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Mpon3BoACTBEHHOE MpeanpuUsiTe

SA3bIKoaepxXaTe/b AeTCKUiA oaHop”
noTY 32.50.13-044-52777873-2022

PykoBoACTBO Nno akcnnyaraumn MIMAT.942251.009-05 P3
Ver. 003

HacTosiee pykoBOACTBO MO 3KCMAyaTaunn NpefHA3HAYeHO [ O03HAKOM/IEHUS C XapakTepucTukamu W
YCTPOIACTBOM A3bIKOAEPXATENs AETCKOro 0AHOPAa30BOro CTepuabHOro no TY 32.50.13-044-52777873-2022 (ganee no
TEKCTY - A3bIKOAEpXaTesb, U3AeNne), C npaBuaaMin ero akcnayatauuu. A3bIKOAepxaTenb COOTBETCTBYET CTaHAapTaM:
rOCT 15150, MOCT ISO 11135, IOCT ISO 10993-1, FOCT ISO 10993-7, MOCT P ACO 15223-1.

1. OcHoBHble CBefieHUA 0 MEAULMHCKOM U3aennmn
1.1 Ha3HayeHne 1 06/1acTb NpUMEHeHNs
AA3bIkogepxaTenb AeTCKUA 0fHOPA30BbLIA CTepUbHbIA No TY 32.50.15-044-52777873-2022 - xupypruyeckuin

NHCTPYMEHT, NpefjHa3HAYEHHbI AN 3aXBaTbIBaHWA, BbITATMBAHNSA U YAEPXaHUS A3bIKA B HY)XHOM MOMOXEHNN.
O6nacTb NPUMEHEH NS LU XL .

YCnoBus NpUMEHeHusl, B Ne4ebHbIX 1 ne4e6HO-NPOPUNAKTUYECKUX MEAULMHCKIX YUPEXAEHUSX, NepeaBIKHbIX

Komnnekcax MmeguLmnHCKOro HasHa4eHus, aBTOMOONNIAX Me,U,I/ILLI/IHCKOI\/‘I nomouun, nNosieBbIX yCNOBUAX, Ha AOMY.

MoTeHUManbHble MOTPEGUTENN: Bpaun M CPeAHWA MEAULMHCKMIA NEepcoHan CTaUMOHApHbIX MeauLUHCKIAX
opraHu3auni, MeauLMHCKMIA NepcoHan CKOpOiA MeAMLMHCKOKA MOMOLM, NMLa, KOTOPbIe B CUMY NPOGeCCHOHANbHbIX

00513aHHOCTEI 0Ka3bIBAKOT NEPBYHD NOMOLLb.
T1(216'/I76l.'A3bIKoAepXaTe b NpeAHa3HauYeH Ana NauMeHTOB, pOCT KOTopbIX oT 70 cm Ao 130 cwm.

1.2. okasaHMs K NPUMEHEHUIO

icnonb3oBaHue MeAWULMHCKOTO U3LENNA B COOTBETCTBUM C €r0 HasHaueHunem.

1.3. MpoTrBONOKAa3aHNA NMpY NPUMEHEHNN

MpoTMBONOKA3aHMS NPU NPaBUILHOM NPUMEHEHUM A3bIKOAEPXKATENS OTCYTCTBYIOT.

1.4. MobouHble apdexTbl
Mpu Hagexallem MCronb30BaHUM A3bIKOZepxaTeneil nobouHbIX 3deKToB He HabnofaeTcs.

2. KoMn/ieKTHoOCTb
1) AAsbikogepxaresnb AeTCKMA 0AHOPA30BbIi CTEPUbHBLIA - 0T 1 WwT. Ao 500 wum.
2) PykoBofcTBO No 3Kcnnyatauum MIMAT.942251.009-05 P9 - 1 um.

