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1. HAMUMEHOBAHME MEIUITUHCKOI'O U3AEJINUSA
KonTeiinep oqHopasosblii MeauuuHckuii monuMepssii o TY 9398-001-54287340-2010

2. HABHAYEHHUE MEJTUITHHCKOI'O U3/IEJIAS

KonTeliHep oiHOpa30BbIil MEAMIMHCKHMIA OMMMEDHBIH (1aJiee 110 TEKCTY — KOHTEHHep, H3JeIue) NpeJHa3HaYeH
mnsi c6opa, XpaHEHHsS W TPAaHCIOPTUPOBKM 00pas3LoB/mpob GHoMaTepuanoB (MOYHM, Kajia, MOKPOTHI, CIIH3H,
TKaHH) JUIS IPOBEIEHUS aHATTM3a W/ JUarHOCTHYECKHUX MCCIIEI0BaHMIA.

KonTelinep Hcnons3yercs Kak BCOMOraresibHOe CPEACTBO B AWArHOCTHKE in Vitro.

1lomenyuansusie nompebumenu: NAUNEHTH MEJULAHCKHX YUpPEXKACHUIN U TULA, MMEoLIHe TPO(ECCHOHATBHYIO
MEMLMHCKYIO [OAroTOBKY (MEIMILMHCKHE CECTPEI, BpauH, (enbaiepsr).

Konmeiinep evinyckaemca 6 cmepuibHOM UCNOIHEHUN W NPEOHATHAYEH ONA 0OHOKPAMHO20 NPUMEHEHUA NO
HA3HAYEHUIO.

3. OBJIACTb IPUMEHEHUA

KonTeiinep npeaHasHayeH i UCMOJB30BAHMSA B YCIOBHSX CTAI[MOHAPHBIX, aMOYIATOPHEIX, MOIEBLIX jeueOHbIX,
nedebHO-NpoGUIAKTUIECKUX, HayYHO-HCCIeI0BATENbCKIX, MEINLIUHCKUX YYPEKICHUH U HA JIOMY.

Iloxasanus x npumenenuio. HeoOXooUMOCTh cOOpa, XpaHEHHAs W TPAHCIOPTHPOBKH 06pasuos/mpob
Ouomarepnanoe (MOuYM, Kala, MOKPOTBI, CIIM3H, TKaHW) IJii JajlbHEHIIero NpPOBEJEHHUS AHATH30B W
HCCIIeIOBaHHH B KITMHHUKO-IHArHOCTHYECKUX JlabopaTopusix.

IIpomusonoxazanus Kk npUMeHeHuI0. 3anpellaeTcs IIOBTOPHOE HCIOIb30BAHKE M3EIHIA.

4. MEPBI BE3OITACHOCTH

4.1 Pabora ¢ koHTelHEpoM He Tpebyer 0cobbIX Mep MPeI0CTOPOKHOCTH.

4.2 KonTeliHep npeiHa3HayeH IS OQHOPA30BOrO MCMONb30BaHMs. [IOBTOpPHOE HMCHONB3OBaHKHE M MOBTOPHAS
CTEPHIM3ALIMA HE JOITyCKaeTCA

4.3 HE JIOITYCKAETCS npumeHATh KOHTEHHEp B Clly4ae HapylIEHWs LEAOCTHOCTH WHIMBHIYAIbHON WITH
I'PYIINOBOH YNAKOBKM WK noBpexacHusa ctiukepa « BHY TP CTEPUJIBHO».

4.4 HE JTOITYCKAETCA npuMeHATh KOHTEHHED M0 UCTEYESHHH CPOKA FOIHOCTH, YKA3aHHOTO HA YTIaKOBKE.
4.5 Vicnonp3oBaHue KOHTeMHepa J0/DKHO OCYLIECTRIATHCS B COOTBETCTBMM ¢ Hactosiuei Mucrpykuueit mo
NIpUMEHEHHIO. 3aTpelieH0 UCTIONB30BaHKHe U3MIeNTUi He 10 HA3HAYEHHIO.

