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VHCTPYKUMN MUHHM w /#"N
Yawkun mukpobrnonornyeckue (Metpu) nonmmepHor™NoN eMKHUMep

no TY 32.50.504)33-29508133-20"

1 Ha3HauyeHue

Yawwkn mmkpobunonorunyeckue (MeTpu) nonnmepHble ctepunbHble MuHnMeq (ganee nigenms),
npeAHasHayeHbl 418 KyNbTUBUPOBaHMS MUKPOOPraHM3MOB Ha MIOTHbIX MUTaTe/bHbIX Cpejax B na-
6opaTopusix NeyebHO-NPONNAKTUYECKUX YUPEXAEHWNI B ANAarHOCTMKeE in vitro.

2. OCHOBHble TEXHNYECKME XapaKTepUCTUKN

HavmeHoBaHue n3genuns
n/n
1 Yawka MMKpobronornyeckas
(MeTpwn) oAHOCEKLIMOHHAS:
- AmameTp 35 MM
- AnameTp 60 mMm
- AnameTp 70 Mm
- anameTp 90 Mm
- anameTp 100 mMm
- anameTp 120 Mm
- amameTp 150 mm
Yaluka M1nKpobronorumyeckas

(MeTpwn) OBYXCEKLMOHHASA:
- anameTp 90 Mm

Yallika MMKpobrosiornyeckas
(MeTpn) TpexceKUMoHHas:
- gnameTp 90 Mm

Yaluka MMKpoburosormyeckas
(MeTpwn)
YeTblpexceKuoHHas:

- amameTp 90 MM

MNpumeyaHwue:

FabapuTHble pasmepbl, MM

- HapyXHbIli 0 vawkuy - 372, hyawkun - 11+2; BHYyTpeHHWIA 0
KpbIWKK - 3812, h KpbILWKK - 6+2; ToNwWmMHaA CTeHKM - 0,6+0,15;
- Hapy>XHbIi 0 valkuy - 602, hyaliky - 12+2; BHYTPeHHWI4 0

KPbILWKM - 6212, h KpbILWKK - 7,5+2; TonwmMHa cTeHKn - 0,6+0,15;

- HapyXHbI 0 yawku - 70+2, Nyawikn - 12+2; BHyTpeHHW 0

KPbILWKM - 7242, h KpbNnKK - 7,5+2; TonwmHa cTeHKn - 0,6+0,15;

HapyXXHbIA 0 Yallku - 8742, h yawwiky - 14+2; BHYTpPeHHWIA 0
KPbILWKN - 89+2, h KpbIWKW - 8+2; ToNLWMHA CTeHKN - 0,6+0,15;
- Hapy>XHbIi 0 yalwkuM - 95+2, h valikuy - 14+2; BHYTPeHHWIA 0
KPbIWKKM - 9812, VIKpbIWKK - 8+2; TONWMHA CTEHKM - 1+0,2;

- Hapy>XXHbIli 0 Yawky - 11342, h yawku - 14+2; BHYTpeHHWI O
KPbIWKN - 11642, h KpbILWKK - 10+2; ToNWMHA CTEHKN - 1+0,2;
- HApPYXHbI 0 vawky - 143+2, h yawku - 17+2; BHYTPeHHUIA 0
KPbIWKK - 14712, VIKpbIlKKY - 10=b2; TONWMHA CTEHKN - 1£0,2.

- HapyXHbIli 0 vawikmy - 87+2, h valliku - 14+2; BHYTpeHHWI4 0
KPbILWKY - 89+2, h KpbILWKK - 8+2; ToNLMHA CTeHKK - 0,6-10,15;
h neperopogku -7+2.

- HapY>XHbIA 0 yvawkuy - 87+2, hyawku - 14+2; BHYTPeHHUIA 0
KPbILWKN - 89+2, N KPbILWKK - 8+2; ToNwWMHaA CTeHKN T 0,6+0,15;
h neperopoaku - 1+2,

- HAPYXXHbIA 0 yallky - 872, h yawku - 14+2; BHyTpeHHWi4 0
KPbILWKN - 89+2, h KpbIWKN - 8+ 1; TONLWMHA CTeHKN —0,6+0,15;
h neperopoaku - 7 + 2

o6o3HaueHusi: 0 - avameTp, / - AnvHa; M- BbicoTa.

