. YKa3blBaeT TemnepaTypHblIii AnManasoH, B npefenax KoToporo MeguLMHCKoe 13enmne
TemnepatypHbIi inanasoH
Ha[leXXHO COXpaHsieTcs
® 3anpet Ha noBTopHoe YKasblBaeT, 4To MeAnUMHCKOe 13fenve npeaHasHaueHo Ans eaMHNYHOTO 1CMo/b30BaHNs,
npumMeHeHne MW 151 NCMO/b30BaHKA Ha O[JHOM NaLeHTe B TeYeHe OfHOM NpoLeaypbi
Xpynkoe, 0bpatlarbca YKa3blBaeT, 4TO MeAULIMHCKOE 13[enne MOXKET ObiTb CTIOMAHO UM MOBPEXAEHO, eC C HUM
OCTOPOXHO He 06paLaTbcs 0CTOPOXKHO
//\\“& He nonyckartb BO3aencTans YKa3blBaeT, 4T MeULMHCKOE n3aene HeobX0AMMO 3almLLaTb OT BO3AEACTBNSA CONMHEYHOTO
[ COJIHEYHOTO CBETa cBeTa
‘r bepeub OT Barm YKa3blBaeT, 4TO MeAULIMHCKOe 13[emne HeoOX0aMMO 3almLaTh OT BAaru

18. FapaHTuu npounssoautens
Mpon3BoauTenb rapaHTMpyeT KauecTso, 6e30MacHOCTb 1 IGPeKTUBHOCTL MeaMLIMHCKOrO U3aenns npi coBMI0AeHUI YCOBMIA ero NpUMeHeHIs, TPaHCNOPTMPOBaHMS
11 XpaHeHWs, YCTaHOBGHHbIX NPOM3BOANTENEM.
TapaHTMIAHbIN CPOK FOAHOCTM VIMNAAHTaTa - 2 FoAa CO [iHA U3TOTOB/IEHNS.
CpOK FOf{HOCTY € aTbl U3rOTOBAGHNA — 2 TOfiA.
[laToi N3roTOBAEHMA CYMTAIOT ATy CMelleHIs pacTBopa VimnnaxTara.

19. MNepeyeHb NPUMEHAEMbIX HALMOHA/IbHBIX CTAH1APTOB

TOCT P MICO 14630-2017 - IMNNAHTaTbl XMpypruyeckne HeakTusHble. ObLLMe TpeboBaHNs;

FOCT P NCO 15223-1-2020 - N3penva meanumnHckie. CMBO/IbI, NPUMeHAeMble NPy MapKUPOBaHNM MeNLIMHCKNX U3AENNIA, Ha STUKETKAX 1 B CONPOBOAMUTE/IbHON [OKY-
MeHTaumu. Yactb 1. OCHOBHble TpeboBaHus

FOCT P MICO 15223-2-2013 - U3penns MeauumHckie. CUMBO/IbI, TPUMeHAEMble NPy MapKMPOBAHWM HAa MEAULMHCKMX U30eNAX, STUKETKAX U B CONPOBOANTE/IbHON [OKY-
MeHTaumu. Yactb 2. Pa3paboTka, BbIOOp W Bauaaums CMMBONOB;

FOCT P MICO 17665-1-2016 - CTepuansaums MeauLMHCKON NpoayKummn. BnaxHoe Tenno. Yactb 1. TpeboBaHus K pa3paboTke, BaMaaLmMm 1 TekyLLemy KOHTPOAIKO npoLiecca
CTepUAN3aALNM MESMULIMHCKMX U30eNNil.

TOCT 1SO 10993-1-2021 U3penns MeanumnHckmne. OLeHKa G1oN0rniyeckoro AencTBus MeAMULUMHCKIX M3Aennit. YacTb 1. OLeHKa 1 UCCefoBaHmMs B NPOLLECce MeHeLKMeHTa
pucka.

CaHIMuH 2.1.3684-21 - CaHMTapHO-3NMAEMU00rnyeckme TpeboBaH!s K COAEPYKAHNI0 TEPPUTOPUI FOPOLCKMX U CENIbCKMX MOCENEHWI, K BOAHBIM 00beKTaM, MUTbeBOM BOe
1 NNTbeBOMY BOJOCHAOKEHNIO HACeNeHNs, aTMOChEPHOMY BO3ZYXY, MOUYBAM, XMbIM MOMELLEHNSIM, SKCMYaTaLM NPONU3BOACTBEHHDIX, 0OLLECTBEHHbIX NOMELLEHWIA, Op-
raHW3aLmmn 1 NPoBEAEHMNIO0 CAaHUTAPHO-NPOTUBO3NMAEMUYECKNX (MPOGUNAKTUYECKNX) MEPONPUSTHIA.

20. iHdopmauus 0 HAMYMM B MESMULIMHCKOM U3/1€/IMN JIeKAPCTBEHHbIX CPEACTB, MaTePUA/IOB XMBOTHOTO 1 (M) 4€I0BEYECKOTO MPOUCXOKAEHUS

Martepmabl XKMBOTHOTO 1 (1111) YENOBEYECKOTO NPONCXOX/AEHNS B COCTaBe MeNLNHCKOrO U3[ens OTCYTCTBYIOT.

MeanLMHCKOe 13[ieNe He COAepXUT B COCTaBe lekapCTBEHHbIe CPEACTBA, HO B COCTaBe eCTb papmaLeBTUYecKie CyOCTaHLNM, KOTOPbIe eCTb B PeecTpe 1ekapCTBEHHbIX
CpeacTs:

- HaTpua rmanypoHar, N2 ®C-001305;

- Hatpua xnopug, Fd XIV ©C.2.2.0014.15, N30TOHNYECKWNIT ATeHT;

- BOAA 419 MHbeKLmniA, Fd XIV ®C.2.2.0019.18, pacTtBopuTesb.

21. CBeieHUsl 0 peknamaumax

B nepuop, fieiicTBNS rapaHTUiiHbIX 06513aTeNbCTB peknamaLmm ¢ NPUIoXeHNeM STUKETKN NPeLbABASIOTCS NPOM3BOANTENIO MO afpecy:

06LLecTBO € OrpaHNYeHHOIT OTBETCTBEH- HOCTbIO «ATpUaH Megukan pynn» (000 «ATpuaH MT»), Poccus, 191144, r. CaHKT-MeTepOypr, BH. Tep. r. MyHULMNanbHbIi OKpyr
CMO/IbHUHCKOE, yN. MonceeHko, A. 86, iutepa b, kB. 28; Ten.: +7 (912) 986-4447.

[lata nocnefHen pegakumm 17.05.2023

MHCTPYKUUA NO NPUMEHEHUIO MEAVWUUHCKOIO U3ENNA
«CpefCTBO 191 3aMeLLeHNs CUHOBUATbHOM »uakocTn ArtroMovia® (AptpoMosuna®)»
no TY 32.50.22-001-56682655-2022

NpoussoauTe/b: O6LLECTBO C OrpaHNieHHOI OTBETCTBEHHOCTbIO «ATpUaH Meaunkan fpynn» (000 «ATpuaH MI»), Poccusi, 191144, r. CaHkT-MeTepbypr, BH. Tep. . MyHUL-
nanbHbIi OKpyr CMONbHUHCKOE, yN. MouceeHko, A. 86, auTtepa b, kB. 28, Fedotova59@mail.ru, Ten.: 8(912)986-44-47.