4.6 PexoMen/TyeTcs He HCTIONB30BATH KOHTEHHEp MM ero AeTau npu Temneparype cebiiue 40C.

4.7 KonTeiinep He npeHazHa4eH /sl HeHTpudyrupoBaHus.

5. YKASAHWSA 110 SKCIUIYATAIIAU ¥ YTHIA3AITAN
5.1 Texau4eckoe o06cmyKMBaHWE KOHTEITHEPOB HE TIPETYCMOTPEHO, U3/IEHUA HE PEMOHTONPHTOIHBL.
5.2 VTunm3auus KOHTeHHepoB MOJDKHA OCYIIECTBIATHCS B COOTBETCTBHM MNpaBuiaMu cOopa, yuéra M
YTHIIM3aLMH, YCTaHOBICHHBIMH YIIOTHOMOYEHHBIM (eiepanbHbIM OpraHOM HCMONHUTENBHOM BIACTH, a TakKe
CanlluH 2.1.3684 .
5.3 Msgenusa ¢ MCTeKIIMM CPOKOM TOOHOCTH YTHJIM3MPYIOT KakK OTXOABI Kiacca A (3MuaeMHOIIOrHYecKd
OesonacHeie 0TX0/k1) B cootBercTBHM ¢ CanlluH 2.1.3684 .
Hcnonp3oBaHHble U3/IEHs WIH UX JIETATH YTHIH3HUPYIOT Kak OTXO/Ibl Knacca b (anuaeMuonornyecky onacHsie
otxonsl) B cootBeTcTBUM ¢ CanlluH 2.1.3684 .
5.4 YrunusauMH JO/DKHA TOABEPraThCs BCA YMAKOBKA, B TOM HMCIE M TPaHCHOPTHAsA, YEpe3 CHelHalbHbIE
OpraHM3alliy, YKa3aHHbIE MECTHBIMHM OpraHaMy BJIACTH, HO HE BMECTE ¢ OBITOBBIMH OTXONaMH.
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6. TEXHUYECKHWE XAPAKTEPUCTHKH

6.1 KoHTeliHep COCTOMT M3 KOpIryca KOHTeHHepa, HaBUHYMBAIOLIEHCS KPBIIKA U JIOKKH (PU HAIWYHH) WIIH
KOpImyca ¥ HaBHHYMBAIOIIEHCH KpbIIKM c JepikarteneM. Kopryc KoHTeliHepa H3rotaBnuBaeTca M3
HEOKPaLIEHHOTO TMOJMMpPONKICHa; KpBIIKa, KpBIIKa C AEpP/KaTelIeM - W3 HEOKPALICHHOTO WIH OKPAalIeHHOTO
TOJIM3THIEHA WK MOJMITPOTTHIIEHA; JIOJKKA - H3 OKPALIEHHOTO MOJIMIPOTHIEHa.

6.2 KoHTeliHep BBIITYCKAETCA B PA3IMYHBIX HCTOMHEHHAX: C MPSAMBIM JHOM WIH KOHHYECKMM JHOM ¢ KOOKOM
YCTOWYHMBOCTH, C HABHHYMBAKOLIEHCA KPHIIIKOA WM HaBHHYHMBAKOLIEHCS KPBILLKOH C [epKaTesieM, ¢ JIOKKOH Uiu
6e3 Hee, BMecTHMOCTEIO OT 20 M 1o 250 M.

6.3 TloBepxHOCTE KOHTEHHEpa W JeTanel A0/DKHA OBITH YMCTOM, rafKoi, 6e3 my3bipel, CKBO3HBIX OTBEPCTHH,
TpelyH, cKonoB. JlomyckaioTcs uapanuHbl He YXyAIIAIOIIKME TOBapHBIM BH KoHTelHepa. Ha moBepxHoCTH
KOHTelHepa JOMyCKaloTCA HHOPOIHbIE BKIIOYeHHA pasMepom He Gomee 0,5 Mm

6.4 TexHuyeckue XapaKTepHUCTHKH KOHTeiiHepa npuBeneHel B Tabmuue 1. CxemarHdyeckoe u3oOpaykeHHe
KOHTeHHepa npuBeneHo B [Ipunoxenun 1.