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA
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3. TloKasaHuA K NPUMEHEHUIO

M3pennsa NnpuMeHSTCS NS Ky/IbTUBMPOBaHUSA MUKPOOPraHM3MOB Ha MI0THbIX NUTaTe/IbHbIX
cpefax B nabopatopusax e4ebHO-NPOPUNaKTUYECKUX YUPEXAEHNI B UarHOCTUKE in Vitro.

O6nacTb NPUMEHeEHNS - KIMHUYEeCcKas nabopaTopHas AnarHocTuka, 6akTepmosnorus, MeguumH-
CKast MMKpobuonorus.

MpoTuBonoKasaHWi U NO6OYHbIX AENCTBUIA HET.

M3penua paspelleHbl K MPUMEHEHMIO COTPYAHMKAM K/IMHWUYECKOW M1abopaTopHOM AmarHo-
CTUKN: BpayaM K/IMHMYECKOW NabopaTopHO AUarHOCTUKK, MeAULUHCKUM MUKpobuonoram, bakTe-
puonoram, 6uonoram, MeaNLMHCKNM /1a60paToOpHbIM TEXHOI0raM, MeAULIMHCKUMUN TEXHUKaM, Nnabo-
paHTaMm.

WN3aenvie He KOHTAKTMPYET C NauMeHTOM, Mef,. NepcoHasn paboTaeT B nepyaTKax.

4.  KOMNNEeKTHOCTb
KoMMneKT nocTaBKW OCYLLIECTB/IAETCA MO TPeboBaHMIO 3aKa3umKa, UCXOASA N3 HOMEHK/IATYpbI
no Tabnuue, B COOTBETCTBUY C YNaKOBKOM U3LeNNIA.
B KOMMNMEKTHOCTb MOCTAaBKM BXOAUT 3TUKETKA Ha KaXK[0e HavMeHOBaHWe v NapTUIo U3JENNs,
NHCTPYKLMA Mo TpeboBaHWIO NOKYynaTens.

5. MapKunpoBska

Ma MHAMBUAYa/IbHOW YNakKoBKe U3AeNnii JO/HKHO 6biTb YKa3aHo:
HavMeHOBaHWe, TOBapHbIA 3HAK 1 afpec NPOV3BOAUTENS;
HaMMeHOBaHWe U3Lens ¢ YKasaHMem MaTepuasioB U3roToB/IEHUS;
AnameTp U3genus;
HaAMUCb «CTEPUSIBHO» U BUJ CTEPUNIN3ALN;
- HOMEp cepuu;
- flaTa U3roToBJIEHNS;
- CPOK rofHoCTH;
- 3HaK OHOKPATHOro NPUMEHEHNS;
- obo3HayeHue TY;
- 0603Ha4veHve PY;
- YCNIOBUSI XPaHeHus;
- 3HaK «in vitro»;
- apTUKYN;
- WUTPUX-KOA;
- cumBon «OCTOPOXKHO! O6paTUTECh K MHCTPYKLUUM MO MPUMEHEHMUIOY.