3. OnwvcaHne MeguLMHCKOro M3genus
fA3blkofepxaten AeTCKWii OAHOPAa30BLIA CTepunbHblii no TY 32.50.15-044-52777875-2022 npefcrasnset

€000/ 3aXNM C KpeManbepoit 1 rybkamu (paboueit YacTblo) pasnnyHoin hopMbl (CM. PucyHok!).


https://medik-dom.ru/shop/goods/yazykoderzhatel_detskij_odnorazovyj_sterilnyj.html

PucyHok 1. A3blkogepxaTenbAe T CK1ii 0AHOPA30BbI aepubHbIiino TY52.50.15-044-52777875-2022,

roe 1 - rybku (pabouast yacTb), 2 - 3aMOK, 5 - Kpemanbepa

A3bIKogepxaTenin U3roToBEeHbl U3 HETOKCUYHBIX MaTepUasios.
MaTepuan n3roTosneHna sasbikogepxaTenaNoTrrn. pogHamug MA6-NT-CB30B-1 TY Pb 500048054.017-
2002 npoussogctea OAO «IpogHo A3oT», Pecnybnnka Benapycb. Bug KoHTakTa C OpraHM3MOM: KPaTKOBPEMEHHbIN

KOHTaKT CO CAN3UCTLIMIU 060104KaMK NONOCTH pra.

4, TexHunyeckne xapakTepucTuku

a. FabapnTHble pas3mepbl, OCHOBHbIE pasMepbl pabounx yacTeil A3bIKOAEPKATENs, Konel 1 napameTpbl 3y6LoB
Kpemasnbepbl, MM:
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- ONyckaeMoe OTK/IOHEHWe OT yka3aHHbIX pasmepos: And pa3mepos * 50 MM - 5%, A ocTasibHbIX - 5%.

b. Macca s3blkofiepxatens 6e3 ynakosku: (17,5 +2) .

5. Mpaswna paboTbl

1) FA3blKofepxaTesm AOMKHbI MCNONb30BATLCS TOMLKO KBUIM(ULMPOBAHHBLIM NepCoHasIoM!

2) HavBUaYaIbHYI0 YNaKkoBKy BCKpbIBATL C COB/IOLEHMEM NpaBn acenTuku!

3) cnonb3oBath A3bIKOLEPXKATENM HENOCPEACTBEHHO NOCAE BCKPLITUS MHAMBUAYAIbHOW yNakoBKu!

4) Vicnonb3oBath n3fenue ToNbKO N0 Ha3HAYEHUHO!

5) Jkcnnyatauusa A3blkofepxaTeneil ¢ NOBPEXAEeHHOA WHAMBUAYANbHOW YnakoBKOW, HEOAHOPOAHbLIM
cBapHbIM LWwBoM 3ATPELLEHA!

6) lMoBTOpPHOE MCNoNb30BaHME A3bikoaepxateneint SAMPELLEHO!

7) MpuMeHeHne A3bIKOAEpXaTeneil nocne ucTeveHus cpoka rogHoct SAMPELLEHO!

BH/IMAHWE! A3bikogepxatenn cTepunbHbl, anuporeHHbl 1 HETOKCUYHBI.

BHUMAHWE! f3bikofepxaTenn  BbiMyCcKAOTCA  CTEPUNbHLIMWA W MpefHas3HauyeHbl Ana  0LHOPa30oBOro
CNoMbL30BaHNA.

YcnoBsua aKkenayaTauuu:

Temnepartypa: ot +5 go +40 X.

OTHOCUTENbHAA BAAXHOCTL: He 6onee 90% npu +25 °C.



6. YCNOBWS XpaHeHNs 1 TpaHCNopTUPOBaHUS

A3blkogepxarenu LOMKHbI XPaHUTbCA B WHAMBUAYA/IbHBIX YNaKOBKaxX NpeanpuaTAs W3rOTOBUTENS B CYXOM
OTan/MBaemMoM MOMELLEeHNN npu Temnepatype ot +5 go +40 °C 1 OTHOCMTENbHOW BRAXHOCTW Bo3ayxa He 6onee 80%
npu Temnepatype +25 °C (ycnosua xpaHenus - 1 no MOCT 15150).

TpaHcnopTupoBka HSbIKO,CI'ep)KaTeI'IEVI MOXET NPoBOAWTLCA BCEMU BUAAMU KPbITbIX TPAHCMNOPTHbLIX CPEACTB B

COOTBETCTBMM C MpaBWnamiu MepeBO3k T[Py30B, [elaBYIOWMMM Ha TPaHCMOPTE KOHKPETHOTO BuMAA. YCNoBus
TpaHcnopTuposaHusa - 5no MOCT 15150.

7. CBefieHns 0 aepuausalmm
MeguumHckoe u3genue noctasnsetca 8 CTEPU/IbHOM Buge.

MeTog cTepunm3auum A3bikoAepxaTeneid; rasosblil (OKCUAOM (OKUCbIO) 3TUNEHA).
MosTopHaa crepunusauns SAMPELLEHA!