6.5 Ha GokoBO#i MOBEpPXHOCTH KOpIyca KOHTeifHepa MO/DKHO OBITH OKHO C IIEPOXOBATON MOBEPXHOCTHIO JJIs
HaHEeCEHHs 3allUCH U rpaJyUpOBKa.

6.6 KonTeliHep ynakoBaH B IépMETHYHYIO MHIMBUIYAIBHYIO WM TPYINIOBYIO YIAKOBKY MM 3aK/I€EH JIEHTOMH
koHTponss BekpeiTHA (ctuxepom «BHYTPU CTEPHUJIBHO»). Cruxep ¢ukcupyercs Ha KpbIlIKe W KOpIyce
KOHTelHepa ¥ 00ecrieYHBaeT COXpaHEeHHe IKCIUTYaTallMOHHBIX KA4€CTB B TEUCHHE BCET0 CPOKA XPaHEHHS.

6.7 Cnocob crepuin3alii — paauallHOHHbIH.

7. HOPATOK PABOTHBI C U3JIEJTMEM

7.1 Iopsanok paboTe! ¢ u3eMeM B MHAMBUIYaIbHOMN yIIaKOBKe/ MpyINIOBOH YIaKoBKe/ CO CTUKEPOM:
- W3Bnieus koHTEHHED U3 HHANMBHIYAIbHON YIAaKOBKH/ IPYTINOBOH YITaKOBKH/ COPBAaTh CTHKEP;

- OTKpBITh KPBIIKY/ KPBIWKY € JepiKaTe/ieM KOHTelHepa;

- ITomecTHTh GHOMaTEpHAN B KOHTEHHED;

- [110THO 3aKpBITE KPBIIKY/ KPBILIKY C Jep/KaTeIeM.

8. KOMILVIEKTHOCTbD

8.1 B KOMIUIEKT MOCTABKH KOHTEHHEPOB B MHIMBHIYaTbHOM H(HIH) IPYINOBOH YIaKOBKE JODKHO BXOIUTE:

- KOHTeHHep OJIHOTO UCTIONTHEHHS B MHUBHAYATbHOMH H(WIK) TPYNIOBOH YIIakoBKe

- HHCTPYKLHA 10 NIpUMeHeHuIo* - | 1T,

- TPAHCNOPTHAA ynakoBka - | mr.

* VHCTpyKUMs MO MPUMEHEHHIO B COKPAIIEHHOM BHJE TNOCTABIAETCA B KOMIUIEKTE C CONMPOBOIMTENBHON JOKYMEHTaUMEH.
JonyckaeTcs HAaHOCHTH MHCTPYKLMIO MO NMPHMEHEHHIO B COKPAlICHHOM BHJEe HA MHIMBHIYaIbHYIO M(HMIIM) IPYNIIOBYIO
ymnakoBky. [TomHEIH TEKCT HHCTPYKLHH TIO MPHMMEHEHHIO Pa3MeIleH Ha caite www.perint.ru, pasaen "Meauunsa",

8.2 B xomrutekT nocraBkyi KoHTeiHepor co ctukepoM « BHYTPU CTEPHUJIBHO» n0mKHO BXOAWUTS:

- KOHTEHEep OJHOr0 UCTIOJIHEHHA

- HHCTPYKUMA M0 NpUMeHeHHI0™ - | T,

- TPaHCMOPTHAsA YNakKoBKa - | IIT.

* HHCTP)’KIIHS 110 MPUMEHEHKIO B COKPALIEHHOM BHJE NOCTABIACTCA B KOMILIEKTE C COI'I}'}GBO,EI.HTGHBHOﬁ I{OK}’MSHT'AHHG‘H.
[TonHbtit TekCT MHCTPYKLUHK MO MPUMEHEHHIO pasMelleH Ha calite www.perint.ru, pasnen "Mennumna".