MecTo Nnpou3BoACTBa:

O6LLeCTBO C OrpaHNUYEHHON OTBETCTBEHHOCTbIO «Curma J1ab» (000 «Curma Jlab»), Poccus, 121205, 1. MOCKBA, TEPPUTOPHSE MHHOBALMOHHOTO LieHTpa «CKOKOBO», bonib-
woi bynbeap, 4om 42, cTp. 1, 31. 3, nom. 753, info@sigmalab.pro.

1. HanmeHoBaHue

CpefcTBO /191 3aMeLLeHN CUHOBUAIbHOM XNAKOCTH ArtroMovia® (AprOMOBMa®) no TY 32.50.22-001-56682655-2022,

BapuaHTbl MCOHEHNS:

1. CpefcTBO ANst 3aMeLLeHnst CUHOBKUANIbHOM XKMAKOCTH ArtroMovia® Neo (AproMosma® Heo) no TY 32.50.22-001- 56682655-2022, B cocTaBe:

- Cpe[cTBO 19 3aMeLLeHNs CUHOBMANbHOM XMAKOCTH ArtroMovia® Neo (AprOMOBV]a® Heo) koHLeHTpauyeit 1% (10 mr/mn), o6bemom 2 MA, B WwWnpute o6bemom 2,25
mn-1/2/3 wt;

- Mrna MHbeKLMOHHas OiHOKpATHOrO npuMeHerus 21G x 2" (0,80 x 50 mm) nau 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
nnu 6e3 urmbl;

- VIHCTpyKLMS N0 NPUMeHeHMto — T wT,;

- CTUKepbl NauneHTa - 2/4/6 wr.

2. CpefCTBO A5 3aMeLLeHns CHOBUANIbHOMN XKMAKOCTH ArtroMovia® Plus (AproMosma® Mntoc) no TY 32.50.22- 001-56682655-2022, B cocTaBe:

- CpencTBO ANs 3aMeLLeHNst CUHOBUANIbHOM XMUAKOCTH ArtroMovia® Plus (AproMosma® Mntoc) KoHueHTpaumert 1,8% (18 Mr/mn), o6bemom 1/2/2,2 mn, B winputie o6be-
MOoM 1/2,25/3 M - 1/2/3 w,;

- Mrna MHbeKLMOHHas OfiHOKPATHOro npumeHerus 21G x 2" (0,80 x 50 Mm) nau 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
nnu 6e3 urbl;

- VIHCTpYyKLUMS NO NPUMeHeHMto — T wT,;

- CTUKepbl NauneHTa - 2/4/6 wr.

3. CpefcTBO ANs 3aMeLLeHns CUHOBUAIbHOM XKMAKOCTH ArtroMovia® Forte (AproMoama® ®opre) no TY 32.50.22-001-56682655-2022, B cocTase:

- CpeacTBo AN 3aMeLLieHnst CUHOBMANbHOM XMAKOCTH ArtroMovia® Forte (AproMosma® ®opTe) KoHLeHTpaumei 2% (20 mr/mn), o6bemom 2 M, B LnpuLie 06bemMom
2,25 M0 -1/2/3 wt,;

- Irna MHbeKLUMoHHasi OAHOKPATHOro npumMeHeHus 21G x 2" (0,80 x 50 mm) um 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
1 6e3 urbl;

- VIHCTPYKLMA N0 NpUMeHeHnto — 1 WwT.;

- CTUKepbl NauneHTa - 2/4/6 wr.

4. CpencTBo AN 3aMeLLieHnst CUHOBUA/IbHOW XUAKOCTM ArtroMovia® Supreme (AproMosma® Cynpum) no TY 32.50.22-001-56682655-2022, B cocTaBe:

- CpeacTBso AN 3amelleHns CUHOBUAIbHO XMAKOCTH ArtroMovia® Supreme (AprOMOBlAa® Cynpum) KOHLEHTpaLmeit 2,2% (22 mr/mn), obbemom 1/2/2,2 mn, B WwnpuLie
obvemom 1/2,25/3 mn - 1/2/3 w,;

- Irna MHbeKLUMOHHasi OAHOKPATHOrO npumMeHeHus 21G x 2" (0,80 x 50 mm) wm 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 1.) - 1/2, 2/4, 3/6 wr.,
nnm 6es urnbl;

- VIHCTPYKLMA N0 NpUMeHeHnto — 1 wT.;

- CTvkepbl naunenTa - 2/4/6 wr.,

Janee 1o TeKCTy — MegunumHckoe nsgenve, V3genve, UMIIAGHTAT.

2. Ha3Hauenue
[LNst BHYTPUCYCTABHOTO M OKONOCYXOXW/IbHOTO BBEAEHNSI C LIEIbI0 BPEMEHHOTO 3aMeLLeHnst M/Win BOCNONHEHWst CUHOBUAIbHOM XMAKOCTH.
Bce Bap1aHTbl UCNONHEHNA NPefHa3HAYeHbl Kak /19 BHYTPUCYCTABHOTO, TaK 1 /19 OKONOCYXOXKMAbHOTO BBEAEHUS.

3. 061acTb NpUMeHeHus
OpToneans, peBMaToN0r s, TPaBMATONOr s, HeBPOOTNS, CNOPTMBHASA MeULMHA B CNELMaIbHbIX OTAENEHNAX MEAMLIMHCKNX M Ne4e6HO-NPOPUNAKTUHECKUX YUPEeXIEHNIA.
BHumanme! MprMeHeHye MIMNaHTaTOB NPOBOAMTCA CrleLanbHO 00yUeHHbIM CeLyuanncTom.

4. Uudopmaums o noTeHUManbHbIX NOTpeGuTeNsx
NaumeHTbl cTapuue 18 f1eT ¢ Hannyrem nokasaHui 1 OTCYTCTBMEM NPOTUBOMOKA3aHWI K NPUMEHeHWIo ViMniaHTaTa.

5. MoKa3aHusa K npumeHeHnio

~ [N BDEMEHHOTO 3aMeLLEeHNs N BOCMONHEHNS CMHOBUANbHOW XNAKOCTY;

- 191 YBE/MYEHWst NOABWKHOCTM CyCTaBa W ycTpaHeHus 0071, 00yCN0BEHHO fiereHepaTMBHO-ANCTPOGUUECKMMI NN NOCTTPABMATUYECKMMM M3MEHEHNSIMU CYCTABOB;

- A1t KynMpoBaHus 6071eBOr0 CUHAPOMA 1 TYrOMOABIKHOCTH, BbI3BAHHbIX [ereHepaTUBHO-ANCTPOdUUECKIMI (MPU OCTE0APTPO3e) M TPABMATUHECKMMI M3MEHEHNAMU;

- 1191 KynpoBaHms 6ONEBOro CUHAPOMA W TYrOMOABYKHOCTY NP PasNNIHbIX 3a601EBAHUAX CYXOXKMANIA (XPOHUUECKME TeHANHONATUM), NOBPEXAEHNsX CBA30YHOTO anmna-
para;

- 191 NPUMEHEHNs y NALMEHTOB, UMEIOLLMX MOBbILLIEHHbIE GU3NYECKNe HArPy3KM W PEryAsipHO HArpy)XaloLyX NOPAKEHHbI CyCcTas;

- NaTo/I0r1s OKONOCYCTABHbIX TKAHEM, AereHepaTMBHO-AUCTPOdUUECKNE 1 NOCTTPaBMATUYeCckne N3MeHeHWs ONOPHO-ABUIaTeIbHOrO annapara, KOMIPeCCHOHHO-MLeMMUYe-
CKas HeBponarus.

