Implant into blood vessels (intravascular injection). Intravascular
insertion of the Implant may result in embolization, vascular occlusion, ischemia or infarction.

 Itis not recommended to use automatic injection systems to insert the Implant.

* It is necessary to exclude the use of decorative cosmetics within 12 hours after the procedure.
Avoid prolonged exposure to the sun, UV rays, temperatures below 0°C, visits to the sauna or bath
for two weeks after the implant is inserted.

» The composition ofthe Implant ensures its compatibility with the physical fields used in magnetic
resonance imaging.

SIDE EFFECTS

The patient should be warned about the possibility of side effects associated with the insertion of this
injectable Implant and which can be either immediate or delayed. Side effects include the following
(this list is not exhaustive):

- After the injection, there is a possibility of developing various types of inflammatory skin
reactions (redness, swelling, erythema, etc.), which may be accompanied by itching and / or
soreness with pressure and / or paresthesia. This inflammatory response may persist for up to
one week.

- Bruising.

- Transient pain or depigmentation at the injection site.

- Development of induration or nodules at the injection site.

- Staining or discoloration of the tissues at the implant site may be observed, especially when
the hyaluronic acid-based Implant is not inserted deep enough and/or into thin skin (Tyndall
effect).

- Erythema without swelling that resolves within a week or,- in extreme cases, persists for up
to two months.

- Insufficient efficiency or not significant effect of the procedure.

A review of products of similar composition showed that there are reports of rare but serious adverse
events associated with intravascular injection of hyaluronic acid into facial tissues and with tissue
compression, namely: temporary or irreversible visual impairment, blindness, cerebral ischemia or
cerebral hemorrhage, leading to stroke, skin necrosis and damage to underlying tissues. Insertion of
the Implant should be discontinued immediately if the patient exhibits any of the following
symptoms: vision changes, signs of a stroke, skin blanching, or unusual pain during or immediately
after the procedure. In the case of intravascular insertion of the Implant, patients should receive
immediate medical attention and specialized medical consultation, if possible. There are also reports
of cases of abscesses, granulomas, and allergic reactions of an immediate or delayed type after an
injection of hyaluronic acid. Therefore, it is recommended to consider the possible risk of developing
such side effects. In this case, the doctor shall ensure that the patient receives appropriate treatment.

The patient should notify the doctor of all cases of persistent local inflammatory reaction in him/her
or cases of any other side effects as soon as possible. In this case, the doctor shall ensure that the
patient receives appropriate treatment.

All cases of development of other adverse side effects associated with the injection of the intradermal
implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE are to be reported
to the distributor and / or directly to the manufacturer.

INTERACTIONS WITH OTHER MEDICINAL PRODUCTS
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The incompatibility between hyaluronic acid and quaternary ammonium salts, such as, for example,
benzalkonium chloride, is well known. With that in mind, the implant should never be allowed to
contact with such compounds, as well as with the medical surgical instruments treated with them.

PRINCIPLE OF MEDICAL PRODUCT ACTION

Hyaluronic acid is a compound that is present in various tissues in the body, including the skin. Due
to the natural aging process, the content of hyaluronic acid in the skin decreases, which results in the
elasticity deterioration of integumentary tissues.

In the presented medical products, hyaluronic acid is used, which is obtained by the fermentation of
Lancefield’s group C bacteria.

Mannitol, when combined with sodium hyaluronate, forms a more stable molecule, protecting it from
splitting, thereby prolonging the implant’s stay in tissues, allov”ng it to slow down the natural process
of hyaluronic acid breakdown, which contributes to the long-term effect ofthe procedure. In addition,
mannitol prevents the development of edema after injections and significantly reduces the recovery
process.

MEDICAL PRODUCT SPECIFICATION
The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO AQUA DELUXE is
presented in the form of sterile solution, prefilled in glass syringes, for single use.

COMPOSITION
Starting substances Concentration, mg/mi Concentration, %
Sodium hyaluronate 135 1,35
Mannitol 4,9 > 0,49
Sodium chloride 6,4 0,64
Disodium phosphate dihydrate 2,0 0,2
Sodium dihydrogen phosphate dihydrate 0,45 0,045
Water for injection up to 1,0 ml up to 100
INFORMATION ON DRUGS CONTAINED IN MEDICAL PRODUCT
Starting Purpose of use CAS No. Manufacturer
substances

BLOOMAGE BIOTECHNOLOGY
9067-32-7 CORPORATION LIMITED, China, FS-
001305 dated 11.01.2016
Limited Liability Company «Grotex»
(OO0 «Grotex»), Russia, LP-002529
Yr:/j?atcetri;r?r Solvent 7732-185  Gated 08.07.2014 (date of reissue
09.06.2021) (date of expiry: perpetually)
(FS.2.2.0019.'18)

Active component,

Hyaluronic acid -~ o tinizing agent

TECHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

Main technical specifications of medical product
Item Item Specifications
No.
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1 pH
Extractable volume of the solution in
the syringe, ml

6,8-7,6
1,0 (x0,2) ml, 2,0 (x0,2) ml, 3,0 (x0,2) ml

N

3 Appearance Transparent gel from colorless to light yellow,
odorless, free of foreign matter
4. Content of bacterial endotoxins, EU/ml  max. 0,5
5. Osmolality, mOsm/kg 239 - 376
6. Dynamic viscosity, mPa s 10000-100000
7. Force required to drive the piston rod of <45
the syringe prefllled with the Implant,
N
8. Biodegradation period >30 days

ml
10. Origin of hyaluronic acid

11. Protein content, %
12, Gel density, g/ml
13.  Syringe integrity
14. Sterility

Syringes
Name

Colorless and brown medical
syringes made of glass tubes with a
capacity of 0.5 - 120 ml with and
without accessories.

Glass syringes BD Hypak, sterile
and non-sterile, with and without
needles, with a capacity of0.5 - 20
ml.

Syringes for prefilling, disposable,
sterile, with a capacity of0,5; 1; 1
long; 1,5; 2,25; 3; 5; 10; 20 ml.

Colorless and brown medical
syringes made of glass tubes of the
first hydrolytic class with a capacity
0f0.5- 20 ml with and without
accessories.

Needles
Product name

Maximum permitted dose of the
Implant for one person per procedure,

Face - maximum 0.1-0.3 ml for every 0.5 cm of
skin; neck / arms / decolletd - maximum 0.1-0.3

ml for every 2 cm of skin
By aerobic fermentation of Lancefield’s group C

bacteria
<0,1
1,0-1,1
Sealed
Sterile

Manufacturer

«SCHOTT Swiss
AG», Switzerland

«Becton Dickinson
France SAS», France

«Shandong Weigao
Group Medical
Polymer Company
Limited», China
«Stevanato Group
S.p.A»

Manufacturer

Gauge

Marketing authorization
number/regulatory number
FSZ 2009/04195
dated 28.09.2020
(date of expiry: perpetually)

FSZ 2011/11237
dated 26.12.2011
(date of expiry; perpetually)

RZN 2013/764
dated 26.03.2018
(date of expiry: perpetually)

FSZ 2012/12068
dated 29.05.2017
(date of expiry; perpetually)

Size Marketing
authorization
number/regula-

tory number

KCT 6bln MpeBejeH KOr0 Ha aHrMACKNIA S3bIK NePEBOJUYNKOM NHCKOW EBreHunen bEBHOIA
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Sterile disposable MESOPAM «RIL.MOS. S.r.l», 03x13 FSZ
instruments for mesotherapy Italy G30 rr;m M/2") 2011/09452
3. Needle for microinjections. dated
27.08.2019
G32 0,23x12 (date of expiry;
mm M/2")  perpetually)
MESO-RELLE sterile needle for «BIOTEKNE 330 0,3x12 FSz
mesotherapy S.R.L.», Italy mm (1/2") 2011/10175
(Gallini S.r.l.) dated
11.02.2021
G32 0,23x12 (date of expiry:
mm (1/2")  perpetually)
Disposable sterile BD Hypoint «Becton FSZ
injection needles Dickinson 2008/03143
Medical (S) Pte. 630 dated
Ltd», Singapore 0,3x13 03.12.2008
mm (1/2")  (date of expiry:
perpetually)
Disposable injection needle K- «Terumo Europe 0,3x12 RZN
Pack 1l Needle N.V.», Belgium mm (1/2") 2018/7086
G30 dated
0,4x20 26.04.2018
mm (date of expiry:
perpetually)
Hypodermic needles with a «TSK 0.3x13 FSZ
: - ; G30 ’
rounded end in a sterile packaging Laboratory», mm (1/2") 2011/10609
for the administration of Japan (TSK) S dated
hyaluronic acid-based 15.09.2011
preparations G32 0,23x13 (date of expiry:
mm (1/2")  perpetually)

SAFETY REQUIREMENTS FOR MEDICAL PRODUCT
The implant is not toxic and does not adversely affect the human body while handling.
The implant does not form toxic compounds in the air and wastewater, does not lead to hygienically

dangerous environmental pollution.

The implant shall comply with biological safety requirements in accordance with GOST R 52770,
GOST R ISO 10993-2 and a series of standards GOST ISO 10993 and shall be non-toxic.

STERILIZATION INFORMATION

Implant components are pre-mixed and packaged in syringes. Filled syringes are sterilized by steam
in an autoclave in accordance with GOST R ISO 17665-1, GOST R 56893/ISO/TS 17665-2. After
sterilization the implant must be sterile. The sterile barrier packaging for the implant is only a syringe.

TRANSPORTATION AND STORAGE

Syringes with an implant are transported by all types of vehicles in accordance with the shipping
requirements and rules, effective for an appropriate mode of transport while observing the
temperature conditions (from +2 °C to +25 °C), do not freeze.

Type of shipment - by postal parcel, cars, containers in accordance with GOST 20435-75 or GOST
R 53350-20009.

The implant in the package is stored at a temperature of +2 & to +25 °C, in a place protected from
8
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direct sunlight. Do not freeze. Keep out of reach of children. Before use, make sure the packaging is
not damaged. Do not use after the expiration date.

APPLICATION CONDITIONS

The implant should be used in clinics, hospitals, and other medical facilities.

Before the procedure starts a patient should be informed about the indications of the medical product,
as well as about its contraindications and possible adverse side effects.

Before use, make sure that the packaging with the drug is not damaged and sterility requirements are
not broken. Make sure that the drug is not expired.

The implant, as well as the supplied needles, are intended for single use.

Do not reuse. When reused, there is a risk of contamination or infection through the blood.

The injection site is to be thoroughly disinfected.

The medical product should be stored at room temperature for 40 minutes before the procedure.

The implant should not be used for breast augmentation or for insertion into tendons, ligaments, or
muscles.

If the patient had a history of herpes manifestations on the face, then needle punctures during the
injection can provoke new herpetic lesions.

The use of aspirin, non-steroidal anti-inflammatory drugs, drugs with a high content of vitamin E
before injection can increase the risk of bleeding and the appearance of a hematoma at the injection
site.

SHELF LIFE
The warranty shelf life of the implant is 24 months from the date of sterilization.

MANUFACTURER’S WARRANTY

The manufacturer guarantees the safety of the implant provided the conditions of use, transportation
and storage indicated on the package are observed.

The warranty shelf life of the implant is 24 months from the date of sterilization.

The expired medical product is not to be used.

DISPOSAL

Used materials are disposed of in accordance with the hazard class specified in SanPiN 2.1.3684.
According to SanPiN 2.1.3684:

- syringe with needles belongs to Class B under the hazard classification;

- packaging materials, a cardboard box and a blister belong to Class A under the hazard
classification.

A syringe with needles is to be disposed immediately after use, even if its content has not been fixlly
used.

LABELING

Implant labeling shall comply with GOST R 15223-1, GOST 14192-96 and these technical

specifications.

