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3aupoc o npeAocraBJreHuu rleHoBoft nHQopMarlnn
(uonropHo)

OfIiHy (OHUI4PI4II rzn. M.lI. 9yrr,raroBa PAH) nnaHrzpyer npoBeAenue rlporleAypbr
3aKynKI4 KOTMIIIeKTHOfi CrZCrerUbrr xpaHeHr{fl V pa}ilpelie[reHns. BOAbr AJrr r,rHseK:\uit ,\tts Hpr(II
OfBHy (OHI]I4PI4[ unr. M.ll. 9yvrarosa PAH) (4anee - Tonap, O6opy4onaune, Cucreua) n

coorBercrBuz c rpe6oBaHrzflMLr @eAepamnoro 3aKoHa or 18 vrrc>rrfl 2011 rola J\b 2i]3-O3 (O
3aKyrrKax roBapoB, pa6or, ycnyr orAenbHbrMnBupLaMv ropktAuqecrclrx Jrr,rq).

MAIIIIS O KOMIIJIEKTHOCTII II OIIUCAHIIC

Har+MeHosaHHe

r4creMil xpaHeHur v r,o1alrvt WFI r< AByrvr MoeqHbrM Maurr.rHaM Tnrra
RU $rlprvur BOSCH.

I KOMn,leKTHat CHCTeMa (nOA KItOr{)D

srfi srax [pol.r3BoAcrBeHHoro

K-HaKorrr,rrem WFI co scefi ocsacrxoili ,rloJrxeH noMeruarbcr B

enIeHHe c ra6apururrMrl piBMepaMu, MM ne 6olee: AnlaHa-- 4064tu
vtulaHa 3 7 48rrrv. Bbrcora - 2439rvwr.

oAaqa BnZ r Moer{HbrM MarrrvHaM.

ua B [kI AoDrtH a ocyulecrBncrr,cr r] ocpeAcrBoM 3aKoJrbr{o BaHHor-o

ploBoAa ra3 Hep)KaBeroulefi eranv, AISI 3 16 L umsoii 270 v, rtpvr

rynnpyeMoM AaBrreHvtur2.5-6 6ap n o6r,€uax:
850 ilqac Ha KuKAyro rorrKy norpe6leHrafl npv oAlFroBpeMeH

2e ror{Kr,r norpe6reulu, obopy.uoBaHHbre aBToMaruqecKHM

aHurapHblMu nev6pauHbrM14 KJrarraHaMr4.



8.
Oco6ensocrvr
KOHcTpyKTIHH

Cucrena a AoJrlr(Ha aMerb HaKo n!{TeJIbHy ro eMKocrb paccqHTaH Hofo
o6reua, Ho He MeHee 5000 n. Marepnal HepxaBer>rlqaq crarr AISI
316 L, BHyrpeHHrq uepoxoBarocrb He l{eHee 0,6 mrcu.

I-{ralraH4pr.ruecKoe Hc[oJ]HeHue c [JrocKogJrJrHrrrrrr{er]KrrMr4 AHaruaMH,
TepMo rd3orqrlu.f, Ir3 Mr,rHepiursofi naru co cBapHbrlr KolrqrxoM rr3
HepxaBeroqeir crarn AISI 304.
flo4gep>r<aHrie reMneparypu n 6arce +8:i "C.
I{upxy.n.nqraounrrfi Hacoc Ha BbrxoAe us 6axa.

laruzx KoHTponr KoJrr,rqecrBa B.{[I e 6are, ee reMneparypbl,
rrpoBol(l{MocTr{ H cKopocTa rroToKa B rreTJre.

.{orxHsr 6srrr npe4ycMorpeHbr roqKr4 or6opa npo6 ao4u c

uen6paHuuMr4 KpaHaMr4.

B uuxuefi qacrr4 roJrlr(eH 6rnr ycrauoBJreH ApeHaxHufi nervr6pauHrrfi
KpaH Anr cJrHBa eMKocTr4.

