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O uegaqr,urcrorrl rBAeJIur.I,

He cooTBeTcTByrorqeM ycTatHoBJreHHbtM

Tpe6oBaHH'I\r

(De4epalruax cnyx6a ro HaA3opy B cQepe 3ApaBooxpaHeHr.rr coo6[Iaer o
BLITBJTeHII{ B O6parIeHI.tLI MeAIIIT.IHCKOTO UgAeIIUfr, He COOTBeTCTByIOUIeTO
ycTaHoBJreHHbrM lpe6oBaHr{rM :

(Ha6opbr AJrr flpoBeAenr,rr flporleAyp br Auurv3a crepr,rJrbHrre oAnopasoBhre
MEDISPO), rporr3BoAcrBa <XDM fpyn, Zur.> (HBM GROLIP, INC., HBM
BUILDING, 98-02 218 ST., QUEENS VILLAGE, NEW YORK I1429, USA), CIIIA,
perucTpaqr{oHHoe yAocroBepeHr{e Ne @C3 2009/03937 or 16.03.2009, cpox AeficrBrr He

orpaHlrrreH, B cBr3r{ c HecoorBercrBr.reM ycraHoBneHHbrM Tpe6oBaHr.rrM focT P 50444-
92 <flpu6opbr, €l[flaparbr n o6opyAoBaur.re MeAr,rrlr{HcKr.re. o6rqre rexHr{qecKr4e
ycJloBut) B qacTr'I KOMIJIeKTHOOTI'I, MaPKrlpoBKI{' coxpaHeHl'Irc cTep[JIbHocTI4,
repMerulrHocrlr )mar(oBKn, focT ISo 7886-1-20tt <Irlnpr.rqrr EHbeKrItroHHEre
oAHOKpaTr{Oro [puMeHeHr{r cTeplJrEHbre. 9acrr 1 . lllnpr.rrlrr Arrt prrHoro
llcnonb3oBaHl4t)) B qacTlt AII'IIIbI IIIK€UIbI' BMecTIlMocTI,I, AJII{He qITJILIHApa uIIIplIqa,
fOCT 16427-93 <Canr[emu n orpe3hl MapJreBlre MeAr,rqnHc(ue. Texnzqecxze ycrroBr.rr))
B rracrn ra6aprrHbrx pa3MepoB, MapKr.rpoBKr.r, |OCT ISO 7864-2011 <Hrnu
I'HbEI(qIIOHHIIE OAHOKPATHOTO IPI,IMEHEHI,I' CTEPI,IJIbHrIC> B qACTI{ O6O3HAqEHI,I'
pa3MepoB, MapK[poBKIt, |OCT P 53498-2009 (CpeAcrBa rrepeBr3orrHlre flJracrbrpgoro
Tn[a. O6que rexn[qecKl{e rpe6oBaHut. MeroArr r{crrbrrarr[fi)) B qacrri Jrr4 HeftHbrx
pa3MepoB.

@e4epaaruar cJrfx6a rro Ha.q3opy n c$epe 3ApalooxpaueHz{ rpeAJraraer
cy6beKTaM o6pauleuur rue4r.rqrncroi npoAyKrlr{[ flpoBecr[ [poBepKy Harrvfglr4'- B
o6panlenNu Bbrme)ma3aguoro MeAuqr,rHcKoro n 3Aen[r, flpoBecrll Meponprlrr]rr rro
fiPeAorBparqenuro o6paulex[s Ha repp[Topr,r[ PoccuftcKofi oeAeparlr{r.r MeAr{rlnHcKoro
lr3AeJrnr u o p$yJrbTarax npor4HlbopMnpoBarb coorBercrByrculr4i Teppuroprnalrnufi
opran Pocs4paBHaq3opa.



Teppuropualrunrra oprauaM Pocr4paauagsopa npoBecr[ Meporpxrrr.u B

coorBercrBl{I{ e rIoptAKoM, npeAycMorpenurrna Aguunr4crparrrBHhrM perJraMeHToM

Pocs4pannagsopa no [crroJrrrenr{ro rocyAapcrBeHuofi r[ynrrlur rro KoHrpoJrro 3a

o6paqeuueu MeAr.rqlrHcKr{x ur4eaufi, yrBepxAeHH;rM npr{KatoM Munrgpancoqpa3Br{Tr{q

Poccus or 05.04.2013 Ns 196H (perucrpaur.ra Munrocra Poccur.r or 7 arrycra 2013 r.
Na 29290), couracuo rpe6onaxuxv floaoxent,tc o rocyAapcrBeuHoM KoHTpoJre 3a

o6parqenneu MeATIIII{HcKr,rx LI3AeJII{fi, yrBepxleHnoro [ocrauoBJreHrreM flpaBr.rreJrrcrBa

Poccnficxof @egepaquu or25.09.2012 Ne 970.
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