9. YCIIOBUA TPAHCIIOPTHPOBAHUSA 1 XPAHEHUSA
9.1 KoHTeitHepsl TPaHCIIOPTUPYIOT MpH Temrepatype o Munyc 25°C 10 wmoc 40°C 1 OTHOCHTENBHOM BIXKHOCTH
Boszyxa ot 20% o 100% Beemu BUAaMH TPaHCIOPTA B HMCTBIX CYXHX KPbITBIX TPAHCIIOPTHBIX CPEJICTBAX B COOF
BETCTBHH C MMPABWIAMH TIEPEBO3KH IPy30B, ISHCTBYIOIMMH Ha KaXI0M BHJIe TPaHCIOPTA.
9.2 XpasAT KOHTEHHEpPBI B TPAHCTIOPTHON YIAKOBKE B 3aKPBITOM TOMEIIEHUH, HCKTIOYAIOMIEM ITONaJaHue NMpAMbIX
COJIHEYHBIX JTy4eH, Ha PaCCTOSAHMM He MeHee 1 M OT HarpeBarebHEIX NpUGOPOB Npu Temrepatype ot munyc 15°C
1o wioc 35°C ¢ OTHOCHTENBHOM BIGKHOCTBIO Bo3Iyxa 40% - 80%.
9.3 Tlocne TpaHCIOPTHPOBAHKSA B YCIOBHMAX OTPHLIATENBHBIX TEMIIEPATYpP KOHTEHHEPHI JO/KHEI OBITE BhIIEPKaHb!
B TPAHCTIOPTHOH YTIAKOBKE B HOPMaTBHEIX KiuMaTideckux yenoruax o I'OCT 15150 ne menee 12 4.
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Tabmana 1 — Texangeckne XapakTepHCTHKH KOHTeHHepa