Hanonrenue eMKocrr. or cyurecrByrourefi nerJrr{ Bl[4 npoueBoAplrct B

HosHoe BpeMq (Heo6xo4rau oJreKTpoMarnurnufi uena6pauurrfi xlanan
Ane ynpaBneHlns v3 orAereH[r xl,rBoAonoAroronxu). Cncrelra AoJrxHa
r.rMerb lpa3BoAKy rpy6onpoeo4oe (ece r;ry6onpoooAur AolxHur 6urrl
TerrJr or43oJr 14 po BaH Hbre re [nor43onr unoH H br M Mareplr€rnoM ) s erue
saurcHyroi flerr'rr.r or HaKonHTelsHo[ eMKocrr4 Ao MoeqHbrx Ma[raH B

Koropyrc Bpe3aHa HacocHiur craHqrar, cocrorrqar r,r3 oAHoro pa6ouero
Hacoca or HaKonvrelruofi eMKocrpl K MoeqHbIM MailII{HaM,

canurapnrrft roxyxorpy6nufi renroo6uesnur c AsofiHoft rpy6uofi
peurerxofi Anr AorpeBa u \etefi. crepr4nu3arlvrlt cucreMu neperperofi
ro4ofi. HaxonnrelrHar eMKocrb AoJDKHa 6rns ocHauleua
BHyrpe HHnMn Ayilrr4pyrorrluMn roJroBKar\{H. Haxonu'relrHrd 6an

Aon)KeH 6rrrr o6opyAoBaH Bo3Ayrrrr{brM rroAorpeBaeuuv Snrsrpou co
cMeHHE,IM KapTpr.rA)r(eM.

) Iexnuqecxue
(apaKTeprzcTr4Krr

Oropoc'm rloroKa WFI so Bcex roqKax nerJrrlt AoJDKHa 6snr ne MeHee

1.5 u/cerrc, a reMneparypa Ha BceM [porqxeHnr4 nerrr,r AoJrxHa
logep)Kr{Barbcf, He nrzxe +85 oC

t0
3ngrr aHeproHocurelefi u

4x pacxoA

IIuuu s'-l 80 I 220B, 5 0f q, uo ulsocrb o rrpe)Aer qercq rpoeKroM ; AaBJreHr.re

l)Karoro Bo3Ayxa 6 6ap, pacxoA onpeAenqerca npoerrou. fur
)a+ATh2iat+1v1 cvcreua pacfipeAeneHHrr AoJrxHa 6srrr coeAaHeHa c
rucrenofr qhcroro napau ocHauleHa pefynrropoM AaBJreHHr.

ll Fleo6xo4r.rubre AoKyMeHTbr

[4Hcrpy rqur rro gKcnnyar a\ut4 Ha p]/ccK,oM .s3brKe, olequ$uxaqulr
roMrroHeHToB, cBapoqHar AoKyMeHrarlvr no rpy6orqrono4ana,
DQ/IQIIQ nporoKon;r

12

,peAcTBa a3MepeHr4s,
ycTaHoBneHHbIe Ha

16opyAosanuu/npu6ope

lucreura pac[peAeneHnr BoAbr AonxHa 6lnr ocHau,eua npu6opalrn,
)Kopocll4 ABlDtteHur BoAbl B rrerJre 14 Heo6xoAul,rbrM KoJrr4qecrBoM

repMoMerpoB, KoHAyKToMerpoB H MiaHoMerpos. Mecra ycraHoBKH
raxnx npu6opoB orrpeAen.f,rorcr [poeKTc'M.

t4.
Baru.4ar1lz,s locraBJr.rreMof o
r6opygonaHnfl Ha saBore
[Iorcynarerr

Je rpe6yercr

15.

Heo6xoAnvrocrb B MoHTUDKe

cneuuiL'rncTaM H

tIocTaBrul,IKa

.IpoercrnpoaaHHe cucreMbr h ee MoHTzDK npou3BoAu'lcfl cneunanncrauu

Ir,rpvr ur H3roroBureJrr o6opyAoeauur.

16.

Heo6xo4uuocrb B rrycKo-
ar:uaAor{Hbrx pa6orax
)TIEIIHAIIIdCTAMI4
[nnTqPrrrt/rt

lpuelrouuue HcrrbrraHur (FAT) Ha 3aBoAe r,r3roroBr4TeJre no ero
runosoii [porpaMMe.
Jyc ro-rraragoqHbre pa6orrr crrequarrr4cral,rra llocraeu1uxa



1',7
Ipe6oeauua K oxpaHe
rKpy)Karoqefr cpe4rr

Bo epeur pa6oru MaruHHa He AoJrnGa BbrAerqrb O:os r.e. He

r4crroJrb3oBart V(D o6nvqareJrr,l.

18.
{oroluurelrurre
rpe6oeannx

Vlanuua AonxHa nor Hocrbro yAoBJrerBoprrb BceM rpe6onanu.ru,
ipeAbf, BnreMbrMr.l 3aKoHoAareJrbcrBoM Poccprficxoft @e4epaqlu,r x
r6opy4onan lnro Nrs Q aplraqenruqecxofi [poMbrrxJrelFrHocrrr r4

rpe6oBaHr4su GMP

flpocuvr [peAocraBurr nn{opMarlrrrc o crorrMocru Tonapa, corJracHo cJregyrcqeMy cflr{cKy
Ta6ruurr J\b 1, y.rurbrBaq nce HeobxoAr{Mbre corryrcrByrouue Pa6oru:

J\b HanprenonaHrre locraBrqeMoro llonapa Kor- so EA. u:pr.