Labeling for primary packaging contains:

- syringe scale;

- medical product name;

- fill volume of syringe;

- symbol «Steam or dry heat sterilization» *;

- symbol «Warning!» *;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *.

* - symbols are designated in the Table «Packaging symbols»
9

TeKcT Obln NepeBefeTe PYCCKOro Ha aHrIMMCKMiA A3bIK NepeBogunkom LLlepbeamHckoli EBreHmneli KOpbeBHOM
MoannCh: "MV LA NMNSM || lenbeanHekas E.HO./

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Labeling for secondary packaging contains:

- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

* - symbols are designated in the Table «Packaging symbols»

Labeling for tertiary packaging contains:

- medical product name;

- package contents of medical product;

- composition of medical product;

- fill volume of syringe;

- number of prefilled syringes per pack;

- name and address of manufacturer;

- expiration date;

- use by date*;

- storage conditions;

- batch code *;

symbol «Steam or dry heat sterilization» *;

- symbol «Do not resterilize» *;

- symbol «Warning!» *;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *;
- symbol «Do not use if package is damaged» *;

- symbol «RST conformity mark for declaring of goods» (if necessary, in accordance with current
legislation) *;

- barcode;

- QR-code;

- Marketing Authorisation number;

- technical specification number;

- symbol «Protect from sunlight» *;

- IntelBio logo;

- holographic security marking is accepted.

* - symbols are designated in the Table «Packaging symbols»

The label (double sticker) shall indicate:

- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

* - symbols are designated in the Table «Packaging symbols»

Transport labels contain symbols which mean:

- symbol «Fragile. Take due care!»*;

- symbol «Protect fi*om sunlight»*;

- symbol «Protect from moisture»*;

- symbol «Do not freeze»*.

* - symbols are designated in the Table «Packaging symbols»

10
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Do not reuse
Warning

Steam or dry heat sterilization
Protect from sunlight (Keep away from heat)

Use by date
Batch code

Keep at a temperature of +2 °C to +25
Do not use if package is damaged

Do not resteriiize

Fragile, take due care
Protect from moisture

= @X &N ?’@

Do not freeze

Manipulation signs should be applied by stenciling or stamping with black waterproof paint. The
designation of storage conditions and other additional inscriptions must be applied to the container
or label in places, freely available.

1
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Translated from Russian into English

End of translated document----- --- -- --

he translation from Russian into English has been made by the certified translator Shcherbedinskaia

ivgeniia lurievna. The translation correctness and accuracy has been certified by me.

lepeBoa ¢ aHrAMINCKOro si3blka Ha PYCCKUI A3blK BbIMOMIHEH MepeBogunkom LlepbegnHckoin EBreHunemn

OpbeBHON. MoaTBEPXKAAID, YTO BbIMO/IHEHHbIA MHOW NepeBof SIBASIETCS MPaBU/ibHbIM, TOYHbIM M MOJTHbIM.

Shcherbedinskaia E.lu./

/W epbegnHckan E.1O./

Poccuinickas degepauns
Mopoa KpacHogap KpacHogapcKuii Kpaii
[BajuaTth LLecToe anpesa ABe TbiCAYM ABafuUaTb TPETbLEro roga

A, MoposoB OmuTpuii KOpbeBuY, HoTapuyc KpacHOAapCKOro HoTapuasbHOro OKpyra,
CBUAETENLCTBYIO NOAJIMHHOCTL Nognucy nepesogurka LLepbeanHckoin EBreHmmn KOpbeBHbI.

Mognuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHoCTb NoANMCaBLUEro JOKYMEHT YCTaHOB/EHa.

3apeructpupoBaHo B peectpe: Ne 23/143-H/" 023-5-115.

Ynnaue HoTapuanbH 1o aericTens: 700 py6. 00 Kon.

[.HO.Moposos
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YTBEPXJALO
["eHepabHbIN AUPEKTop
"MHTENBO»

MHCTPYKUWNA
no NMPMMEHEHNKO MEANUMHCKOI O N3AEJTNA
mnnaHTat BHyTpuaepmansHbii VISCOLINE® BHO B ncnonHeHnn VISCOLINE®
BHO LIFTAKTIV no TY 32.50.22-013-06997856-2022

HAMMEHOBAHVE MEAVNLUMHCKOIO N3OAENNA
WmnnaHTaT BHYTpuaepmanbHbili VISCOLINE® BKO B ucnonHeHun VISCOLINE® BHO
LIFTAKTIV no TY 32.50.22-013-06997856-2022

KOMIMNNIEKTHOCTb
1. WmnnaHTat BHYTpuaepMa/bHblil B ucrnonHeHun VISCOLINE® BHO LIFTAKTIV
- wnpuy obvemom 1,0 mn ¢ HanosfHeHWeM 1,0 M- 1 wr.,
- wurna 30G 1/2” nnn 32G 1/2” - 2 wr.,
- WHCTpyKuusa - 1w,
- Haknelika- 2 LT,
2. ViMnnaHTat BHyTpuaepMa/bHblil B ucrnonHeHun VISCOLINE® BIO LIFTAKTIV
- wnpuy o6bvemom 2,25 M ¢ HanonHeHnem 2,0 mi - 1.,
- wurna 30G 1/2” van 32G 1/2” - 2 wr.,
- WHCTpyKumsa - 1w,
- Hak/eilka- 2 WT.
3. iImnnaHTaT BHYTprAepManbHblil B ucnonHeHnn VISCOLINE® BHO LIFTAKTIV
- wnpuy, o6vemom 3,0 M ¢ HanonHeHnem 3,0 mn - 1 wr.,
- wurna 30G 1/2” van 32G 1/2” -2 wr.,
- WHCTpyKUmsa - 1wr.,
- Hakfeika—2 LWr.

CBEAEHWNA O NMPON3BOONTENE MEONUNHCKOIO N3AENNA
Mpoun3soanTesb MeAULMHCKOrO U3aenus:

OO6LLECTBO C OrpaHMYeHHoOR 0TBeTCTBEHHOCTbIO «MIHTETIBNO» (000 «MHTEJIBNO»)
142821, MockoBckas 0611., r.0. CTynuHo, a. LimartoBo, yn. IHaycTpuansbHas, Bng,. 2
Ten.: 8(495) 924-15-99

Email: info@intelbio.org, cait: intelbio.org

MecTo npon3BoACTBa MeAMLNHCKOr0 U3aenns
O6LLeCTBO € OrpaHnyeHHon 0TBeTCTBEHHOCTLIO «MHTETIBNO» (OO0 «MHTEJIBNO»)
142821, MockoBckasi 06/1., 1.0. CTynuHo, 4. LLimatoBo, yn. HaycTpuansHas, Bnd. 2

HA3SHAYEHVE MEAVNUMNHCKOIO N3AENNA
WmnnaHtat BHyTpugepmanbHbld VISCOLINE® BHO B ucnonHeHun VISCOLINE® BHO
LIFTAKTIV aBngeTca MeAUUUHCKUM u3fennem, npegHasHavyeHHbIM 418 UCNosb30BaHUA B
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3CTETHYECKOH MEAMLMHE H KOCMETOJIOTHH JUIS NOBBHIUICHHS YBJIAXHEHHOCTH H YNPYroCTH

KOXH.
UMmnaHTaT NpUMEHAETCS TOJBKO B JIe4eOHO-NMPOPHIAKTHYECKHX YUPEKICHHAX.

OBJIACTb IIPUMEHEHHSA
OcrerHyecKas MEIHIIHHA, KOCMETOJIOTHA H IEPMATOJIOTHSL.

NOTEHIUAJILHLIA MOTPEBUTEJIb

Bpau-kocMeTonor WiH cpeAHHH MEAHIMHCKHA NEpCOHas, NOJYYMBUIMA JOMONHHTENBHOE
npoeccHOHaNbHOEe 06pa3oBaHHE NO CHEHHAILHOCTH « CECTPHHCKOE JIENI0 B KOCMETOJIOTHHY
(o Ha3Ha4EeHHIO Bpaya-KOCMETOJIOra).

NMOKA3AHMA JJIi TIPUMEHEHHUA MEAUIIMHCKOI'O U3JEJINA

Umnnanrar suytpuaepmanshbiii VISCOLINE® BIO B ucnonnennn VISCOLINE® BIO
LIFTAKTIV npeacrasinser cobo# reib Ais BOCNOJTHEHHA MOTEPh MHATYPOHOBOH KHCIIOTHI,
CBA3aHHbIX C BO3PacTHHIMH H3MEHEHUAMH. [IpeaHasHayeH JUid BBEACHHS HHTPAJAEPMAIBLHO B
LIeJISAX MOBLIIIEHHA TOHYCA H 3JIaCTHYHOCTH KOXH, H/HJIH B KQYECTBE HAMOJIHHUTENSA M8 MEIKHX
MOPIIMH, TAKHX KaK «TYCHHbIE JIAIKHW» BOKPYT IJia3, MUMHYECKHE MOPLIMHKH BOKpYT pTa.

MPOTHUBOIIOKA3AHHA

— CKJIOHHOCTB K 06pa3oBaHHIO runepTpoduyeckux pyouoB.

— AyToMMMYyHHbIE 3a00NIeBaHHS B aHAMHeE3eE.

-~ [lpueM HMMYHOMOJYJIUPYIOUIMX NPENapaToB.

— TloBbllieHHas YyBCTBHTEJIBHOCTb K KOMIIOHEHTaM COCTaBa.

— bepeMeHHOCTb K naxkTalus.

— Bo3pacr no 18 ner.

— [lpueM aHTHKOAry/ssHTOB WJIH HHTHOHTOPOB arperaun TpoMbounToB (Hanpumep, ASS).

— He cnenyer BBoauTs UMninanTar 6e3 npesapuTenbHOM KOHCYIBTALMH Y JIEYALIEro Bpaya.

— Cnenyer HCKTIOYHTH BBeJeHHE VIMMiaHTaTa B MECTaX HAIM4YHA BOCTIAIHMTENBHBIX WIIH
HHQEKIHOHHBIX NPOLIECCOB (HANIPHMED, aKHE, reprec H T.4.).

— HWMmnaHTaT He AOJDKEH MCIONB30BaThCA OJHOBPEMEHHO C IPOBEACHHEM J1a3epHOH
Tepanuu, rry6oKoro XHMHYECKOro NHJIHHIa HJIH npouexyp AcpMabpasHH.

- Bseaenne MMnnaHTata He PEKOMEHAYETCH B Clydae BO3HHKHOBEHHS BbIP@XXEHHOrO
BOCMAJICHHS KOXM I0CJIE MPOBEACHHA €€ MOBEPXHOCTHOTO OTHIETY IIMBAHHS.

OCOBbLIE YKA3ZAHNUA

OTCYTCTBYIOT NOCTyNHBbl€ KIHHHYECKHE JaHHble, KacalouIHeCcs TIEPeHOCHMOCTH H3JeaHi
AHAJIOTMYHOTO COCTaBa IPH MHBLEKIIHOHHOM NPHMEHCHHH Y TMalMEHTOB, MPOXOAALINX
MMMYHOCYNIPECCHBHYIO TEpaNHIO, Y MAalHEHTOB C YKa3aHHAMH B aHAMHE3€ Ha TsKeEJbie
aJJIEPrUYeCcKHe PeakIiMy W/HIIH NOHAJLUIEPrHYECKY10 PEaKIHIo.

