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yMybr pacqera HarraJrbtrofi uarcnvraurbHoft

rloMeilIeHl4fi 3ara:uura;

11.4. TtlPY, YTaKoBKY TonaPa;

1"5. ycranLnra Toeapa Ha Mecre 3Kc)rInyaraIILIIl;

t.6. Bsoa TonaPa B 3KcrJlyaraqr'Irc;

IIo a3ql4KA' florpy3orlHo-

3cT( Lr4; BBoA T'onaPa B

rcyr,I4JlaMll I4 cpeAcrBaMll

loBoKktfi, n' Zncruryra flonuolulleJl[Ta'

rav. M.fI' r{yrraarona PAH) (hncruryr

Ha Is



]reulre T'onapa flo TuPu'
flol'py3oqHo-pa3fp )orbl,

)Bapa B SKCrIJIyal IeHI4e

rx o6.ssenenbcrB ; pacxoAbl rlo crpaxoB€lHl4ro'

ble IIJIaTex[, ]IIIbIe 3t]TpatTbl' cBtr3aHrlble c

IloclaelulrroNl Tonapa r Pa6orauu'

ct coorBeTCTBI4e ero KaqecTBy !1 KOnutIecTBy'

yKAIaHHOMy B HacToflIlle\f Texnu'IecxoM 3aAaHIIn (trIpunoNeH]Ie K 3allpocy KOMMeprIecK[x

npe4noNenzfi).
6. l/clonuq flocrariKu TonaPa

6.1. llocranra Tonapa AoJIXHa 6lrtl nltnolueu

rpe6onaruafi AoKWeH T&urtr4 Ha rlocraBrseN{rrfi

,i"""*" 6e3rlnacuocua, caHurapHo-TexHl4tle

HOpMaTI,IBHbx npaBoBbrx AOKyMeHTOT|' [peAy

ofi uapxupoeKoft 3aBoAa-[poI43BoAI{Tent I'I B

b HaHejcella sqHo qllTae]v1at MapKI4poBKa c

u4en'rntfuq[poBarb Tonap' B KoMrIJIeKre c

coorBeroTBllf, vt I4HbIe AOKyMeHTbI, rlpeAyo

OerAepaIluu AJUI AalrHoro BI4Aa Tonapa ra TexnraqecKllM 3a[aHI'IeM'

7. f apanrrafi lrsre 06qgarefl sctea
7 .1. Ha',Ioeapr llo0raeruuK yoraHaBn urJaeT raparuruituufi cpox 12 (rce]Halrlarr) Mec'tilIeB' HO He

MeHee r{eM r.apaHruftuufi cpoK, ycraHoBnengrrft 3aBoAorlI-rIpQLI3BOAI4TeJreM' .{neu HArlaJra

ralraHrufiuoro cpoKa [ocrTaBreHuoro Tonapa trBrrfrercs. AeHb noryqeuur Tonapa, florn)s;caEvrfl'

cTopoHrlrlra Tonapnoft niu<laAnofi, aIlToB BbIIIOJIHeHHSX pir6or' B cnyrae IIocTaBKI{ 'I'Onapa

HeHaAJlexalqero F:arlecrnra llocrasrll4iK rlo rF'e6oeaHI'IIcr 3aKa3qura o6ssetH 3aMeHlrrb Tonap

HeHaAJIgXaIqeIo KaqecTBa B TeqeH!{e cpoKa, COIJIaCOBaHHOTO C 3artrgquKONd' PaCXO4rr'

cBr3aHHbre c 06paLuoft TpaHcllopTtlpoaxoft HeKarIecTBeHI{OICrTOBapa, HeceT lloctasu[x"

g.IlpearnoJrafaeMbre cpoKr{ rrpoBeAeHIIs rpolleAypbl3aKyIIKI{; aBrycr 2023 t'

9. IIopn^oK orrJra,Tbr: Oruara ocyuec)TBJl"aito sa Qa*uuecKl{ rlocraBlennsrft Tonap B reqeHlre

ne 6onee 7 (Cennra) parSour4x Anefi nocle IIoAIIucaHras llropouaMl4 ToBapHofi uaKJraAuofi'