6. MNpoTuBONOKa3aHus

~ NOBbILIEHHAS YYBCTBUTEIbHOCTb U/ HEMEPEHOCUMOCTb KOMMOHEHTOB U3AeNNS;

— NHEKLMOHHDIN (CenTnyeckmii) BOCMANMTENbHBIA MPOLIECC B CYCTaBe MW OKOOCYCTABHbIX TKAHSX, BHYTPUCYCTABHbIN BbINOT, 06Liee MH(eKLIMOHHOe 3aboneBaHue;

— Haan4yune I'Ipl/I3HaKOB AKTMBHOIO 3a60neBaHm;| KOXW, KOXXHOI I/IHq)eKLlVIVI nin nospemneHmVl KOXXHOro I'IOKpOBa B o6nacm NHbEKUMN NN B Henocpe,qcmeHHoﬁ 6}1VI3OCTVI
OT MecTa BBefieHNs;

- Ha/Mune B aHaMHe3e ayTOUMMYHHbIX 3a00N1eBaHNIT NV NPOBEEHNE ayTOUMMYHHOI Tepanuu;

- naTonormyeckas KpOBOTOYMBOCTb (IHAOTEHHAR MM BbI3BAHHAS NMPUMEHEHNEM aHTUKOAryNSHTOB);

- BBefeHVe MIMnaaHTata B CoueTaHum C ApYruMm MeaMLMHCKUMI U3[eNnsMI 1 1eKapCTBEHHbIMI Npenapatami;

- 6epeMeHHOCTb 1 Nepuof, NakTauum;

— AeTCKUI BO3pacT A0 18 nert.

7. Bo3MoXHble N060uHble 3P deKTbl

Mpu BHYTPUCYCTaBHOM BBEEHMM:

BO3MOXHO BO3HMKHOBEHME YMepPeHHON 60/1e3HEHHOCTM, OTeka, NOBbILIEHE TeMNepaTypbl 1 MOKPacHeHe B 001aCTH MHBEKLIN, YBENNYeHNe COAeP)KaHNs IKCCyaaTa B no-
JIOCTY CycTaBa. BbilleyKasaHHble CUMMTOMbI HOCAT NPEXO/sLLMIA XapaKTep 1 00bI4HO NCYe3aI0T CyCTS 24 Y. [Ppu BO3HUKHOBEHMM YKa3aHHbIX CUMMTOMOB PeKOMeHyeTCst
Pasrpy3uTb MOPAKEHHbI CYCTaB 1 NPUNOKUTD Nefl. KpaiiHe peako MOoryT HabMIoAaThes anepruyeckiie peakumu. MauneHTy HeobXoaMMO He3aMeITeNbHO NPONHGOpMU-
poBaTb JleyalLero Bpaya o /1tobbix NoOOUHbIX BNEHMsX. ITO JACT BO3SMOXKHOCTb HAa3HAUYMTb COOTBETCTBYIOLLEe eveHme. CeyeT coobLiaTb NPOU3BOANTENIO 060 BCEX HEXe-
NaTe/bHbIX MK NOBGOUHBIX AEACTBUSX, CBA3AHHBIX C MHbBEKLMeN VMnaaHTara.

IpW OKONOCYXOXKMABHOM BBEAEHUN:

B oueHb peakux cydasx MoryT Hab/loaaTbes MECTHbIE peakLii, Takue kak 60/1b, OlLyLIeHme Xapa, KpOBONOATEK, MOKPACHEHWe UM MPUMYXN0CTb. aLneHTy HeobXxoaMmo
He3ameanTeNbHO NPOMHGOPMIMPOBATH SleyalLero Bpada o 1iobbix NOOGOUHBIX ABAEHMAX. TO AACT BOIMOXHOCTb Ha3HAUNTL COOTBETCTBYIOLee fieyeHre. CredyeT coobaTh
npon3BoaNTENIo 060 BCEX HeXenaTenbHbIX 1 MOBOUHbIX AENCTBUAX, CBA3AHHDIX C MHbEKLIMEN IMnaHTaTa.

8. TpeboBaHus 6€30MaCHOCTH, MePbl NPEJOCTOPOXXKHOCTN

VIMNNaHTaT JO/KeH BBOANTLCA TONbKO MeAVULIMHCKIM NepCcoHanom, NpoLleALnm crelmabHoe obyuerne, B CrieuyanbHbIX OTAeNeHnsX eqebHO-NPoGUIaKTUIYecKnx 1 me-
ONLMHCKNX YYPEXAEHNIA NOCNe KOHCYNbTALMM C BPAYOM.

Mepes, ncnonb3oBaHuem MmnaaHTata HeobxoAMMO BHUMATEIbHO 03HAKOMUTBCS C MHCTPYKLWEl MO NpUMEHeHMIO.

TPy NOArOTOBKe K NPUMEHEHNIO 1 NPY CAMOM MPUMEHEHUM MEANLIMHCKOTO n3fienns TpebyeTcs CTporoe cob/tofeHne npasua acenTukm, T.K. BOIMOXeH pUck MHGMULMpoBa-
HUS.

Heobxoanmo cob/toaTh OCTOPOXHOCTL NPY BBEEHUM NALMEHTaM C U3BECTHOM rNNepUyBCTBATENBHOCTBIO K MeAWLIMHCKIMM Npenapatam. Kak 1 B clyyae co Bcemi MHBa-
3MBHBIMM BUAAMM JIE4EHNS CYCTABOB, B OYEHb PEKIX CIYUasX MOXKET NoSBUTLCS MHbEKLMs. Mo3ToMy HeobxoaMMOo cobntofaTh 0bLMe Mepbl NPELOCTOPOKHOCTM AR NHDB-
eKLMif, BKI0Yast Mepbl Mo NpeaoTBpaLLeHiio MHGULMPOBAHKSA CYCTaBa 1 OKOMOCYXOXKM/IbHOTO NPOCTPAHCTBA. VIMMAHTAT CleflyeT BBOAUTb OCTOPOXHO B MOJIOCTb CYCTaBa,
NP1 HEOOXOAMMOCTI MO, KOHTPONEM CPEACTB BU3YaIbHOTO KOHTPONS.

M36eratb nonagaxus M3aenmns B okpyxatowye TKaHu, HepBbl UM KPOBEHOCHbIE COCYAb.