B kaxaom KOHKPETHOM CiTyyae Bpay JO/DKEH PElIHTh BONPOC O BOZMOXXHOCTH NPHMEHEHHS
HMMnnanTara B 3aBUCHMOCTH OT XapakTepa 3a60/1€eBaHHs/IPOBOAMMOrO JIeHEHHS/ HMeEIoLIeH s
aJUlepruy, a Takxe obecneuntb ocoboe HabmoaeHHE 32 TAKHMH NMaUMEHTaMH. B 4yaCTHOCTH.
MOXeT OBITh NMPEUTOKEHO BHINIOJIHEHHE KOXKHOTO TeCTa Ha THIEPYYBCTBHTEJIBHOCTbL HIIH
NPOBEZIEHHE COOTBETCTBYIOUIETO NMPOQHIAKTHYECKOTO JICYEHHS MEPEA KaXIbIM BBEICHHEM
WMmnuiaHTaTa, a TaK)Ke OTKa3aThCs OT nmpuMeHeHHs MMmnaHTarta y MLl B aKTHBHOH CTaaMu
3aboseBaHuA.

He pexomenayercs BBoaMTh HMMmnaHTaT nanpeHTaM ¢ YKa3aHHAMH B aHaMmHe3e Ha
aHa(HIAKTHYECKH# LLOK.

[TanuenTaM, MMEIOIMM YKa3aHHA B aHAMHE3€ Ha CTPENTOKOKKOBYIO HH(EKLHIO (TTOBTOPHbIE
AQHTHHBI, OCTPBHIH PEBMaTH3M), MepeAl KaXIbiM HHbLEKIHOHHBIM BBeleHHeM Hmmnanrara
HEOOXOJHMO NPOBECTH KOXHBIA TECT Ha THNEPYYBCTBHTENBHOCTh. B ciyyasx octporo

2

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



CYCTaBHOro peBMaTM3Ma C MOPaXEHWEM CepALa PeKOMeHAyeTCsi 0TKa3aTbCA OT BBeAeHWS
MnnaHTata.

MaumeHTbl, NofyyatoLye fedeHne NPOTUBOCBEPTLIBAKOLLMMI CPEeACTBAMU UM UCMOSb3YIOLLME
BELLECTBa, KOTOpble MOTYT YBE/NNYUTb MPOLO/DKUTENIBHOCTL KPOBOTEeYeHUs (BapgapuH,
aLeTUICannLMIoBas K1CNoTa, HECTEPOMAHbIE MPOTMBOBOCNA/INTE bHbIE NPenapaTbl UAu Apyrue
BELLLECTBA, U3BECTHbIE CBOUM 3(N(HEKTOM YBENNYEHNS BPEMEHM CBEPTbIBAHMS KPOBUW, Hanpumep,
pacTuTesibHble f06aBKN C COAEpPXXaHMEM YeCHOKa WAN TMHKIo 6unoba v T.M.), AO/MKHbI ObITb
npesynpeXxaeHbl 0 MOBbLILIEHHOW OMacHOCTU BO3HWKHOBEHWUS Y HUX KPOBOTEYUEHUS WK
06pa3oBaHNA KPOBOMOATEKOB Npy BBeAeHUN VIMnnaHTaTa.

He pekomeHayeTcsi NPUMEHSTb IMNnaHTaT B COYMETaHMM C npenapatami, TOPMO3ALLUMU UK
OGNOKMpPYOLWMMK MEeTaboMyecKre npouecchbl B rneyeHn (CUMeTnauH, 6eta-61okatopsl U T.4.).
MMnnaHTaT [O/MKeH MCMNoMb30BaTbCA C OCTOPOXHOCTHIO Y MaUMEHTOB C  HapyLLEHWUAMU
cepfevHol NpoBOAMMOCTM.

He ncnonb3yiite WNpwWL, B Cnyyae, ecv y ero CoAepPXXMMOro ectb NPU3HaK1 paccioeHns n/mnm
MOMYTHEHMS.

[MOBTOPHOE KCNOMb30BaHMe VIMniaHTaTa MOXET MpPeAcTaBATb OMacHOCTb ANS MnaumeHTa
(nepekpecTHOe MHMULIMPOBaHNE).

OMNMMCAHNE
OCHOBHOM KOMIMOHEHT [aHHOI0 W3Lenns —a3TO rManypoHOBas KUCNOTa, KOoTopas fBfseTcs
€CTeCTBEHHbIM MONMCcaxapuaoM opraHmn3Ma. 'manypoHoBas KMCN0Ta MMeeT CBOMCTBO CBA3bIBATb
N 0NNTeNIbHOe Bpems YAepXXnBaTb BOAY B MeCTE UHBLEKLMU. TeM cambiM OHA 1 YBNIAXKHAET KOXY,
W CO3MaeT BA3KYHO YNPYryto cpesy, YAepKnsas OCHOBHbIE KOMMOHEHTbI COeUHUTENbHOW TKaHW
B MPaBW/IbHOM MONOXEHUW. MIMNNaHTaT C rvaslypoHOBON KUCNOTOM BBOAMTCA B AepMy Mpu
nMoMoLy LWnpuLa, co3fasasd, TakMM 006pa3oM, [eno rmaiypoHOBOW KMCNOTbl. Takoe feno C
OfHOI CTOPOHbI BbICTYNAeT KakK NOAKNaA04HbIA MaTepran, KOTOPbIA pas3rnaXmnBaeT MOPLLMHDI,
a C Ipyroi CTOpOHbI NPOUCXOANT UHTEHCMBHOE YBIAXKHEHME KOXWN N YTyULLEHWE ee BHELLHEro
Bga.  ['masypoHoBas  KMCnota  CMNOCOGCTBYeT  BOCCTAHOBNEHWIO  COEAVMHUTENbHBIX,
ANUTENNabHBLIX TKaHel, Hopmamsaumm pH 6GanaHca. PYHKUMOHA/IbHOE MPEUMYLLECTBO
KUCNOTbI - perngpatauus NOBPeXAeHHbIX KETOK, HACbILeHNe 6MON0rMYeCKNX XUAKOCTEN.
HaTpus rmanypoHat nonyyeH nytem epMmeHTauum 6aktepuini poga CTpenToOKOKKOB rpynnbl C
no JI3HC(M/bAY W TWATENbHO OUULLIEH.
WmnnaHTaT BHYyTpuaepMaibHblii VISCOLINE® BHO B uncnonHeHun VISCOLINE® BHO
LIFTAKTIV cogepXuT B cOCTaBe rMLepos, KOTopbli 06ecnednBaeT A/IMTeNlbHOE COXPaHeHue
ViMnnaHTaTa B BEPXHUX CNOAX KOXMK.
NmnnaHTat BHyTpugepmaibHblii VISCOLINE® BHO B ucnonHenun VISCOLINE® BHO
LIFTAKTIV Ha O0CHOBe rWaflypOHOBOM KWCNOTbI, CTabWUAU3NPOBAHHOW  TNALEPOSIOM,
obecneyumBaeT YHUKabHOE [BONHOE AeNCTBYE:

*  KOppeKuus —3arnosiHeHe TOHKMUX NMOBEPXHOCTHbLIX MOPLLMH.

* npouMaKkTMKa - NOBbILLEHNE TOHYCA KOXWN U NofaepkaHue 6anaHca Bnaru (rnybokas

rmgparaums).

10T VIMnnaHTaT UCMonb3yeTca A1 KOPPEKLUUN camblX MEeNKUX U AeNUKATHbIX MOPLUMH Y
obecneymsaeT KOXXHOMY MOKPOBY BOCCTaHOB/IEHMe BOAHOIO 6asiaHca 1 MoBbILLEeHME TOHYCa.
AT10T MMnnaHTaT OblN aganTUpPoBaH K TOMY, YTOObI MCMOMb30BAaTbCA MPU BBOAE WMHBLEKLMIA
MOBEPXHOCTHO.
Bpema HaxoxgeHuss MmnnaHtata BHyTpugepMasibHoro VISCOLINE® BHO B ucnonHeHun
VISCOLINE® BHO LIFTAKTIV B cnosx Koxu cocTtaBnsetr 6onee 30 AaHeil. CTeneHb
ferpajaumm Bo BPeEMEHW 3aBUCUT OT COCTOAHMA KOXM NauueHTa. ViMnnaHtaT yTunmsupyetcs
OKPYXXaloLWMMN TKaHAMW MO BO3AENCTBMEM TPYMMbl TKAHEBbIX (DEPMEHTOB, Ha3blBaeMbIX
rmanypoHugasamu. NpoayKTbl gerpagaumm nosHOCTbIO BbIBOAATCA U3 TKaHe eCTeCTBEHHbIM
MeTaboIMYECKUM MyTEM.
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Crnocob NPMMEHEHUA MEAVNUMHCKOI O N34E/TNA

Mepes HayasioM Mpouesypbl Bpay LO/MKEH MPOMHMOPMMUPOBATL MauMeHTa O MOKasaHuaX U
MPOTMBOMOKA3aHMAX K MPUMEHeHUI0 MIMnnaHTata, ero HeCOBMECTMMOCTU C PALOM Apyrux
MpenapaTtoB M O BO3MOXHbIX MOBOYHbLIX 3PdeKTax/puckax, CBA3AHHbIX C BBEAEHVEM
MmMnnaHTata, a TakKe YAO0CTOBEPUTLCA, YTO MaUMEeHTY W3BECTHbl MPU3HAKM U CUMMTOMbI
BO3MOXHbIX OCMOXHEHWIA WM MOMYYNTb MOAMUCL NauueHTa B (DOpMe WH(OPMUPOBAHHOTO
corniacus.

Mpn XpaHeHUWU ViMnnaHTaTa B XONOAW/bHWKE Mepef HavyalioM MPUMEHEHWUS OXNaXKAEHHbIN
ViMnnaHTaT cnegyeT BblaepXkaTb NPU KOMHATHOM Temnepatype 0Kono 40 MUH.

lMepes Ha4yasIoM MHBbEKUMN IMnnaHTaTta cnefyeT Twate/ibHO NPoAe3snHpMLMPOBaTL MECTO ero
BBeAeHUs. B yacTHOCTW, npu 06paboTke 3HAUMTE/NIbHOM MOBEPXHOCTU CreAyeT YUMTbIBaTb
HeobXoAMMOCTb Ae3nHMEKLMM BCero obpabaTbiBaeMOro yyacTka (Hanpumep, BCEro mua).
PekomeHAyeTCA NPOBOANTL MHBEKLMM Npy nomown urnbl 30G nnm 32G.

MOPALOK PABEOTHI CO LWWMNPULIEM

BckpoiiTe 6nm1CTep CO LUMPULEM B acemnTUYeckux ycnoBusx. Ons onTUMalbHOrO BBeAEHWS
MmnnaHTaTa BakHO, UTO6bl Urna 6bina yCTaHOB/EHA Ha LUMPULIE B COOTBETCTBMM C 3Tanamu,
MOKasaHHbIMU Ha cxeMe (CM. pUCYHKK 1-5).

CHUMUTE NpeaoxpaHUTENbHbI KONayok co
wnpuua* NnoTAHYB 3a Hero* Kak nokasaHo Ha
pvcyHke 1

Bo3bMUTE KOMMNAYOK C UF/I0M, 3aTeM BCTaBbTe
Kpaw urnbel ¢ Warom Hapesku s oTBepcTme
wnpuuya (puc. 2)

3akpyTuTe 1ray rno 4acoBoOW cTpesike™
coxpaHsan HebosblIOe faBeHne Mexay
urnon n wnpuyom (puc. 3).

