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A3P O.bIIIIIE CI]EJfEH.|,ldiI
flogpa:4e.n 1. I HanueuoB aHrre

Kyronovrerpzvecxzfi Tt4rparop no MeroAy Kapna (Dzruepa

flolpasAer 1.2 OcuoBanrre u ueJrr, npuo6pereHun o6opyAoBaHr{s
Mo4epnurallus MopanbHo ycrapeBrrrlrx ra6oparopnrx npz6opon Ifenrpalurofi
san o4crofi na6 opar op uu. filx npoB eAeHr4 x ta6 opar opubrx aH aJrr,r3 oB.

UoApa:4e;r 1.3 Cnegeguq o HoBr.r3He (rog upollsnogcrna/nbrnycKa o6opytonauus)
flpousne4eHo He panee 2019 ro4a. llocrasr.f,euufi ronap AonxeH 6rrrr noerrfi. u se
6nr;Lriuftn ynorpe6n""fftlitut<xe B 3aBoAcroft yuaxoBKe, c :ano4crofi uaprzponrofi a
I{e zMerb 4e$erron.

flogp ar4e.n 1.. 4 9ranu p aip a6 orr u / uzr or oB JreHrrrl

llpu6op AonxeH 6rrtr rzsroroBJleH (upou:ne4eno) npousnoAr{TeneM rrMerorurzM
coorBercrBy1orque ceprzQvxarrr KatrecrBa

flogparge.n 1.5 [orcyMerrrr,r AJrs pa3pa6orrcra / r.r:rorosrenuq
I,IsrorosreHlae AonxHo coorBercrBoBarb ycraHoBneHHbrM HopMarr4BHbIM AoKyMeHTaM

floqparqe.r 1.6 Koa TH B3A rr Apyrue MexAyHapoAHbre rtoAbr rrpr rprrMerrrrMocrrr
902780

OE JIA C Tb IIPI,IM E HEHPI'I
I,lcnolrsyercs. rns. r43MepeHr{-f, KoHrleHTparJvtv Bnatv B )KTZAKZX yrneBoAopoAax B

PA3NEJI 3. YCJIOBI,I-fl SKCUJIYATA u
floApas4e"rr 3. I O6uue ycJroBr{q 3KcrrJryararluu

Craquonapnufi npu6op, pa6ora rpv ycnoBvlr oKpy)Karorqefi cpeAbr: TeMneparypa 10-40
"C. eraxHocrc 10-45 Yo

floApasAer 3.2 AororH[reflrHlrelcuequanbHbre rpe6onanuq K sKcruryararluu
fiera:rz npu6opa Aon)KHbI BbIAepxI{Barb afpecczBHbre 1eitcrsul- peaKTrrBoB Ha ocHoBe
IIkIpI4nI4Ha LI MeTaH O JIa

M Ha 3K rrJryararluro o6opvAoBaHr{q
Orcvrcrsvror

PA3 4.' I' EXHMqE CKI4E TPEE OBAIIII.fl
flogpa:ge;r 4.1 OcsonHbre rexnrrqecKrre rpe6onanzn

fiuanazornsuepenufi BIrarr4 or 10pg Ao 100 mg; TouHocrb t43Mepenvrfl.: Io I mg +5 pg
cBbIIxe I mg t0,5Yo; Ouraqeno XK AI4crIJIeeM 14 repMerr.r.rHorl Knasuarypoit Ha nanenr{
yrpasreHzs zrra XK Aracurefi ceHcopHoro rLrna;

flo4pas4el4.2 OcnoBH[,re rexHrrKo-SKoHoMrrqecKrre u gKcrrJryararlr{oHHr,re
NOKA3ATEJII-I

Orcyrcrnyror
flolp agl g"rr 4. 3 Tp e6 oB arruq rr o HaAelr(H o crrr

pe6ofiHo He MeHee 5 ler
floAp agAer 4. 4 Tp e6 osaHutr K KoucrpyKrl[rr, MoHTa)r(Ho-TexHrrrrecKrr e rp e6on auur

3arraenserurre qacrrr v neraJwr AonxHo 6rrrr nerro cHLrMaeMbrwuuygo6Hbr An.s qr4crKrz

flo4pasge"rr 4.5 Tpe6oBaHvq K MarepnaJraM
Marepuanrr npu6opa AoJIXHrI coorBercrBoBarb ycraHoBJIeHHbrM HopMarvBHbrM



AoKyMeHTaM

flolpa:Acl 4.6 Tpe6oBauurr rc cra6unrnocrr{ r{ [apaMerpaM rlpn norgeficrnuu
daxroDoe nneruuefi cpeAr,r

