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[Iporpamma o6cyxaeHa Ha 3aceqanuu kadeapsl papmaruu ot 12.01.2021 r., mpoTtokois Ne 6

JlononHuTeNbHAs podeccHoHanbHas 00pa3oBaTeabHas — IPOrpaMMa IOBBIIICHHS KBaIH(PHKAIIMN
onobpena Ha 3aceqanuu [IKYMC ot 05.02.2021 r., mpoTtokon Ne 3.

JomnonauTenbHas ipodeccnoHalibHas oOpa3oBaTenbHas IporpaMMa — TOBBIIICHHS KBAJIA(DHUKAIH
yTBepxkaeHa Ha 3acenanuu yueHoro Cosera ot 26.02.2021 r., mporokoin Ne 4.



1. JIucT DOMOMHEHNT U N3MEHEHUT

Ne Hara Kon N3MeHeHus B colepKaHuU [Toanucek 3aBegyroniero
kadeapou




2. IlogcHuTenbHAas 3alCKa

JlononHurtenbHass — mpodeccuoHalpHash MporpaMma  MOBBIIICHHS — KBaIM(HUKAIMU  Bpaden
«MoHUTOPUHT 0€30MacCHOCTH MEIUIIMHCKUX W3JCNui» pa3paboTaHa B COOTBETCTBUU C
TpeboBaHUsIMU 3aKoHOAaTenbcTBa Poccuiickoit denepannu B 06J1aCTH MOHUTOPUHTA METUITUTHCKUX
W3JICIH, JUIEH3UPOBAHUS JEATEIHHOCTH MEIUIIMHCKUX H (apMaleBTUYECKUX OpPTaHMU3AIHA,
npuka3zoM MunoOpraayku Poccuu ot 01.07.2013. Ne499 «O06 yrBepknenun [lopsinka opranuzamum
U OCYIIECTBJICHHSI 00pa30BaTEIILHON EATEIHHOCTH IO JOTOJHUTEIBHBIM MPO(ECCHOHATHHBIM
MIporpaMMam».

[lenpro 00y4YeHHMsI SBISCTCS: KPATKOCPOUHOE MOBBIIMICHHE KBATM(DUKAIIMKA B 00JIACTH COBPEMEHHOMN
HOPMAaTUBHO-TIPABOBOM 0a3bl IO MOHUTOPUHTY MEAUIIMHCKUX U3JENIUHN, KiIacCu(UKALUY, aHATTN3a
1 cbopa cooOIIeHN 0 HEOIArOMPHUATHBIX COOBITHSIX MEIUIIMHCKUX WU3JICITHA.

Kareropusi o0y4yaembIX: Bpauu, CpeIHUN MEIULIUHCKUN MEpPCOHAJ, MPOBU3OPHI, MO POIY CBOEH
NESATEIbHOCTH  CBSI3aHHBIC C BBISBICHHEM W PETUCTpAlMe HEONIAarompusiTHBIX  COOBITHIH
MEAUIMHCKUX M3eNni, a Takke 00 MHBIX (pakTax U OOCTOATENbCTBAX MPEACTABISIOMIUX YTPO3Yy
YKU3HU WIN 3I0POBBIO YEJIOBEKA.

[TpomomxurensHOCTh 00yueHus: 36 akamemuueckux yaca/l 3ET

®dopma o0yuenus: Ounas

1 3ET cootBercTBYyeT 36 akaJleMUYECKHX dYaca MPOJOJDKUTEIBHOCTIO 45 MUHYT. MakcuManbHbIN
o0beM y4eOHOW Harpy3K CIymiaTeis, BKIOYas BCE BHJbI ayJIUTOPHOH U BHEAyIUTOPHOMN
(camocTosATENBHOM) yueOHOH paboTHI, cOCTaBiIsIeT 36 aKaJeMHUYECKHUX Yaca B HEIEIIIO.

[Ipu ycremHO# arrecTanuu OOYYAIONIUICS IMOJydaeT ITOKYMEHT YCTaHOBJICHHOro oOpasna -
VY nocroBepeHue 0 MOBBIIIEHUN KBATH(PUKALIHH.

