HauvoHanbHaaA CaHNUTAPHO-3INMNAEMMOIOTNYECKAS
nabopatopus

PernameHT 0 KOHPMAEHUMaNbHOCTU HauMOHANIbHOW CAaHUTAPHO-3NUAEMUOIOrMYECKOM
nabopatopum

Crartba 1. Codepa npumeHeHUa HacToAwero PernameHra.

HacTosawmit PernameHT NpymMeHseTca K 3anncam ceBeaeHuin o nauyeHTax HauMoHanbHoOM caHUTapHoO-
anuaemmosiornyeckoin nabopatopumm B [2opod]. OH KacaeTca Tex CBEAEHUIN O NaUMEeHTax, KoTopble 6bian
npeacTasfeHbl B HauMoHanbHY0 CaHUTapHO-3MMAEMMNONIOTMYECKYIO 1abopaToputo AN NabopaToOPHOM AUArHOCTUKM.

Cratba 2. [ep:katenb perucrpaumm NnepcoHasibHbIX AaHHbIX.
HauunoHanbHas caHUTapHo-aNuaemmoiormdeckan nabopartopusa B [20po0d].

Crartba 3. ApMUHUCTpaTOp U 06pPaboTUMK 3aperMcTpUpPoOBaHHbIX NEPCOHA/IbHBIX AAHHDIX.
1. HauMoHanbHas caHUTAPHO-3NNAEMMUONOTNYECKan 1abopaTopus BbICTYMNaeT B KayecTBe agMUHUCTPaTopa
3anuceu.

2. PacyeTHble UEeHTPbI U Apyrue yupeskaeHns MOoryT oKasbiBaTb MOMOLLb HaLMOHaNbHOM cCaHUTapHO-
anuaemuosiornyeckoit nabopatopum B 0b6paboTke 3anuncen.

3. CobpaboTtunmkamm, 0603HAYEHHbIMU B NPeAblayLLEM MYHKTE, yCTaHAB/IMBAKOTCSA 06A3aTe/IbHbIe JOrOBOPEHHOCTH
B OTHOLLEHWM 3aLNUTbI 3aNUCEN, @ TAKIKE B OTHOLLEHNN CEKPETHOCTMU.

CratbAa 4. Lenu 3anuceii.

1. [na npepoctaBneHUs MeanLMHCKOMY NepCcoHany pesyibTaToB UCC/eL0BaHNN NaumeHToB. JaHHble
nccnefoBaHMA NPOBOAMAINCE MO UX 3aMpPOcCy.

2. [na Toro Ytobbl cAenaTh YacTb 3aPErMCTPUPOBAHHbIX CBEAEHWUI AOCTYMNHbIMU A8 HayYHbIX UCCAEL0BAHUN U
CTaTUCTUKW. B 3TOM CBA3K TaKKe NoApa3yMeBaeTcs, YTO CBeAeHMA ByayT AOCTYNHbI 41A TPETbUX CTOPOH A/A
NPoBeAEHMA HaYYHbIX UCCNEea0BaHMUNA.

CratbAa 5. Perucrtpupyembie cseaeHusA.

1. Peructpupyemble cBegeHUA npuseseHbl B NPUNOKEHUN A K HacToAalwemy PernameHTy.

2. CeefeHus, OTHOCALWMECA K MaTepuMany, yNToOMAHYTOMY B NyHKTe 2 CTaTbM 4, K KOTOPbIM OTKPbIT AOCTYN AN 3TOM
Lenu, Take npuBeaeHbl B NPUNOXKEHUN A K HacToawemy PernameHTy.

3. CsegeHua B NyHKTe 1 noyyYeHbl B TMCbMEHHOM UKW YCTHOM dopme OT /inua, 3aNPOCUBLLETO ANArHOCTUYECKoe
nccnefoBaHue; 4ONOAHUTENbHAA MHPOPMaLMA, NONYyYEHHAA B MUCbMEHHOM UK YyCTHOM dopme OT
BblLLEyKa3aHHOro iMua, AobasnseTcs npyu Heob6XoANMOCTMH.

CraTtbAa 6. [ocTyn K cBegeHuam.

1. [JocTyn K cBeAeHUAM MMEETCA TONbKO Y TeX, KOMY OH TpebyeTcs B pamKax UX 3a4a4 B KayecTse 06paboTUMKOB.

2. /lnua, yKasaHHble B NpeapblayLiem NyHKTe, N paboTHMKM HaunoHanbHOM CaHUTapHO-3MMAEMMNONOTMUYECKOM
na6opaTopMM 06A3aHbI COXpPaHATb KOHd)Mp,eHLI,Ma.anOCTb. B KonnekTnBHOM TPYAOBOM COornalleHnn ykasaHo, 4to
oTAaenbHble pa5OTHMKM 06A3aHbl CO6I1IOLI,aTb KOHd)VI,CI,eHLI,Ma}'IbHOCTb B OTHOLWLEeHWN BCero, c 4Yem OHU
CTa/IKMBAlOTCA B Xo4e UxX pa60TbI. ﬂop,nwcaB KOHTPaKT Haﬁma, pa6OTHMK TéM CaMbIM NoAaTBepXAaeT
NMPUMEHUMOCTb KONZTEKTUBHOIO TPyA0BOro cornaieHuA.

3. }'Imu,a, YKa3aHHble€ B NYHKTe 1 HaCTOHU.LeVI CTaTbW N KOTOPble HE ABNAKOTCA HAaEMHbIMWN pa6OTHMKaMM
HaLI,VIOHaﬂbHOVI CaHVITapHO-3I’IM,£I,EMMO}10I'VI‘-IeCKOVI naGopaTopMM, Hanpumep Ctax<epbl, 06A3aHbI C06ﬂl-0p,aTb
KoHuaeHuManbHoCcTb. OHM NOANMCHIBAOT 3anaB/eHMeE (NpunoxKeHue b) o KoHbUAEHUNANBbHOCTH.

4, ﬂ,pyrme Nnua, Kak onpeagenAaeTca 3aKkOHHO NOPYYEHHbIMU UM 3a4a4aMU, HE UMEKOT A0CTyNa K 3annCAM.

4 as2ycma 2013 a.

florid Mealth Laboratory Quality Stepwise Implementation tool




HauvoHanbHaaA CaHNUTAPHO-3INMNAEMMOIOTNYECKAS
nabopatopus

Cratba 7. MpepoctaBneHue geprKaresiem 3aperucTpUpPoOBaHHbIX CBeAEHUMN.

1. [eprkaTenb npenocTaBaseT 3aperncTpupoBaHHble CBEAEHNA TONbKO TEM JIMLLAM, KOTOPbIM 3TW CBEAEHUSA
HeobXoAMMbI 15 BbINOJAHEHWUA UX 334a4. ITW AMLLA, KaK 0603HaYeHO B NpeaplayLiel cTaTbe, 0653aHbI
COXPaHATb KOHOMAEHUMANBHOCTb. OHW NOANUCANN 3aABNEHME O KOHPUAEHLMANBHOCTH, KaK 3TO NpeayCMOTPEHO
NyHKTamm 2 u 3 ctaTbm 6.

2. [OepaTenb NpefoCTaBAsET 3apPErUCTPUPOBAHHbIE CBEAEHUA INLAM U YUPEKAEHUAM, Ha KOTOPbIX 3aKOHHO
BO3/10’KEHbl COOTBETCTBYIOLLME 33434N.

3. [Opyrm anuam 3apernctTpupoBaHHble CBEAEHMA HE NPeaoCTaBAAIOTCA, €C/IN TOIbKO HE NOJy4eHO O4HO3HAYHOro
NMUCbMEHHOTO pPa3peLleHna OT NNL, CBELEHUA O KOM HaX04ATCA B 3aMMUCSAX.

4. CsepeHua He NPeaoCTaBAAOTCA, NPU YCNOBMM BbINOJIHEHWS NPABOBOr0 PEry/IMPOBAHUSA, €C/IN €CTb COMHEHMA B
NpPaBWUIbHOCTU CBEAEHUNA.

Crartba 8. 3awmTa.

1. [eprkaTenb obecneymBaeT HagNeKallee TEXHUYECKOE M OpraHM3aLMoHHOe obecrneyeHmne 3aLmuTbl 3anmcen.

2. CraTtba 3, TpPETUI NYHKT, TaKKe NpUMeHseTcA.

3. B pamKax opraHu3auuun gep:kaTend Ha3Ha4YaeTca /IMLO , KOTOPOe rapaHTUPYeT BbINOJIHEHWE Mep 3aLmThI.

4. [eprkatenb obecneymBaeT To, YTO B paMKax CBOEM OpraHM3aLmMm NPUHUMAIOTCA AOCTAaTOYHble Mepbl NPOTUB
HECAHKLUMOHWUPOBAHHOIO UCMO/Ib30BaHWUSA U 310yNoTPebNeHNs CBEAEHMAMM, a TaKKe NPOTMUB NOTEPU UM KPaXKK
cBeAeHUN.

Cratba 9. CpoKu XxpaHeHUA CBeAeHUM, HAXO4ALWMXCA Y AeprKaTens.

YunTbiBan aNUAEMUOIOTMYECKOE 3HAYEHME CBEAEHUM, KOTOPbIE LO/TKHO ObITb BO3MOMKHbIM NPOCAEAUTD K
OTZe/IbHOMY YE/I0BEKY, 3TW CBELAEHUA XPAHATCA Ha NPOTAXKeHUM He meHee 100 fieT noc/ie Noc/iefHEero KOHTaKTa
MeXay naumeHToMm M HaunmoHanbHOM CaHUTAPHO-3NMAEMMOIOrMYECKON TabopaTopmeil.

Cratba 10. [paBso 3aperucTpuMpoBaHHOrO MLA HA O3HAKOMJ/IEHUE CO CBeAeHUAMMU.

1. B oTBeT Ha 3anpoc B NMCbMEHHOM BUAE 3aperncTpMpoBaHHOMY JIMLLY NPeoCTaBAAeTCA paspelleHme
03HAaKOMWTbLCA C COOTBETCTBYIOLWMMU CBEAEHUAMM.

2. TpocmoTp cBeAEeHUIN NPOXOAMUT B YUPEXKAEHUN AepKaTena 3anuceit nocae ya0CcToBepeHUA IMYHOCTU 3aABUTENA.

3. O3HaKOMMTbCA CO CBEAEHUSAMM, KK 3TO O3HAYEHO B NEPBOM MYHKTE, MOXKHO B TedeHue 15 pabounx aHei nocne
noay4eHusa 3anpoca.

Cratba 11. [paBo 3aperucTpupoBaHHOrO LA HA NOlyYeHMne Konuu cBegeHuni.

1. BortBeTHa 3anpocC 3apernctpupoBaHHOMY iy MOXKET ObITb npeaocrtaB/sieHa KonuAa Bcex CBeAEHMﬁ,
Kacaowunxca ero nam ee, nocsie yaocroeepeHuaA ero/ee NNYHOCTMW.

2. Konua cBegeHuin, 03HauyeHHasn B NpeablayLiem NnyHKTe, npegocraBnfeTca B TeyeHme 15 pabounx gHen nocne
nosiy4eHuA 3anpoca.

Cratba 12. I'IpaBo 3dperncTtpuposaHHoOro imuya Ha ucnpassjeHue CBEAEHMﬁ.

1. 3aperucTpMpoBaHHOE NNLLO MOMKET OTNPaBUTb NMMCbMEHHbIM 3aNpPoC Ha UCNPaBAEHNE HEBEPHbIX GaKTOB.

2. 3anpoc Ha UCnpaBneHne oTNpaBAAeTcA AepKaTe o 3anmce, U B 3anpoce YKasbiBaeTcs, Kakue A0NXKHbl bbITb
BHECEHbI U3MEHEHMUSA.

3. [epxaTtenb nopyyaet 06paboTumMKy MCNPaBUTb KOHKPETHbIE CBEAEHMA.

4. WcnpasBneHue cBeAeHUI, Kak 3TO 03Ha4YeHO B NePBOM MYHKTE, Aienaetca B TedeHne 15 paboumnx gHei nocne
nosly4yeHua 3anpoca.
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HauvoHanbHaaA CaHNUTAPHO-3INMNAEMMOIOTNYECKAS
nabopatopus

Cratba 13. [MpaBo 3aperucTPMpoOBaHHOrO /ML, HA BHECeHUE A0NO0/IHUTeNbHOU HPopMaLun.

1. 3aperMcTpupoBaHHOE NMLO MOXKET OTNPaBUTb MUCbMEHHbIN 3anpPOC Ha BOCMOIHEHWE HEMOHbIX CBeAeHMWI B
3anucax.

2. 3anpoc Ha BHeceHue B 3anuncb AOMNOAHUTENbHON MHbOPMALMM OTNPABAAETCA AepiKaTe o 3anuceil, u B 3anpoce
YKa3blBaeTcA, Kakasa nHGopmauma 4oMKHA bbiTb JobaBneHa.

3. [ep:kaTenb nopyyaeT 06paboTuMKy BHECTM B 3aNUCK AONONHUTENbHYO MHGOPMALMIO.

4. BHeceHWe OONOAHUTENBHON MHOOPMALMU, KaK 3TO O3HAYEHO B NEPBOM NYHKTE, AenaeTcs B TeyeHune 15 pabounx
[AHel noc/e NoayyYeHus 3anpoca.

Cratba 14. [paBo 3aperncTpupoBaHHOro AnuUa Ha yaaneHme uHpopmaumum ns

perucTpaumoHHbIX 3anucei.

1. 3aperucTpupoBaHHOE UL MOXKET OTNPaBUTb NMCbMEHHbIV 3aNpocC Ha yaaneHue onpeaeneHHon nHpopmaumnm
M3 3aNncen U ee YHUUTOXKEHME.

2. 3anpoc 06 yaaneHuu n YHUUTOXKEHUM CBeAEeHWIA OTNPaBAAETCA AeprKaTeto 3annceit, U B 3anpoce yKasbiBaeTcs,

KaKue cBeAeHUA AO/KHbI 6bITb yAaNEHbI.

[Jep:kaTenb nopyyaet 06paboTunKy obecneumnTb yaaneHne U YHUUTOKEHNE CBEAEHNN.

4. YpaneHue U YHUUTOXKEHWE CBEAEHWNI, KaK 3TO 03HAYeHO B NEPBOM MYHKTe, AeNaeTca B TeyeHne 15 pabounx
[AHel noc/e NoayyYeHus 3anpoca.

w

Cratba 15. 06s3aHHOCTb BegeHUA NPOTOKoNA.

1. [eprkaTtenb BHOCUT B NMPOTOKOJI 3aMMUCK O NPeAOCTaBAEHHbIX CBEAEHWN, KaK 3TO 03HAYEHO B TPETLEM MYHKTE
cTatbu 7.

2. 3anucu, o3HavyeHHble B NpeablayLem MyHKTE, COAepKaT caeayroLyo MHGOPMaLMIO: AaTbl AOCTYNA K CBEAEHUAM
WK AaTbl NPeaoCTaBAEHUS CBEAEHUI; LENU, A5 KOTOPbIX 3TO ObIJI0 CAeNaHO; UMS UL UK HAa3BaHWUe
yyYpeKaeHUA, KOTopble NOAYYUIN CBEAEHUA AN AOCTYN K HUM; CBEAEHUA, K KOTOPbIM Obl1 NpefocTaBaeH
[0CTyn, UNKn KoTopble Bblan BblAaHbI.

3. MHdopmauma, 03HAYEHHAA B NpeablayLiem NyHKTe, XPaHUTCA B TEYEHME MO KpaliHelt mepe o4HOro roga nocne
AaTbl BHECEHUWSA 3anuceid B MPOTOKO.

4. K npoToKoy 3anucen, 03Ha4eHHOMY B NPeablAyLUMX NYHKTaX, TakKe OTHOCMTCA NPaBO Ha O3HAaKOM/IEHMe,
O3Ha4yeHHoe B cTaTbe 10, a TakXe NpaBo Ha NoayYeHWe KoONnK, 0O3HaYeHHoe B cTaTbe 11.

Cratba 16. OTKas gep:Katena BbiNONHUTL 3anpoc.

1. Ortkas AepXaTtena B npaBe Ha O3HaKOMIEHNE, NOoJslyd4eHNE KON, ucnpasaeHme, BHeECEHUE p,o6aBneHm7| nnn
yAaneHne AosKeH ObITb noaxkpenaneH Nnpu4nHamu.

2. 3apeI'VICTpI/IDOBaHHoe NNLO yBEOOMNAETCA 06 OTKa3e, O3Ha4YeHHOM B npegbiayuiem nyHKTe, B TMCbMEHHOM BUAE
B TeyeHue 15 paboumx gHelt nocne noayvyeHumsa 3anpoca.

3. Ecau AepXKaTe/ib OTKa3blBae€TCA BbINMO/IHUTL 3aNPOC 3apPErMCTPMPOBAHHOIO nLa, AaHHOE /IMUO MOMET Ha4yaTb
npoueaypy B COOTBETCTBUMU C 3aKOHOM O NEepPCOHabHON perncTpaumnu.

Cratba 17. OT1BeTCTBEHHOCTb.
Ll,ep»(aTenb HeceT OTBeTCTBEeHHOCTb 3a BO3MO)KHbIﬁ yu.l,ep6, I'IpM‘-IVIHEHHbIﬁ B pe3ysibTate HeCO6}1lO,£I,eHI/IFI AaHHOTO
PernameHTa.
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HauvoHanbHaaA CaHNUTAPHO-3INMNAEMMOIOTNYECKAS
nabopatopus

CratbAa 18. 3aknouuTeNbHble NONIOXKEHUA.

1. Ecnun nameHATCA uenn perucTpaLmm Uam 3anmcm 3aperMcTpupoBaHHbIX CBEAEHWUM, O3HAYEHHbIX B MPUNOMKEHUAX
A v B, nnn B UICNONb30BAHUM STUX CBEAEHWUI, HAacToALMIM PernameHT A0/1>KeH BbITb COOTBETCTBYHOWMM 0bpa3om
N3MEHEH.

2. W3meHeHue gaHHOro PernameHTa MOXKeT ObITb HaYaTo TOJIbKO ZepKaTesem 3anucei.

MpunoxKeHns HacTosLWwero PernameHTa cCYMTalOTCA €ro HEOTbEM/IEMOW YacTblO.

B nosiorKeHuaAx HacToALwero PernameHTa npaBa 3aperncTpMpoBaHHbIX 1L, U 06A3aHHOCTU AepKaTens

npeAcTaB/ieHbl HA OCHOBE 3aKOHA O 3alUUTE NEePCOHaNbHbIX AAHHbIX.

B cnyyanx, HenpeayCMOTPEHHbIX HACTOALLMM PernameHTOM, pelleHne NPUHNUMAET AepKaTeNb 3anncen.

[aHHbI PernameHT XpaHUTCA 41A U3ydeHUA Y AepKaTens.

Hactoawmi PernameHT BCcTynaet B cuay 1 utona 2013 r..

Ha aaHHbIN PernameHT MOXKHO CCbl1IaTbCA KaK Ha: «PernameHT o KoHGMaeHUnanbHocTM HaunmoHanbHoOM

CaHUTaPHO-3NNAEMMNONOTNYECKo nabopaTopun».

Pw
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HaunoHanbHaA CaHUTAapPHO-3NUAEMMONOTNYECKAS
nabopatopwus

MpunoxeHune A: K PernameHTy 0 KOHpuMAaeHUManbHOCTU HauMoHanbHOM CAaHUTAPHO-
anuaemMmunonornyeckom nabopatopuu

CBefeHUs 0 NauMeHTe, KOTOPbIE PErUCTPUPYIOT B 1aBOPATOPHOM CUCTEME YNPaBAeHUA MHPOpMaLMeld, 3To:
damunma n nHMUManbl, agpec, NOYTOBbIN MHAEKC, HAaCeNEHHbIA NMYHKT;

Nnos W Aata POXKAEHUS;

Bpay, 3anpalunBatowmnii aHanus;

fnarta B3ATMA nNpobbi;

3aMNpoLUEHHbIE aHaIN3bl U UX Pe3y/IbTaTbl, OTHOCALLMECA K AaHHOMY NaLUeHTy.
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HauvoHanbHaaA CaHNUTAPHO-3INMNAEMMOIOTNYECKAS
nabopatopus

MpunoxxeHue b: K PernameHTy 0 KOHPUAEHUMANbHOCTU HaunoOHanbHOWM CaHUTAPHO-
anuaemMmunonornyeckom nabopatopuu

CornaweHue o KOHOUAEHUMANBHOCTH

HukenognucasLwuiics,

PaboTatowmii B HauMoHanbHOM CaHUTapPHO-3INNAEMMUOIOTMYECKOM NabopaTopun B [20pod] 0b6A3yeTcA B OTHOLIEHUN:
- NYHKTa 3 cTatbM 6 PernameHTa 0 KOHPUAEHLMANBHOCTH,

cobntoaath KOHOUAEHLMANBHOCTb TOTO, C YEM OH/OHa MMEET Aeno B ero/ee paboTe B TOM Mepe, B KaKoM 3TO
0653aTe/IbCTBO ONpeaensaeTca CyTblo AeNa UM HeABYCMbIC/IEHHO Ha Hero/Hee HanaraeTcsa. 9To 0653aTeNIbCTBO
NpPoAOIMKAET AeMCTBOBATb M NOCAE NPEKPALLEHNA AeATENbHOCTM B HaLMOHaNbHOM CaHUTapHO-3MUAEMMNOIOTMYECKON
naboparopuu.

370 0653aTENLCTBO HE AEUCTBYET B OTHOLIEHMM TEX UL, KOTOPbIE HECYT CBOO [L0/110 OTBETCTBEHHOCTM 32
HaZ/iexKalllee BbINoJIHEHUE HUKENOANMUCABLLUMMCA CBOEM PaboTbl, a TaK}Ke B OTHOWEHUW TeX /L, COTPYAHNYECTBO C
KOTOPbIMM CYMTAETCA HEOOXOANMBIM ANA AOCTUMHKEHUA STOWN LLeN, NPU YCIOBUW, €CNU 3TU /ML CaMU HecyT

06A3aTeNbCTBO COXPaHATb KOHPUAEHLMANBHOCTD.

dUO0:

[arta:

Mognuce:
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