ToBapHo-TpulrIc[opruoilrru*nuA"ofi'atctonnbl[ pa6or'araKxerIocJIe

flocrasullrKoM ctlera Ha orlnary u cue'ra-$arty

10. Oco6enHocrl4t: llporteaypa saxynxu 6yAe' rbct B ooorBercrlrnl4

@e4epan'roro ,ooon, o'r 1b-rarons'2t)11 roAa 3 (O 3aKyrKax roBap

Brufioql{Terlblro ro aApecy: umto@chtLmakovs'su -r B Texnuqecxofiyqacrruffi BrrpaBe rrpeAocTaB[Tb llusoprrlauuro, oTpa)KeH4e KOTOpOI

A{rKyMeHTa I\rrr4 vJIvr [poeKTe AoroBopia 6rno 6rr xelareJbHo'

Percoueudyent npu not)a,le 3afl6oK ccbtla nbcfl HA HOI4ep 3hnpoca o npedocmaqleHuu

K 0 MM e l2 
q e c rctm nP' e d n o crc: e uuil'

flpoeeT)euuedaiuoilnpa't4edyputc6op'auuQopuat4uuHe'Bne'4dmgaco6oil9rc3HItKHoB€HuflKaKux-
n,u6o o,nsallienbcmT 3axasquxa, He n('nnemcn oQepmoil'

[,(pu untuuuu mexHuttecKltx ou,ru1ox , ,r*o'irormeit npu orulcaHuu codepcrcauun u o66eua

7' o e ap tt np o (tutt4 c o o 6u4umu 3 arcas'aurc.v'

Il o su o,ycu a rn c m aB K A T 0 6 ap a 3K6lr6 o: fl e H mH o i7 o yKA3 aHH'O M!', 3 arcgsuurco u'
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flpuloxeurae J\b -

K 3alp ocy KoMMepr{eoKI4x rlpeAnoxeunfi

bIM lh rexHuriecl(HM

HaHMeuosanrl€ napaMerpa
I rur.

A"rorr.raru:upoBaHlryrc xpovrarorpaQrlecxylo

Ta6wrrt J'{b I

Tpe6yeuan rDyHxunq n/nJIl seruqrHa

Mate p"att - HepxaBeloua{ rcruulb' coorBercrBl'Ie

I-on*e" co""uarr rpe6onan['LnM K MapKe crzlnl4 $It
o6ecueqenra.s Bo3MoxHocrlr 3KcnJryaraul{u

HacoooB B arpepcl{BHblx Xlrldl{qecKlrx cpeAax:

- aycreHl4THat HepxaBelouaf craJlb c

rroBbIIUeHHbIMI'I aHTllKoppoluftnrrun cnoff ctnaur't',

rlpoa{ Hoc'I'bIo 14 COnpoTIrBnteMOCTbIo K ror3yqecr['

crrJIaB AoJrxeH coAepxarb IltrrKeJlb Ia uoml6Aen

- xuMuqeoKufi cocran c[JIaI]a soh: C ne 6olee

0.03, Mn se 6olee 2.0, P ue 6olee 0'045, S se

6onee 0.Cr3, Si ne 6olee 1.0, Cr He MeHee l6'0' Ni

rre MeHee 14.0, Mo He Naeue'e 2.00, Ti ue rraenee 0'5

llracrmoerte KoM[oHeHrbI (rpy6rua, Aepxarenll'
cynnoprr,I, 3arIryIIrKI'I, lleu6panrr u ynnorHurefl[)

AonxHbI 6rrrr nsroroBJIeHL'I ug PEEK, FEP,

MarepI{aJI ropunei - canQup, MareplrzlJl

npuxtnr,luoft [pyxI{HbI ynJlorHl'Irent - TlITaH'

Marepl{aJr y[n9THI'ITent BbICOKOro,lIaBneHI4t -
noJItIgrI{.[eH, Marepr{an o6parrmx KJIalaHoB -

(Dynxqrur agrouaruqecrofi
3alnyHxepHolo [pocTpaH(

xoAoM rLryHXePa, QYuxqnr
KoMrreHcaurll{ flyn bcaul4l4 I

Harlr.Ilre. TI4rI HacocoB - noputrenofi' AoJIXeH

BKrFoqa'I'b He MeHee 2 Hacocos c ne lregee 2-us

Halnqrae, TI4rn Hacoca - nopuurenofi, AoJIXeH

BxJrloqarb He MeHee 2-x rolonox

He IMeHe,s 20 Mlla

He MeHee 0.01-100 ul/uurl

He l\{eHee 0.01-100 ul/rvrutr

ne (ione,e 0.01, lrn/ruus

lr'Iaxcnualur,ce pa6ovee AaBreHlle cI4creMHbIX

rlacocoB

Cropoct roroKa cl4creMHblx HacocoB B KoMrlJIrlKTe

rocraBl(]4, B llnallzl3o[le
()xopocrr noloKa Hacoca gnr o6parua B KoMrrJIoKTe

14Hxpeueur
'f oqnocrr Boo[porr3B(3AeHl{-l ycraHoB'JIeHHoI4 llorperuuocrF se 6olee l1lo or /craHoBJIeHHoro