3. [Inanupyemsble pe3ynbTaTbl 00yUEHUs

3.1 TpeboBanusI K ypOBHIO MOJATOTOBKH CIICIUAIKCTA, YCIICITHO OCBOWMBIIETO JIOTIOJHUTEIHHYIO
npodeccnoHanbHyI0 00pa3oBaTeNbHy0 IporpaMMy «MOHHUTOPUHT 0€30MacCHOCTH MEAMIIMHCKUX
15631 (00171703

Crenunanuct nomxeH oonagatsh oomekyabTypHsiMU (OK) u mpodeccnoHanbHBIMU KOMIETEHIUSIMU
(I1K):

Oo6mekynbrypabie komnereHunu (OK) xapakTepusyrores:

- CIOCOOHOCTHIO U TOTOBHOCTBIO JIEMOHCTPUPOBATH IPAKIAHCKYIO TO3UIINIO0, UHTETPUPOBAHHOCTD B
COBpEMEHHOE OOIIECTBO, HAIIEJIEHHOCTh Ha €ro COBEPIICHCTBOBAHME HA MPUHIUIAX TYMaHU3Ma U
JNEMOKpATUH; BJIAJECTh MPAKTHUECKUMHU CIOCOOHOCTSIMH TOWCKAa HAy4HOW W MpodecCHOHaTbHOM
nH(OpMALIUK C UCTIOIB30BAHUEM COBPEMEHHBIX KOMMBIOTEPHBIX CPEACTB, CETEBBIX TEXHOJOTHH,
0a3 JaHHBIX W 3HAHUM;

- CIIOCOOHOCTBIO U TOTOBHOCTHIO K CAMOYCOBEPIIIEHCTBOBAHUIO U CAMOPa3BUTHIO HA OCHOBE
pednexkcun CBOEH ACATENHHOCTH, aNalTUPOBATHCS K HOBBIM CHTYallUsIM, TIEPEOICHUBATh
HAKOIUICHHBIN OMBIT, aHaJIM3UpPOBAaTh CBOM BO3MOXXHOCTH, (DOPMHUPOBAHHMIO HOBBIX HIEH
(KpeaTHBHOCTH);

[Ipodeccuonansubie kommnerenun (1K) xapakrepusyrorcs:

- CIIOCOOHOCTBIO M TOTOBHOCTBIO OpPraHW30BaTh pabOTy OpraHW3allid  MOHUTOPHHTA
0€30MacHOCTH MEAWIIMHCKUX U3JIEIHIA;

- CIIOCOOHOCTBIO M TOTOBHOCTBIO  OpPraHW30BaTh  MEPONPHATHS 10  BBISIBICHUIO
HEONaronpsATHBIX COOBITUI MEIUIIMHCKUX TOBAPOB;

- CIIOCOOHOCTBIO W TOTOBHOCTBIO K OCYIIECTBICHUIO  PETHCTpPAIlMU HEOIarompUsTHBIX
COOBITHH METULIMHCKUX U3EIINIL;

- CIOCOOHOCTBIO U TOTOBHOCTHIO TIPOM3BOJUTH CBOEBPEMEHHBIN aHAIIN3 COOOIIECHUH;
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- CIOCOOHOCTBIO M TOTOBHOCTHIO K BBISIBJICHUIOHEOTIArOMPUATHBIX COOBITHMM MEIMIIMHCKHUX
U3 ICTINI;

- CIIOCOOHOCTBIO W TOTOBHOCTBIO K JOKYMEHTaIbHOMY O(OPMIIEHHUIO, MOJy4YEHHBIX
COOOIIIEHHI;

- CIIOCOOHOCTh M TOTOBHOCTH K CBOEBPEMEHHOW IMepelnadye JaHHBIX O HeOJarompUsTHBIX
coObrThii MeaummHCKUX u3nenuii B AVC PocznpaBHanzopa;

- CIIOCOOHOCTBIO W TOTOBHOCTBIO K TMPUHATHIO Mep, HaNpaBlICHHBIX HAa YCTpaHEHUE
HEraTUBHBIX TOCJICICTBUN MPUYMHECHUS Bpela KU3HU WU 3J0POBBIO YETIOBEKa, COOp TaHHBIX O
0€30MacCHOCTH MEIUIIMHCKUX U3JICTHMA.