Orcvrcrsvrcr
fI oAp arAe.n 4. 7 Tp e6on alalz.s. K 3Jrer{Tp on HraH lr rol3rr ep nonlrraHrrlo

HanprxeHLre ilvranr4s 215-250 B, 50/60 fq. llpu6op AonxeH 6urs ycrofiqve K

Kore6auzsM B 3JreKTDraqecrofi cerra

flogp asgel 4. 8 Tp e6 oB aHrrq rt KoHTp oJrbH o-Ir3Mep I{TeJrbHt IM
nnu6onau tr aBToMarr{Ke

llpu6op AortlreH 6rrrr rpocrbrM B sKcnnyararlrra, ocyqecrBrsrb pa6ory rlo MeroAy Kapra
(Dznrepa. Menrc Ha pyccKoM krlrn anrrrprficxorvr r3brKax. Pe:yrstarrl I4sMepeHI,Ifi 4orNurr
BbrAaBarbc-s npu6opoM B eAr4Hzrlax u3MepeHws.: mglks*ms.l I,yo
flo4pasge,r 4.9 Tpe6ona,raprfl K cocraBHbrM qacrqM, r{cxoAHbIM Ir sKcrIJryaraIII{oHHbIM

crrp rro/*rarep n aJr aMr a raKx(e roroe ofi rrp oAyKrIr,I[
Orcvrc'rsvrcr

floApasAel 4.10 Tpe6oeanuq K MapKIrpoBKe
Kporrae MapKrzpoBorrHbrx rpe6onauzfi r,r3roroBrzrers
MapKrrpoBKe npz6opa Ao:rl(Ho o6ssaremHo rrMeerct
HarrprxeHr{e B 3reKTprzqecrofi cerra Aon)KHo 6rrrr,
aApec, cTpaHa I,I3roToBrrTeJIb.

v HopMaTvBHbIX .qoKyMeHTOB, B

Mo,qeJrb, cepuftul';.ft HoMep, KaKoe

foA BblnycKa, I43toToBI4TeJIb V efo

f[oana:aclr 4.7l TDc6onartlrfl K Da3MepaM LI ynaKoBKe

Kporvle ylaKoBor{Hux rpe6onanuityxazaHHbrx B HopMarr,rBHbrx AoKyMeHTax, rpl4 tlocraBKe

upu6opa o6.ssarenrHbre ycJroBrzx: l. flpu6op AonxeH 6rrrr e ur€no.rHofi ynaKoBKe Anq

3arrlr.rrbr or rrorraAauus. sraru. 2. B ylaKoBor{Hofi rape IoJIiKHbI 6urr paaueqeHbl

neHorrJracrbr vtvt apyrofi coorBercrByrorqufr Marepr4an AJr{ 3arrrrrrbr or rroBpexgeuufi npu

yAapax vuwr rra1enuflx, corHeqHbrx nyueri u. T.A. 3. Ha ynaroBKe AoJIxHo 6urr,
rrpeAylpexAaroqve yKa3arenbHbre 3HaKrr nepxHefi rz nzxHefi qacrvt yrIaKoBKa. 4.Haxnuct'
( ocropoxHo >. 3 anpeq aer c s. AocraBKa roBapoB B [oBpe]KAeHnofi ylaKoBKe.

floApasAer 4.12 Tpe6oBarrvs rc 3tr{fl u 6srcrpou3HarrruBaroqrrMcq AerarlM
B lcorunrexre o6opy4oBannfl. AonxHo 6rrrr sauacubre r{acrl{: gneKTpoAbl He rueHee 2

(asyx) KoMrrrreKToB, cMa3oqHbre Marepza-rrbr Anfl fepMerI43aIIIzI4 .lqeeK, pacxoAHble

Mareprranbr (curuxoHoBbre cerrrbr, BJrafolorJrorvrrelrv 14 T.A. ) ans 6ecnepe6ofiuoro
oa6oru He MeHee 2 ter.