3HANICHPUI

LUrr | __

t. Ctcterlna att" ilPgrl3per44rofi o6pa6orxu 14 aHarlrr

KoN,rnnercraurlfl cllcreMr'I AoJIXHa BKJrloqarb cr4crel\{y B c6op9, uurepQefic ynpaBneHl{f,

KOMUJIEKT

Cc oreercrsue taouctpy,rulr" cl4creMbl rpe6oranrz'':nur

UfiP Class VIL_-
Ccro'reeT crstzro t]I{cr€Mbl: rIoJIb3oBareJIbcKofo

r.rnrepQeiica ta ]tlporpaMMHoro o6ecneqsnur

sanmv GMP

Koprryc crllcrroNtbl

Marepuan KoMnoHeHToB roJroBoK Hacc'ca

I,I3 TOTOBJI EHHbI-K I43 CTAJIU

V[arepntur KoNlnoHeHToB roJIoBoK Hacoca'

K()HTaKTlt'Ipyloil{ltx c x I{AKOCTbIO

Xb"ctp:lnq^ nacocot, lonx"a o6ecneqruatr
(rynruuu, He t\leHee

[i.nor cucretvrrl]Ix HacocoB

Ilacoc luts o6pa:qa

tlluecutelr grr $opvtupoBaHl4t rpaAreHrHoro

[IOTOKa
X*apu o6teMou ne 6olee 2 ul c uarnlrrnofi

'Iul ctr.t,ecu'relr MeruaJllio na 6rtrs Ha 0VHKUI4'



[porpzrMMIIOrO U pyqHol.o BKJIIOqeHI4' /

OTKJITOqEHII'I

B o3tr,toNuocrb AoyKoMIrJl eKTaIUll

,trOTIOJIHHTI3JIbHL]IMI4 CMEHHbIMI{ KAMEPANTI{ CMECI{TCJI' Harnque

6orulrero o6retua

Auimasou cropocrl'I rpa[I4eHTHoro IroroKa

llo meurs<lcrb rPaAI,IeHToB

Ko.aQurypaqlrr qucla B:KoAon (nxo4ur,r:< KaHarIoB

nollaqu pacrBopl4reJleft) ua uacocbl B K(tMIUIeKre

IIO0TABKI{

Anronaarnslrponanrnrfi lKJIarIaH 4lr nu6iopa u noAaqu

6yrfepon taa ct{QreMlrblfi nacoc

AnrroMart{3llpopannrrft KJIanaH 4nx nu(iopa lI noAaqI'I

o6pasuon ta [poMbIBolIFIoro pacrBopa Ea Hacoc aJlfl

o6oasua

Boguoxqocrb,4oyKoMruIeKTauIrI4 clrcrrlMbl

AaIrIr{KzIlvrI4 B03AyXa

Ar;t"t-"t"p;"at n"tr npo.pauuupyeuuft
r{HrxeKur4oHHrr[ rutanan Ant BBoAa o6p,a:ua s