4. Y4eOHblIil man

Ne |Tema ]
n/m AynuTOpHBI
€ 3aHATHS

Bcero uacos
Jlexnun
CemuHap
dopma
KOHTPOJIS

ruao

1. |MouuTopuHT 0€30MacCHOCTH MEJUIIMHCKUX WU3JIEINH. 6 3 3
OcHoBHbBIE TepMUHBI U omnpenenenus. Llenn u 3amaun
MOHUTOPHHTA.

HopmaTtuBHbie JIOKYMEHTHI, perjiaMeHTUPYIOLIUe
IIPOBEJICHUE MOHUTOPUHIAa OE30MACHOCTH METUIIMHCKUX
u3aenui Ha repputopun Poccuiickoit @enepanum.

2. |MoHUTOPHHT O€30IaCHOCTH MEIAUIIMHCKUX U3]ICTHH. 6 3 3
OcHoBHBIE TepMUHBI U omnpenencHus. llemn u 3amaum
MOHUTOPHHTA.

HopmatuBHbIe JIOKYMEHTHI, perJIaMeHTHPYIOIINE
MPOBEACHUE MOHHMTOPUHTA 0E30MMaCHOCTH MEIUIIMHCKUX
n3aenui Ha repputopun Poccuiickon denepannm.

3. |Homenknatypuas  kimaccuduxanms MEAULIMHCKUX| O 3 3
m3aenuid. [Ipukas M3 P® ot 06 utonst 2012 Nedn

4. |Ilopsmok  cooOueHHs CyObeKTaMu oOpamienus; 6 3 3
MEIUIIMHCKUX W3JIeNuid 000 BCEX CIIyYasX BBISBICHHUS
MOOOYHBIX IeHCTBUN MeaUIMHCKUX u3aenuit. [lpuka3z M3
P® ot 20utons 2012 rona Nel?2 H.

5. |O mnopsake TpoOBEAEHUS MOHHMTOpUHIa Oe30macHOCTH| S 3 3
MenuuuHckux u3naenuit (uag. muceMo 041 — 1308/12 o
28.12.2012 rona)

O mopsiike TPOBEICHUS MOHHTOPHHTA O€30MacCHOCTH
MeaunuHckux u3naenuit ((mad. nucemo 04U — 1311/12 on
28.12.2012 rona)

Tekymuit KOHTPOJIb

6. |[lopsmok 3aI0JIHEHUS KapThI-U3BEILICHUS o 6 3 3
HEeOJIATONIPUATHBIX COOBITUSIX METUITMHCKUX H3ICITUH.

Wrorosas koHpepeHus / TeCTUpOBAHHE. 2 3a4er
Hroro 36 | 18 | 18 2




5. IIporpamma kypca
TpynoeMKOCTh OCBOCHHMS: 36 aKaIeMUYECKHUX Yaca.

5.1. Conepxanue pabodeit mporpaMmbl:

MoHuUTOpHHT 6€30IaCHOCTH METUIIMHCKUX U3/IETHH.

OcHoBHbIE TEpMUHBI U onpezenenus. Llenu u 3a1aun MOHUTOPHHTA.

HopmatuBHbBIE TOKYMEHTHI, peTIaMEHTHPYIOIINE MMPOBEICHNE MOHUTOPHHTA 0€301acHOCTH
MEIMIIMHCKUX u3/ieNuid Ha Tepputopun Poccuiickoit deneparum.

OCOOCHHOCTH COBPEMEHHOW TEPMHUHOJIOTHM B c(epe MOHUTOpPHHra Oe30MacHOCTH
MEIULMHCKUX NU3JIEIUH.

