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NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
ot 6 asHBapsa 2015r. N 10

O NOPAAKE
OCYLLECTBJIEHNA NPOM3BOACTBEHHOIO KOHTPOITA KAYHECTBA
N BE3OIMNACHOCTU NMTbEBOU BOAbI, TOPAYEN BOAbI

B coorBerctBuM ¢ wacteio 2 crathu 25 ®epepanpHoro 3akoHa "O BOJOCHAOXKEHUH H
BostooTBeniennn" IlpaBurenbctBo Poccuiickoi denepanniy IOCTaHOBIISAECT:

1. Y1Bepauth npunaraemele [IpaBuna ocymiecTBiieHUs: MPOU3BOJACTBEHHOIO KOHTPOJISI KA4eCTBA U
0€30I1aCHOCTH TUTHEBOM BOJIbI, TOPsTUYEH BOJIBI.

2. YcTaHOBUTbH, 4YTO MpPOrpaMMbl IPOU3BOJCTBEHHOIO KOHTPOJIS KadecTBa U 0€30MacHOCTU
IUTHEBON BOJIbI, TOpsSYEed BOJIbI, YTBEP)KICHHBIE JJO BCTYIUIEHUS B CHUJY HACTOSILErO MOCTaHOBJIEHUS,
IIPUMEHSIFOTCS 10 OKOHYaHMsI CPOKa UX JACHCTBHUSL.

3. Peanu3zanusi MonHOMOYME, NpeaycMOTpeHHbIX [IpaBunamu, yTBEp)KIEHHBIMU HACTOSIIUM
MMOCTAHOBJICHHEM,  OCYIICCTBISCTCS  (pelepalibHBIMH  OpraHAMH  HCIIOJIHUTEIBHOW  BIIACTH,
OCYILIECTBISIONMMHU  (peiepalIbHbII TOCYIapCTBEHHBIM CaHUTAPHO-IMHIEMUOIIOTUYECKUN HAA30p, B
npenenax ycraHoiaeHHoU IIpaButensctBoMm Poccuiickoit @enepauuu MNpenebHOM YHUCIEHHOCTH HX
LUEHTPAJIbHBIX alllapaToB U TEPPUTOPUATBHBIX OPraHoB, a TaKke OIO/PKETHBIX aCCUTHOBaHUIA,
MIPETYCMOTPEHHBIX 3TUM (he/iepaabHbIM OpraHaM HCIIOJHUTEIILHOMN BIACTH B (efiepaibHOM OFO/KETE HA
PYKOBOJICTBO U yIIpaBjiieHHE B c(hepe YCTAaHOBIECHHBIX (hYHKIIHIA.

4. Hacrosiiiee noctaHoBieHHE BeTymnaeT B cuity ¢ 1 uronst 2015 r.
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1. Hacrosimue IlpaBuna ycraHaBiIMBarOT MOPSAJOK OCYIIECTBIEHUS IPOU3BOJICTBEHHOIO KOHTPOJIS
KayecTBa U 0E30IIaCHOCTH NMUTHEBON BOJIbI, FOpsiueil BOJbI, I0JaBaéMOil a0OHEHTaM C HUCIOJIb30BAHUEM
LEHTPAJIN30BAaHHBIX CUCTEM BOJOCHAOKEHUS, OpraHU3alUsIMHU, OCYLIECTBIISIOIMMHU XO0JIOJHOE U ropsyee
BOJIOCHA0)KEHUE, B TOM YHCIIE€ T'ApaHTUPYIOIIMMU OpraHU3alMsIMU (Jlanee COOTBETCTBEHHO - KayecTBO
BOJIbl, OPraHU3alNs, OCYIIECTBIIAIONIAs BOJOCHA0KEHHUE, IPOU3BOICTBEHHBI KOHTPOJIB).

["apanTupyromue opraHu3aly BIIpaBe OCYIIECTBIATh IPOU3BOACTBEHHBIN KOHTPOJIb HA 00BEKTax
LEHTPAIM30BAaHHOMN CUCTEMBI XOJIOJHOTO BOJOCHAOKEHHSI, SKCIUTYaTUPYEMbIX APYTUMH OPTaHU3aLUSIMH.

2. IlonsiTus, ucnonb3dyemble B HactosAmmx [IpaBuiax, COOTBETCTBYIOT 3HAYEHUSIM, OIPEAEICHHBIM
3aKOHOAATEeNhCTBOM Poccuiickoit Dexepanuu O BOJOCHAOKEHHUM M BOJOOTBEICHWU W B O00OJACTH
CaHUTAPHO-3MUAEMHOJIOTMUYECKOr0 OJIaronoyIydrs HaCceIeHUs.

3. IIpon3BOICTBEHHBII KOHTPOJIb OCYIECTBIISIETCS B LIEIAX 00ECIEeUeHNs KauecTBa U 0€301acHOCTH
BO/IbI B OAKTEpHUOJIOTMYECKOM M (PU3MUECKOM OTHOIIEHUH, OE€3BPEIHOCTU BOJBI 110 XUMHUYECKOMY
COCTaBy, OJIArONPHUATHOCTU OPraHOJENTHUYECKUX U JAPYTrUX CBOMCTB BOABI JUIsSl YEJIOBEKA, B TOM YUCIIE €€
TeMIepaTyphbl, IPU HEHTPATIM30BaHHOM BOJOCHA0KEHNUHU U BKIIOYAET B ceOsl:

a) or6op mpoO BOHI;

6) IMPOBCACHUC Ha60paTOpHLIX PICCJIG,Z[OBB.HPII;’I A MUCIOBLITAHUA HA COOTBETCTBHE BOJBbI
YCTaHOBJICHHBIM Tp€6OBaHI/I$[M;

B) KOHTPOJb 32 BBIIOJHEHUEM CAHUTAPHO-TIPOTUBOSMUACMUUYECKUX (TPODUITAKTHUECKUX )
MEPONPUSITHI B IIPOIIECCe BOAOCHAOKEHUS.

4. TlepeueHp moOKa3aTenei, MO KOTOPBHIM OCYIIECTBISIETCS TNPOU3BOJACTBEHHBIH KOHTPOJIb, M
TpeOOBaHMUS K YCTAHOBJICHUIO YacTOTHI 0TOOpa Mpod BOJIBI ycTaHaBIHBarOTCa DeepanbHoii cyxk00if o
Ha/130py B cepe 3aluThl paB noTpeduTeneil 1 61aronoaydus yeaoBeka.

5. 1IpoW3BOACTBEHHBIM KOHTPOJb  OCYIIECTBISIETCSS B COOTBETCTBUM C  IPOrpamMMoOMU
IIPOM3BOJICTBEHHOTO KOHTPOJISI KayecTBa BOJbI (Jajee - MporpaMma MpPOU3BOJCTBEHHOTO KOHTPOJIS),
KOTOpas pa3padaTbIBaeTCsi OpraHU3allel, OCYLIECTBISIONIENH BOJOCHA0KEHHE, U COIJIACOBBIBAETCS C
TEPPUTOPUATBHBIM OpPraHoM (hefepalbHOTO OpraHa MCIOJHUTEIbHON BIACTH, OCYIIECTBISIOIIErO
(benepanbHbI TOCYAAPCTBEHHBIM CAHUTAPHO-IIUIEMUOIIOTUYECKUN HAA30p (Jajee - TeppUTOPUATIBLHBIN
Opras).

[TporpaMmMa pou3BOJCTBEHHOI'O KOHTPOJISI YTBEPKIAAaeTcs Ha CPOK He Oosee 5 JeT.
6. IIporpaMma npou3BOJCTBEHHOTO KOHTPOJIS BKJIIOYAeT B ceOsl:
a) MepeyeHb MoKa3aTesel, Mo KOTOPhIM OCYILECTBISIETCS KOHTPOJIb;

0) ykazaHume wmect oOTOOpa TpoO BOAB, B TOM YHCIE Ha TpaHUIE OSKCIUTyaTallMOHHOU
OTBETCTBEHHOCTH OpraHU3aIlNi, OCYIIECTBISIONMNX BOJOCHAOKEeHNE, 1 aDOHEHTOB;

B) yKa3aHHUE YaCTOThI 0TOOpA MPOO BOJIBI.

7. Ilporpamma mNpOW3BOJCTBEHHOIO KOHTPOJISI JOJDKHA INPEAyCMaTpuBaTh  IIPOBEACHUE
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71a00paTOPHBIX HCCIEIOBAaHUI M WCIBITAHUN KadecTBa BOJAbI HAa COOTBETCTBHE IIOKA3aTeIsM,
YCTQHOBJICHHBIM CAaHUTAPHO-3MUJEMHUOJIOTHYECKUMHU MPaBHWIIAMU U TUTHEHHMYECKUMH HOpMAaTHBAMH, HE
pexe 1 paza B mecsl, a Takke HMHPOPMHUPOBAHUE TEPPUTOPUATBHOTO OpraHa O BBISIBICHHOM IIO
pesyabTataM J1IabOpaTOPHBIX HMCCIEIOBAaHMH W  HUCHBITAHUH HECOOTBETCTBMM  KauecTBa  BOJbI
YCTaHOBJIEHHBIM TPEOOBAHMSIM.

8. B mporpaMme MMpou3BOACTBEHHOI'O KOHTPOJIA B OTHOINCHHUH KaXXJ0I'0 I1oKa3aTeiid, 110 KOTOpOMY
OCYHICCTBIIACTCA KOHTPOJIb, YKA3bIBACTCA MCETOJAWKA ONPCACICHUA 3HAYCHUA I10KA3aTC/IA U JOIIYyCTUMAd
omunoOKa METOAa OIMPCACIICHUS.

9. TepputopuanbHblii oOpraH BIpaBe pacCIIUPUTh IMEPEUYCHb IMOKa3aTelield, IO KOTOPbIM
OCYILIECTBIISICTCS POU3BOICTBEHHBII KOHTPOJIb, U YBEJIIMYUTH YACTOTY OTOOpa nMpoO BOABI PU HAIUYHUH:

a) HECOOTBETCTBHUS KadyecTBa BOJBI TpeOOBaHUSM 3aKoHOIATENbCcTBA Poccmiickoit denepanuu B
obnactu obecreyeHus] CaHUTAPHO-3IUIEMHOJIOTHYECKOro OIaromnoiay4usi HaceleHUs, BBISIBICHHOTO IO
pe3ysbTaTaM  pacIIMpEHHBIX  HCCIEJOBaHMM B  mpoluecce  (enepalibHOro0  rocyAapCTBEHHOTO
CaHUTAPHO-3IUIEMUOJIOTHYECKOTO HAZ30pa WK TPOU3BOJCTBEHHOTO KOHTPOJIS;

0) W3MEHEHHs COCTaBa BOJBl B HCTOYHHKE NHUTHEBOTO BOJOCHAOXKEHUS, OOYCIOBIEHHOTO
crnietn(pUKOil OTBOAMMBIX CTOUHBIX BOJI, @ TAK)XKE APYTMX PErMOHAIBHBIX OCOOCHHOCTEH;

B) TIOBBIIICHHWSI B PErHOHE 3a00JIeBaeMOCTH HWH(EKIMOHHOW M HEUH(EKIIMOHHOH ATHOJIOTHH,
CBSI3aHHOH C NOTPEOJICHUEM BOIbl UETOBEKOM;

F) HU3MCHCHUA TEXHOJIOTMHU BOAOIIOATIOTOBKH MU THEBOM BOABI 1 IPUTOTOBJICHU A FOpSI‘-ICfI BO/JBI.

10. IIporpaMMa mpOU3BOACTBEHHOIO KOHTPOJII B TEYEHHE CpOKa €€ peaau3alud MOXKET
KOPPEKTHUPOBATbCA 110 COIVIACOBAaHUIO C TEPPUTOPUAIBHBIM OpPraHOM B YacTH M3MEHEHHs IO
JMUJAEMUOJIIOTUYECKUM  [IOKa3aHUAM  IIEpPeYHs  IOKas3aTelied, IO  KOTOPBIM  OCYLIECTBIAETCS
IIPOU3BOJICTBEHHBIH KOHTPOJIb, U U3MEHEHUS 4aCTOThI 0TOOpa nMpo0 BOJBI.

[TpaBonpeeMHUKH OpraHU3alMii, OCYIIECTBISAIOIINX BOJOCHA0XKEHUE, BIIPAaBE OCYILIECTBIAThH
MIPOU3BOJCTBEHHBI KOHTPOJIb B COOTBETCTBUM C IMPOTPaMMOM IPOU3BOJCTBEHHOIO KOHTPOJIS 3TOU
OpraHu3alyH.

11. Jlns opraHuzamuii, OCyIeCTBISIOMMNX BOJOCHA0XKEHNE, UMEIOIUX HECKOJIBKO BOJ103a00pPHBIX
COOPY’KEHHI1, B TOM YHCII€ CBA3aHHBIX C UCIOIH30BAHNEM TOJJ3€MHBIX BOJHBIX O0BHEKTOB, 00BEIMHEHHBIX
oO111eit 30HOM CaHUTAPHOU OXPaHbl HCTOYHUKOB MUTHEBOTO U XO3SIHICTBEHHO-OBITOBOTO BOJOCHA0KEHUS U
AKCIUTYaTUPYIOIUX | BOJOHOCHBIM TOPU30HT, MpOrpaMma MPOU3BOACTBEHHOTO KOHTPOJISA JIOJKHA
MpEeAyCMaTPUBATh OTACIBbHBIC PA3eNbl I KaXIOTO BOJ03a00PHOTO COOPYXKEHHUS C YYETOM €ro
0COOEHHOCTEH.

12. IIporpamma npOoW3BOACTBEHHOTO KOHTPOJIS MPEACTABIISIETCS OPraHU3aluen, OCYIECTBISAIOMEN
BOJIOCHA0)KEHUE, Ha COIJIaCOBAaHHE B TEPPUTOPUAIBHBIM OpraH MO MECTY €€ HaXOXJIeHHs (JIH0ObIM
CIIocO0O0M, MO3BOJISTFOIITUM TIOATBEPAUTH (DAKT U 1ATy €€ MPEICTABIICHNUS).

TeppuTOpHalIbHBIN OpraH paccMaTpUBAET MPOTrpamMMy POU3BOACTBEHHOIO KOHTPOJIS B TeueHue 15
pabounx JHEH co JHSA ee MOJIy4eHHs, NMPUHUMAET pEIIeHHEe O €€ COrJIaCOBaHWU WM 00 OTKase B
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COTJIACOBAaHUH M YBEIOMJISICT O MPUHATOM PEIICHUH OPraHU3alNio, OCYIIECTBIIAIONIYI0 BOJIOCHAOKEHNE
(JTF06BIM CcITOCOOOM, TIO3BOJISIONIAM MTOATBEPAUTH (PAKT U AATy MOJIYICHHUS YBEIOMIICHHUS).

13. OcHoBaHuMeM sl TPUHATHA pemeHuss o0 OTKaze B  COIJIACOBAaHUHM  IMPOTPaMMBI
IIPOU3BO/ICTBEHHOI'O KOHTPOJIS SBJISETCA:

a) mporpaMMa MpOU3BOJICTBEHHOI0 KOHTPOJISI HE COOTBETCTBYET BCEM TPeOOBaHUSIM, YKa3aHHBIM B
nyHkTe 6 Hactosiuux [IpaBui;

0) mpeayCMOTpPEHHBIC MPOrPaMMON NPOHM3BOACTBEHHOIO KOHTPOJIS IOKA3aTeld, MO KOTOPBIM
OCYILIECTBIISICTCS. KOHTPOJIb, MecTa OTOOpa mpo0d BOABI M YacToTa 0TOOpa MpoO BOIBI HE OTBEYAIOT
TpeOoBaHUsM  3akoHonaTenbcTBa  Poccuiickoir ~ Pegepamun B objactu  obecreueHUs
CaHUTAPHO-IIHIEMHUOJIOTHYECKOr0 OJIAromnoIydus HaceICHHUSI.

14. B yBenoMJieHUN TEPPUTOPUATBLHOTO OpraHa O MPHUHSATHU PEIIeHHs] 00 OTKa3e B COrIaCOBAaHUHU
MIPOrPaMMBbI [IPOU3BOJICTBEHHOTO KOHTPOJS JOJKHBI ObITh YKa3aHbl OCHOBAaHHUSA, MO KOTOPBIM MPUHSATO
TaKo€ PEIICHHUE, B TOM YUCIIe KOHKPETHBIC JaHHBIC, COJEp)KAIIUECS B MPOrpaMMme MPOU3BOJICTBEHHOTO
KOHTPOJIsI, HE COOTBETCTBYIOIIUE TpeOoBaHUAM HacTosAmux [IpaBui.

B cnyyae oTka3a B COINIacOBaHWW MPOrpaMMBl MPOU3BOJICTBEHHOTO KOHTPOJS OpraHu3aIus,
OCYIIECTBIISIOIIAs] BOJIOCHAOXKEHHUE, T0padaThIBaeT MPOrpaMMy MPOU3BOJICTBEHHOIO KOHTPOJIS U B CPOK,
He npeBbmaromui 10 pabounmx aHEH cO AHS TMONyYeHHs YKa3aHHOTO YBEIOMJICHHS, IMPEICTABIISACT
porpaMMy IMPOU3BOJCTBEHHOTO KOHTPOJS Ha MOBTOPHOE COTJIACOBAaHWE B TEPPUTOPHAIBHBIA OpraH
(;1r00BIM  cIOCOOOM, TTO3BOJISIIOLIMM TOATBEPANTH (AKT W JaTy €€ TOJIYYCHUS TepPPUTOPHATBHBIM
OpraHoOM).

15. PaccMoTpenne M corjacoBaHHe IOpaOOTaHHON MPOTrpaMMBbl MPOU3BOACTBEHHOTO KOHTPOJIS
OCYILECTBISICTCS TEPPUTOPUATIBHBIM OpPraHoM B TeueHHe 7 pabouux JHEH co JHSA ee IMOJyu4eHHUs C
HalpaBICHUEM OpraHU3allly, OCYLIECTBISIOIIEH BOJOCHA0KEHHE, COOTBETCTBYIOLIETO YBEAOMIICHUS
(J1r00BIM CTIOCOO0M, MO3BOJIAIOLIMM MOATBEPAUTD (DAKT U ATy MOJTYUYEHHUS YBEIOMIICHUS).

16. CornacoBaHHass TEpPPUTOPUAIBHBIM OPraHOM [porpamMma IPOHU3BOJICTBEHHOTO KOHTPOJIS
YTBEP)KIAETCS PYKOBOAWUTENEM OpraHW3allMy, OCYIIECTBISIONEH BOAOCHAOXKEHUE, B CpOK, He
MpEBBILIAIOIINHN 5 pabouux JHEH co JAHS MOJIy4YeHUsl YBEIOMIIEHUS O €€ COTJIaCOBAHUU.

17. Ot60p npoO BOABI OCYIIECTBIIAETCS OpraHU3aIuel, OCYIIECTBISAIONIeH BOJOCHA0KEHHE, UITH TI0
€€ MOPYUYCHHIO0 HHOW OpraHu3aluei, TelCTBYIOEH Ha OCHOBAaHUH JIOTOBOPA C 3TOW OpraHU3aluen.

18. OT6op mpob BOJBI OCYIIECTBIIACTCS B MECTaX 0TOOpa BOJIBI:
a) U3 UCTOYHHKA MTUTHEBOTO U XO3MCTBEHHO-OBITOBOTO BOJIOCHAOKECHHS;

6) IocJIC BOAOHIOATOTOBKM U IIPUTOTOBJICHUA FOpSI‘-ICﬁ BOABI TIEpCA MOCTYIIJICHUCM BOIbI B
pacnpeaciInTCIbHYIO CCTh,

B) B pacIpeleIUTEIbHON CETH.

19. [IpoBenenue 1abOPATOPHBIX UCCIIEJOBAHUNM M UCHBITAHUN OTOOpAHHBIX MPOO BOJABI B paMKax
MIPOU3BO/ICTBEHHOTO KOHTPOJISI OCYILECTBIISICTCS IOPUIMYECKUMH JHLIAMHU U (MJIM) WHIUBUAYaJIbHBIMU
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NpEANPUHUMATEIAMY, AKKPEAUTOBAaHHBIMM B COOTBETCTBHM C 3aKOHOJATEIbCTBOM Poccuiickon
®enepanyn 00 akKpeIUTallMK B HALIMOHATIBHOM CUCTEME aKKpEeIUTALUH.

20. Opranuzanusi, OCYLIECTBISIONIAas BOJOCHAOXKEHHE, YKa3bIBAaeT JaHHBIC, ITOJyYEHHBIE IO
pe3ynbTaTtaM J1a00paTOPHBIX MCCIICAOBAHUI U UCIBITAHUM, TPOBEICHHBIX B pPaMKaX MPOU3BOJICTBEHHOIO
KOHTPOJIS, B JKypHaJe KOHTpPOJII KauecTBa BOBI, KOTOpPBIM BemeTcs B OymakHoi (opme mim B
AIIEKTPOHHOM BHJIE.

21. OdopmneHHble pe3yabTaThl JTa0OPATOPHBIX WCCIEAOBAHWNA W HWCHBITAHUN  SIBISIOTCS
JIOKYMEHTAJIBHBIM TTOATBEPIKICHUEM COOTBETCTBHS JTUOO HECOOTBETCTBHS KA4eCTBA BOJIbI HOPMATHUBHBIM
TpeOOBaHUSM, MPEABABISEMBIM K KadeCTBY BOJBI 3aKOHOAATENhCTBOM Poccuiickoit denepanuu B
00J1aCTH CaHUTAPHO-IIUIEMHUOJIOTHIECKOTO OJIaronoaydrst HaCEeIEHUS.

22. OpraHm3anus, OCYIICCTBISIONAS BOJOCHAOXKEHHE, B TeueHHWEe 3 pabouymx JHEH CO JHA
MOJyYCHUsI PE3YyJIbTaTOB JIA0OPATOPHBIX HCCICIOBAaHUN ¥ HCIBITAaHWHA, CBUACTEIBCTBYIONUX O
HECOOTBETCTBHH KAa4eCTBa BOJIbI YCTAHOBJICHHBIM TPEOOBAHUSAM, HANIPABISIET TEPPUTOPHATIBHOMY OpraHy
BBIIKCKY M3 J)KypHaJIa KOHTPOJISI Ka4eCcTBa BOJbI (JIFOOBIM CIIOCOOOM, TTO3BOJISIOIIAM MOATBEPAUTH (HaKT U
JaTy TOJy4YEHUS BBITUCKH TEPPUTOPUATBHBIM OPIaHOM).

23. Opranusanusi, OCyIIECTBISIONIAs BOAOCHAOKEeHNE, 00eCTIeunBaeT:

a) Uil TePPUTOPUATILHOTO OpraHa - OCCHpEeNsITCTBEHHBIN JTOCTYI K KypHaly KOHTPOJIS KauecTBa
BOJIBL;

0) JUIs1 OpraHoOB rOCyJapCTBEHHOM BiacTH cyobekTa Poccuiickoit denepanuu 1 opraHOB MECTHOTO
CaMOYIIpaBJICHHs - TPEJIOCTABICHUE BBIMMCKH M3 YpPHala KOHTPOJIS KauecTBa BOJbl B TCUCHHE 2
pabouux qHEW Co AHS MOTYyYSHHS COOTBETCTBYIOIIETO 3aIpoca;

B) /Uil UHBIX JIMIl - MPEOCTaBICHUE BBHIMUCKU U3 KypHalla KOHTPOJISI KaueCcTBa BOJBI B TEUEHUE 5
paboumx AHEH co JTHS MOJyYEHUs! COOTBETCTBYIOIIETO 3aIlpoca.
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