cucTeMy

BosMoxHocrb BBoAa obparua B cl4creNty rIepe3

r,rFtxeKuuoHHrrft uanau B pe)ru'IMax, Ho MeHee

,I[:trvlrx AaBJIe HIrrI rlocJte HacocoB

Kuanau JUrs noAKrIoqeHI4t KoJIoHoK

A;t*-1, 
" 
*,-Etfi a"utta: oua V o,/B uApruu fi

CIIET

Llcroqnux cner:a

llporetrenue oAHoBpellleHHoi Aererqlu no He MoHee

qoM qerr,IpeM,[nI,IHaM nolH, mt6upae]\{blM B

al{an.Bolue He MeHee 2ll0-800 nu

X apaxrepucrllKl{ rlyBcrBureJlbHocrll llereKTopa

flooroquar rqeftra

,Il,erexrop 3n el(rpoflpo BoAHocrI4 c lporoqHoii
s,reftxofi

H II3MIE

MEIIIAJII(14

He MeHee 0t.01 - 100 udruus
He 6onee l% or EHI{IIX 3HAqCHI,Ifi

"e 
t,teuee 2l nxoAos Ha Hacoc A, ne ueuee 2 sxoAos

Ha Hacoc El, ue Mesee 2 exo,u,os Ha Hacoc Ant

Hanuqr.re. rle Me[ree 2 rutanauog KoMTIJIeKTe

nocTallKl,I, C XapaKTepucTIrKaMI{:
- He MeHee 2 BX0AoB

- aBToMarlrqecKoe nepeKJnorlteHue MexAy He MeHee

2 pa:rurntt 6yQepauu B rpollecce 3arrycKa

upn6opa
- aBroMaru3tlpotsauurtff flpo l-paMMupyelrltfi

Hutwtue, c xaPaKTePI{cruKaMI'I :

- He MeHee 2 BXoAoB

- ABTOMAT}TIIECKOE IEPEKJIIOIIEHI'IE MEX/ry HE MEHEE

2 pazvtl;r.n;t eMKocrsMI4 c o6lrasuauu n

rrpoMbrBorlHblMl{ pacrBopaMl[I B npoqecce 3arrycKa

upu6opa
- aBToMalt{3l{pQnaHultfi npofpaMMl4pyeurM

Hattwtue, c Qynruuxlr.tvt aBToMarl43aunu no

IOKIBaHI4JIM AaTtMa BO3Ayl(a: nay3bl qpoqecca'

ocTaHoBKI{ rlpoAecca, nepeKlloqeHl4rl rroToKa

KJrarIaHaMI4 B KOMTIJIeKTe [ocraBKu' [oAarlu

Halnque, ul{cJlo KaHuuIoB KJIanaHa He MeHee /'
aoJrxeH o6ecneql4Barb BBo,[ o6parua qepe3 nernlo

t{epet cuennrre noAKlloqaeMble K KJIa[aHy

KarrrrJIJUIpHbre IrerJIIt pa3Horo o6leua, vepel

cMeHIrbIe [oAKIIIOqaeMbIe K KJrarIaHy

AI4HaMIIttIeCKI{e IIeTJII{' qepe3 nOAKJtrOqenrmI X

Haruque. He MgHee 2, AolN'Hu 6ltrr ycraHoBJleHbl

rrocJre cl40TeMlxofo Hacoca il [ocJle Hacoca.4IIt

o6panua lt o6eQ rleqlrsarr nerlpeprrnnrrfi

MOHI.iTOpUHT A4BJIeHI4' B cI4CTeMe

Hzutr.t"", AonxHa 6rtrr o6ecnevena Qynxqrar by-

He MeHee -5 - +5 AU
Toqxocrl ycraHoBKI4 AnI'IInbI BoJIHII : rrofpelllHocrb

He 6olee I mrul, nocnpol'I3BcrAl4Mocrb: nofpelnHocrb

se 6oree 0.2 HM; ApuQr ne 6onee 4xl0-a AU/u;
ue 6onee 2xl0-5AU

Hannvrae, MI{Ha onrl'rqecKofo rryru 2 uu

He MeHee, I uS/cu -999.9 mS/cu

Toqnocr:r





larllo* reMirleparypbl. ec'rpoeuusrfi B Aer eKrop Hannque

3reK rpo npc'BonH0cTl4 

- "e 
*rJnee 0"C-99qC

T'e

col(paHeHlIt Me'roArIK, coxpaHeHllq v aEtaJru3a

Control) - TexHolrorns cBt3blBaHus tr BlleApeHLIf,

o6lerron AJIfl ol{creM npoMblllneHHoli

aB TOMaTlit3auI4II

BcrpoeHmrfi KOH'rponJIep u IroJrb3oBar€jJIbcKIrI'I

rzn'repQeirc AJIf, yrIpaBJIeHI'It cllcreMoit, cozgaYut t'r

Ccotserctslle ronrsoui]teJlbcKoro rzurr:pQeftca

l.reNfuynapo4HoMY craHAaPry OPC (Ot'E for Process

ryloap"t**e o6.coe"."ve 
^nA 

KoHrpont cucrel{bl'

XpaHeHIIJI V AHiVJTV3'L Aa'HHbIX AOJIXHO u*t?t| 
---^.