MpogomkanTe 3aKpyumBaTb 40 TeX Nop*
noka Kpaw Kosnaydka Wrfbl He 4OCTUTHEeT
unnamnMHapa wnpuua. Mexay atumm 2
3filemeHTamMn He A0J/1IXXHO OoCcTaBaTbCA MYyCTOro
MecTa (puc. 4). HecobnogeHune atoro
YC/TIOBUA MOXET MPUBECTU K BbITAJIKUBAHUIO
Urnsl N/Vnn BblITEKaHMIO NMpenaparta U3 Urbl
Ha ypoBHe Luer-Lock

3arem CHUMUTE NpefoXpaHUTeNbHbIN
KOJINa4yoK C Urfbl, MOTAHYB 3a HEero
O4HOI PYKOW 1 aepxxa ApYrov pyKo
umnuHap wnpuua (puc. 5)

Mepen Hayanom NpoLefypbl HaflaBuTe Ha NOPLLEHb LLINPULA A0 MOSIBNEHUS Ma/leHbKOW Kan/n
renst Ha KOHYMKe Urbl.
mnnaHTaT cnefyeTt BBOAUTbL Me/IEHHO, 0Ka3blBasi MUHUMa/IbHO HEOOXOAUMOE AaBNEHNe.
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B CNy4ae 3aKyrnopKu Wbl He ciedyeT yCunmBaTb AaBfieHre Ha NOPLUHEBON LUTOK. BMecTo aToro
crneayeT NpekpaTuTb BBeAeHue IMniaHTarta 1 3aMeHnTb Uriy.

HecobntofeHre aTuX NpefoCTOPOXHOCTEN MOXET MOBMEYb OTCOEAVHEHWE WI bl U/MN YTeUKy
VimMnnaHTara, n/vny noBsbILLEHWe pUCKa NOBPEXAEHNA COCY/0B.

He pekomeHAyeTCA NOBTOPSATL NPOLEAYPY paHee, Yem yepe3 15 aHel.

Heuncnonb3oBaHHbIN 40 KOHUA MIMMNaHTaT He NOANEXUT XPaHEHUIO.

B cnyyvae oLuyLeHNs 3aKynopKX UNv AaBneHns BO BPeEMSA BBEAEHUS UHBEKLMW NPUOCTAHOBUTE
BBELEHMe 1 3aMeHnTe Urny.

MPUMEYAHWE: lMpaBuibHasa TexXHWKa WHBEKLUUM MMeEeT peluarolliee 3HaYeHue Ans ycnexa
npoueaypbl 1 yA0BNETBOPEHHOCTY NaumeHTa. IMnnaHTaT AO/KeH BBOAUTLCS CNeLnanncTom C
Heob6XoaMMOoW  KBaM(MKaumed, NpeLyCMOTPEHHOW  MECTHbIM  3aKOHOAATeNlbCTBOM U
CTaHgapTamu.

Mocne Ncnonb3oBaHWA LUMNPULL U UMbl 4O/MKHBI ObITb 06paboTaHbl U YTUIN3MPOBAHbI COT/IAaCHO
MPUHATLIM MEAULMHCKUM METOAMKAM U B COOTBETCTBMU C HOPMaMK, YCTaHOB/IEHHbIMUY 3aKOHOM
N MECTHBIMU NOMOXXEHUAMMU.

MEPbI MPEOCTOPOXHOCTWU

* VmnnaHTaT npeAHasHayeH TObKO /1 BHYTPUKOXHbBIX MHBEKLMWA.

» CriegyeT cobnofatb CTaHapTHble Mepbl MPefOCTOPOXKHOCTU, CBS3aHHble C paboTon ¢
NHBEKLMOHHLIMU MaTepranamu.

e B cnyvae noBbIWeHHOV 60NeBON YYBCTBUTE/ILHOCTM BO3MOXHO WMCMO/b30BaHNE MECTHbIX
aHecTe3npyrLLNX CPeACTB.

* He ponyckaeTca BBefeHue VMnnaHTaTa S B KPOBEHOCHble COCYAbl (BHYTPUCOCYAUCTOE
BBeAeHue). BHyTpucocyamctoe BBefeHVe VIMnnaHTata MOXET NpUBECTU K ambonmnsayuu,
3aKyropKe COCY0B, ULLEMUN N UH(APKTY.

* He pekomeHayeTCs 1CMO/b30BaTh aBTOMATUYECKNE UHBEKLMOHHbIE CUCTEMbI N5 BBELEHUSA
MimnnaHTara. S

o CnefyeT UCKKYNTL UCMOMb30BaHMe AEKOPaTUBHOM KOCMETMKMN B TeUeHne 12 yacoB noce
npoueaypbl.  M3beraiite [/IMTENbHOTO  HaxXOXAEHUS Ha . COMHUe, nMpebbiBaHWs Mog
BO3fencTemem Y d-nydeid, Temnepatyp Hke O °C, NOCELLEHNIA cayHbl UK 6aHW B TeYEHWE
[iBYX Hefieflb Nnoc/e BBefeHns imnnaHTara.

» CoctaB MVmMnnaHTata obecneymBaeT ero COBMECTUMOCTb C (PM3MYECKUMMU MONISAMU, WC-
Mo/b3yeMbIMU MPX NPOBEAEHUN MarHUTHO-PE30HAHCHOW TOMOrpagum,

MOBOYHbLIE AB/TEHNA

MaumeHT JOMKEH BbITb NPefynpPeXaeH 0 BO3MOXKHOCTU BO3HWKHOBEHMS NMOGOYHBIX peakuuil,

CBSI3aHHbIX C BBEAEHWMEM AAHHOr0 MHBLEKLMOHHOIO VIMnniaHTaTa M CMOCOOHbLIX pPa3BMBaATLCS

HEMEANIEHHO WK CNyCTs HeKoTopoe Bpems. [Mo6oYHble 3heKTbl BKAKUAKOT CrefytoLlee

(NpWBeAEHHBI CNUCOK He ABNSETCA UCHEPMNbIBAOLLMM):

- Mocne NHBEKLMK CyLLeCcTBYeT BEPOATHOCTb PasBUTUSA Pa3NYHbIX BUAOB BOCNA/INTE/bHONA
peakumMn KoXku (MoKpacHeHMe, OTEK, apuTeMa WM Ap.), KOTOpble MOryT CONPOBOXAATbCS
3yAoM W/mnn  60Ne3HEHHOCTbID NpW  HafaBAMBaHWWM W/ napectesnein. [MogobHas
BOCMa/INTeNbHAsA peakLums MOXKET COXPaHSATbCA B TeHEHMe OAHOM Heaenu.

- BO3HMKHOBEHVE KPOBOMOATEKOB.

- Tpoxogswas 60/b NN AeNUIrMeHTaLms B MECTE HBEKLMN.

- BO3HWKHOBEHWE YMNOTHEHWIA UIN Y3€/TKOB B MECTE UHBEKLMM.

- MoxeT HabnogaTbCA OKpaluvBaHuWe wan obecuBevmBaHMe TKaHen B MeCTe BBeAEHUS
MmnnaHTaTa, 0CO6EHHO MpWU BBEAEHMW MMnnaHTaTa Ha OCHOBE FMaslypOHOBOI KWCNOTI
HeA0CTaTOYHO r/1y60KO /MK B TOHKYHO KOXY (3ththeKT TuHaans).

- OpuTema 6€3 0TEYHOCTU, KOTOpas NPOXOAUT Ha MPOTSHKEHUN OJHOM HeAeN UK B KpaiHKX
CllyyasiX COXpaHUTCA A0 ABYX MECALEB.
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- HepocTatouHas apheKTUBHOCTb UK CNabo BbIPaXKEHHbIN 3(h(eKT npoLeaypbl.

O630p U3LeNWin aHaNOrMYHOro COCTaBa MoKasas, YTO WMMEKTCA COOOLUEHWS O PeaKMX, HO
Cepbe3HbIX HeXenaTeslbHbIX  SIBMIEHWUSX, CBA3aHHbIX C  BHYTPUCOCYAMCTbIM  BBELEHUEM
rManypoHOBOI KMUCMOTbI B TKaHW LA U CO CAABNMBAHMEM TKaHel, a UMEHHO: BPEMEHHOE WK
HeobpaTumoe yxyaLleHne 3peHus, cnenoTa, UWEeMUS ro/IOBHOM0 MO3ra Uiy KPpoBOU3UAHKE B
MO3r, NMPUBOAALLME K MHCY/IbTY, HEKPO3Y KOXM U NOBPEXAEHWIO NoAnexalnx TkaHein. Cnegyet
HeMe[/1eHHO NPeKpaTUTL BBEAEHWE IMNiaHTaTa B C/lyyae NpPosB/IEHNA Y MaLeHTa Kakoro-1m6o
13 CnefyroLmx CUMMNTOMOB: U3MEHeHVE 3peHNs, MPU3HAKN UHCY/bTa, NO6IeAHEHNE KOXWN UN
HeobblyHaa 60/b BO BPeMA WM HEMOCPeLCTBEHHO Mocne npouesypbl. B cnydae
BHYTPMCOCYAMCTOrO BBefeHWA VIMnnaHTaTa nauueHTbl AO/DKHbI MOMY4YUTb HEMEA/IEHHYIO
MEeAMLMHCKYIO MOMOLUb W, BO3MOXHO, MPOMTM 06CnefoBaHMe Yy Bpaya COOTBETCTBYHOLLErO
npoguns. Takke MMEHTCA COO6LLEHMA O CnyyasX BO3HMKHOBEHMSI abCLEccoB, rpaHysiemM U
aINePruyecknx peakumii  HeMeL/IEHHOro WM 3aMef/IeHHOro  Tuna nocfie  MHBEKUMK
rManypoHOBO KWUCNOTbl. MO3TOMY pekOoMeHAYeTCA YUWUTbiBaTb BO3MOXHbIA PUCK pPasBUTUSA
Takux NO604YHbIX 3ddekToB. Mpu 3TOM Bpay [O/HKEeH 06ecrneynTb MNPOBEAEHWE MauMeHTy
COOTBETCTBYHIOLLENO /IEYEHWS.

MauyeHT JO/MKEH B KpaTyalilume CPOKMN N3BECTUTL Bpada 060 BCEX Cy4asiX COXPaHEHNS Y HEro
MECTHOM BOCNaIUTENIbHON peakumn Wan ciy4vasx BO3HUKHOBEHUS OObLIX APYTMX MOBOYHbIX
apekToB. Mpn 3TOM Bpay [O/MHKEH 06ecrneynTb MPOBefeHVEe MauMeHTy COOTBETCTBYHOLLErO
NneyeHuns.

060 BCex Cyyasx BO3HUKHOBEHUSA APYTNX HEXenaTe/lbHbIX MOB0UYHbIX 3PMEKTOB, CBA3AHHBIX C
NHBLEKUMOHHbIM  BBeAeHMeM mnnaHtata BHyTpugepmasibHoro VISCOLINE® BHO B
ncnonHeHnn VISCOLINE® BHO LIFTAKTIV Heo6xoAMMO COOBLWMTL ANCTPUOLIOTOPY W/vnn
HenocpeACTBEHHO NPOV3BOAUTENIO.

B3AI/IMO,£I,EI7ICTBI/IE C APYT MW MPEMAPATAMMA

XOopoLlo M3BeCTHa HECOBMECTMMOCTb  MeXAy T/anypoHOBOW — KUCMOTOW M CONAMM
YETBEPTUYHOIO aMMOHWS, TaKVMW, Hanpumep, Kak Xnopug 6GeH3aiKoHMS. YuuTbiBas 3TO,
HUKOrAa He cnefyeT AOMycKaTb KOHTakTa VIMnnaHTaTta ¢ TakMMW COEAMHEHMSIMM, a Takxke
MeANLMHCKAM XUPYPrYECKUM UHCTPYMEHTapuem, 06paboTaHHbIM UMK,

MPNHUWNIM PABOTbI MEANUNHCKOI O N3AENTNA

"ManypoHOBas KUCNOTa SBMSIETCS COeMHEHMEM, KOTOPOE MPUCYTCTBYET B Pa3/INUHbIX TKaHSX
opraHusMa, B TOM u4ucCne UM B Koxe. B pesynbTaTe npouecca eCTeCTBEHHOrO CTapeHus
Co/lepXKaHue ranypoHOBOI KNCNOTbI B KOXE CHUXKAETCS, YTO NPUBOAUT K YXYALLEHWIO YNPYro-
3MaCTUYECKNX CBOWCTB MOKPOBHbIX TKaHel.

B npeacTaBneHHbIX MeAULMHCKUX  M30eNUsX  WUCTONb3yeTcs  rMaslypoHOBas — KWC/OTa,
nonyyeHHasi nyTem epMeHTaLum 6akTepuii pofa CTPenToKOKKOB rpynnbl C o JIsHChUbIY.

nnuepon obecreyvBaeT AIUTeNbHOe COXpaHeHWe VIMNnaHTaTa B BEPXHUX COSX KOXW.

TEXHNYECKOE ONMMCAHVE MEAVNLUWMHCKOIO N34AE/TNA

WmnnaHTat BHyTpugepMaibHblid VISCOLINE® BHO B ucnonHenun VISCOLINE® BIHO
LIFTAKTIV npefcTtaeneH B BUae CTepuIbHOrO pacTeopa, NpeaBapuTe/ibHO Harno/IHEHHOro B
CTEeKNAHHbIE LUNPULbI, 419 04HOPA30BOro UCNONb30BaHNS.

COCTAB

WcxoaHble BelllecTBa KOHLeHTpaLms, Mr/vn KoHuUeHTpauus, %

Hatpusa ruanypoHat 18,0 18
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"nvuyepon

Hatpusa xnopupg,

Hatpusa rugpodocdar gurngpat
Hatpua gurngpodocdar gurngpat
Bopaa ans uHwekuuii

4,9 0,49
4,5 0,45
2,0 0,2
0,45 0,045
Ao 1,0 mn fo 100

NHOOPMALMA O JIEKAPCTBEHHbLIX CPEACTBAX, COAEPXALLUMXCA B

MEAVLUNHCKC>MN3OENNN
VcxogHble dyHKUNOHANIbHOE CAS-HOomep
BeLlecTBa Ha3HaueHue
AKTUBHbIN 9067-32-7
MmanypoHart
KOMMOHEHT,
HaTpwua
reneobpaso.artesb
Boga ,CI,I'IFIU PacTBOpUTENb 7732-18-5
UHDBEKLNIA

MpounssoanTens

BLOOMAGE BIOTECHNOLOGY
CORPORATION LIMITED, Kuraii, ®C-
001305 ot 11.01.2016 r. (CPOK feiicTBUA:
6eccpoyHo0)

O6LecTBO C OrpaHNYeHHOW
OTBETCTBEHHOCTbIO «['poTeke» (000
«['poTekc»), Poccus, /IM-002529 ot
08.07.2014 (pnaTa nepeoopMaeHUs
09.06.2021) (cpok AeicTBMA: 68CCPOYHO)
(©C.2.2.0019.18)

TEXHNYECKUWME XAPAKTEPUCTUNKWN MEONUMNHCKOIO N3OENNA

OCHOBHbIe TEXHNYECKME XapaKTepUCTUKN nU3aenns

s HanmeHoBaHUe nokasaTens

n/n

L pH

2. N3Bnekaemblii 06beM pacTBopa B LWINpULE, MA

3. BHewwHWiA BMA

4, CopepxxaHue 6akTepuanbHbIX 3HAOTOKCUHOB,
E3/Mn

5. OcmonanbHoCTb, MOCM/KT

6. OnHamnyeckas BAskocTb, MlMa ¢

7. Ycunve, Tpebyemoe ANna npuBefeHUs B
LBUXeHne LWITOK-NOPLUHSA wnpuua,
3anofiHeHHoro MimnnaHTtatom, H

8. Cpok 6uogerpagaumm

9. MakcumansHas paspeLleHHas f03a
MmnnaHTata gns OfHOro YenoBeka 3a OAHY
npoueaypy, mMn

10. MponcxoXaeHne rmanypoHoBOA KNCNOThI

11. CogepxaHue 6enka, %

12. MnoTHOCTL rens, r/mn

13. ["epmeTUYHOCTL WNpULEB

14. CTepuibHOCTb
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TpeboBaHUs

6,8-7,6

1,0 (£0,2) mn, 2,0 (x0,2) mn, 3,0 (£0,2) mn
Mpo3payHblii refb OT 6eCLBETHOro A0 CBET/O-
Xéntoro upeta, 6e3 3anaxa, 6e3 NOCTOPOHHUX
BKNHOYEHWI

He 6o0nee 0,5

239-376
20000-100000
<45

>30 gHew

Nnyo “ makcmmanoHo 0,1-0,3 mn Ha kaxgble 0,5
CM KOXW; wesa/pykn/gekonbTe - MakKcUManbHO
0,1-0,3 Mn Ha KaxKAble 2 CM KOXMW

MeTogom aspobHol (epMeHTauum 6GakTepuii
posa CTpenToKOKKOB rpynnbl C no JIaHcdhunbay
<0,1

1,0-u

fepMeTUYHDbI

CTepu/ibHbI



LLnpuybl

HanmeHoBaHue

LWnpuybl MeauUMHCKME OGecuBeTHble K
KOPUYHEBLIE "3 CTeKNoTpYy6KU
EMKOCTbIO 0,5 - 50 M c
NPUHaANEXHOCTAMU U 6e3 HUX.

Wnpuubl  cTeknaHHble BD  Hypak
CTEPU/IbHbIE U HECTEPUIIbHbIE, C UTI0N ©
6e3 urnbl, 06vemom ot 0,5 mn go 20 mn.
LW npuybl ans npeaBapuTe/ibHOro
HamnoNHeHNsA OfHOPa30Bble CTEPUIbHbIE
ob6bemamu 0,5; 1; 1long; 1,5; 2,25; 3; 5;
10; 20 mn.

LLnpuubl MeAUUUHCKWE GeCuBETHbIE WU
KOpWYHeBble U3 CTeKNoTpybku 1-ro
rMApPoNNTUYECKOTro Knacca EMKocTbo 0,5
— 20 ™A C NPUHAAIeXHOCTAMU U 6e3
HUX

MponssoaunTens

«WOTT CBus Al »,
LLIBeiiuapus

«BeKTOH JUKWHCOH
®paHc C.A.C.»,
®paHuma
«LWaHbayH Baiirao
Tpyn
Megukan Monnmep
KomnaHuun TInmMntag»,
KuTai
«CTeBaHaTo I'pynn
C.n.a.», Ntanus

Nrnbi
HavnmeHoBaHMe n3genus MpounssoanTens Kanunép
VHCTPYMEHTBI ctepunbHble «PU.MOC. C.p.n.»,
0[HOPa30BOr0  WCMOMb30BaHUs WTanus G30
ans me3oTepanuu cepuu
ME3OPAM (MESORAM) G32
3. Virna gns MMKPOUHBEKLMIA.
Nrna MESO-RELLE ctepunbHas «BWOTEKHE
G30
4N MesoTepanuu C.P.J1.», WTanusa
(Gallini S.r.1.)
G32
WNrnbl nHbekyMoHHble BD Hypoint  «bekToH [JMKWHCOH
04 HOpa30Bble CTEPUJIbHBIE Mepukan (C) Tte
Nta», CuHranyp G30
Mrna nHbeKLMOHHaa ofgHopa3oBas «Tepymo HOpon
cTepunbHasa K-Pack Il Needle H..B.», benbrusa G30
rnbl runofepmanbHble ¢ «TCK
3aKPYTNIEHHbIM KOHL,OM B JlabopaTopu», G30
CTEPU/ILHOIA ynakoBKe ans - AnoHus (TSK)
BBEJEHMSA MNpenapaTtoB Ha OCHOBE G32

rManypoHOBOI KNCOTbI

Howmep perncrpaynoHHOro
YAO0CTOBEPEHNA/HOPMATUBHOTO
BOKYMeHTa
®C3 2009/04195 o1 28.09.2020
(cpok aelicTBus: 6eCCPOUHO)

$C32011/11237 o1 26.12.2011
(cpok felicTBus: 6eccpoyHO)

P3H 2013/764 26.03.2018 r.
(cpok pelicTBus: 6ecCpoyHO)

$C32012/12068 o1 29.05.2017
(cpok pelicTBrsa: 6eccpoyYHO)

Pasmepbl Homep
perncTpaymoHH
oro
yaocToBepeHus/
>  HOpMaTWMBHOTIO
BOKYMeHTa
®C3
03x13 MM 5011/09452
(1/2%) 27.08.2019
0,23x12 mm  (CpOK peicTBus:
2" 6eccpoyHo)
0,3x12 mMm ®C3
(/2" 2011/10175 ot
11.02.2021
0,23x12 mm  (CPOK AeicTBus:
(/2" 6eccpoyHo)
$C3
2008/03143 ot
0,3x13 mm  03.12.2008
(a2 (cpok peicTBUS:
6eccpoyHo)
0,3x12 MM P3H 2018/7086
(a2 oT 26.04.2018
0,4x 20 MM  (CPOK AelcTBUSA:
6eccpoyHo)
$C3
0.3x13 MM 5011/10609 ot
(1/27) 15002011 .
0,23x13 MM  (CpOK AeincTBus:
(22" 6eccpoyHo)

TPEBEOBAHWA BE3SONMACHOCTU MEONUMNHCKOI O U3AE/TNA
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IMnnaHTaT He TOKCUYEH M He OKa3bIBaeT BPEAHOro BO3AECTBUA Ha OpraH13M YenoBeKa npu
paboTe C HUM.

mnnaHTaT He 06pa3yeT TOKCUYECKMX COeAVMHEHUI B BO3AYLLUHOW Cpefe U B CTOYHbLIX BOAAX,
He NPUBOAUT K CaHUTapPHO-0MAaCHbIM 3arps3HEHMSIM OKPYXKatOLLEN cpeabl.

MnnaHTaT [o/keH COOTBETCTBOBaTb TpeboBaHUAM 6GMOMOrMYeckon 6e3onacHoCTM B
cootBeTcTBuM ¢ TOCT P 52770, TOCT P UCO 10993-2 n cepun ctaHgapTos TOCT I1SO 10993
N LOMKEH ObITb HETOKCUYHDBIM.

CBEAEHWNA O CTEPUTN3ALNN

Bce KOMMOHEHTbI MIMnnaHTaTa CMeLmMBatoT 1 (acytoT B WNpuLpbl. HamnosHeHHbIe Wnpuupl
fasiee CTEPUM3YIOT METOOM MapoBOi CTepum3aLmmn B aBToKIase B cooTeeTcTBUM ¢ FTOCT P
NCO 17665-1, TOCT P 56893/ISO/TS 17665-2. MNocne ctepunmnsaumnm VimnnaHtaT LO/KEH
ObITb CTEpUneH. YNakoBKOW, CO3AatOLLeit CTepubHbIA Gapbep Ans MmnnaHTata, CAyXuT
TONbKO LUNPWULL,

TPAHCIMOPTUPOBAHUVE N XPAHEHNE

TpaHcnopTupoBaHue LWNPULOB ¢ VIMniaHTaTtoM Mpou3BOAAT BCEMWU BMAAMU TPAHCMOPTHBIX
CpefcTB B COOTBETCTBMM C TPpebOBaHUAMM U NpaBUIaMu NePeBO3KN MPY30B, AENCTBYHOLLMMM
Ha COOTBETCTBYHOLLEM BUAE TPAHCMOPTa, Npy COBMOAEHUN TemMnepaTypHOro pexuma (ot +2
°C po +25 °C), He 3amMopaXkmnBaTth.

Bug oTnpaBKy - NOYTOBONM MOCBLIIKOW, aBTOMALLUMHaMK, KoHTeHepamu no MOCT 20435 wmnm
MOCT P 53350.

VimnnaHTaTt B ynakoBKe XpaHAT npu TemnepaType oT +2 °C fo +25 ®C B MecTe, 3aLlULLEHHOM
OT MPAMbIX COMHEYHbIX Nlyyeld. He 3aMopaxkuneatb. XpaHWUTb B HEAOCTYNMHOM A1 [eTeil MecTe.
Mepen wcnonib3oBaHWeM Yb6eauMTecb B LEMIOCTHOCTM YMakoBKWM. He npuvMeHsaTs nocne
OKOHYaHWA CPOKa rogHOCTU.

YCnoBnA NPMMEHEHWNA

MMnnaHTaT A0MKeH WCMOMb30BaThCs B KAMHUKAX, 6GOMbHMLAX W APYrMX MeAULMHCKMX
YUpeXaeHusX.

[0 Hauana npouefypbl MNauveHT AO/MKeH OblTb MPOMH(OPMMPOBAH O MOKa3aHWAX
MEAMLIMHCKOTO U3AENNS, a TaKXKe O ero NPOTUBOMOKA3aHMAX M BO3MOXHbIX HeXenaTeslbHbIX
MOGOYHbIX SBNEHMSX.

Mepen NpuMeHeHNeM y6eAnTeCh, UTO YNaKoBKa C NpenapaToM He NoBpeXaeHa 1 CTepuibHOCTb
He HapyLUeHa. Y 6eanTech, YTO CPOK FOAHOCTU Mpenapata He UCTEK.

MMnnaHTaT, a TakKe NnocTaB/isiemMble B KOMMEKTE UIMbl, NpeaHas3HaueHbl 41 04HOPa30BOro
CMO/b30BaHUS.

He vcnonb3oBaTb NOBTOPHO. Mpy MOBTOPHOM WCMO/b30BaHWN €CTb PUCK MHMLMPOBAHNS UK
3apaXeHNst Yepe3 KPoBb.

MECTO MHBEKLIMM [JO/MKHO GbIThb TLLATEIbHO NPOAE3NH(MLIMPOBAHO.

MeaNLUMHCKOE M3[enne [OMKHO XPaHWUTbCS MPKY KOMHATHOM TemnepaType o0Kono 40 MUHYT A0
Hayana npoLeaypbl.

MMnnaHTaT He AO/MKEH MCMONb30BaThCs AN YBENMYEHUS TPYAM WM [N BBEAEHUS B
CYXOXMNUS, CBA3KN MW MbILLILbI.

Ecnn y nauueHTa B aHamMHe3e 6bl/v NPOSIB/IEHS reprieca Ha fLe, TO MPOKO/bl UT /bl BO BPEMS
VHBEKLMI MOTYT CMPOBOLMPOBATL HOBbIE BbIChINaHMS repreca.

MpUMeHeHMe acnMprHa, HECTEPOUAHbLIX NPOTUBOBOCNAIMTE/NBHBIX MPenapaToB, NPeNapaTos C
BbICOKMM COZePXKaHVeM BUTaMUHa E nepea HbeKLMEr MOXET YBENNYNTL PUCK KPOBOTEUEHMS
1 NOSIBNEHME FreMaTOM B MeCTe YKona.

CPOKropgHocCcTMH
"apaHTWIHBIV CPOK rogHOCTK ViMnnaHTata 24 mecsilia co AHA CTepUIM3aLmn.
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FTAPAHTW N3TOTOBUTENA

MpeanpuATUe-U3roToBUTENb  FrapaHTUPYET COXPaHHOCTb VIMnnaHTata npu  Co6M0AeHUN
YCNOBUIA MPUMEHEHNS, TPAHCNOPTUPOBAHNSA' U XPaHEHWS!, YKa3aHHbIX Ha YNMaKoBKe.
"apaHTUIAHBIA CPOK rofHOCTM MIMnnaHTaTta - 24 Mecsua Co AHS CTepuam3aLmm.
MeauunHcKoe U3genve ¢ UCTEKLLMM CPOKOM FOAHOCTU NMPUMEHEHUIO HE NOAJNIEXNT.

YTUIN3ALUNA

icnonb3oBaHHbIE MaTepuasnbl YTUIN3UPYHOTCA COrIaCHO K/iaccy OMacHOCTW, YKasaHHOMY B
CaHllunH 2.1.3684,

B cootBetrcTBUKM ¢ CaHlMnH 2.1.3684:

- LUNPWL, C Urnamy no Knaccupmkalmm onacHoCTM oTHocuTes K Knaccy b;

- YyMNaKoBOYHble MaTepuasbl, KapTOHHas Kopobka u 61ucTep Mo  Knaccuukauum
onacHocTu oTHocuTca K Knaccy A.

LLinpny, ¢ nrnamm nocne MCMosb3oBaHWA HEO6XOAMMO Cpasy YTUIM3MPOBaTb, [JaXe B TOM
C/yyae, eC/iv COAEePXXMMOe He ObI/I0 1CMO0/b30BaHO MOHOCTbLHO.

MAPKWVPOBKA

Mapkuposka VimnnaHTata gosmkHa coorseTctBoeatb NOCT P 15223-1, TOCT 14192 n
HacToALNMm TY.

MapKupoBKa NepBUYHOIN YNaKOBKM COLEPXUT:

- rpafyvpoBOYHas LLUKana;

- HavMMeHOBaHVe MeULIMHCKOrO N3Lenns;

- 00bEM HamMo/IHeHNA LWINPULA;

- cumBon «CTepunnsaums napom Uam Cyxum Tensiom» *;

- cMmBOJT «OCTOPOXHO!» *;

- CUMBOS «3anpeT Ha NOBTOPHOE NPUMEHEHUE» *;

- CUMBON «BepxHAa 1 HWXKHASA rpaHuLa TeMnepaTypHOro gnanasoHa» *.

* - 0603Ha4eHVe CMMBONA YKaszaHo B Tabnmue «CUMBO/IbI, YKa3aHHble Ha YMaKOBKe»

MapKrpoBKa BTOPUYHOW YNaKOBKW COAEPXKNT:

- HaMMeHOBaHVe MeLULUNHCKOro N3fenns;

- ucnonb3osaTthb A0...%;

- HOMep napTumn*;

- 00beM HamosIHeHWs LWnpuLa.

* - 0603HaYeHVe CMMBOA YKa3aHo B Tabnmue «CMBO/IbI, YKa3aHHbIe Ha YNakoBKe»

MapKrpoBKa TPETUYHOIN YNAaKOBKN COLEPXKUT:

- HaMMeHOBaHWe MeaNLNHCKOro nsgenvs,

- KOMMNeKTaunsa MeguuMHCKOro nsaenms,

- COCTaB MeANLUVHCKOro nsgenus;

- 00bEM Hamo/IHEHUA LWNPULE;

- KOJIMYECTBO HaMOJIHEHHbLIX LLTMPULEB B YNAKOBKE;
- HaMMmeHOBaHWe 1 afpec Npou3BoAnTeNS;

- CpOK rogHocTu,

- ucnons3osatb A0...%;

- YCNOBUA XpaHEHWS;

- HOMep napTun™;

- cumBon «CTepununsaLmsa napom Uam Cyxnum Teniom» *;
- CMMBON «He cTepnnn3oBaTb NOBTOPHO» *;

- cuMBON «OCTOPOXKHO!» *;

10
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- CUMBON «3anpeT Ha NOBTOPHOE NPUMEHeHMEe» *,

- CUMBON «BepxHAS N HWXKHASA rpaHuLa TeMNepaTypHOro ananasoHa»

- CUMBON «He NCnonb30BaTh NPV MNOBPEXAEHUN YNAKOBKM» *;

- cumBon «3Hak cooTeeTcTBMA PCT feknapupoBaHusi ToBapoB» (Npu HeoOXOAMMOCTH, B
COOTBETCTBUM C [eACTBYIOLLMM 3aKOHOAATENILCTBOM) *;

- LWUTPUXKOL;

- QR-kog;

- HOMep perncTpaLoHHOro ya0CTOBepeHNs;

- HOMep TEXHUYECKMX YCOBWUIA,

- cuMmBON «He gonyckaTb BO3AENCTBUS COMIHEYHOrO CBETa» *;

- norotmn «HTenbuox;

- [10MyCKaeTCsA HaHeceHWe rosiorpaMyeckoro 3aWwmnTHOro 3Haka.

* - 0603HaYeHNe CMMBO/IA YKa3aHo B Tabnmue «CUMBO/bI, YKa3aHHbIE Ha YNaKOBKE»

Ha Haknelike (NapHOM CTUKepPE) AOMKHO ObIThb YKa3aHo:
- HauMeHOBaHVe MeANLMHCKOTO U3LeNns;
1CNO/b30BaTH A0...
- HOMep napTun:
- 00beM HanosIHeHWs WNpuLa.
* - 0603HauYeHVe CMMBO/Ia YKa3aHo B Tabnnue «CUMBO/bI, YKa3aHHbIE Ha YMaKOBKE»

MapK1poBKa TPaHCMOPTHOMN YNaKOBKN COLEPXMUT 3HaKW, COOTBETCTBYHOLLME 3HAYEHUAM:
- cuMBON «XpynKoe. OCTOPOXHO!» *;

- cumBON «He gonyckaTtb BO3AeNCTBUSA CO/IHEYHOIO CBETa» *;

- cumBoOn «bepeyb OT Bnarn» *;

- CUMBOJ «He 3aMOopaXKMBaTbL» *.

* - 0603Ha4eHME CMMBO/A YKa3aHOo B Tabnmue «CUMBOSbI, YKa3aHHbIE Ha YMaKOBKE»

CumBONbI, YKa3aHHbI€ Ha YyrNaKOoBKe

3anpeT Ha NOBTOPHOE NMPUMEHEHME

A OcTopoXxHo!

CTepunmsaums napom uam Cyxum Tensom

* He gonyckaTtb BO34eiNCTBMA CONMHEYHOrO cBeTa ([epXaTb BAanM OT UCTOUYHNKOB
Tenna)
Mcnonb3oBathk f0...

Homep naptuun

-
3
D 3

XpaHuTb npu Temnepatype ot +2 °C go +25 °c

He ucnonb3oBaTh Npu NOBPeXAeHUN ynakoBKu

—
992
~

He cTepnnnsoBaTb NOBTOPHO

XpynKoe 06paLiaTbCsi 0CTOPOXKHO

I /\
E bBepeub OT Bnaru

He 3aMmopaxmBatb
MaH1NYNAUMOHHBIE 3HAKW JO/MKHbI HAHOCMTbLCA N0 TpagapeTy UKW LUTEMMENEBAHNEM YEPHO
BOAOCTOMKOW Kpackoil. O603HauYeHMe YCI0BUIA XpaHeHUS 1 ApYrue 4ONOMHUTENbHbIE HAAMUCK
[O/MKHbI ObITb HAHECEHbI HA Tapy UK AP/bIK B MeCTaxX, CBOGOAHbI.
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APPROVED BY
General Director

INSTRUCTIONS
FOR USE OF MEDICAL PRODUCT
Intradermal implant VISCOLINE® BIO in the form VISCOLINE® BIO LIFTAKTIV
according to Technical Specifications 32.50.22-013-06997856-2022

MEDICAL PRODUCT NAME
Intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV according
to Technical Specifications 32.50.22-013-06997856-2022

PACKAGE CONTENTS

1. Intradermal implant in the form of VISCOLINE® BIO LIFTAKTIV
- 1.0 ml syringe with 1.0 ml filling - 1pc.,
- needle 30G 1/2” or 32G 1/2”- 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

2. Intradermal implant in the form of VISCOLINE® BIO LIFTAKTIV
- 2.25 ml syringe with 2.0 ml filling —Lpc., »
- needle 30G 1/2” or 32G 1/2” - 2 pc.,
- instructions - 1pc.,
- label - 2 pc.

3. Intradermal implant in the form of VISCOLINE® BIO LIFTAKTIV
- 3.0 ml syringe with 3.0 ml filling - 1pc.,
- needle 30G 1/2” or 32G 1/2” - 2 pc.,
- Instructions —1pc.,
- label - 2 pc.

DETAILS OF MEDICAL PRODUCT MANUFACTURER

Medical product manufacturer:

Limited Liability Company «INTELBIO» (000 «INTELBIO»)

142821, Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,
premises 2

Tel.: 8 (495) 924-15-99

Email: info@intelbio.org, website: intelbio.org

Site of medical product manufacturing
Limited Liability Company «INTELBIO» (000 «INTELBIO»)
142821, Moscow Region, town settlement of Stupino, village of Shmatovo, Industrialnaia St.,

premises 2
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INTENDED USE OF MEDICAL PRODUCT

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV is a
medical product intended for use in aesthetic medicine and cosmetology to improve skin hydration
and elasticity.

This implant is used only in health institutions.

ADMINISTRATION
Aesthetic medicine, cosmetology, and dermatology.

PROSPECTIVE CONSUMER
Cosmetologist or paramedical personnel with supplementary vocational education in the specialty
"Nursing in cosmetology” (as prescribed by a cosmetologist).

INDICATIONS OF USE

The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV is a gel
to replenish the loss of hyaluronic acid associated with age-related changes. Intended for intradermal
administration in order to improve skin tone and elasticity, and / or as a filler for fine wrinkles, such
as crow’ feet around the eyes, mimic wrinkles around the mouth.

CONTRAINDICATIONS

- Predisposition to hypertrophic scarring.

- History of autoimmune diseases.

- Administration of immunomodulatory drugs.

- Hypersensitivity to the formulation components.

- Pregnancy and lactation.

- Patients under 18 years of age.

- Administration of anticoagulants or platelet aggregation inhibitors (e.g. ASS).

- The Implant should not be inserted without prior consultation with the attending physician.

- ltisnecessary to exclude the insertion ofthe Implant in the areas of inflammatory or infectious
processes (for example, acne, herpes, etc.)

- Usage of medical product in combination with laser therapy, intense pulsed light, chemical
peels, or dermabrasion.

- Insertion of the Implant is not recommended in case of severe skin inflammation after its
superficial exfoliation.

SPECIAL WARNINGS

No clinical data are available regarding the tolerability of injectable products of similar composition
in patients undergoing immunosuppressive therapy, in patients with a history Of severe allergic reac-
tions and/or polyallergic reactions.

In each specific case, the physician shall decide whether the Implant can be used depending on the
nature of the disease/treatment/allergy present, as well as ensure special monitoring of such patients.
In particular, it may be suggested that a hypersensitivity skin test or appropriate prophylactic treat-
ment be performed prior to each Implant insertion, and that the Implant should not be used in persons
with active disease.

It is not recommended to insert the Implant to patients with a history of anaphylactic shock.

Patients with a history of streptococcal infection (repeated tonsillitis, acute rheumatism) should un-
dergo a hypersensitivity skin test before each injection of the Implant. In cases of acute articular
rheumatism with cardiac involvement, it is recommended to refuse the insertion of the Implant.
Patients treated with anticoagulants or using substances that may increase bleeding time (warfarin,
acetylsalicylic acid, non-steroidal anti-inflammatory drugs or other substances known to increase
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blood clotting time, such as herbal supplements containing garlic or ginkgo biloba, etc.), should be
warned about the increased risk of bleeding or bruising when inserting the Implant.

It is not recommended to use the Implant in combination with drugs that inhibit or block metabolic
processes in the liver (simetidine, beta-blockers, etc.). The implant should be used with caution in
patients with cardiac conduction disorders.

Do not use the syringe if its contents show signs of breakage and / or cloudiness.

Reuse of the Implant may pose a risk to the patient (cross-infection).

DESCRIPTION
The main component of this product is hyaluronic acid, which is a natural polysaccharide ofthe body.
Hyaluronic acid has the ability to bind and retain water at the injection site for a long time. Thus, it
both moisturizes the skin and creates a viscous elastic environment, keeping the main components of
the connective tissue in the correct position. The implant with hyaluronic acid is injected into the
dermis with a syringe, thus creating a depot of hyaluronic acid. On the one hand, such a depot acts as
a lining material that smoothes wrinkles, and on the other hand, it intensively moisturizes the skin
and improves its appearance. Hyaluronic acid contributes to the restoration of connective, epithelial
tissues, normalization of pH balance. The ftmctional advantage of the acid is the rehydration of dam-
aged cells, the saturation of biological fluids.
Sodium hyaluronate is obtained by the fermentation of Lancefield’s group C bacteria and thoroughly
purified.
The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV
contains glycerol, which ensures long-term preservation ofthe Implant in the upper layers ofthe skin.
The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV based
on glycerol-stabilized hyaluronic acid provides a unique double effect:

» correction - filling of fine superficial wrinkles;

e prevention - improving skin tone and maintaining moisture balance (deep hydration).
This Implant is used to correct the finest and most delicate wrinkles and provides the restoration of
water balance in the skin as well as the improvement of its tone.
This Implant has been adapted to be used for superficial injections.
The residence time ofthe intradermal Implant VISCOLINE® BIO in the form of VISCOLINE® BIO
LIFTAKTIV in the skin layers is more than 30 days. The degree of degradation over time depends
on the condition of the patient's skin. The implant is utilized by surrounding tissues under the
influence of a group of tissue enzymes called hyaluronidases. Degradation products are completely
eliminated from tissues in a natural metabolic way.

ROUTE OF MEDICAL PRODUCT ADMINISTRATION

Before the procedure, the doctor shall inform the patient about the indications and contraindications
for the use of the Implant, its incompatibility with a number of other drugs and the possible side
effects / risks associated with the insertion of the Implant, and also make sure that the patient is aware
of the signs and symptoms of possible complications and obtain the patient's signature in the form of
informed consent.

When storing the Implant in a refrigerator, the cooled Implant should be kept at room temperature for
about 40 minutes before use.

Before starting the injection of the Implant, the injection site should be thoroughly disinfected. In
particular, when processing a large surface, the need to disinfect the entire treated area (for example,
the entire face) is to consider.

It is recommended to inject with a 30G or 32G needle.
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PROCEDURE FOR SYRINGE HANDLING
Op>en the syringe blister under aseptic conditions. For optimal implant insertion, it is important that a
needle is mounted on the syringe in accordance with 4 steps shown in the diagram (see Figures 1-5).

Remove the safety cap from the syringe by pulling it
as shown in Figure 1.

Take the cap with the needle, then insert the edge
of the needle with the graduated marks into the
syringe hole (Fig. 2).

Screw the needle clockwise while maintaining slight
pressure between the needle and the syringe (Fig.
3). Continue to screw until the edge of the needle
cap reaches the syringe barrel. There should not be
any empty space between these 2 elements (Fig. 4).
Non-observance of this requirement may result in
the needle being pushed out and/or the drug leaking
out of the needle at the Luer-Lock level.

Then remove the safety cap from the needle by
pulling it with one hand and holding the syringe
barrel with the other hand (Fig. 5).

Before starting the procedure, press the syringe plunger until a small drop of gel appears on the tip of
the needle.

The implant should be inserted slowly, applying the minimum necessary pressure.

Ifthe needle is blocked, do not increase pressure on the piston rod. Instead, stop inserting the Implant
and replace the needle.

Non-observance of these precautions may result in needle detachment and/or Implant leakage and/or
increased risk of vascular injury.

It is not recommended to repeat the procedure within 15 days.

Not used-up Implant is non-storable.

If you feel a blockage or pressure during the injection, stop the injection and replace the needle.
NOTES: The right injection technique is critical to the success of the procedure and patient
satisfaction. The implant must be inserted by a specialist with the necessary qualifications required
by local legislation and standards.
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After use, the syringe and needles must be processed and disposed in compliance with the accepted
medical procedures and according to the rules established by local legislation and regulations.

PRECAUTIONS

» The implant is for intradermal injection only.

 Standard precautions associated with handling injectables should be followed.

 In case of hyperesthesia, it is possible to use local anesthetics.

I » It is not allowed to insert the Implant into blood vessels (intravascular injection). Intravascular
insertion of the Implant may result in embolization, vascular occlusion, ischemia or infarction.

It is not recommended to use automatic injection systems to insert the Implant.

e |t is necessary to exclude the use of decorative cosmetics within 12 hours after the procedure.
Avoid prolonged exposure to the sun, UV rays, temperatures below 0°C, visits to the sauna or bath
for two weeks after the implant is inserted.

» The composition of the Implant ensures its compatibility with the physical fields used in magnetic
resonance imaging.

SIDE EFFECTS

The patient should be warned about the possibility of side effects associated with the insertion of this
injectable Implant and which can be either immediate or delayed. Side effects include the following
(this list is not exhaustive):

- After the injection, there is a possibility of developing various types of inflammatory skin
reactions (redness, swelling, erythema, etc.), which may be accompanied by itching and / or
soreness with pressure and / or paresthesia. This inflammatory response may persist for up to
one week.

- Bruising.

- Transient pain or depigmentation at the injection site.

- Development of induration or nodules at the injection site.

- Staining or discoloration of the tissues at the implant site may be observed, especially when
the hyaluronic acid-based Implant is not inserted deep eriough and/or into thin skin (Tyndall
effect).

- Erythema without swelling that resolves within a week or, in extreme cases, persists for up

to two months.

Insufficient efficiency or not significant effect of the procedure.

A review of products of similar composition showed that there are reports of rare but serious adverse
events associated with intravascular injection of hyaluronic acid into facial tissues and with tissue
compression, namely: temporary or irreversible visual impairment, blindness, cerebral ischemia or
cerebral hemorrhage, leading to stroke, skin necrosis and damage to underlying tissues. Insertion of
the Implant should be discontinued immediately if the patient exhibits any of the following
symptoms: vision changes, signs of a stroke, skin blanching, or unusual pain during or immediately
after the procedure. In the case of intravascular insertion of the Implant, patients should receive
immediate medical attention and specialized medical consultation, if possible. There are also reports
of cases of abscesses, granulomas, and allergic reactions of an immediate or delayed type after an
injection of hyaluronic acid. Therefore, it is recommended to consider the possible risk of developing
such side effects. In this case, the doctor shall ensure that the patient receives appropriate treatment.

The patient should notify the doctor of all cases of persistent local inflammatory reaction in him/her
or cases of any other side effects as soon as possible. In this case, the doctor shall ensure that the
patient receives appropriate treatment.

All cases of development of other adverse side effects associated with the injection ofthe intradermal
implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV are to be reported to the
distributor and / or directly to the manufacturer.
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INTERACTIONS WITH OTHER MEDICINAL PRODUCTS

The incompatibility between hyaluronic acid and quaternary ammonium salts, such as, for example,
benzalkonium chloride, is well known. With that in mind, the implant should never be allowed to
contact with such compounds, as well as with the medical surgical instruments treated with them.

PRINCIPLE OF MEDICAL PRODUCT ACTION

Hyaluronic acid is a compound that is present in various tissues in the body, including the skin. Due
to the natural aging process, the content of hyaluronic acid in the skin decreases, which results in the
elasticity deterioration of integumentary tissues.

In the presented medical products, hyaluronic acid is used, which is obtained by the fermentation of
Lancefield’s group C bacteria.

Glycerol ensures long-term preservation of the Implant in the upper layers of the skin.