Enaxocrs xpaHeHilr B{Z: Pa6ouufi o6reu 5000 n; I uIlf

2

Hacoc III4pKynr qao nnuir B [V, C S ]F, C anrnpaHoro rLrna.

HcnorHeHue: Hep)K.crarn AISI 316L. He MeHee 5 rBr.
Pa6oqafi pacxoA He MeHee 5 rvr3/.r. Pa6o.{ee AaBneHHe 3,0-6,0
6ap. He MeHee 2900 o6lvnn.

I ul'.

J Temoo6rraeuHnx (oxragzrelr/Harperarenr) Br{Z I Ill1'.

4 fleu.s pacrpeAene uw B fuI I [11'.

5
Konrporuro-r,BMepr4reJrbHbre [pv6opbr cr.rcreMbr

pacnpeAeneuutB!'V:

5l
Becoeofi.rrarqr{K LAUMAS CBL rE.rrn 3KBriBaleHr Maxc.eec
He MeHee 7500 rcr. IP68 roqnocrr <f/-0,030Yo. Conp.700 On.
Ka6eno 10 rrr.

II]T

5.2.
,{aruurc reMneparypu ENDRESS HAUSER TSPT RTD unpr

oKBrrBaJreHr. I4cnoanenue Hepx.cranr AISI 316L. Tun Pt100,
3 xul;u. Marc. reMrreparypa21} C.

z uI'.

5.3

Mauo rra erp WIKA lrJrH g KB rrBrlrresr HcnolHeHHe Hepx. cr,rJrb

AISI 3 16 L. Tu'r - rpy6rca Eypaoua. .{nana:ou 0- l0 6ap. IP
65. CanurapHoe HcnoJ'rHeHHe.

IIIT..

5.4

Pacxo4ouep ENDRESS HAUSER HrrH DKBHB€LrreHr

YnurpasnyrcoeoE run. Ka6err l5u, PVC- 20-70 C. Burx.nur
clrfH.: 4-20 rv,A

T]IT.

5.5

,{arvux npoBoAnMocru ENDRESS.HAUSER CLS unz
gKBil BaJreHr .{nanasou rasnaepeulrfi Cl, 04-5 0 0 rr,mCna/clr.

Pa6o'aas reMneparypa Ao 120 C. Par6oqee AaBrreHkre 12 6ap.
I4cnorseuo r.r3 Hep)K.criurz AISI 3 | ti L. Lllepoxoearocrr
R<0.4um,

I II]T.

56

narqurc AaBreHr,rc ENDRESS HAUSER PMP ranu

3KBLtBzureHr. I{raQponoft rnn. Brx.cars: 4-20 ruA. Pa6oqufi

Ar4anuBoH -l - 6 6ap.I4cnolnenrae A,ISI 316L. Coe4uuenae -
Tpr,r-KJreMn. Kanu6pyervrufi .

I IIIT

6
IIIxaS ynpaBneHns n perucrpaqur rrapaMerpon pa6our
cncreMbr xpaHeHur H pacrpeAen euun B[Ll

6l
IJ-INI ynpaeJ]eHufl. HcnorHeuue: AIiSI 304. 4008-50ru, He

MeHee 20 A, 10 rcBr. Aeapvtituan KHonKa. haaHulfi
BbIKJIIOqATENb.

I Kouruem

6.2.

llaHerl yrpaBneHr,rr HMI, Siemens, Mo4em He Hr.DKe

TPl200, Ar4aroHanb He MeHee 5". CeHcopuaf, rraHeJrb, rlBerHa.rr,

pycurpuqupoBaHHas, c Qyurcqraefi rpaQuuecro fi, perucrpaguu
AaHHbrx rex [poqecca (renrneparypa, [poBoAoAuMocrb,
pacxog). USB rconnercrop. [IporpaMMHoe o6ecneveune (ua
6ase craH4aprHofo n/o Siemens) oo'reercrnyer rpe6orauurnr

I IIIT.



2l CFR Part I I r GAMP 5.Kourporrep PLC Siemens He

xr.txe S7-300.