Odo3nayenHe HCMOIHEHHS Buemnuii Bua/ komnuextanua  |Homuuansuas |H (BwicoTa ¢ (D (xnamerp no
KOHTelHepa BMECTHUMOCTE, | kpBIMIKOI), | KPbILIKE), MM
M MM
IKOOHIIII(IIC)-20 ¢ npo3pa4Hoii/ [psmoe fmﬂr" C HaBHHYHBAKOIIEHCS
epacrot/ Geott KpEmXol IKpBILIKOH 20+10% | 39.3x10% | 54.0£10%
" [Mpamoe aHO/ ¢ TOXKKOH ©
LOOTITITCS) 20 o Romealt e brossienreiresc i 20+10% | 39.3+10% | 54,0£10%
po3p i e HABHHYMBAIOLIEHCA KPBILIKOK
KOOHIII(TIC)-25 ¢ npospauHoit/ [Ipsamoe fufof ¢ HaBHHYHBaoLIeiics < .
[kpacHo#/ 6enoil KpBILIKoi [PEmTROM 25E10% | 39,4100 | 34,0510%
o [Ipsimoe HO/ ¢ TOXKKOH ©
KOOHJIIIII(ITC)-25 ¢ noxkoi u
pO3pavHOM/ KpacHOH/ Genol KpLIIKOi OTpaHUYUTEIeM U 25+10% 39,4+10% 54,0£10%
HaBMHYHBAIOIIEHCS KPBIIIKO#H
KO1HITIT-25 ¢ npospa4noil/ kpacHoll/  [KOHHYeCKoe AHO/ ¢ i 8
lkopHuHeBOil/ Genoii/ ToyGol Kpemmkoji  HABHHIMBAIOUIEHACH KPEILIKOH 2E10% | J20=10% | 31,0=100
O1HJTITIT-25 ¢ noskkoi # pospauxol/ [KOHHUECKOE THO/ ¢ 0%KOH Ge3
acHoM/ kopu4HeBoii/ Oenoii/ ronyGoit  PTPAHHYUHUTEIIA U 25£10% 92,0£10% | 31,0£10%
PBIIIKOi HABHHYMBAIOLIENCA KPBIIKOH
OOHIIII(IIC)-30 ¢ npo:spa'-moﬁf paMoe f[HO.f C HaBMHYHBAIOLIEHCH 4 1100 "
pacHol/ GeoHl KpLIKOH LIKoR 30£10% | 39,5£10% | 54,0+£10%
. [psmoe AHO/ ¢ TOIKKOM ¢
KOOHJIIII(TIC)-30 ¢ nosxxoii n " i o
(po3paHOE! Kpacaol/ GeioH KpsIKSH OrpaHHYHTENIEM H 30£10% 39,5£10% | 54,0x10%
HaBUHYHBAONIEHCS KPBIITKOHA
KOOHTITI(TIC)-40 ¢ mpo3pasHoi/ [Ipamoe qHO/ ¢ HABMHYMBAOMIEHCH i . :
kpacwolt/ Genot rpsmmeos KpEILIIKOT 40+10% | 39,6+10% | 54,0£10%
e S e R Er%g?;ﬁgaifgmu ‘ 40£10% | 39,6£10% | 54,0410%
[1PO3p Kp i HaBHHYMBAIOLIEHCA KPRIIUKOK
OOHIIII(TIC)-50 ¢ npozpauroii/ [IpsaMoe AHO/ ¢ HaBHHYHBarOLIEHCS " . .
pacsol/ Genoit KpsnmEok KpBILIIKO 50+10% | 39,7+10% | 54,0£10%
o [TpsMoe AHO/ ¢ JTOKKOH ©
KOOHJITIII(TIC)-50 ¢ noxko# u
1po3pATHOI/ KpacHOH/ Geof KpBIIKOi OTPaHHHTENEM H ) 50+£10% 39,7+10% 54,0£10%
HABHHYHBAIOMIEHCS KPBIITKOi
KOOHITTI(TIC)-60 ¢ mpo3passoii/ [Mpsamoe AHO/ ¢ HAaBUHYHBAEMOMH . . .
[Tpsmoe THO/ ¢ MOXKKOl ¢
KOOHJITTII(TIC)-60 ¢ noxkoi 1
OrpaHHYMUTENIEM H 60+10% 62,0+10% 54,0£10%
Mpo3paqH o/ KpacHo#H/ Oenoi KpLIIIKOH Hgnnq:z;om efiCst KpBIIIKOH $ ? .
= [Tpsmoe AHO/ ¢ HaBMHHMHBAIOLIEHCS
gg;ﬂg;u‘ﬁfo; upmpatmRaml B e 100£10% | 73,0610% | 62,0410%
_ = .. [TpsiMoe THO/ ¢ HABUHYHMBAIOLIEHCH
i;g{% bt e s 100£10% | 73,0£10% | 62,0410%
KOOHITII-120 ¢ npospausoii/ kpackoi/ [ IPAMOe fu‘“)"‘ C HaBHHYHMBAIOLIEHCA = 4 =
bSenalf XeEnmmioH fepBIIKO 120£10% | 73,5+10% | 62,0£10%
- AMOE JIHO/ ¢ HABUHYMBAIOLIENCS
Eg}ggggﬂ Rt e L vyl 120£10% | 73.5£10% | 62,0£10%
4 SIMO€ THO/ ¢ HaBHHYMBAIOIeHcs
g:OOHM [T1-125 ¢ npospa4HO#/ kpacHO#H/ pmmﬁﬁ m 125410% | 74.0410% | 62,0410%
€10 KPBITIKO#
g SIMOe IHO/ ¢ HAaBUHYMBAIOLIEHCS
i:;’)?gfeﬂm SR Nt ¢ mmm b 125£10% | 74,0610% | 62,0+10%
. [Mpsamoe 1HO/ ¢ HABHHYKBAIOLIEHCS
KOOI:II'[H 150 c npospautoit/ kpacuoit/ [P A HY 150£10% | 86,0£10% | 62,0£10%
Genoit KpBIKOi KPBIIKOH
£ [Ipamoe HO/ ©
ﬁ%ﬁ&; e . s 200£10% | 100,0£10% | 62,0£10%
Geoi KpBILIKOH HABHHYHBAIOIIEHCA KPBILIKOH
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10. TAPAHTHUHA U3 OTOBUTEJISA

10.1 MsroroBuTenb rapaHTHpyeT COOTBETCTBHE KoHTelHepor TpeGosanmam TY 9398-001-54287340-2010 npu

cobmonenuu rnoTpedHTENeM YCNOBUN XpaHeHMS H TPAHCMOPTMPOBAHKHS, YKAa3aHMA [0 OSKCIUTyaTallWH,
ycranosieHHBIX TY 9398-001-54287340-2010.