Onpenenenue NOHATHNA:MEIUIUHCKUMHA H3/ACIHSIMU SIBISIOTCS JIIOObIE WHCTPYMEHTHI,
anmapartbl, NpuOOpbl, 000pyLOBaHME, MaTepualbl M IPOYUE U3JENUs, IpPUMEHSIEMblEe B
MEIULMHCKUX IENAX OTIACIbHO WIM B COYETAHHMHM MEXIy COOOH, a TakkKe BMECTe C JPYTUMHU
IPUHAIJICKHOCTAMH, HEOOXOAUMBIMU JUIsl NPUMEHEHHUS YKa3aHHBIX HU3AEIUH IO Ha3HAYEHHUIO,
BKJIIOYAs CIIEHUAIBHOE MPOTrpaMMHOE obOecrieueHue, M MpeJHa3HauYCHHbIE MPOU3BOIUTENEM IS
npoGWIAKTUKY, JUArHOCTUKM, JICUEHMs W  MEIUIMHCKOM peabwiuTtanuu  3a00JieBaHUM,
MOHHUTOPHHIA COCTOSIHUSI OpraHu3Ma uYeloBeKa, NPOBEACHMS MEAMLIMHCKHX HCCIeI0BaHU,
BOCCTAQHOBJICHUS, 3aMEILEHUs,, W3MEHEHHs] aHATOMUYECKOM CTPYKTYpbl WM (PU3UOIOIMYECKHX
GyHKIMH OpraHM3Ma, MPEJOTBPAICHHUS WM NpPEphIBaHUs OEpeMEHHOCTH, (YHKIMOHAIHHOE
Ha3HAUYE€HUE KOTOPHIX HE peaau3yercss mnyreM (apMaKoJIOTHYecKOro, HWMMYHOJOTHYECKOro,
TCHETUYECKOTO WJIM MEeTab0JIMYeCKOro BO3JCHCTBHS Ha OpTraHU3M 4eJoBeKa. MeTUIIMHCKHE
U3JeNIUsl MOTYT MPU3HABAThCS B3aMMO3aMEHIEMbIMH, €CJIM OHU CPAaBHUMBI 110 (DYHKIIMOHAIBHOMY
HA3HAYEHUIO, KAUECTBEHHBIM U TEXHUUYECKUM XapaKTEPUCTUKAM U CIIOCOOHBI 3aMEHUTD IPYT ApyTa.

MeauuuHCKe H3eaus MOAPAa3AEsaoTCs Ha KJIACChl B 3aBUCUMOCTH OT IOTEHLUAIBHOIO
pUCKa WX TPHUMEHEHHs W Ha BHIBl B COOTBETCTBHHM C HOMEHKJIATYpHOH KiIacCHUpHUKAIHEH
MeAUUMHCKUX u3fenuil. HomenknarypHas kinaccupuKkanus MEJUIMHCKUAX WU3JIEIUN yTBEpKAAaeTCs
YIIOJTHOMOYEHHBIM (heiepaIbHbIM OPTaHOM HCTIOJTHUTEIBHOM BIACTH