MapKupobka rpynnoBoi ynakoBKN AO/HKHA COLepXaTb:
- HAaMMEeHOBaHWe N3aenuns;
- TOBapHbIli 3HaK, HAMMEHOBaHWe M afpec NPou3BOANTENS;
- HAAMNUCb «CTEPUNBHO» N BUA CTEPUNN3ALNN;
- HOMEp cepuu;
- laTa N3roToB/EeHNS;
- CPOK ro4HOCTU;
- 3HaK OAHOKPaTHOIro NPUMeHEHNS;
- 0603HaueHune TY;
- 0603HaueHune PY;
- 3HaK «in Vvitro»;
- YC/I0BUS XPaHEHWS;
- apTUKyn;
- LUTPUX-KOA,;
- cnmBon «OCTOopOoXKHO! O6paTUTECH.K MHCTPYKLMN MO MPUMEHEHUIO;
- MaTepuasbl U3roTOBIEHNS N3AENNS;
- AMameTp U3Lenus;
- KO/INYECTBO M3e/INIA B YINaKOBKEe.
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Mapxupopka TpaHCIOPTHOK Taphl NONKHA COAEPHKATh:
- HAHMEHOBaHAE H3JCITHS;
- TOBGPHBIN 3HAK, HAHMEHOBAHHE U AIpPeC NPOH3BOAMTEILN;
- HAMIACH «CTEPUIILHON» M BHA CTEPHIH3ALAM;
- HOMEp CepHH;
- AaTa H3NOTOBJICHHUS;
= CPOK M'OHOCTH;
- 3HAK ONHOKPATHOTO IIPHMEHEHHUA,;
- o6o3Hayenne TY;
- obo3navenne PY;
- 3HAK «in vitro»;
= 8PTHKYT,
~ WITPHX-KOZ;
- cumBoat «OcToposkro! O6paTHTECh K MHCTPYKIHH O IPUMEHEHUION;
~ TpeSOBAHHA K YCIOBHAM XPaHEHHA M TPaHCIIOPTHPOBAHHUS H3AEUN;
- MATEPHANE H3TOTOBNEHUA H3/ICIHS;
- HAMETP H3ACIIHA;
- YHCJIO CAHHUL NoTpebuTeNLCcKON YIIAKOBKE H3ieNHl B TpaHCIOPTHOH Tape;
- Macca HEeTTo | Macca 6pyTTo;
- Macca HeTTO NOTPEOHTENECKOH YNaKOBKH.

6. Ynaxoexa
Hsnenns fmomkHel OHTP YNAKOBAHW B NEPBHUHYIO MOTPEOHTENLCKYIO YNAKOBKY
(MHIMBHAYANBEYIO MIH TPYNMOOBYIO B KOJNMYECTBAX, KPaTHBIX 2 mrykaM) - XPP Menunmuckas
IIeHOYHas yraxoBka (nmpouasoawrens Fujian Green Sail Advanced Medical Material Co.. Ltd.),
KoTOphle obecrneuHpaloT 3aUNTY H3AENUE OT BHEIIHUX GaKTOpOB, KOTOpHE o0ecIeYHBAIOT 3AUIHTY
u3AeNMit OT BHCIIHHX (PaKTOpPOB,
Hsnenus B nepaHuHOl ynakoBKe YNakOBRIBAIOTCA B SIMMKH U3 rOGPHPOBAHHOTO KapTOHA 0O
['OCT 7933, I'OCT 22852, Ceofoanoe MPOCTPAHCTEO 3aNIONHAETCS Pe3aHbIM KapTOHOM, Gymaro#
JUIR UCKITIOUEHHA cBOGOAHOrO NepeMellIeHH BEYTPH AINUKA.

7. xcnayarauns
Yawku MuxpoSuonoruueckue (Tlerpu) nonumephnte crepunntinie MunuMen ssnsiorest cre-
PUNBHBIMH, HE PEMOHTONPUTOHBIME H3ACTHAMYA OHOKPATHOIO NPUMEHEHHH, TEXIIHYCCKOC chny-
WHBAHHE He Tpebyerca.
Cnoco6 npaMeHeHHs H3AeIMil JOIDKEH COOTBETCTBOBATR NMOKA3aHHAM K NMPUMEHEHHIO. Cpox
TOHOCTH HM3/IC/IAS YKa3aH Ha yrakoBKe, Heo0X0IUMO NCNIONL3ORATH JI0 HCTEEHHA 3TOrO cpoka. He
ACNONB30BATDH, €CJIH €CTh Pa3phlB HHANBAAYAILHON WIH IPYNNOBONA YIIAKOBKH.

8. Npasuna yTunulanuu

[Nocne nenons3oBaHWS W3ACNMA PacCMATPHBAIOTCH KaK MOTEHUMAILHO MHQHIMPOBaHHSIE.
YTuausanus JaHHBX B34l NPOU3BOANTCA B COOTBETCTBHH ¢ ACHCTBYIOLIUMI HOPMATHRAMH YTH-
NH3AIHH SNUACMHONOTHYECKH OMACHBIX MEIALIHHCKHX OTXOAOB H MOAIEHKAT YTHHIARHH h YHUYTO-
HEHHUIO B COOTBETCTBHH ¢ TpeGoBaHUAMH K 0OpallieHHIO ¢ MEANIIMHCKUMH OTX0AAMH knacca B, ycra-
HosaenAsMH CarlTuH 2.1.7.2790 u musMu HOpMaTHBHO-NPAaBOBLIMH akTaMH Poccuiickoit ®eaepa-
IHH.