B TeyeHue 48-72 4acos noc/ie BBeAEHUS VIMMNNaHTaTa He PeKOMeHA0BAHO NpoBeseHne GuanonpoLeayp, TeiNnMpoBaHms, KOMNPECCOB C NeKapCTBEHHbIMI Npenaparamu,
INNTEIbHOE CTATMYECKOE HAMPSXKEHNE HAa KOHEYHOCTb, He MPUHUMATB o3y My6oKOro npuceaanus, nsberartb 6era, NPbKKOB, HOLIEHMS TSKECTEN.

3anpeLuaeTcs UCnoab3oBatb MIMNAAHTAT Npu 0OHApYXXeHU BCKPBITOM WM HApYLIEHHOI YNAKOBKM, A TaKKe NoC/e UCTeYeHNst CpoKa roAHOCTH, YKa3aHHOTO Ha YNakoBKe,
TaK KaK 3T0 MOXeT ObITb ACCOLMMPOBAHO C PUCKOM BO3HUKHOBEHMS NHEKLMIA.

3anpelaeTca MCnob3oBaTh VIMNAAHTaT MOBTOPHO. Hencnonb3oBaHHbIN Cpasy NOC/e BCKPbITUS OCTAaTOK pacTBOpa VMnnaHTaTa noaiexuT yTuansaunn.

Mepes BBefeHMeM VimnnaHTata obs3artesbHa Ae3nHPeKumns KoKu.

He cneayeT npumeHsTh Ae3nHuUMpyloLye cpeacTBa, cofepxalline YeTBepTUUHbIE aMMOHMEBbIE COeMHEHNs, MOCKO/bKY MManypoHOBas KNCOTA OCKAAETCS B NPUCYT-
CTBWM 3TVX BELLECTB.

[Py NOBbILIEHHO YYBCTBUTENIHOCTM K KOMNOHEHTaM MMnnaHTata HeoOXOAMMO NCNOAb30BATb €10 C OCTOPOXKHOCTBIO M TO/IbKO MOCAE KOHCYbTALMM C IEYALLMM BPAuOM.
V13aenne npeaHa3HayYeHo 415 OHOPA30BOr0 NPUMEHEHNS 1 He AOKHO NOABEPraTbCs NOBTOPHON CTEPUN3ALIMN.

MIMNNaHTaT Jo/keH OblTb NCMONb30BaH HEMELIEHHO NOC/e BCKPbITHS YNaKOBKN.

[0 OKOHYaHMM CPOKA XPAHEHWsl, He BCKPbIThIN VIMMAAHTAT 0/KeH ObITb YTUAM3MPOBAH Kak MEAULIMHCKME OTXOfbI Knacca A B COOTBETCTBIM € CaHlnH 2.1.3684-21.
LLINpuL, OCTaBLUMIAC HENCMONb30BaHHDBIA PACTBOP MIMNAaHTaTa, pacxodHble MaTepuabl NOCAe NCMNO/Ib30BaHWS, JO/KHbI NOBEPraThcs yTMAM3aLmn B COOTBETCTBIM C NPO-
Lieypow yaaneHuns MegMLMHCKMX OTXOA0B knacca b, ynakoska - knacca A no CaHluH 2.1.3684-21.

Mpw paboTe ¢ yyacTkamu, pacrnonoxeHHbIMU BOIM3M HEPBHbBIX OKOHYAHMIA, COCYA0B W BHYTPEHHUX OPraHoB, HeobXoarMa ocobast OCTOPOXKHOCTb B NPUMEHEHNN M3penus.
3anpeleHo BBOANTb MIMMIAHTAT B HEBYCbl, KOCTW, CYXOXMUINA, CBA3KN 1 MbILLLIbI.

[priem aHTUKOAryNSHTOB (aCMMPUH U HECTePOUAHbIE MPOTUBOBOCMANNTEbHbIE NPenapatbl, 6onbLuKe 403bl BATAaMWUHA E), MOXeET Bbi3BaTb reMaToMbl 1 KPOBOTEUEHME B Me-
cTe ykona.

CyLLECTBYET HECOBMECTUMOCTb MEX/Y rManypoHaTOM HaTpysi 1 YETBEPTUUYHBIMI AMMOHMEBBIMI OCHOBAHUAMM, TAKUMM Kak PacTBOpbl X0puaa GeH3ankoHus. B cBsi3n
C 3TUM refib He J0/MKeH KOHTAKTUPOBATb C TAKMMM BELLECTBAMM MU C MEAMULMHCKMMU MHCTPYMEHTamu, 00paboTaHHbIMK UMK,

Mpu 3aKynopke 1ibl CneayeT Heme/IeHHO NPUOCTAHOBUTD NPOLELYPY U 3aAMEHNUTD UIY.

HeobxoaMMO MCKMIOUNTb NPSIMOE BO3/E/CTBME CONHEYHBIX NIy4el, NCTOUHWKOB Ternna, 1a3epHoro 1 Apyroro U3aydeHus (cayHa, MHCONSLMM), @ Takke NepeoxaaxieHns



B TeueHue 6-7 fHen nocne uHbekuui. NMauvertam pekomeHgyeTcAa n3beratb 4)I/I3I/NECKOI7I Harpysku, TaKoW Kak MOCTOAHHOE fjaBneHmne B obnactu Tepanuun B Te4yeHne
HEeCKOJIbKMX HeAesb nocse NnpuMeHeHna MmnnaHTara.
MepuumHckoe nsgenve HeOﬁXOAVIMO XpaHUTb B HEQOCTYNHOM ANnA [eTeil mecTe.

9. OCHOBHble NapaMeTpbl I XapaKTepPUCTUKN
OnucaHne
VIMnnaHTaT, HaxoAAWMIACA B OBHOPA30BOM LUMPULIE - CTEPUIIbHBIN BA3KOINACTUYHDBIA GeCLIBETHBIN NPO3payHblii OAHOPOAHbIN reflb, CoOAepXalumnii brononumep —
ryanypoHart HaTpuA. IMnnaHTaTbl U3roTaBAMBaOTCA CEPUIAHO MO YTBEPXKAEHHON PeLienType 1 TeEXHONOrM pa3paboTyunKa. IMnnaHTaTbl COXPaHAIOT CTEPUITbHOCTb
B TeueHue 2 (ABYX) NIET NPV COXPAHEHWMN FrePMETNYHOCTI NEPBUYHOI YaKOBKU.
BHrMmaHMe! 3anpelyaeTca Ncnonb3oBaTb MIMnnaHTaT Npy 06Hapy KeHUN BCKPLITOW N HapyLLIEHHOW YMAKOBKY, a TaKKe MOC/e CTeUeHUA CPOKa FofHOCTY, yKasaH-
HOTO Ha ynakoBKe. /IMnnaHTaT NoBTOPHOI CTEPUAM3aLMN HE MOANEXUT.
OCHOBHblEe XapaKTepUCTUKM
Dopma Bbinycka
VimnnaHTaT B Wnpuue.
VImnnaHTaT fomkeH HaxoaunTbeA B wnpuue «Lnpurubl creknaHHblie BD Hypak ctepunbHble 1 HecTepusbHble, C UrMoi n 6e3 nrmbl, 06bemom ot 0,5 mn o 20 mn» (cTe-
punbHble, 6e3 urnbl, o6bemom 1/2,25/3 mn), nponssoacTaa «bekToH JuknHcoH OpaHc C.A.C», ®paHuyua, PY Ne ®C3 2011/11237: 1. LunuHap wnpula ctepusnbHbIi
roToBbIii K 3anonHeHuto SCF (Barrel sterile, clean and ready to fill), ¢ «/lyep-Jlok» agantepom (LLA, Luer Lock Adapter), ¢ Konnaukom NnacTnkoBbIM »ecTkum (PRTC,
Plastic Rigid Tip Cap); 2. YNnnoTHUTeNb NOPLUHA WNPpULA S1acTUYHbIA And wnpuues BD Hypak o6bemom ot 0,5 M fo 20 mn (ceporo nnu YepHoro LseTa); 3. lMoplueHb
PR ana wnpuues BD Hypak o6bemom o1 0,5 mn go 20 mn (becLiBeTHbIN unwv 6enoro LseTa). 4. Ynop ansa nanbues Backstop (BS) ana wnpuues BD Hypak o6bemom ot
0,5 mn go 20 mn (6enoro userta).
CoctaB
[ina nsrotoBneHua iMnnaHTaTa NCNonb3yoT CeayloLee Cbipbe:
« lnanypoHart HaTpusa (Sodium Hyaluronate) - 1,7-1,9 m/la (OCHOBHOW KOMMOHEHT MEAVLIMHCKOTO U3LeNNs);
« Hatpusa xnopug (Sodium Chloride) (komnoHeHT docdaTHo-coneBoro bydepHoro pactsopa);
« Kanua gurnppodocdat (Potassium dihydrogen phosphate) (komnoHeHT pocpaTHo-coneBoro 6ydepHoro pacteopa);
« Hatpusa rugpodocdat 6e3soaHbin (di-Sodium hydrogen phosphate anhydrous) (komnoHeHT docdaTHO-coneBoro bypepHoro pacteopa);
- Kanua xnopug (Potassium chloride) (komnoHeHT pocpaTHo-coneBoro 6ydepHoro pacteopa);
- Bopa ana nHbekunii (pactBopuTens).
VIMnnaHTaT AOMKEH M3roTaBMBaTLCA MO PeLienType, NprBeaeHHol B Tabnuue 1.

Tabnuua 1

CpeAcTBO [ 3aMeleHnsi CMHOBUAIbHON Xuakoctn ArtroMovia® (AptpoMosua)®
no TY 32.50.22-001-56682655-2022

HanmeHoBaHue MpoueHTHOE coaepxaHue cbipbs, %

Cbipbs B pacTBope

Umnnantara . . . .
1. ArtroMovia® Neo 2. ArtroMovia® Plus 3. ArtroMovia® Forte 4. ArtroMovia® Supreme
(AptpoMoena® Heo) (AptpoMoena® Matoc) (AptpoMoena® dopre) (AptpoMoeuna® Cynpum)

Hatpus ruanyponar

(monek. macca — 1 1,8 2 2,2

1,7-1,9 mJa)

Harpus xnopug, 0,56 0,56 0,56 0,56

Kanus puruppodocdar 0,024 0,024 0,024 0,02

Hatpus

rnapodocpar 0,144 0,144 0,144 0,144

Kanus xnopup, 0,02 0,02 0,02 0,02

Bopa ans nHbekumit No 100 [lo 100 Nlo 100 [o 100

COOTBETCTBYE OCHOBHbIX XapakTePUCTNK BapnaHTOB UCNONHeHUA VimnnaHTaTa npusegeHo B Tabnvue 2.
Tabnuua 2

KOHLeHTpaums HaTpus

06bem MMnnaHTata
rmanyposara, %

BapuaHT ucnosHexus 0Gbem wnpuua

ArtroMovia® Neo (AproMonMa® Heo) 2 2,25 1
. 1 1
ArtroMovia® Plus 2 2,25 1,8
® : '
(AptpoMosua® Mnioc) 2,2 3
ArtroMovia® Forte 2 2,25
(AptpoMoeua® wopre) ’ 1
t ia® s : :
ArtroMovia élpreme 2 2,25 2,2
(AptpoMoBuna'® Cynpum) 22 3

OCHOBHbIE CBOICTBA

[Ins Npou3BoACTBA VMIMNAAHTATa UCMO/b3YIOT HATUBHbIM XMMUYECKN HeMOANDULIMPOBAHHDINA TMaNyPOHAT HATPUS BbICOKOI CTENEHN O4NCTKM, MONYYeHHbIN nyTem GakTe-
pUanbHOIt GpepMeHTaLnm, He cofepxalLmii Genkos XMBOTHOTO NPOUCXOXAEHNS. CHOBUANbHAS XUAKOCTb, KOTOPAs SABNSETCSH BA3KOINACTUYHON M3-3a NPUCYTCTBUA M1a-
JYPOHOBOIA KNCNOTbI, 0OHAPYeHa BO BCEX CMHOBMA/IbHBIX CYCTaBaX, B YACTHOCTH, B TSHXENbIX HECYLLMX CYCTaBaX, re OHa obecreunsaeT HopmasibHoe Ge360ne3HeHHoe
ABVKEHME 13-3a CBOMX CMa3blBaIOLLMX M aMOPTU3MPYIOLLMX CBOACTB. OHA Takke OTBEYaeT 3a NUTaHNe XpALLa. B ciyyae pacCTPOIACTB, CBA3AHHbIX C MOBPEXAEHHbIMM CY-
CTaBamu (0CTe0apTPO3ax), BA3KOYNPYroCTb CUHOBMA/IbHON XMAKOCTH 3HAYMNTENBHO CHUXKEHA, YTO YMEHbLUAET CMa3blBatoLLMe 1 aMOPTU3MpYtoLme GyHKLWW. 3TO NpUBO-
IVT K YBE/IMYEHMIO MEXaHUYECKOI Harpy3ku Ha CYCTaB W Pa3pyLLEHMIo XPALLA, YTO, B KOHEYHOM CYeTe, NPUBOANT K BONN 1 OFPAHNYEHHO NOABMKHOCTM NOBPEXIEHHOT0
CycTaBa. BHyTpuCycTaBHOe BBeJeHe VIMnnaHTaTa yaydilaeT BA3KOINACTUYHbIe CBONCTBA CUHOBUANbHOM XMAKOCTW N BOCCTAHABAMBAET ee CMasblBatoLuye 1 yaaponorio-
watolime GyHKLMN. BBefeHe VIMNaaHTaTa B 0KONOCYXOXMIbHOE NPOCTPAHCTBO NPUBOAMT K YMEHbLIEHMIO MW MONHOMY KYNMPOBaHW0 60N1eBOro CUHAPOMA. CHIbkeHMe
MEXaHMYECKOM HarpysKin Ha NOpaXeHHbIN CYCTaB 3a CYeT BOCCTAHOB/IEHMS B HEM CMHOBWA/IbHOTO FOMeOCTas3a, kak Npasisio, BieyeT 3a coboit ymeHblueHne 60u u ynyy-
LIEHWE NOABMKHOCTW.