O6uue rpe6oBaHufl K KoMrrJreKTHocrrr rrocraBKr,r :

Kolrnrerr [ocraBKr4:
I ocHoBHoe o6opy4oeanue - | eMKocrb xpaHeHvfl B[4: 5000 l; 1 nacouras criaHrlr4s,
BKrloqarouarl Ill4pKynsquoHHrrfi qenrpo6exurrfi ognoxauepnrrfi can:r4TapHhrfi sacoc llsB[,kT;
1 ner:rs pacnpeAeneyux BIVI; 2 to.rrxu norpe6neuus c aBToMarr,rqecKr4Mr.r KJranaHaMr4; I
reuoo6rraeHHl4K HarpeBareJlb oxnaAr,r'reJrs c 4nofiuoft rpy6nofi pelrerxoft ,qls AofpeBa v
cTepunv 3aIIIII4 Cr4CTeMbr;
I Heo6xo4lluax rpy6onpoeo.{Harl apMnypa a rpy6onpoBoAbr B KoJrr4rrecrne ueo6xo,qr{MoM

AJrr MoHTaN(a270 MerpoB rpy6u;
I KoHTponbHo-I43Meplrrenbuue upu6opbr, r4crroJrmyeMbre Anr KoHTpolrfl. Lr perr4crparlr4r4
TexHoJIoruqecKLIX napaMeTpoB IoJIXHT,I 6srrs eHeceHbr B foc.Peecrp cpeAcTB uSuepeHuft P@
(neconofi rarrrllK, p.ar'ilt:rir4 TeMneparypbr, MaHoMerp, Aarqr4K pacxoAa, AarrrrrK npoBorr,rMocrrl
cornacHo Ta6nuqrr lllb l;
I sJleKrpoo6opyAoBaHl{e, curonoi rrlr4T, rraHeJrb ynpaBneHras HMI corJracHc) Ta6nraqu JVI 1,

sneKTpLIqecKI,Ie Xa6els neo6xoguurre [nfl pacKnroqeHr4r Bcefo BxoAsllero B rrooraBKy
o6opy.uonauur;

' roKyMeHTbI, rloATBepx{l(arouue coorBercrBr,re o6opy4onauux rpe6onaHzxru GMP
(cepruQuxaru Ha Marepr4ilnbr vr KoMrroHeHTbr, cxeMbr vr qeprex{n o6ropy4onauua v
tpy6olponoAoB, pyKoBoAcrBo rlo gKcnJryararluu, cBapoqHur Aor(yMeHTarlur, I[iO ceprn(furar
IIpOII3BO.4LIrenr).
Pasl,IeueHze o6opy4oBaHlle .qoJrxHo o6ecne.ruearr cno6oAur,rfi ilo[xoA Ko BceMy
o6opy4onaullro, urrIpI,IHa rlpoxoAoB He rv{eHee 0,8 nr; Bhrcora npoxoAoB He MeHee 2,2 rrr; rrrr4pr4Ha

npoxoAa or creH 4o o6opy4oBaHr.rr He MeHee 0,5 u.
CoeAI,InzreJIbHbIe rpy6onponoAbl, a rarcKe rpy6ouponoAbr noAarorlt4x Lr orBo.qrrrqnx rr:zrtufi. ue
AonxHbI rIpoxoAI,ITb qepe3 rlpoxoAbl, a rpoKnaAbrBarbc.f, Ha.4 Hr'tMr4 Ha Bbrcore He MeHee 2,'2 tnr;

Ka6elrHue IrurHlzu crlcreMbl ynpaBneHrdr, a raKxe cr4JroBbre ra6e;ru AoJIXHbT npoKnaAbrBarbcr B

ra6enutrx KaHaJIax vrvr Ha JrorKax c MurpKr4posrofi Ka6er eit sa o6onl KoHrIax.
3lexrpuvecrue rura$bl ynpaBneHr4fl., a rarcKe Bce roKorrpoBoA{rrr,ee o6opy4onaHLre il 3JreMeHTbr

KOHCTpyKIIUT,I CnOCO6Hbre rrpOBOAr{Tb SneKTpu.reCrzfi TOK AOJrXHbr 6brrb 3a3eMJrerrbr.

9eprexu pa3MerrleHr,rs cucreMbr npeAcraBneuu. PucyHrra J\sJ\b 1 -l] .

Cpor rocraBKrr Tonapa: ne 6oree 20t0 (asyxcor) xanen4apHbrx Anefi co AHr onelyrotuefo 3a

AHeM 3aKnIorIeHLI{ [oroeopa. llocrasKa ocyrqecrBnflercr eArlnofi naprueft. B cpor rocraBrr,r
BXoALIT: llpuo6pereHue Tonapa (Tonap,4onxeH 6rrrr HosHM, paHee He vcnoJrb3onannrnu). [a:ra
LI3foroBJIeHua Tonapa He paHee 2017 r.jfocranrca B aApec 3ar<ag.Mrca, ilorpy3or{uo/pa:rpy:oqHbre
pa6orrr, rIoAbeM na neo6xo4zlrufi erax Tonapa ocyqecrBJrrrercl[ cr4JrilMr.r 14 cpeAcrBa]Mr.r

floctanqura. Monrax, rycxoHaJlaAoqlrbre pa6oru, BBoA B gKcrrnyaliarluxr Tonapa. O6y.reHlre
corpyrHI,IKoB 3aKag'rnKa. IrlcnomreHue rapaurufturx o6ggarenrors cofJraoHo ycnoBr.rrM

loronopa. PacxoAu no crpaxoBaHlllo, Hl€Llofrd, rrorrrJrrrHbr, c6opu u Lrrrble 3arparbr, cBs3aHH6Ie c
rocrasxoft , npoz3BoAcrBoM, rpzo6perenueu llocraBrrlrrKoM Tonapa.

llpe4noraraeMbre cpoKn npoBeAeHr.rq npoueAypr,r 3aKyrrKr.r: r4roHb 2018 r.
Iloprgon orlJrarbl : llpoclalr npeAocraBurb yrracrHr4Ky 3anpoca rIeH.
B crouprocrr Tonapa BKrroqaercq:
- llpousee4euue/rpuo6perenae Tonapa;
- [ocranxa Ao rroMerrlenzft 3axasvzxa;
- florpy:o.tro/pasrpysorrHbre pa6oru;
- MoHTax, ycraHoBKa r{ nycKo-H€uraAorrnrbre Pa6orrr;



- pacxoAbl no crpaxoBaHl{Io, HzIJIerr{, ilorrrJrl,IHbr, c6opu ri r,rHbre 3arparhr, cur3aHrrhre c noclanxofi,
nporr3BoAcrBoM, npzo6perenueu llocraBturzKoM Tonapa.
- pacxoAbl Ha Bce Heo6xoAuMble pacxoAHble MarepvraJrbr, o6opygonanLre kr r.n.,r4crroJrHyeMbre
flocranquKoM rrplr trocraBKe Tonapa;
- noKyMeHTbI, npeAycMoTpeHHble TexnzqecKl4M 3aAaHIaenr (lIncrpyKrlr4r ro 3Kcr.rryaral\vv Ha

pyccKoM ,136rKe, cneuzdunauHlt KoMrroHeHroB, cBapor{Haq noKyMeHTarIHrr no rpy6onpoBo.qaM, DQ/IQ/OQ
rrporoKoJrbr, 3aBoAcKlre ceprlrSrxarur rca-tu6ponrcn npra6opoB t4 Ap.).
Oco6ennocru: llpoqetrypa 3aKynKLr Syaer rpoBoAr{Tbcr B coorBercrBr,rr{ c rpe6onalvrflMyr
(De4epamHofo 3aKoHa or 18 rrorr.f, 2011 roaa J\b 223-03 <O saxynxax roBapoB, pa6or, ycnyr
oTAeJrbHbrMvr BIIIIMI.I ropuAt{qecKr4x nuq)).
Orser AonxeH coAep)r(arb c or 4eiicrnza upe4naraeuofi croLrMocrpr, a raKxe cucreMy
naloro o 6loxeHr,rr LTcno r^uut ets.
OrserE't .[oJrxHF,I 6strt nolaus c << 22>> lazaz4f 2018 r. y6 aa 25y1 eez$ 21018 r.
B Krrro qv re rr bH o rr o alp e c y : um to_@,p_I umakp_v q, s-_u.

Percoueudyew npu nodaqe sa.r*oK ccbutamb Ho Homep sanpoca npednocrceuuil.

Ilpoeedeuue dauuotlt npoqedyput c6opa uu$opuaquu He eneqem sa co6oil ao3HuKHoBeHun KaKux-
nu6o o6nsamenbcmg 3arcasvurca.

[Ipu uanuuuu mexHttvecKux owu6orc u HemoqHocmeil npu onucaHuu codepcrcauun u o6aeu,t
Toeapa, Pa6om, Ycnyz npocu.ll coo6u4urnu 3axasuurcy.

llepnrrfi 3 aMecrr.rrenb reHepirnbH oro lr4lpeKropa
OfBHy (OHUI4PI4II Nvr. M.lL {yuarosa PAH) A(pouan A.IO.
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Institule ol Poliomyelitis
and Viral Encephalilis
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