HeHrcnonu30BanRLIe, NPHIISANINE B HENOAHOCTH, ¢ HCTEKIUNM CPOKOM TOAHOCTH H3NE/IHA YTH-
BH3UPYIOTCH B COOTBETCTBHH ¢ TpeOOBaRMAME K 0GPAIIEHHIO ¢ MEANUMHACKHMHE OTXOAMH KI1acca A,
ycraHopneHubiMu CanllnH 2.1.7.2790 1 nusiMu HopMaTUBHO-NpaBoBEIME akTaMH Pocculickoil Me-
ACpaLyH,

9. Tpebosanus bezonacHoCTH
Ilpy sxcruUTyaTAMY H3AENHA HE NOMKHEI OABEPraThCA PE3KHM YAApAM.
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I'l[pOHYyMepoBaHO, NPOLLINTO
OTenieHa neyarbio
et

M

MNpn akcnnyaTauun OMNYCKaeTcA MCMNofb30BaHWE ANAarHOCTUYECKMX nepyaTo
NaTeKCHbIX U NOMBUHWNIXTTOPUAHBIX.

10. O6nacTb NPMMEHEHUS
KnunHunyeckasi nabopatopHasa gvarHocTuka.

M. YcnoBusi NpUMeHeHMs 1 TpebGoBaHUA K 0XpaHe OKpyXatLein cpeqbl

TemnepaTypa oT +10°C go +35°C. ATmocepHoe gaBneHue oT 84,0 go 106,7 KMa. MN3genus,
XpaHuWBLLMECA Mpu 60/1ee HU3KMX WM BbICOKUX TemrepaTtypax, nepes npuMeHeHMeEM Heo6Xxoaumo
[OBECTM O KOMHATHOWN TemnepaTtypbl.

Yrposbl 15 OKPY>XaloLen cpefbl He MpeAcTaBsoT, Mocsie MCNonb3oBaHUA 06e33apaXusa-
IOTCA N YTUNM3NPYIOTCA cM. [MpaBuna yTunmsaymu.

12. MapaHTUKN N3roToBUTENA
M3rotoBuTeNlb rapaHTUMpYyeT COOTBeTCTBME W3aennin Tpe6oBaHuMam TY 32.50.50-033-
29508133-2019 npu cobnoAeHNM YCNOBUIA 3KCNyaTaunn, XpaHeHUst 1 TPAHCNOPTMPOBaHMS.
CpoK rogHOCTU n3genuin 5 net.
Mo BonpocaMm, KacarLwmMMeca KadecTBa U3fenuii, cnefyet obpawarsea no agpecy: OO0 «Mwu-
HUMepn», 241520, P®, bpsHcKas 06n1acTb. BpsHCKuiA paioH, c. CynoHeBo, yn. LocceiHas, 17 a
Ten/dakc:+7(4832) 92-97-97. E-mail: infoQ.minimed.ru

13. YcnoBus TpaHCMOPTUPOBAHUSA U XPpaHeHNA
TpaHcnopTMpoBaTb U3AeNna CrefyeT B KPbITbIX TPAHCMOPTHbLIX CPefCcTBax BCEX BUAOB B COOT-
BETCTBUM C NpaBuiaMy NepPeBO30K, AeNCTBYOLWMMN Ha TPaHCMopPTe AJaHHOr0 B1Aa Npy TemnepaType
oT -50°C po +50°C n BnaxxHoctn MeHee 100% npu 25RC. Bo BpemMs TPaHCNOPTUPOBKU U3Lenns
[OMKHbI ObIThb 3aLMLLEHBI OT 60/1bLION0 AaB/eHUSA, NPSAMbIX CO/THEYHbLIX JyYeld, JOXKASA U CHera.
M3penusa gomkHbl XpaHUTLCA B NOMeLLLeHUN npu Temnepatype oT -50°C fo +50®C 1 BNaxXHOCTH
mMeHee 98%.

HavanbHuMK OTK MpysnHues C.A.
«28» despang 2022r.
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