8. MopALOK 1 YCNoBMA YyTUAN3ALMM

Vicnonib30BaHHbIe A3bIKOAEPXaTENN YTUMSNPYIOTCA Kak MeauLMHCKIe OTX0AbI knacca «b» (CaHluH 2.1.3684'21).

Hewncnonb3oBaHHble S3blkogepXaTesn C UCTEKLMM CPOKOM TOAHOAu YTU/M3MPYIOTCS Kak MeAMLMHCKWE OTXOZb
knacca «A» (CaHlMuH 2.1.3684-21).

NHavBuayasbHas ynakoBka A3blkoLepkaTtenell YyTUIN3MPYeTCa Kak MefuuuHCKWe 0TXodbl knacca «A» (CaHlud
2.1.3684-21).

9. TexHuyeckoe 06CyX1BaHWE U PEMOHT

SIsbIkogepxaTtenn ABNAITCA U3genneM 04HOPa30BOr0 NPUMEHEHUS. TEXHUYECKOMY OOC/TY)XMBAHNIO U PEMOHTY
A3bIKOLEPXATENN HE NOA/EeXAT.

10.  TapaHTWiiHble 0653aTeNbCTBA

lpon3BoauTeNb rapaHTMpyeT COOTBETCTBME W3Aenis Tp86OBaHVIFIM TEXHUYECKNX ycn03m7| npu COﬁmO,U,EHVIVI
npaBnn XpaHeHna u TpaHCnopTUPOBaHUA.

FapaHTIs He PacmpOCTPaHSIETCs Ha MOBPEXIEHWS, BbI3BaHHbIE HEGPEXHBIM XPAHEHWUEM, TPAHCMOPTUPOBAHNEM
n3penvs.

CpoK rogHoCTU u3genus - 5 feT ¢ gatbl CTepuamn3aLun npu cobiofeHnn YCI0BUIA XpaHEHNS.
11.  CefeHus 0 Npou3BoAMTENE MEeAULMHCKOTO U3genus
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12.  PaclumpoBKa CUMBO/IOB, KOTOPbIE MOTYT UCNOMb30BaTLCS MPU MapKMPOBKE U3AENNS U YNaKOBKM

Cumeon OnucaHue
L MEANNAHT ToBapHbIil 3HaK NPeAnpPUATUS-U3rOTOBUTENS
M1 N3rotoBnTe b
ISEWE] CTepunnsaLvs OKCUOM 3TU/eHa
(D 3anpeT Ha NOBTOPHOE MPUMEHEHNE

2 Mcnonb3oBarth f0...



CvmBon Onucaxune

He cTepunn3oBatb NOBTOPHO

He ncnonb3o8aTh NpyU NOBPEXAEHUN YNAKOBKU U 06paTMTbCﬂ K MHCTPYKL KN
(§ ) Nno NPUMEHEHNUIO

llotd Kog naptum

[lata u3rotosneHus

TemnepaTypHblii fuanas3oH (rpaHuLsl TEMNepaTypHoro auanasoHa, B
npegenax KOToporo MefuLMHCKOE W3fenue MOXeT 6biTb NPUMEHEHO 6e3
yuiep6a ero 6e3onacHocTm)
[lnanasoH BNaXHOCTK (AranasoH BAAXHOCTW C yKa3aHUEM BEpXHeil

0 rpaHuLbl BNAXHOCTW NPUMEHEHUS MeLULMHCKOTO u3genus 6e3 yuwepba ero
6e3onacHocTy)
O6paTnTech K MHCTPYKLMU MO NPUMEHEHUIO UAN K UHCTPYKLMMA NO

cul
NPUMEHEHUIO B 3/IEKTPOHHOM BUje

ISO 13485 3Hak cooTetcTBuA ISO 13485
He gonyckaTtb BO3AeiCTBMSA Bnaru
f Xpynkoe, obpallarbcs 0CTOPOXHO
LTabenupoBaHue orpaHM4eHo

Bepx

13.  CBupaeTenbCTBO O NpuemMke

fA3blkofepxatenb AeTCKMA OfHOPa30Bblii cTepunbHbld (apT. OW 500) cootsetctByeT TY 32.50.13-044-

52777873-2022 v npu3HaH rogHbIM K 3KcnayaTtauum.

LWramn OTK:





