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OfBHy (OHIII4PI4|J, rau. M.II. 9paarcona PAH> nraHupyer npoBeAe,Hr,re nporleAypbr

3aKynKa rrpor.r3BoAcrBeHHofo o6opyAonauur (4aree - Tonap) Arrr Hyx,q OfEEty (OHI-II4PI4II
urrr. Iv[.[. I{llrr.raroea PAH) B coorBercrBlr[ c (De4eparuubrM 3aKoHolt or l8 Hro,rs 201 I ro,aa ]\b
223-q\l <O :rarynxax roBapoB, pa6or, ycn)'r orAeJrbrrrbuu BvglaMv ropuAuqecKrrx Jrr4rl>.

Cnoco6 3aKyrrKrr - B 3aBilrcuMocllr or oyvrMbr pacrrera HaqaJrbHcrfr vrarccuuaJrbnofi
rleHbr IlofoBopa.

llpocrarr,r rpeAocraBnrn nuQopMarlrrrc o ororrMocrrt ToBapa, yKiBauHoro B Ta6nrqe Ne

1, c y:rasaHrvreM BaJrrorhr r{ craoreM]hr Hturof()o6lo:xenus yqacrHkrKa.

Orne,r AonxeH coAep)Karb cpoK Ae.[crBI{i[ rr]reAJralaeMoft rleHbr r,r paoqer rleHbr Tc,napa.
B .Iaor:Hoc'r'tr, vt3 coAepxaHr4r nrpeAnoxoHkrfl AollKHo oAHo3Harrno onpeAelrrbcs rlena 3a

eAr4Hrrrty Tonapa.
1.2. ll.ocranra Tonapa BKnroqiler e ce6s:
1.2. 1. Ilpuo5percyuelwroroBiJreHpre Tonapa;
| .2.2. IIorp'!,3 orrHo-p€Brpy3orrHbre pa6orur ;

I.2.3. f\ocranr<a Toeapa Ao cKnaAa 3arasuuxa;
7.2.4. CortyrcrByroure pa6olrr r{ i[oKy]!{eHTbr, rrpeA:fcMorpeHHbre n T'a6nuqe J$r 1.

I.3. Z.cuonIIeHI,Ie rapau'ruftusx o6ssareJrbcrB corJraoHo ycnoBr.rrM Ao,r-oBopa.
1.4. !,ocranxa Tonapa B aApeo 3aragqnra ocyrueorB.rrflerce; cvrraMvv opeAcrBalnu llocranrqr.rKa.
florplr:ovno-pa3rpy3ovuue pa6orbr ocyulecrBJrrrorcr ct4raMu 14 cpeAcrBaruu lloc:raBurvKa.
Tonap AoJI)KeH 6urr noerrM, paHee He r{c;rroJrb3oBarHHbrM. ,{ara u:roroBJreFrr{q ne pauee 2020
foAa.
1.5. ,t\rpec rrocraBKld, MoHTaxa Tonapa: {acrr Hexr{noro 3ranvrfl - ocHor]Hoe crpoeHr.re>
pacnonoxeHHoe [o aApecy: r. ]rlocrna, n. Mocxoncruft, noc. I4ncrkrryra flonuour.rervrra)
AoMorlnaAenue 8, crpoeune 2l).
1.6. Bl cfltouMocntu Toeapa 6,utoeeHbt: npuo1pemeuue/uszomorJreHue Toeapa llocmaeu4ur<ou;
mapo, ,ynahi'osKa Toeapa; do'cmasrca Toeapa e adpec 3arcasqurca; no?py3ouHo-prcepy3ctqHbte
pa6or;nut,' ucnoLHeHue eapaHmuuuux o6:qsame.nbcms; pacxodat no cmpaxo?aHuto, Halozlt,
nou.tJliuHbt, t:6opat u LlHde o'nsame:nuHbte ruame,uctl, uHbte 3ompqmbt, c6n3aHHb,te c nocmasrcoti,
npuo 6p,s asruueu/us zomoBn eHueM,U o cmaeu4urcou Toe apa



2. Ilep,g.rgHb, KoJrurrecrBo u rpeldoBaHus K ToBa[,y:
2'l' otmcanMe pI TexHuqeclKI4e xapaKTepIlcrr4Krr'ton,apa [peAcraBnenbr r] Ta6nzrqe Ns l.

Ta6ruua Ns 1

Mauruna 3aKarKlr Qlaxonon amo,"urrue*tIt,rr, ,
xou6nnupotaHHbrMr.r (fl ip-off) KoJrnaqKaruu.
Bosch, MoAeJrb VRK 3080 g znz grirrBaneHl

OrAelenue po3nr.rBa nperaparoB.
fa6aparuue pa3Mepbr

I-lasuaqeHrae u Qyxxunoual ruue

OcHoeHoi uacru (6e: Bbrcryflarounr, sJreMeH.ro"-(norKrr.
IraHeJrb )/npatBJreHn r u T.A.)):

[,Stuna: ( 1615 + 50) urr,r.

Illupuua: (llZl5 + 50) vna.

Bucora: (2000 + 50) rurr,r.

IIkaQ yrpaBneHrrr:

[,nuna: rre 6onee 500 narra.

IlluprEna: ne 6onee 1000 urra.

ArroMarltvecKar 3axarxa QlaxoHon anrovuHue""rura lr
roudrzHltponaHHbrMr.r (flip-off) Korfl aqxaM[.

OcodeuHocru KoHcrpyKuJ.rxr 3arqutroe orpaxAe,Hne AoJtrx(Ho tjHrr sbmorHeHo B
r{cnoJrHeHr.rn orKpbrroro RABS (oRABS):
- c 3neKTlpoHr+ruz 6.noxuparopaMr{ 4eepefi;
- c MHoronyveBrrMlr cBeroBbrMr,r 6aprepaurz 6egonacnocrz
nsazuo4eEcrByrotqr,rMlr c ycrpoficrnou anaplrftnoro
ocraHoBa [pr4 rronaAaHnn [epqaTKt.l B 3Or{/ IBV)K)HVA
MexaHu3troB;

- aurra6nzxoBoe ocBeureHl4e rexHonorzqecxoft 3oHbr uo.rl
JIaMI{HapI{bIM yKpbITI4IeM.

Boglroxnocr,b 3axarKu Qlaxouon (uanuvue ocHacrru):
- (ISO 8362):2R,4R,6R, l0R;
- Vial 6 nl (Qll6 *0,2 urra x 62 +0,5 MrM).

- Vial 5 nl (Qll6 t0,2 uu x 5l +0,J yy;.
Hanuque 6yurepa-nnrarenr Nrfl aJrrotr4r{Hr.rgBblrx u fl ip_off
Korlar{KoB c llo3MoxHocruo pyrHofi 3arpy3Kr4.

Haluqrae 6yuxepa-uaxo[rrreJrrr AJrf, a-[roMaHr4eBbrx u fl ip_
off KoJrraqtrioB, cr{HxpoHr.r3rnpoBarrHoro c pa6orofi

Halnque tBxollHoro rpaHcnoprlpa 4rrr 3arpy3Kr.r r.r3

xopo6or rr Kaocer Qlarouon c .[po.{yxroM, .yK},nopeHHbrx

pe:uuoaoii npo6rcofi, c Bo3MoxHocrrxl ruexannrecxoft
peFyJl[poBKrr HanpaBJrrrrcrur4x rro ul[przHe or 100 uu Ao
500 uu.
Hunqwe Bo3MoxHocrr4 B]rrlp.y3Kr,r $laxonoo,
yKynopeHHbrx KoJrnaqKaMu, n ropo6Kr{ r4 .Kaccer6r, c
MexaHrrlrecKoii perynupoaroft uanpauxroqax ro rutrpr{He
or 100 Mu ao 500 rr,ru"

Mo4ynr o'r6paronxu HenpprroAubrx o6beKToB Era Bhrxo.{e c
czcreuofi oduapyxeuzx (o:rcyrcrnrze KoJnrraqKa Ha
Qraxone, rrJroxar :axarra) u BbrBoAoM or6beKToB B
cneuuaarntsr ft xaga-u/uarasuu, ties ocraHoBKI4 M.arIII4 HbI.
Cerrlrn Suxcaqun o6bexros Ha.3aKarorrHoM y3.[e lonxHbr
6urr c cucrevofi KoH,rpons cv.rrrl AaBleHurr'r\lalco+a Ha
o6rerr,



Harr{ue nraMl,rHapHoro MOAynr, ycraHoBJreHHoro Ha
:larur4THoe O{paxAeHrze Maruu Hbr, cortTorluero r,t3;

- rraHeJrr, rr3 HeplxaBerorqefi cra.ln 1.4301, nonupoBaHHa,
[oBepxlrocrb B coorBercrBr.ru c rpe6onauu.arvu GMp.
- paAr{zurEH[,re BeHTrur{TOpbr co BcTpoeHHbrrlr ABr{raTeneM
lrMeroqr{e prJTop c nnerunefi oroporr]br,
- KJracc rpe.EpaprlreJrrnofi oqncrru (i4 cornar;no EN 779,
- HEPA-rfnlrrp Krracca Hl4 couacrro EN lgi22.
- anrn6lnronoe ocBerqeHr4e rexHoJrorvqecroft sonbr.
- pexr,IM o)Kr,.!iaHns.

- aBToMaruFrecKoe ylpaBn(lHrje qacroroii BparUeHxs
neHTrrJrf,'ropa npll nocro.rrHnotf ocopocur Bo3,Iyxa 0,45 u /
ct (+/- 20Yo) rt rexHoJrofpFrecxofi goue,.

- perynf,'rop [epenaAa I.aBT9HUA Anr npeABapr{reJrbHoro
(pmrrpa.
- Kouqrom,Ho-r.BMepr{reJrbHbre ryru6opu Magnehelic,
qr.rQpoac,fi q/nEr ylpaBn eHyrt nBzurr4AarproHEbre noprbr Ha
Koprryce naMr{HapHoro yKphrr [4r.
llarorulae npaB Aocryna K nporpaMn{HoMy o6ecneqeuruo
(cepBucHoM)' ueuro) ypoBHr aAMr,rEtr.rcrparopa. Cucreua
napone[ Aocryna AJrf, pa3nr4lrrrux yponuefi rorusosarereft
Flanr,rqne Boi]MoxHoarkr AeMoHTax(a cpeAcrnr lzslrepenuft
AJUI qpoBeAerurrf, nepr,roAruecxtofi uonepxu.
Cllrcreua yqp,asreHr,rr c AzcKoBbrM MaccrjBoM ypoBrur
RAIDI.
Ilporpaurrauoe o6ecleqel{ne, coorBercrBvroutee
qpe6onannaur FDA 21 CRF qacrr I L
Hlaa[qr,re Mo,IeMa AJrq yAzureHHoro Aocry[a x: rporpaMMe
PLC u HIVII nanenu ynpaBJreHa.r uau:runofi.
Hianr{ue nporpaMMbr pe3epBHoro Konr.rpoBaHr,r, u
BoccraHoBJrer{v.f, AaHrrbrx olepaUrroHHoi cucrelmr
MAIIII4HbI,

Zcro.rHr.IKavu ABI,DKeHI,II Bcex uc[o.rIHlrreJIbHbIX
MexaHlr3MoB AoJrxr{br 6rnr c()pBoflprmoAbr, noA
y[paBneHr,reM npoMbrrrueHHoro [proqeccopa Ha 6age
ELAU Electr,onic Packdrive C-series (r,uu ernrualenr), n
crrr3a c r4t\[ercIurzMcr noAo6rrtv ynpaB.[eHlreM Ha
[por43BoAcTBeHHbrx Jlk[Hytlx, .!(Jrf, B3alrMo3aMeruleMocTr4 I,I
aAanrauu[ K o]IHofi

bHbre y3nbt Ir 3JreMeHTbr. C'ranAaprnrtii rounnexr 3a.IracHbrx qacrex
IPEAYCMO,TPE]HHbIfi IBIOTOBIITEJIE]U HA 2 rOIA
3KcrrnyaTarlvrr.

C'ra6nlugarop Harrpf,xeHrur Ha cr4tcreMy .y[paBneH]r,

uaruunoil,
Texuuvec4ue xapaxrepnc'rul(rr flpo n:eo!,nre.nrHocrt (2R) :

- He Menee 24000 Qlaronon/.rac c KpbrrxKaMr.r lilip_off;
- He MeHee 15000 $naKonos /qirc c iutroMr.lHr,reBbrMr{
KpbrruKaM.r{ (no DIN EN ISO 8362-.3).
3rerrpnvecroe roAKrroqe uue 3 80 I 220 B. 5 0 t,u.
Ilorpe6nxqrrlalfl MorrlHocrb: He 6olee 3,5 rBr.

Heo6xo,4nl{,rue AoKWeHrbr Pyrono4cmo ro gKcrrnyararluu u rex.Hr,rrrecKoMy
oocnyxl4BaHlrltl, Karuurorz sanqacleft r{ gJrexTpocxeMbr Ha
pyccKoM r3LrKe.
I-{nQpoaoe 3arroMrrHaroruee ycrpoficrno c AoryMeHraur.ref
Ha pyccKoM r3brKe.
I{uQponoe, 3anoMr4Haroqee ycrpoircrno c Ha6opou
[porpaMM Ans [epeycTaHoBKr4. r,I BOCCTaHOBJreHr,rf,

HOro ooecneqeHzq cucTel[bl ynpaBJreHr,L u



pyxoBoAOTBOM nO nepgycTaHoBKe V BOCCTaFroBreHrrro Ha
pyccKoM r3htrKe.

12. Heo6xoatrruocrb B MoHTafi(e

c[equairr.lcTaMr,r [ocTaBrlllrria
Monrax cflequaJrllcr€tMr4 noc'raBIIrI{Ka.

Heo6xoA

pa6orax r

MOCTb B [ycKo-HaJraAorlIHbIX

reqr4€urrrcTaMr4 IIOCTaBIIIT{Ka

llycxouara4,ovHrre pa6orbr crrequiurrcraw nocJa"ru"xa-

t4 Heo6xoAt

pa6orax
TMOCTb B BIIJINAAUI,IOHHT,IX

[e qu€ulI4cTaM14 I]CTCTaBI]_[[Ka

fJanvrattlrouHrre pa6orrr cnequ€uucraMu lloorastuaxa.
,{olNeu 6urr rroAforoBJreH pacu[peHnrri naxer
B UUI r4Aarlr4oHrrofi 4oxyuenraql[,r B cooraBe :

1) f,'ef - B€urr4raulroHnuii rurau-npoexra;
2) UnS - cueqzrfurauua rpe6onanrafi no.ulsonarerx;
3) rS - Qymquonaruuaa cneryrrpuKar\vr;
4) H.OS - cnequ$zxaqur o6opyAoBaHufl;
5) SDS- cnequQurarlrrr nporpar\{MHoro
o6ecuevenua;

6) C S - rcoH$r,rrypaqrroHHar cneqlr(purcaqna;

7) SIA- oueHKa BITLTAHVfl:

8) c A-o qenra Kpurr4irHocrr,r;

9) na- amarrLr3 pr4cKoB;

10) nq - rporoKon xrarlrrfuraur4t4 qpoeKra;

11) lq - nporoxon xnarurfuxa4rr,r Morrraxa;
l2) tfq - uporoKon rnaalrQraraqr.ru

Qynxur.roHrpoBaHr4r;
I 3 ) lq - nporoKon rnarzQuxaq vu eKaflrry ararrlru;
14) ltTNl - uarpwla rpocnexlrBaeMocrr4.