10.2 "apanTHiiHBIH CPOK rOIHOCTH KOHTEHHEPOB - 3 TOJA C JAaThl H3rOTOBIEHHUS.

10.3 TapanTHiiHBIH CPOK XpaHEHHS KOHTEHHEPOB — 3 rojia ¢ JaThl W3TOTOBJIEHNMS, NPH COOMONCHNAH YCIIOBHA
TPAHCIIOPTHPOBAHUA ¥ XPaHEHHS 10 pasziey 9 HacTOsLIEH HHCTPYKIINH.

10.4 Ipn 0BHapyKeHHUH ClIeJI0B HeCAHKLIMOHMPOBAHHOIO BCKPBITHS H HATWYHS MEXaHHYECKHX MOBPEKIEHHMN HE

JUBHIYTLHON MM MPYNTIOBOM YIIAKOBKH ¥ TPAHCIIOPTHON YIIAKOBKM, M3rOTOBUTENb CHUMAET C cebs OTBETCTBEH
HOCTB 110 FapaHTHHHBIM 0bs3aTebeTBaM, yeraHoBeHHbM TY 9398-001-54287340-2010.

11. HH®OPMAIIMSA O HAJIWYMHM B MEJUIIMHCKOM M3AEJAHU JEKAPCTBEHHOI'O

CPEIACTBA JJIA MEJUIIUHCKOI'O MIPUMEHEHUS, MATEPHAJIOB ZKUBOTHOT'O U (WJIH)
YEJOBEYECKOI'O ITPOUCXOXKIEHUSA

HUspenusa ue COJIEpsKaT B CBOEM COCTABE JICKAPCTBEHHBIX CPEACTB 1A MEJULIMHCKOrO MPUMEHEHHA, MAaTEpHalOB
HKHUBOTHOI'O H (HHH) YEIOBEHECKOTO NMPOUCXOKICHWA, HAHOMaTCpHAIIOB.

12. CUMBOJIbI HA YITAKOBKE MEJUITUHCKOI'O U3EJTH A

3anper Ha MOBTOPHOE NPUMEHEHHE

He ucnonb3oBath TpH NMOBPEKIOCHHH YTTAKOBKH

MeauiMHCKOe H3/Ie/Iue Ui JHArHOCTHKH in Vitro

Papmaimonnas crepuimsanms

13. U3TOTOBHUTEJIb
Heny6nuanoe akiuonepHoe obuectro « [IEPUHT» (AO «ITEPUHTY)
anpec: 188689, PD, Jlemunrpanckas obnacts, BceBOMOKCKWI MyHWIWMN. p-H, rn. 3aHeBckoe, M. /1 CT.

Marnogo, Tep. Copska-Crapast mpou3BoJ-HO CKJIajcKas 30Ha, npoe3a 1-i, crp. 15/16
ren: +7 812 490 1881

www.perint.ru _e-mail: perint@perint.ru

14. CBEAEHUS O PEKJIAMAIIHASX

Pexnamanuu B yCTaHOB/IEHHOM MOPSIKE HAMPABIATE MPEANpPUSITHIO-U3TOTOBUTEIIO 110 aapecy:

HenyGmuunoe akumoneproe odmectso « [ TEPUHT» (AO «ITEPUHT»)

agpec: 188689, P®, Jlenunrpanckas obnactb, BceBONOXKCKMIA MyHHUMI. p-H, I, 3aHeBCKoe, M. /I CT.
Msrnoso, Tep. Copixa-Crapas npou3Boi-HO CKIajAcKas 30Ha, npoesn 1-#, cp. 15/16

ren: +7 812 490 1881 e-mail: perint@perint.ru

ITpunoxenue 1
Cxemarnyeckoe H300paxeHue KOHTeHHepa
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KoHTeitHep ¢ KOHHIECKUM JHOM KouTeiiHep ¢ npAMEIM THOM KoureitHep ¢ MpAMBIM THOM
¥ HABMHYMBAIOIIEHCA KPBIIKOM ¥ HABHHYMBAIOIIEHCS KPBILLIKOH ¥ HABMHYMBAKOIIENCs KPBILIKOH C JepKaTenem
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