PA3NEJI 5. TPEEOBAHI4.fl fIO fIPABI4JIAM CNAIII4II IIPIIEMKII
flolpa:Ae.n 5.1 IIopgAoK cAarlu u rplreMKrr

flocle npoBeAeHur ycraHoBKu npz6opa v [poBeAeHLLs [ycKo-HaJIaAoqHbIx pa6or u
rrpoBeAeHrr s. trcrrbrrateJrbHbrx aHaJrrr3oB 3aKasqzK nprrHr,rMaer npa6op c cocraBJreHLIeM

aKTa BbrrroJrHeHHbrx pa6or.

flogparqel 5.2 Tpc6oBaHufl rro rrcpeAarre 3aKa3rrr{Ky rexHrrrlecKrrx Ir I{IrbIx
AoKyMeHToB rlprl [ocraBKe o6opyAonauntl

llocraerquK AonlKeH npeAocraBl4Tb

pyKoBoAcTBo no SKcrInyaTaIIZu,

3reKTpuqecKr.{x qacrefi, uuQopMaIII4s

rexHzqecxrzfi rracrropr Ha AocraBnsentr'rfr ToBap,

MeTOAZKT4 npOBepKI4 (Kanl{opoBKt4), cxeMbl

rro cHrrrrro r4 ycraHoBKe AoIoJIHI'ITeJIIHrIX qacreir



o6opy4onanux. llpe4craureMbre rexHl4r{ecKl4e AoKyMeHTbI AotIXHbI 6urr Ha

focyAapcTBeHHoM r4IIvI Ha pyccKoM t3blKax I'r npo4y6nnpoBaHo sa asrtuircKoM 's3blKe

(ecnu ecTb Bo3Mo)KHocTL KofII{Io Ha gneKTpoHHbIx HocrlTerrsx uu(fopuaquu).

Heo6xoAI,tMo IIpeAcTaBkITb cIIlIcoK noJlb3oBaTenefi [peAnafaeMofo npu6opa'

Heo6xo4raMo yKa3arb o6[IeAocrylHyro r4HOopMaIIvIo o KoMTIIIHI4LI [porr3BoAl'ITene (cafiT

KOMfraHvI{ vT.n.);
flogpargen 5.3 Tpe6oBaHlrfl K crpaxoBaHnro o6opyAonauun

floc.ranuluK o6.f,3yercs. AocraBurr upzOop I{ ero vacrkl B IlenocrHocrr4Lr coxpaHHocrl'{ Ao

KTA HA3HAqEHVS,.

PA3 E JI 6. TPEEOBAHKTfl K TPAHCIIOPTIIPOBAHPIIO
TpancnoprHiul flocraBr<a: DAP

sapcruia pafiou, n. ITTYPran,
- Pecny6nzra Ys6erzcran,
1 80300

Kauxa4apbr'IHcKat o6lactr,

PA3NE JI 8. TPEEOBAHI,I'I

PA3 E JT 7 . TPEF OBAH.VIfl, K XPAHEHIIIO

K OEbEMv VrMJrrL cPOKv UPEAOCTABIEHI4-g
TAPAHTI,Ifi

PA EJI 9. TPEEOBAIJVIfl TIO PEMOHTHOIIPII| O OCTPI

TPEE OBAHII.TI K OE C JIYXPIBAHI'IIO

1 1 . 3K O JI Of I,ITIE CKLIE I4 CAHPITAPHbIE TP E E O BAHILfl

B uucrpyrqfi[ I,I3roro Bvrrerfl. 4onNuo brr

fapaurut l3roroBr{TeJrr He MeHee I ro4a, B TerIeHI4I,I rapaurui,tuoio cpora llocranulutt

o6nyercn [pOBecTI,I peMoHT I4nv 3aMeHy npu6opa upu ero BbIxoAe u3 cTpos no

np2rqvr1aM. He 3aBvctrlr4M or 3ar<ag.{uxa. llocrasulur< 6eper ua ce6s' o6.f,garemcrBa rlo

6ecnlarnoMy rexHr.rqecKoMy o6cryxunaHvlo B TeqeHLIe rapanrufr noro cpoKa.

flocrarrqnK c MoMeHTa nonyqeHzr orIoBeIrIeHI,It o HeI4crIpaBHocrI4 o6opy4onaELrfl B

TeqeHr4e 30 ralen4apnrrx 4nefi o6ssaH ycrpaHl,ITb BbI-rBneHHyIo Hel4cnpaBHocrb.

llocranrqraK AonxeH rapaHTr4poBarb rexHl4rrecKylo noAAepxKy no 3arIacHbIM qacr.sM B

Tearegl{t4 He MeHee 10 ner.

(lPA

flotpasAe"u 10.I Tpedonaulrn n odcnyxcunarruro

B zn crpyxrlr4v Lr3roroB ure Jrr Ao JrxH o 6rrrr yra: aHbI rlo grarluu e rexo 6 c ny lK:aBa]F^:,1'fl

o6opyAosaHus
floApa:Ae t 10.2 Tpebonauuq K cepBucHoMy o6crylrz

flocrasrq1aK AonxeH roAAepxvBarb cepBl{cHofo o6clyNlanauue npu6opavnr4 coo6uurr
o cepBvcHbrx rlgHTpax [o [poBeAeHlrro cepBl4cHoro o6clyxuBanLrs, rlo 3atBKaM 3aras'rnra

e cnv nosBlrct HeTIoJIaAKI,I B n epl4oA gKcnyarall uu rtpu6 opa.

flpu6op AonxeH coorBercrBoBarb gKoJIon4qecKI4M rr caHI,ITapHbIM rpe6onanz.ru,

vcraHoBJreHHbrM s pecny6rzre Y:6exzcraH Lr AorrrreH I4Merb rlzrl{eHl{r{ecrufi cepruQnrcar

(eclu ToBap flBIIAeTcs. o6ssarerlrublM K rvrl.Ienzqecrofi ceprraQzxallula).

PA3AE JI 1 2. TPEE OBAHI,I'I IIO EE3 OIIAC HO CTI,I



llpn6op Aonx(eH coorBercrBoBarb rpe6onaHraxrr,r 6esonacHocru ycraHoBneHHble B

pecny6nrare Ys6 exl{craH H I4Merb coorBercrBylotqze ceprz$nraru"

PA3AEJI 13. TPEEOBAHI{{ K KAIIECTBy rr KJIACCI,I@I4KAIII4I4
Tonap AoJrx{Hbr 6rrrr ceprv(fzqzpoBaH (ecrvr roBap flBrfleIcs. o6.ssareruHrrla K

cepruQvrxarlnkr).

HelcaqecreeHHbre roBapbr He rrpr.rHrlMarorcs. 14 6yayr orflpaBneHbl o6parHo sa cqer

TIOCTABIIIVKA.

PA3 EJI 14. OfIOJIHPITEJILHbIE HF,IE TPEEOBAHVIfl

PA3nEn 17. TPEEOBAHT{E K <DOPME TTPEACTABTqEMOfr

Tonap Aonx{eH coorBercrBoBarb BceM TexHr4qecKVM rpe6onaHzma v rlapaMerpaM,

yKa3aHHbrM n no4po6uoM orrprcaHzv roBapa.

PA3nEn 15. TPEEOBAHpITI K KOJIpIqECTBy, KOMIIJIEKTAUI,IU, MBCTy
I4 CPOKY IIEPI,IO TIOCTABKII

O6revr rrocraBKr,r 1 (oaraH) KoMrrJreKT. llocraera AonlIGa 6rrrr ocyuecrBJleHa B reqeHrra

90 rcaneH.4apHrrx .quefi c MoMeHTa rroArrv caHrll AoroBopa.

pA3AEJr 16. TPEEOBAHT{E K COfIyTCTByIOUII4M yCJIvfAM fIPI4
TIOCTABKE O EO PYAOIiAHI4'I

flotrpasac,'I I 6. I Tne6oBauuq K BbrrloJrrreHrrlo rrpoeKTHofi Aonyuen'raqufi
Orcyrcrnyror

floapasaer 16.2 Tpe6oBaHrq rc ure6-uogTa)I(y
OTcvrcrsvror

flolnarac.n I 6.3 Trre6oBarruq K rycKo-IlaJra.rlKe
llo crauquK AorrxeH rrpoB ecrr4 rrycKo-HanaAorrHble pa6orbl npu6 opa.
I-{eua roBapa BKrroqaer e ce6s ycnyry rlo ycraHoBKe 14 AocraBKe"

fIoAIra:Aet 16.4 Tpe6onaunq rc o6y.reHl{ro rrepcolraJra 3ama3qrrKa

llocrasIr1uK ronxeH npoBecrr{ o6yveHze nepcoHaJla 3aKa3r{I,IKa uo pa6ore na npu6ope.

floAp asA el 1 6. 5 nrryrn c c orryrcrBylo urre y cJryrn
llocrauquK AonxeH o6ecne.rurr pacxoAHbIMI4
^rvrpoBaHkrs, craHAaprHufi pacrnopsr no4u)
[paBzJrbHocru pa6oru npz6opa.

MA"I epr4an aM r,r (xu MI4 rI e c KI4 e p e aKTV B bI .{JI-tI

Ans npoBe4e:evrfl o6yveuz.a kI npoBepKl4

I4H@OPM AIIWI/I
o

PA 8. IIEPI]qEHb IIPIH'I'I'bIX COKPA
J\&

iln Corcpaulcrrlre PacuurQpoBKa conparqeurlq

Orcvrcrnvror

}IVII4
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