Bpemst Groferpagaummn Ans Bcex BapuaHTOB UCMONHEHNs IMNAaHTaTa — He MeHee 90 [Hel, NPo0IKNTENbHOCTb leebHOro sddeKTa /151 BCcex BAPUAHTOB NCMONHEHNS
MmnnanTaTa - He MeHee 90 aHen.

XapaKTepuCTUKN N HOPMbI, KOTOPbIM [JO/XKeH COOTBETCTBOBATL VIMMAAHTAT, yka3aHbl B Tabauue 3.

Tabnnua 3

HaumeHoBaHKe nokasarens XapakTepucTuka n Hopma

Onucanne Bsi3k031aCTNYHbIN GecliBeTHbIN NPO3pPayHbIil OAHOPOAHLIN refb

MoAMHHOCTb HATPUS Mpu cMelmBaHny 1-2 M pacTBopa MMnnaxTara ¢ 50 Ma 3Tua08oro uin
rmanypoHara M30NPONKIOBOTO CNPTA NOSBASOTCA Genble BONOKHA (r1anypoHoBas KUCIOTa).

ArtroMovia™ Neo (AprpoMosua™ Heo) - 9,5-10,5 mr/mn

KoAnuecTBentoe onpeaenetme ArtroMovia™ Plus (AptpoMosua™ Maioc) - 17,1-18,9 mMr/mMn

HaTpus rManypoHara ArtroMovia™ Forte (AptpoMosua™ ®opte) - 19,0-21,0 mMr/ma

ArtroMovia™ Supreme (AptpoMosua™ Cynpum) - 20,9-23,1 mr/mn

LiBeTHOCTb [lonxeH OblTb GECLIBETHBIM B CPABHEHNM C BOJOI

Tpo3payHocTb [JlomkeH BbITb NPO3payHbIM

00beM HanonHeHus He MeHee 3adBeHHOrO

W3Bnekaemblit 06bem *10% OT 3asBJEHHOr0

pH 6,8-7,6

MexaHunueckue BKAIOYEHNS Mpy B13ya/IbHOM KOHTPOJIE HE MPEBLILIAIOT HOPMY

JuHamunyeckas ArtroMovia™ Neo (AptpoMosua™ Heo) - 150-35000 mMa.c

BASKOCTE ArtroMovia™ Plus (AptpoMosua™ MMaioc) - 8000-65000 mfa.c
ArtroMovia™ Plus (AptpoMosua™ Maioc) - 8000-65000 mMa.c
ArtroMovia™ Supreme (AptpoMosua™ Cynpum) - 20000-160000 mfla.c

OCMONANBHOCTD 250-350 MOCcm/Kr

CTepuabHOCTb [lonxeH OblTb CTEPUbHBIM

HauanbHoe ycunve, Heobxogumoe ans NpuBefeHNs NOPLUHA WnpuLa B AeiicTBre — 20X10 H.
3HaueHne «MepTBOro» NpoCTpaHCTBa wnpuua: 0,05*0,02 mn.

10. Cnoco6 npumeHeHus

LLUNpUL, MMeeT coeanHeHre TUNa «Jlyep-J1oKk» Ans GUKCcaLmMm UMbl N MOXKET MCMOb30BATHCS C U0 pa3mepoM 21G (MOXeT BXOANTbL B KOMM/IEKT NOCTaBKM).
PekomeHlyemble UMbl /15 NPOBEEHNS MHBEKLMM (151 BAPUAHTOB UCNONHEHNs VIMNAAHTaTa, B KOMMIEKT MOCTaBKM KOTOPbIX HE BXOAAT UMbl) AN 6e30nacHoi KombnHa-
UMK € MIMNAAHTaTOM: OfJHOPA30BbIe CTePUbHbIE UIIbl pa3mMepom 21G x 2" (0,80 x 50 Mm) 1am 21G x 4" (0,80 x 100 Mm). MpUMepbl peKOMEHLYeMbIX I «MTIbl MHbEKLIM-
OHHble BD Hypoint ofHopa3oBble CTepuibHble», NPON3BOACTBA "bekToH AukMHcoH Mepukan (C) Mrte ta.", Cunranyp, PY N2 ®C3 2008/03143 oT 03.12.2008 .,

«Mrna nHbeKUMOoHHas 0AHOpa3oBas cTepuabHas BD Microlance 3», npoussoacTBa "bekToH [lnknHcoH C.A." Micnawus, PY N2 ®C3 2011/08975 ot 09.03.2023 1.

BbIOOP Wbl ONpefenseTcs edatlum Bpauom. ECTb HECKOIbKO (paKTOPOB, KOTOPble HEOOXOAVMMO YUnTbIBATbL NPY BbIOGOPe pa3mepa (kannbpa) 1 AnnHbI UMbl, KOTOpble OyayT
MCcnonb3oBaTbCs Ans BHyTpI/ICyCTaBHOFO BBEEHUS, B TOM YNC/E aHATOMUSA o6nacm BBeJeHus, paccmﬂHme ME)K,Ely KOXen n CyXO)KVIJ'II/IeM n xapaKTemeMKm naymeHTa (BEC,
BO3pacT).

MNepen Hayanom NpUMeHeHUs CPeCTBO PEKOMEHYETCs Bblaep)KaTb NPy KOMHATHOW Temneparype.

Mopsanok BBeAeHNs:

Hapnexalyym o6pasom npoae3nHGrLMpoBaTh MECTO MHBEKLNN.

BCKPbITb MHAMBMAYaNbHYIO KOMOMHMPOBAHHYIO YNakoBKy. OTKPYTUTL KOAMAYOK C KOHUMKA WNpULA. Meped npuMeHeHreM HeoOX0mnMo YOeanTLCs, YTO OCHOBaHME UMbl
NNOTHO BBUHYEHO B LUI'IpVILL. Pa60Ta JOMKHA I'IpOBOJJ,I/ITbCFI B NoAXoAAWmx acenTnu4eckmnx yCJ’IOBVIﬂX. I'Iepep, VIHBEKLLVIGVI BbII'IyCTl/ITb n3 Lunpmua I'Iy3blpbKI/I Bo3p,yxa B cnyqae
NX Hanmuma.

VIMNNaHTaT creflyeT BBOAUTD MEIEHHO, OKa3biBas MUHUMAbHO HEOOXOAMMOE [aBNeHNe.

Mocne ncnonb3oBaHus LLII'Ipl/ILL BMeCTe C HENCMO/Ib30BAHHbIM HANONAHUTENEM JO0/DKHbI 6bITb yTVIﬂl/I3VIPOBaHbI COr/1aCHO VIHCprKLlVIVI no ﬂpVIMEHEHI/HQ

anI MNCMONb30BaHUM MIMNaHTaTa 0Ha M3 HaKNeeK AO/HKHA 6bITb BK/leeHa B KapTquy naymeHTa, a upyraq — O0TAaHa ﬂaLlI/IEHTy 1151 BO3MOXHOCTN ,D,al'leeI;lLLIEFO OTCNexn-
BaHMS MHGOPMALMK O NPOBEEHHDBIX paHee NpoLieaypax.