15. Heo6xo,Az

o6clyxnn
cneqlralrr{l

rlocTaBur,t

locrb B o6yrerrulr
rcqero nepcoHana

TAMH

a,/npousno4ureru

O6yteuue cn(3lll{uullcraMrr nocraBrul,rKa.

t6 ,{onolHurr JrbHbre Tpe0oBilHl{t O6opyAorrauure AoJrxHo 6r,rrr HoBbrM, paHee He
r4crroJrb3oBaHrnrv. fo4 Bbrrrycxa He paHee 2020 r.
fapaHrzftruir cpox Ha rrocraBJrreuoe o6opy,[oBaHr,re He
MeHee cpoKa 4efic^rsur rapaHrilr{ nporr3BoAr{ren,
o6opyAoranrutr, Ho He rraeHee 12: Mec{rIeB.
Mauruua AorrxHa rronHocrr,ro yAoBnerBolurb BceM
rpe6orauu.av, npeAbrBJrrleMbrlllr :laKoHoAarerucrsola p@

r o60py,tloBaHr.[o \r];fl. Qapuaqreernrecrofi
npoMbrrrrJleHH0cTr{.

llporpauuuoer o6ecneqenne u qre6onanlu K ero
BurutI.aw4r4 AonxHbr orBeqarb GAMP 5.

,{ara nonepxr4 cpeAcrB zrlrepeuui AoJr)KHa 6rrrr ne 6olee
MECflqA OT AATbI BBOAA B SXCIIJIVATAUIilO.

* Eclu
yKur3aHr

rqacTHr
Onl{caHl

cn[caH]
zn-a3

npu Onurc

rouy. Cc
n(y B oTr

4fl [peArvr
,Ii.'YKE!3AII

"O 3axvl

ar{ ToBapa rrMeeT0f, yKaBaHr,re

Ka Ha KarirJrorrrrslfi Hr)Mep,

reuuu ToproBofo 3Har:a u q
| 3aKyIIKI,r, TaK KS|K He r{MeeT(

x xapaxrepr4crrx (n coorterc
( ToBapoB, pa6rlr, ycny[ orAeJ

na roproalrfi 3HaK, Bo3MoxHa nrocraBKa Tonapa 3KBr,rBarreHTr
Topronuft 3Hz1K, rrporr3BoAr{re.flr He f,BJr.rrercrr rpe6onanHe
lorr3BoAr.rreJrr r{ [peAocraBneHi] AJUr (jolee roqnofo lr qerr
)q Apyroro cnoco6a, o6ecueqr,marorqer.o 6olee TorrHoe r{ qe:
rauu cu.6.1., crarbn 3 Oe4epanrnoro 3aroHa o:r lg nrons 201
IbHbIMr,t BL4,\AMA rOpI{AI{qecKI,rx lzu,').

2.2. OcHosHbrM4 Tpe6oBaHr{rMra K Tonapy rBrrrorrcr ooorBercrBr.re ero KairecrBy r.r KoJr}rqecrBy,
yKa3aHrroMy n n{croxqeM Texrrr{qeoKoM }aIIA]F.]1I:?^.

3. Yclornuq rociraBKr.r TonapaL
3.1. llocranra AOJIXHA ObIT]6 BbIIIOJIHEHA KAqECTBEHHO I,I B ,CPO& C CO6N]FOACHI4EM BCEX
rpe6oBaHrfi r{ H8t rroc)Tauseurrfi Tonap, a raKxe c codrFDAeHrreM Tpe6oBaHr.rfi

EHTHOIO

,I{HCM K
qETKOTO

: qeTKoe

2011N

TCXHI,IK]Z ocrt4, ciaHI4TapHo-TexHulIecKLIX . HopM, TexHr.IqecK[x pefJIaMeHToB tr



HOpMilTr.rBHE,IX

@eAelraquz.
[paBoBblx,{orK}MOHToB, npeAycMoTpeHHblx 3aKoHoAil]eJIbcTBOM Poccuftcroii