OOpaiieHre MEIUIMHCKUX HW3JeJUi  BKIOYaeT B ce0sf TEXHUYECKHE MCIIbITaHus,
TOKCUKOJIOTMYECKUE  MCCIEJ0BaHUS, KIMHUYECKUE  HUCHBITaHUS, OKCIEPTH3y  KayecTsa,
3¢ GEeKTUBHOCTH U 0€30MaCHOCTU METULMHCKHUX H3JeIUH, MX TOCYIapCTBEHHYIO PETUCTPAlMIO,
IIPOU3BOJICTBO, U3TOTOBIIEHUE, BBO3 HA TeppuToputo Poccniickoit denepanun, BEIBO3 ¢ TEPPUTOPUHU
Poccuiickoit @enepanum, MOATBEPKIAECHUE COOTBETCTBHSI, TOCYIapCTBEHHBIN KOHTPOJIb, XpaHEHHE,
TPaHCIIOPTUPOBKY, peaau3alliio, MOHTaX, HaJaJKy, MPUMEHEHHE, HKCILUTyaTal[llo, B TOM YHUCIE
TEXHUYECKOe OOCIyXHBaHHUE, MPEIyCMOTPEHHOE HOPMAaTHBHOM, TEXHHYECKOM W  (MiM)
SKCIUTyaTallMOHHOM JOKyMEHTAallMed MpOU3BOAUTENS (M3TOTOBUTENS), a TaKKe PEMOHT,
YTWIM3ALMI0 WM yHUYTOXeHue. [IpomsBoauTens (M3rOTOBUTENb) METUIIMHCKOIO H3JENUs
pa3pabaTbiBaeT TEXHUYECKYIO MU (WJIM) SKCILTyaTallHOHHYIO JOKYMEHTAallMl0, B COOTBETCTBUU C
KOTOPO# OCYIIECTBISAIOTCA MPOU3BOACTBO, U3TOTOBIEHUE, XPAaHEHUE, TPAHCIIOPTUPOBKA, MOHTAX,
HajaJika, IPUMEHEHHE, IKCILTyaTalusl, B TOM YUCJIe TEXHUYECKOe 00CIyKUBaHUE, a TAK)KE PEMOHT,
YTUIM3aLKs WIK YHUUYTOXKEHUE MEAUIIMHCKOTo u3fienus. TpeOoBaHUs K COJlepKaHUIO TEXHUYECKOH
U 3KCIUTyaTallUOHHOW JTOKYMEHTALlUM MPOU3BOAMUTENS (M3TOTOBUTENS) MEIULMHCKOIO W3AeNus
yCTaHaBJIMBAIOTCS YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM HCIIOJHUTENIbHON BIACTH.

(B pea. @enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

B mensix rocynapcTBEHHOM  PETUCTpallUM  MEAMIMHCKMX M3JEIUM B IOPAJIKE,
YCTaHOBJIEHHOM YITOJIHOMOYEHHBIM (peIepaibHbIM OPraHOM HCIIOJHUTENbHOM BIACTH, IPOBOAATCA
OLIEHKAa COOTBETCTBHS B (hOpME€ TEXHMUYECKHX HCIBITAHUH, TOKCHKOJIOIMYECKHX HCCIIEI0BAaHUM,
KJIMHUYECKUX MCTIBITAHUN M SKCIepTU3a KauecTBa, 3Q(HEKTUBHOCTU U 0€30IaCHOCTH MEAUIIMHCKUX
U3/, a TaKKe€ HCIBITAaHUS B LIENIAX YTBEP)KAEHHUS TUIA CPEICTB M3MEpPEHUH (B OTHOIIEHHUHU
MEIULMHCKUX H3JIeNUH, OTHOCAIIMXCS K CpPEICTBaM H3MEpeHHH B cdepe rocynapcTBEHHOTO
perynupoBaHusi OOecCieueHUs] €IUHCTBA U3MEPEHMi, TIepeueHb KOTOPbIX YTBEpXKAAaeTcs
YIIOJIHOMOYEHHBIM (pe/iepaibHBIM OPraHOM HCIIOJIHUTENILHON BIIACTH).
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Ilenpto otuetHOCTH O HeOmaronpusaTHbIX coObITHsAX (HC) m mocnemyrommx OIEHOK
SABIISICTCS YIyUIIEHUE OXpaHbl 37I0POBbs M 0€30MaCHOCTH MAIIMEHTOB, OJIH30BATENEH U IPYTUX JIUI]
MOCPEACTBOM  pAaclpOCTpaHEHUs] HMHQPOpMAIMU, KOTOpas MOXKET MPHUBECTH K CHIKEHUIO
BEPOSTHOCTH JTOMYIICHHS TMOBTOPEHUSI HEONATOMPHUSITHOTO COOBITUS WM CMSTYHUTH MOCIEICTBUS
TaKUX MOBTOPEHUIHA.