11. Cxema NnpUMeHeHns 1 NPoJ0/HKUTENbHOCTb Kypca MeULMHCKOTO u3enus

BBOAMMbIN 00bEM MMniaHTaTa 3aBUCHT OT pasmepa cycrasa. MakcumanbHas 103a MiMniaHTara Ha 0fiHO NpYMEeHeHe B OfHY 06nacTb - 2,2 MA. 119 Kaxaoro KOHKPETHOro
Cy4asn MHAMBUAYAbHO NOAONPAIOTCA COOTBETCTBYIOLIME 0ObeM, CXeMa W [J/INTENbHOCTb Kypca NpUMeHeHus IMnnaHTata. OAHOBPeMeHHO MIMMNAHTAT MOXHO BBOANTD B
HECKO/IbKO CyCTaBOB.

Ha Kypc nedeHuns IMNNaHTaToOM B BapuaHTe UCMONHEHUs ArtroMovia® Neo (AprOMOBMa® Heo) 06biuHO TpebyeTcst LMK NpoLienyp, COCTOALNIA 13 3-5 UHbEKLMI (C UH-
TepBanom B 1 Hefenio).

Ha Kypc neyeHns IMnaaHTaToM B BapuaHTe CNONHEHUS ArtroMovia® Plus (AprOMOBMa® Mntoc) 06bI4HO TpebyeTcst LKA NPOLEyp, COCTOALNIA U3 2-4 UHBEKLMIA (C UH-
TepBanom B 1 Hefaenio).

Ha Kypc neyeHns MIMNNaHTaToOM B BapuaHTe UCNONHEHUs ArtroMovia® Forte (AprOMOBVIa® ®opTe) 00bl4HO TpebyeTcs LMKA NpoLienyp, COCTOALMIA U3 1-3 UHBEKLN
(c uHTepBanom B 1 Hegenio).

Ha Kypc nedeHuss MmMnnaHTaTom B BapuaHTe MCMNONHEHWUs ArtroMovia® Supreme (AprOMOBMa® Cynpum) obbluHO TpebyeTcst UMK NpoLefyp, COCTOSLMiA
13 1-2 UHbeKLWiA (C MHTepBanom B 1 Hegento).

KypC /NleyeHns MOXHO MOBTOPUTL MpW HeobX0AUMOCTW. TMepepbiB Mex[dy Kypcamu Onpefensietcs BpayoM, peKOMeHayemblit nepepbiB 40 12 MmecsueB (He MeHee
6 mecsues).

12. KOMNIEeKTHOCTb

B KOMM/IEKT NOCTaBKM MeAULIMHCKOTO U3eNns B 3aBUCMMOCTI OT BapUaHTA MCNONHEHMS JO/KHbI BXOANTD:

1. CpeAcTBO /191 3amelleHnst cuHoBManbHoi xuakoctn ArtroMovia® Neo (AprpoMosua'® Heo) no TY 32.50.22- 001-56682655-2022, B cocTase:

- CpefiCcTBO /191 3aMelLeHns CMHOBManbHOM xuakoctn ArtroMovia® Neo (AptpoMosna® Heo) koHueHTpaumeit 1% (10 Mr/Mn), obbemMom 2 M, B wnpuue 0bbemom
2,25 M0 -1/2/3 wt;

- rna MHBEKLMOHHAs Of{HOKPATHOTO MpuMeHeHus 21G x 2" (0,80 x 50 mm) nam 21G x 4" (0,80 x 100 mwm) (PY N ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
nnn 6e3 urmbl;

- VIHCTpYyKUMS N0 NPUMEHeHMIo — T wT,;

- CTuKepbl nauyeHTa - 2/4/6 wr.

2. CpefCcTBO AN 3aMeLLeHnst CUHOBUANIbHOM XKMAKOCTH ArtroMovia® plus (AprOMOBI/Ia® Mntoc) no TY 32.50.22- 001-56682655-2022, B cocTaBe:

- CpefcTBo Ans 3ameltieHunst cuHoBranbHom xuakoctu ArtroMovia® Plus (AptpoMosua® Mntoc) koHueHTpaumeit 1,8% (18 mr/mn), 06bemom 1/2/2,2 M, B wnpuue obbe-
Mom 1/2,25/3 mn - 1/2/3 wr;

- Mirna MHbeKLUMoHHasi OAHOKPATHOro npumMeHeHus 21G x 2" (0,80 x 50 mm) um 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
1 6es urbl;

- VIHCTPYKUMS NO NPUMEHeHMI0 = T wT,;

- CTUKepbl nauyeHTa - 2/4/6 wr.

3. CpeAcTBO 415 3aMeLLeHnst CUHOBUANbHOMN KMAKOCTH ArtroMovia® Forte (AprOMOBMa® ®opre) no TY 32.50.22- 001-56682655-2022, B cocTase:

- CpeacTBo Ans 3aMeLieHns CHOBUAIbHON NAKOCTH ArtroMovia® Forte (AprOMOBVIa® ®opTe) KoHLeHTpaumei 2% (20 mr/mn), o6bemMom 2 M, B LnpuLie 06bemMom
2,25 M0 -1/2/3 wt,;

- Mrna MHbeKLMOHHas Of|HOKPATHOro npumeHerus 21G x 2" (0,80 x 50 Mm) nau 21G x 4" (0,80 x 100 mm) (PY N2 ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
1 6e3 urbl;

- VIHCTpYKLMA N0 NpUMeHeHnto — 1 wT.;

- CTUKepbl NaumeHTa - 2/4/6 wr.

4. CpencTBo AN 3aMeLLeHnst CUHOBUA/IbHOW XXUAKOCTM ArtroMovia® Supreme (AproMosma® Cynpum) no TY 32.50.22-001-56682655-2022, B cocTaBe:

- CpefcTBO 411 3aMelLeHuns CUHOBMAIbHOM XKMAKOCTH ArtroMovia® Supreme (AprOMOBMa® Cynpum) KoHUeHTpaumen 2,2% (22 mr/mn), obbemom 1/2/2,2 mn, B wnpuue
obbemom 1/2,25/3 mn - 1/2/3 wt,;

- Mrna MHBEKLMOHHAs OfiHOKpATHOrO npumeHerus 21G x 2" (0,80 x 50 mm) nam 21G x 4" (0,80 x 100 mwm) (PY N ®C3 2007/00712 ot 03.12.2007 r.) - 1/2, 2/4, 3/6 wr.,
nnu 6e3 urbl;

- VIHCTpyKLMS N0 NPUMeHeHMIo — T wT,;

- CTukepbl nauyeHTa - 2/4/6 wr.