Q;luxurau l{ coorBercrBonarr rpe6oraHI{tM' He MeHee

To.Itrocrr )'craHoBJIellil4t

[erexroP P,H n rovtrutercle c nporounoft rqefirofi u

qux reuneparyplt, sorpoeHHbtfi s Ae're

Bos NdoxHocrb AoyKol{IrJIeKTauIllI cl{crel\4bl

Brriolnoh KJIanaH c IIe l{eHee 8 srxoAa'Mla

BbIXO.[HbIM14 KAHAJIA]\{I'IJ

Bo:,uoxgc,crb AoyKoMnJIeKTauI4l'I clrcrel\4bl

HHbIM KOJIJIE

HX;op rp1,6or, nepexoAulrKoB, coeAI4HI'4rreJIbHbIX

,oarantbu, tpurrunron, BXoAHblx Qrutr:rpon c

Bc,: xoNtn,rHeHTbI cl{(crelvrl (Aererropu, KJIalaIrbI'

Ha()ocbr, garvuxn) AOJTxHrI rlporpaMMupoBarbct I4

,re l,renei ol_-__--+ pn c no.peutHocrblo He 6onee lJ'05

Koo-lte*t lrocraPKl'I AonxeH o6ecrte'{usatr

aBroMarl43lrposaHHbIft c6op (lpar4lI c nouorqsro

Harnqtle B KoMrIneKTe rIocraBKI'I

Cootu"tc't""e upofpaMMHoro o6ecne'reHllfl

rpe6onarmxrr,t qLplCUp ra llDA 21 CFR Partl I 
' 

a

I,I]\4EHHO:

- o6ecneqeslle uuQpoBoro lTpoqecca I{ cpeAcrB

KoHTpoJIt, qro$rr rapaHTl{pr)Barb ayrel{Tl{tlFtocrb'

rreJrocrHocrb I'ro rouQraAeuu'IraJrbHocrb

gJreKrpoHHblx san[cefi, co3AaBaeMbIX B lpouecce

pa6orrr cl{creMbl
I nacrpoiixa ugpapxuqecKolco ypoBHf Aocryna

- nacrpoiir<a Aocryfla c acrIoJIb3oBaHIleM

yHI{KulJIbIIbIx Aptt KaxAoro ]troJlb3oBareJlt yuetroft

3arII4Cn u napo|rl,f

- uacrpoiira [paB nonb3oBetrelefi AiIt pa3Hr'IX

yrerHblx Sanuqeir
- BO3MOXiHOCTb co3AaHus npol'I3BOJIbHbIX rpynn

tloJlb3oBttreJlefi, e rov qI4cJIe I{3 norlgosa'rereft c

oAr4HaKoBbIM ypoBHeM AocTyna

- H€IJII{qule reprrQuuupyoMliX gJreKTpoHIrbIx

qr.r$ponnx loAnncefi Ant l(ax(Aoro IroJlb3olBareJlt

cucleMblt
- xypHaJ
npocnex leJIeI4' B

TOM III{C. IHItfl

HacrpoeK noJlb3oBareJlefi, nsveueur'u yponruefi

AOCTyna rPYM, Haquua 14 KOHIIa 3arrycKa

[pofpalvlM B p) {HOM ]4 aBTOMaTLILIeCKOM peXLIMe C

t.52.



3arqI4IqeHHOlf o oopMara
- BbI'BJIeHU€) oluuooK rlepeAaqn AaHHbIx

- o6ecnt:qenrae qeiJlocrHocru AaHIrbIx nyreM

aBTOMitllLItIecKOfo coxpaHeuun yeitctYuit' 
-

pe3ynbTaroB I4 COOTBeTGTByIoIUIX t'IM ycnoBl{ t{

"rrapa,t*, 
a raQre nonsofi eiroKlrposKofi

BO3MOXIHOC'rlI y AAneHI4t I4I IIcIIpaBJIeHI'LI

3a[I{Cal{HbIX AaHEbIX

- Sopuuporraul4e ta BbIBoA orr'erolr :a eu6pauruli

n"p"op, 
"*,ooqa{ 
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O6rualr xa ucTllKa

Texunqecxrre x4PSIgg

n""*"p*tja ruraQ [I xlacca 3auII'IrbI' SC2-4'Arl' Esco

Micro Pte Ltd.(mu 3KBI{BaJIeHrJ

K;racc qnc'rorbl Bo:lAlxa pa6ouefi 3oHbl naMl[HapHoro

|OC'T P I4CO l46tl4-l-201'7 (no uacruuau u') MKMI

Kracc .rucrorbr Bo3[yxa pa6ouef 3oH5l JlaMuHapHoro uKa0;a no
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C)pegHlI cKop,ocrb rloloKa Bo3Ayxa' BXoAf,lIIero n 6oxc'repe:l
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