B cootBercTtBUM co cratheit 95 @PenepanbHoro 3akona ot 21.11.2011 N 323-®3 "O6
OCHOBaX OXpaHbI 3JI0pOBbs rpakaan B Poccuiickoit denepanun" (nanee - denepaibHblii 3aK0H N
323-d3) obpameHue MEIMIMHCKUX U3Jenuil Ha Tepputopun Poccuiickoit denepanuy moaaexuT
roCy/1apCTBEHHOMY KOHTPOJIIO.

['ocymapcTBeHHBIN KOHTPOJIb 332 OOpalleHUEeM MEIUIIMHCKUAX H3JCTUN BKIIOYAaeT B cels
KOHTPOJb 32  TEXHUYECKHMMHM  WCIBITAHUSIMH, TOKCHUKOJIOTMYECKUMHU  HMCCIEAOBAHUAMU,
KIMHUYECKUMHU  UCIBITAaHUSIMU, 3 PEKTUBHOCTHIO, 0€30M1aCHOCTHIO, IIPOU3BOJICTBOM,
U3rOTOBJICHUEM, pealli3alield, XpaHEHHUEM, TPaHCIOPTHPOBKOH, BBO30M Ha TEPPUTOPHUIO
Poccuiickoit ®enepaunu, BbIBO30M ¢ Teppuropun Poccuiickonn ®enepanuu  MEIULIMHCKUX
U3JIeIH, 32 UX MOHTa)XOM, HaJIaJKOH, MpUMEHEHHEeM, SKCIUTyaTaluel, BKIIYas TeXHUYEeCKOoe
00CITy>)KUBaHHE, PEMOHTOM, IPUMEHEHHUEM, YTHIN3AIHEH WM YHUYTOKECHHEM .

MoHUTOpPUHT 0€30MacHOCTH MEAMIMHCKUX W3ACTUN SABISETCS OJHMM U3 3JIEMEHTOB
['ocynapcTBEHHOr0 KOHTPOJIS 3a 0OpaIleHUEM MEAUIIMHCKUX U3JIEIHH .

B cootBerctBUU co cTarbeit 96 denepanbHoro 3akoHa N 323-O3 MeIUIIMHCKUE U3ETUA,
HaxojsImuecs B oOpaieHuu Ha Tepputopun Poccuiickoit ®denepaiuu, Moasie’)kaT MOHUTOPHHTY
0€30MacHOCTH B IENSAX BBISBICHHUS U TMPEAOTBpAILEHUS MOOOYHBIX IEHCTBHM, HE yKa3aHHBIX B
MHCTPYKLMU [0 HPUMEHEHUIO WM PYKOBOACTBE IO SKCIUIyaTalldd MEIUIMHCKOTO W3JEINNs,
HEXKENATENbHBIX PeaKIUid MpPU ero MPUMEHEHHH, OCOOSCHHOCTEH B3aMMOJCHCTBUS METUIIMTHCKUX
U3JENUH MeXay co00ii, (hakTOB 1 0OCTOATENBCTB, CO3AAONINX YTPO3Y KU3HU U 3I0POBBIO TPaXIaH
Y MEUIMHCKUX PAOOTHUKOB MPH MPUMEHEHUH U HKCIUTYaTalli METUIIUHCKUX U3/ICITHH.

CyObeKThl OOpalieHus: MEIUIMHCKUX H3ACIUH 00sS3aHbl cooOmarh 000 BCEX Ciydasx
BBISIBJICHHSI TOOOYHBIX JEHCTBHM, HE YKa3aHHBIX B MHCTPYKIIUU IO MPUMEHEHHUIO UM PYKOBOJICTBE
0 DKCIUTyaTallud MEJUIIMHCKOTO U3/IENUs, O HEXKENATEIbHBIX PEAKIHUAX MPU €r0 IPUMEHEHUH, 00
OCOOCHHOCTSIX B3aMMOJICHCTBHS MEIUIMHCKUX HW3JEIHH Mexay cobod, o dakrtax u 00
0OCTOSITENILCTBAX, CO3JAIOIINX YTPO3Y JKU3HU U 370POBBIO TPAXKIAaH U MEAUIMHCKUX PaOOTHUKOB
MIpU IPUMEHEHHUH U KCIUTyaTallui MEIUIIMHCKUX U3JICTHH

3a HECOOOIIEHHE WM COKPBITHE TAaKMX CIIy4aeB M CBEIECHUMN JIMIA, KOTOPHIM OHU CTalll
M3BECTHBI 10 POy UX MPOPECCHOHATBHOMN AEATENbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU
C 3aKOHOAATENLCTBOM Poccuiickoit denepannu.