3.2. T'oYap iloqraBntercf, B coorBercrBrrr,r c roBrrlpHarft MapKr.rpoBKoft 3aB0Aa-[por,r3BoAr,rreJrf, r4 ]B

sano4cxofi YnPKoBKe, Ha 'FrIaKoBKe AoJrxHa 6urb uaHeceHa ficHo rrrrraeMarr MapKr4poBKa c
yKa3aHr{eM r{orl'4epa cepr4r4 (.lapruu), no3BoJrsroulas prleHr,[$uquponarr Tonap, B KoMrrJreKre c
conpc)BoAllTenFHofi AoKyMel{Taut4efi Ha Tonap, B qacrHocrrl, Ho He 14cKJrK)rr€ur, ecJr'
rpe6onanuruu 3aKoHoAareJlbcrBa Poccuftcroft @e4epaquz rpeAycMorpeHa ceprz(bnxauzrr
nocraBn{eM(lrq Tonapa, Ha ralc,Ie Tonapu flp(3.4ocraBr.f,rorc.rr cellrn(fHriarwlgextnparyuu
cooTBeTcTBIi:t Vt I4HbIe .D,OI(yMeIITbI, IIpeAycMoT]peHHbre 3aKot[oIaTr3JrbcTBOM POCCUftCTCOiI
Oe4epaqzr.r Anh Aannoro Brrla Tonapa u TexnnqecKlaM 3aAaHr.reM.
4. Iapauruiftn[le o6s3arerscrna
4.LHi'a Tonzrp [ocranquK ycraHa iiurrft cpor< 12 (4nenaAuarbj MecrrleB, Ho He
MeHeer 'rervt r{paurzfinsrfi cpoK, 3aBoAoM-npot.r3BoAtareJreM, ,{neu HaqaJra
rapaH'rufinoro cpoKa nocraBJteHn<lro Tonapa flBIrflercs. AeHb rron:FqeHr.rr Tonapa, no1nr4caHtrs.
Cropclnarr,rz ronapnofi nauia4Hofi, aKToB BbrrroJrHenHrrx pa6or (ec;m neo6xo4ulvrocrb n pa6orax
yKa3al{a n lfe4uu'recKoM 3raAaHuu). B cnyqae [or]TaBKr4 Tonapa HeHaAnexarqero KaqecrBa
flocraeuur< nd rpe6oBaHLIIo 3ar<asqura o6ssau 3aNleHrlTb Tonap HeHa;Inex€rrlero KarrecrBa r]
TeqeHlLIe cpo{a, corJlacoBaHHoro c 3aKasqraKoM. Pacxo4rr, oBfl3aHHbre c o6parnoii
TpaHclrroprullo4rofi HeKarrecrTBeHHOrO TOnapa, Hercer flocranrqzr.
5.Ipe4non:rr{eltre cpoKlr rlpoBeAeHrrfr rporleAypbr 3amyrrKr.r: r\dapr-ampens'.2021r.
5.1. Cpolc nocfanrcn Tona;pa: 

- 
L--) lcaneH4apnrrx 4neft co AHrr, cneAyroqefo 3a

AHeM 3aKnro.rerfnr loronopil. Percoueudyemcz )tKo3amb yqacmHuKr, 3anpoca 14eH.

5' [opn4oK orlJrarbl: Onnara r QarrrzvecKr{ rroora]BJrennufi I
ne 6orree 15 (llgrHaaqaru) pa( roArrrcaHr,rr Cropouiaurr roBap.
ToBaprro-Tpa.ucfioprHoft naml roJrHeHHbx pa6or (ecnr Fre(
pa6orax 1xagar{a s TexHLI.reoKoM 3aAaH!rv), araK}rce nocJre rrpeAocraBJreHrrs flocr:asq[KoM cqera.

cteoDumucn 6 c oonxse xncmruu c mpe 6 oeaHu.nwu
223-@3 <O zarcyinrcux /,no6apoe, pa6om, yclyz

t4t:uo, ompauceHue x'omopoit I Texuurtecrcori
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