KomnnekT nocTaBki MeauLyHCKOro U3fenmst MoxeT ObiTb 6€3 1ribl b0 € 0HONM NN ABYMSI UTIAMN «MTbl MHBEKLIMOHHbIE OJHOKPATHOTO MPUMEHEeHWs», NPON3BOACTBA
«XUPAHA T.MHxekTa a.c.», Cnosalikas Pecnybauka, PY N2 ®C3 2007/00712 ot 03.12.2007 . Pa3mep niibl 21G x 2" (0,80 x 50 MM), LBETOBOI KOZ, UI/Ibl — TEMHO-3€/1EHbIi;
1nn pasmep urnbl 21G x 4" (0,80 x 100 MM), LiBETOBOI KO, UTNbl = 3€eHbIA. VITbl CTePUAbHBI, M3rOTOBNEHbI N3 HEPXKABEIOLLEl XPOMOHUKENEeBOi CTanu C UCKNIOUNTENbHO
INAfIKOV NMOBEPXHOCTbIO N MEIOT CUIMKOHOBOE MOKPbITIE, CBEPXOCTPYIO TPEXTPaHHYI0 3aTOUKY NaHLETHOrO TUMa, obecreynBas Nérkoe BBEAEHWE UMbl 1 NPaKTUieckn 6e3-
60/e3HEHHDbIN YKOJI.

13. MeTop! 1 YC/10BUSi CTEpUAN3ALNN
MMNNaHTaTbl CTepUAbHbI. MeTof, CTepUan3aLig — BAaxHoe Tenso.

14. YCnoBUs TPAHCNOPTUPOBKM, XPAHEHUS M IKCITyaTaumm

LLUNpULbI € IMNNAHTATOM TPAHCNOPTUPYIOTCH BCeM BUAAMM KPbITbIX TPAHCMOPTHBIX CPeCTB B COOTBETCTBIN C TpeboBaHuamu FOCT 17768-90 1 npaBunamu nepeBo3ku
rPY30B, EACTBYIOWX AR AAHHOTO BMAA TPAHCMOPTa, Npu coblofeHNn TemnepaTypHoro pexuma (ot +2°C ao +25°C).

[0TOBYIO NPOAYKLIMIO XPAHSAIT B OPUTMHANBLHOM NOTPEOUTENbCKOI yNakoBKe BAANN OT COIHEYHOrO CBeTa Npy Temnepatype oT +2°C ao +25°C. [lepxaTb BN OT MCTOUHNKOB
Tenna.

MeaULMHCKOe U3fieNne IKCNNyaTupyeTcs Npyu HOPMasbHbIX KAMMATUUYECKNX YCNoBUsX: Temnepatype oT +20°C fo +35°C, BnaxHocTn He 6osiee 80% 1 aTMochepHoM Aase-
HUK 720-800 MM pT. CT.

13aen1e NPUMeHSeTCS Ha NaLyMeHTax C HOpMasbHO TeMnepatypoii Tena (36,5-37,5 °C).

15. TexHuueckoe 06Cy)XKUBaHNE U PEMOHT
TexHnueckoe 00CNYKNBaHME U PEMOHT He TpebyloTcsl.

16. Ytunusauus

10 OKOHYaHMM CPOKA XPaHEHWS), He BCKPbITbIA IMMNAHTAT LO/KeH ObiTb YTUAM3MPOBAH KaK MeAULIMHCKIE OTXOAb! knacca A B cooTBeTCTBMM € CaHIuH 2.1.3684-21.
LLINpMLL, OCTABLIMIACA HEMCNO/Ib30BAHHbINA PACTBOP VIMNAAHTATa, PACXOAHbIe MaTeprasibl NOC/e MCNO/b30BaHNA JO/KHbI MOABEPraTbca YTMAN3ALMM B COOTBETCTBIM C NPO-
Lieaypoi yaaneHuns MegmLMHCKMX OTXO0B Knacca b, ynakoska - knacca A no CaHluH 2.1.3684-21.

17. MapkupoBka nspenms

MapK1poBKa v MHpopMaLMs Ha yNaKoBKe A0/MKHbI ObiTb NPeCTaBAEHbI HA PYCCKOM fi3bIKe UM FOCYAAPCTBEHHOM fi3blKe FoCy/AapCTBa — UleHa TaMOEeHHOT0 COl03a, Ha Tep-
pUTOpUI KOTOPOTO JAHHOE M3AeNKe peannsyeTcs noTpebuTento.

Mpumeyane: [lonyckaeTcs COBMeLeHNe MAPKMPOBKI Ha PYCCKOM A3blke C MapKMPOBKO Ha MHOCTPAHHOM A3blke.

PaclimpoBka NCnosbyemblx CUMBOMOB B cOOTBETCTBIM ¢ TOCT P MCO 15223-1 npu MapkupoBke npusesfeHa B TabnuLe 4.

CvMBObI, ncnonb3yemble Npu MapkMposke Tabnunua 4

Cumson HaumeHoBaHue cumBona OnucaHne cumBonia

M3rotosuTenb YKa3bIBaeT M3roTOBUTENA MEAMLIMHCKOTO U3aenuns

YKasbiBaeT [aty, Korga Obl10 3rOTOBEHO MeanunHCKoe usaenne

Mcnonb3oBartb Ao YKasbiBaeT [aty, nocne ncrevyeHuna KOTOpOVI n3pgenve He 0/HKHO MCNOJIb30BATbCA

[REF] Homep no katanory

YKasbIBaeT Kof, NnapTun, KOTOPbIM U3roTOBUTE/Nb VI,D,QHTVI(I)VILI,VIPOB&J'I napTuio n3aennd

aud
M [lata u3rotoBneHns
[LoT]

Koa naptun

YKkasbiBaeT HOMEP MEANLIMHCKOro U3aeand no Katanory n3rotoButend (apTI/IKyJ'I)

CTepubHbIii MyTb 4151 KUAKOCTU. YKa3biBAeT, UTO MemuUMHCKoe u3penne Oblno nop-
BEPrHYTO CTEPUIN3ALIMM NAPOM WU CYXMM TEMIOM. YKa3blBaeT, Ha Halnune CTepunbHoi
KMOKOCTW BHYTPU MEAULIMHCKOTO U31eas B Tex C1yyasXx, Koraa CoCTaBasioLye YacTi Me-
ANLMHCKOTO M3[enns, B TOM YUCAe CaMO M3eNNe LIeIMKOM, He MOTYT NOCTaBASTbCS CTe-
PUNbHBIMM

CTepunnsauysi napom
VI CYXWUM TENaom

He CTepnAN30BaTb NOBTOPHO YKa3bIBaET, YTO M3Le/ne HeNb3a MOBTOPHO CTEPNIN30BATb

He ucnonb3oBatb YKasblBaeT, 4To B C/lyyae NOBPEeX/JeHNs YNakoBKM He/lb3s 1CMO0/b30BaTh
npv NOBpexaeHyn ynakoBkn | MEANLMHCKOE n3aenne

YKa3bIBaeT Ha HeO6XO,EI,l/IMOCTb Ana nonb3oBartend 03HAKOMUTLCA C I/IHCprKLI,I/IeVI
Mo NpUMeHeHno

ObpatnTech K MHCTPYKLIMK
10 NpUMEHeHMIo