MEDICAL PRODUCT SPECIFICATION
The intradermal implant VISCOLINE® BIO in the form of VISCOLINE® BIO LIFTAKTIV is
presented in the form of sterile solution, prefilled in glass syringes, for single use.

COMPOSITION
Starting substances Concentration, mg/ml Concentration, %
Sodium hyaluronate 18,0 18
Glycerol 49 0,49
Sodium chloride 4,5 0,45
Disodium phosphate dihydrate 2,0 0,2
Sodium dihydrogen phosphate dihydrate 0,45 0,045
Water for injection up to 1,0 ml up to 100
INFORMATION ON DRUGS CONTAINED IN MEDICAL PRODUCT
Starting Purpose of use CAS No. Manufacturer
substances

BLOOMAGE BIOTECHNOLOGY
9067-32-7 CORPORATION LIMITED, China, FS-

001305 dated 11.01.2016

Limited Liability Company «Grotex»

(OO0 «Grotex»), Russia, LP-002529

Water for Solvent 7732-18-5  ated 08.07.2014 (date of reissue
Injection 09.06.2021) (date of expiry: perpetually)
(FS.2.2.0019.18)

Active component,

Hyaluronic acid gelatinizing agent

TECHNICAL SPECIFICATIONS OF MEDICAL PRODUCT

Main technical specifications of medical product

Item Item Specifications

No.

1 pH 6,8-7,6

2. Extractable volume of the solution in the 1,0 (x0,2) ml, 2,0 (£0,2) ml, 3,0 (£0,2) ml
syringe, ml
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3. Appearance Transparent gel from colorless to light yellow,
odorless, free of foreign matter
4. Content of bacterial endotoxins, EU/mlI max. 0,5
5. Osmolality, mOsm/kg 239-376
6. Dynamic viscosity, mPa s 20000-100000
7. Force required to drive the piston rod of <45
the syringe prefilled with the Implant, N
8. Biodegradation period >30 days
Q. Maximum permitted dose of the Implant Face - maximum 0.1-0.3 ml for every 0.5 cm

for one person per procedure, ml

10. Origin of hyaluronic acid

of skin; neck / arms / décolleté - maximum

0.1-0.3 ml for every 2 cm of skin
By aerobic fermentation of Lancefield’s group

C bacteria
11. Protein content, % <0,1
12, Gel density, g/ml
13.  Syringe integrity Sealed
14, Sterility Sterile
Name Manufacturer
Colorless and brown medical «SCHOTT Swiss

syringes made of glass tubes with a
capacity of 0.5 - 120 ml with and
without accessories.

Glass syringes BD Hypak, sterile
and non-sterile, with and without
needles, with a capacity of 0.5 - 20
ml.

Syringes for prefilling, disposable,
sterile, with a capacity of 0,5; 1; 1
long; 1,5; 2,25; 3; 5; 10; 20 ml.

AG», Switzerland

«Becton Dickinson
France SAS», France

«Shandong Weigao
Group Medical
Polymer Company
Limited», China

Marketing authorization
number/regulatory number
FSZ 2009/04195
dated 28.09.2020
(date of expiry: perpetually)

FSZ 2011/11237
dated 26.12.2011
(date of expiry: perpetually)

RZN 2013/764
dated 26.03.2018
(date of expiry: perpetually)

Colorless and brown medical «Stevanato Group FSZ 2012/12068
syringes made of glass tubes of the S.p.A» dated 29.05.2017
first hydrolytic class with a capacity (date of expiry: perpetually)
of 0.5 - 20 ml with and without
accessories.
deedle$
Product name Manufacturer Gauge Size Marketing

authorization
number/regula-
tory number

Sterile disposable MESOPAM «RI.MOS. S.r.l.», 03x13 Mm%
instruments for mesotherapy Italy G30 (i 12" 2011/09452
3. Needle for microinjections. dated
G2 9%XI2 o7 082019
mm (1/2") e
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(date of expiry:
perpetually)

MESO-RELLE sterile needle for «BIOTEKNE G30 0,3x12 FSZ
mesotherapy S.R.L.», Italy mm (1/2") 2011/10175
(Gallini S.r.l) dated
11.02.2021
G32 0,23x12 (date of expiry:
mm (1/2") perpetually)
Disposable sterile BD Hypoint «Becton FSZ
injection needles Dickinson 2008/03143
Medical (S) Pte. G30 dated
Ltd», Singapore 0,3x13 03.12.2008

mm (1/2") (date of expiry:
perpetually)

Disposable injection needle K- «Terumo Europe 0,3x12 RZN
Pack Il Needle N.V.», Belgium mm (1/2") 2018/7086
G30 dated
0,4x 20 26.04.2018
mm (date of expiry:
perpetually)
Hypodermic needles with a «TSK 0.3x13 FSZ
rounded end in a sterile packaging Laboratory», G30 mm (1/2") 2011/10609
for the administration of Japan (TSK) dated
hyaluronic acid-based 15.09.2011
preparations G32 0,23x13 (date of expiry:

mm (1/2")  perpetually)

SAFETY REQUIREMENTS FOR MEDICAL PRODUCT

The implant is not toxic and does not adversely affect the human body while handling.

The implant does not form toxic compounds in the air and wastewater, does not lead to hygienical ly
dangerous environmental pollution.

The implant shall comply with biological safety requirements in accordance with GOST R 52770,
GOST R ISO 10993-2 and a series of standards GOST ISO 10993 and shall be non-toxic.

STERILIZATION INFORMATION

Implant components are pre-mixed and packaged in syringes. Filled syringes are sterilized by steam
in an autoclave in accordance with GOST R ISO 17665-1, GOST R 56893/ISO/TS 17665-2. After
sterilization the implant must be sterile. The sterile barrier packaging for the implant is only a syringe.

TRANSPORTATION AND STORAGE

Syringes with an implant are transported by all types of vehicles in accordance with the shipping
requirements and rules, effective for an appropriate mode of transport while observing the
temperature conditions (from +2 °C to +25 °C), do not freeze.

Type of shipment - by postal parcel, cars, containers in accordance, with GOST 20435-75 or GOST
R 53350-2009.

The implant in the package is stored at a temperature of +2 °C to +25 ®C, in a place protected from
direct sunlight. Do not freeze. Keep out of reach of children. Before use, make sure the packaging is
not damaged. Do not use after the expiration date.

APPLICATION CONDITIONS
The implant should be used in clinics, hospitals, and other medical facilities.
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Before the procedure starts a patient should be informed about the indications of the medical product,
as well as about its contraindications and possible adverse side effects.

Before use, make sure that the packaging with the drug is not damaged and sterility requirements are
not broken. Make sure that the drug is not expired.

The implant, as well as the supplied needles, are intended for single use.

Do not reuse. When reused, there is a risk of contamination or infection through the blood.

The injection site is to be thoroughly disinfected.

e medical product should be stored at room temperature for 40 minutes before the procedure.

The implant should not be used for breast augmentation or for insertion into tendons, ligaments, or
muscles.

If the patient had a history of herpes manifestations on the face, then needle punctures during the
injection can provoke new herpetic lesions.

The use of aspirin, non-steroidal anti-inflammatory drugs, drugs with a high content of vitamin E
before injection can increase the risk of bleeding and the appearance of a hematoma at the injection
site.

SHELF LIFE
The warranty shelf life of the implant is 24 months from the date of sterilization.

MANUFACTURER’S WARRANTY

The manufacturer guarantees the safety of the implant provided the conditions of use, transportation
and storage indicated on the package are observed.

The warranty shelf life of the implant is 24 months from the date of sterilization.

The expired medical product is not to be used.

DISPOSAL

Used materials are disposed of in accordance with the hazard class specified in SanPiN 2.1.3684.
According to SanPiN 2.1.3684:

- syringe with needles belongs to Class B under the hazard classification;

- packaging materials, a cardboard box and a blister belong to Class A under the hazard
classification.

A syringe with needles is to be disposed immediately after use, even if its content has not been fully
used.

LABELING

Implant labeling shall comply with GOST R 15223-1, GOST 14192-96 and these technical
specifications.

Labeling for primary packaging contains:

- syringe scale;

- medical product name;

- fill volume of syringe;

- symbol «Steam or dry heat sterilization» *;

- symbol «Warning!»*;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *.

* - symbols are designated in the Table «Packaging symbols»

Labeling for secondary packaging contains:
- medical product name;

- use by date*;

- batch code*;
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- fill volume of syringe;
* - symbols are designated in the Table «Packaging symbols»

Labeling for tertiary packaging contains:

- medical product name;

- package contents of medical product;

- composition of medical product;

- fill volume of syringe;

- number of prefilled syringes per pack;

- name and address of manufacturer;

- expiration date;

- use by date*;

- storage conditions;

- batch code*;

- symbol «Steam or dry heat sterilization» *;

- symbol «Do not resterilize» *;

- symbol «Warning!» *;

- symbol «Do not reuse» *;

- symbol «Upper and lower limits of temperature» *;
- symbol «Do not use if package is damaged» *;

- symbol «RST conformity mark for declaring of goods» (if necessary, in accordance with current
legislation) *;

- barcode;

- QR-code;

- Marketing Authorisation number;

- technical specification number;

- symbol «Protect from sunlight» *;

~ IntelBio logo;

- holographic security marking is accepted.

* - symbols are designated in the Table «Packaging symbols»

The label (double sticker) shall indicate:

- medical product name;

- use by date*;

- batch code*;

- fill volume of syringe;

* - symbols are designated in the Table «Packaging symbols»

Transport labels contain symbols which mean:

- symbol «Fragile. Take due care!»*;

- symbol «Protect from sunlight»*;

- symbol «Protect from moisture»*;

- symbol «Do not freeze»*.

* - symbols are designated in the Table «Packaging symbols»

Packaging symbols:
Do not reuse

A Warning
10
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™11 Steam or dry heat sterilization
Protect from sunlight (Keep away from heat)

Use by date
Lot Batch code

Keep at a temperature of +2 °C to +25 °C

X
(8) Do not use if package is damaged
Do not resterilize
T Fragile, take due care
f Protect from moisture

Do not freeze
Manipulation signs should be applied by stenciling or stamping with black waterproof paint. The

designation of storage conditions and other additional inscriptions must be applied to the container
or label in places, freely available.
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Translated from Russian into English

End of translated document

The translation from Russian into English has been made by the certified translator Shcherbedinskaia
ivgeniia lurievna. The translation correctness and accuracy has been certified by me.
lepeBog C aHI/IMACKONO sA3blKa Ha PYCCKUIA A3bIK BbINO/IHEH MepeBogynkom LlepbegnHckon EBreHunen

OpbeBHOI. MoaTBeEpPXAatko, YTO BbIMOMIHEHHbLIA MHOW NepeBoj ABASEMCA NPaBU/IbHbIM, TOYHbIM U MOJTHbIM.
/ Shcherbedinskaia E.lu./

/WepbeanHckaa E.KO./

Poccuiickas ®egepaums
Nopog KpacHogap KpacHogapckuia Kpai
[BajLaTth LWecToe anpens ABe ThiCAYM ABajLAaTb TPETLEro roga
A, Moposos AmuTpuii HOpbeBu4, HOoTapuyc KpacHOAapcKoro HOTapuaibHOrO OKpyra,
CBMUAETENbCTBYO NOA/IMHHOCTL MoAnucK nepesogunka LLlepbegmHckoit EBreHnn KOpbeBHbI.
Mognuch caenaHa B MOEM MPUCYTCTBUMN.
JInyHoCTL NoANMcaBLUero JOKYMEHT YCTaHOB/EHa.
3aperunctpupoBaHo B peectpe: Ne 23/143-H"3-2023-5-114.
Ynnay HoTapuan pevicteums: 700 py6. 00 Kon,

[.HO.Mopo3soB
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