[TocranoBnenne IlpaButenscrBa Poccuiickoni @enepanuu ot 25.09.2012 N 970
"[lonoxkeHne O TOCYAApCTBEHHOM KOHTpOJe 3a OOpalieHueM MEIUIMHCKUX M37enuid”
YCTaHaBIMBAET MOPSIOK OCYIIECTBICHHUS KOHTPOJBHBIX MEpPONPUATUN M JEUCTBUU opraHa
rOCy/IapCTBEHHOI'O KOHTPOJsSl B cllyyae NpPUYUHEHHS Bpeda JKUOO BO3HUKHOBEHHS YrpoO3bl
MIPUYMHEHUS Bpea KU3HU U 3JI0POBBIO0 TPAKIAaH U METUIIMHCKUX paOOTHUKOB MPU MPUMEHEHUU
MEIUITMHCKHUX U3/ICITHH .

[Tpuxa3 MunucrepcTtBa 3apaBooxpaneHuss Poccuiickoir @enepanyu ot 20.06.2012 N 121
"O6 yrBepxkaenun [lopsinka coobieHnst CyobeKTaMu 00pamieHusi MEAUIIMHCKUX U3IeTTuii 000 Bcex
CIly4asix BbISIBICHHS MOOOYHBIX JEWUCTBUM, HE yKa3aHHBIX B MHCTPYKIUU MO MPUMEHEHUIO WU
PYKOBOJICTBE IO AKCIUTyaTallMl MEAMIMHCKOTO H3JENNs, O HEXEeNaTeIbHBIX PEeaKUUsiX IpU €ro
MPUMEHEHHH, 00 0COOEHHOCTIX B3aUMOJIEMCTBUS MEAMIMHCKUX U3AETUI Mexay coboil, o dakTax
n 00 OOCTOSITENbCTBAX, CO3JAIOLIUX YIpo3y KU3HM M 3I0POBBI0 Tpa)XJAaH M MEAMIIMHCKHX
pabOTHUKOB MIPHU MPUMEHEHUH M JKCIUTyaTallid MEAUIIMHCKUX HU3/IeTuil" yCTaHaBIMBAaeT MpaBuia
coo0mIeHus CyObeKTaMH OOpalIeHHs] MEAUITUHCKUX U3/IETTUH O TaKUX CIydasx .

Cratbeii 14 depepanpHoro 3akoHa N 323-03 ompeneneHbl MOTHOMOYHS (heepabHBIX
OpPraHOB T'OCYAapCTBEHHOM BJIACTH B cepe OXpaHbl 3I0POBbsl, K KOTOPbIM OTHOCSATCS MOHUTOPHHT
0€30MacCHOCTH MEIMIIMHCKUAX M3JIeIUi, perucTpamus ToOOYHBIX JACHCTBUMN, HEXKeIaTeIbHbIX
peakiuii Ipyu NPUMEHEHUN MEAMLMHCKUX M3AETHH, (aKTOB U 00CTOATENbCTB, CO3AAIONIUX YIPO3y
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NPUYMHEHUS Bpeda >KU3HU U 3J0pPOBbIO JIOJed TMpu OOpalleHUd 3aperuCTPUPOBAHHBIX
MEIUITMHCKUX U3ICIIUHN.

B cootBerctBum ¢ wacteto 5 Crateu 96 ®enepanbHoro 3akoHa N 323-O3 nopsaok
OCYIIECTBIICHUS MOHUTOPWUHTA OE30MACHOCTH  MEOUIIMHCKUX  W3JICIHA  YCTaHABIMUBAETCS
YIOJHOMOYEHHBIM (e/iepalbHbIM OPTaHOM HCTIOTHUTEILHON BIACTH.

[TocranoBnenunem IlpaButensctBa Poccuiickoir ®enepaunu ot 30.06.2004 N 323 (B
penakuuu mnoctanoBieHus lIpaButenbctBa Poccuiickoit ®eneparuu ot 19.06.2012 N 614) "O6
yrBepkaenun Ilonoxenus o @enepanbHOil cinyx0e 1mo Haa3opy B chepe 3apaBooXpaHeHus ", II.
5.1.2.3, mnpoBeneHWE MOHUTOPHMHTAa OE30MAaCHOCTH MEIUIMHCKUX M3JEIUd OTHOCHUTCS K
nomHOMouusM DeepanbHON CITyKOBI IO Haa30py B cdepe 3apaBooxpanenus (PoczapaBuanzop).

B cootBercTBHM ¢ "acThio 6 Ctathu 96 ®@enepanbHoro 3akoHa N 323-D3 no pe3ynbTaTaMm
OCYIIECTBJICHUSI MOHMTOPUHTA O€30MaCHOCTH MEIULMUHCKUX W3ACIUNA MpU TOJYYCHHH U
MOATBEPKIEHUU HH(GOpPMALMU O TMOOOYHBIX [EHCTBUSAX, HE YKa3aHHBIX B MHCTPYKLIHUH IO
MPUMEHEHUIO WM PYKOBOJACTBE IO 3KCIUTyaTallMd MEIUIMHCKOTO W3ENUs, HEeXeIaTebHbIX
peakuusx Mpu €ro NPUMEHEHHUH, 00 OCOOEHHOCTSIX B3aUMOJCHCTBUS MEIULMHCKHX W3JEIUN
MEXy CO00H, 0 (hakTax U 00 00CTOSATEIHCTBAX, CO3/IAIOUINX YIPO3Y KHU3HH U 370POBBIO TPAXKIaH U
MEIUIIMHCKUX PAOOTHUKOB MPU MPUMEHEHUU U KCIUTyaTallMK 3apEeTrUCTPUPOBAHHBIX MEAUIIMHCKIX
u3nenui, ymomHoMmoueHHBIH [IpaButensctBom Poccuiickoit ®enepanuu denepanbHbiii opran
WCIOJIHUTENIHON BIIACTH PAacCMAaTPUBAET BONPOC O MPHUOCTAHOBIECHUM MPUMEHEHHUS WiIH 00
U3BATUU U3 00pallleHUsl TAKOTO MEIUIIMHCKOTO U3/ENNs U IPUHUMAET COOTBETCTBYIOLIEE PEIICHHUE.

Wudopmanus o pemenusix Poc3npaBHaazopa mo pe3yinbTraraM MOHMTOPHUHTA 0€30MacHOCTH
pasMeniaercs Ha oQuUIMAIBHOM caiite @DenepasibHONH CIyKOBI 1O Ham30py B  cdepe
3npaBooxpaneHus B cetu "MutepHet" (yacth 8 Cratbu 96 ®enepanbhoro 3akoHa N 323-03).

[TpousBoauTenp (M3rOTOBUTENb) MEAUIMHCKOTO U3JCNIUS - HOPUAMYECKOE JIMLO WIH
(bu3nyecKoe JIMIO B KaUeCTBE WHANBUAYAIBHOTO MPEANPUHUMATENS, HECYIIIEE OTBETCTBEHHOCTH 3a
Ka4yecTBO, () (HEeKTUBHOCTh U 0E30MaCHOCTh MEAMIIMHCKOTO M3JIeNHs Ha BCEX ATarax >KU3HEHHOTO
[MKJIa HE3aBUCUMO OT TOTO, BBIMYCKAETCS JIM U3JIEHE B TPAXKAAHCKUI 000POT CAaMUM JIMIIOM A
TPETHUM JIUIIOM OT €r0 UMEHH.

YIOIIHOMOYEHHBI  MPEICTaBUTENb MPOU3BOAUTENS. - IOPUAMYECKOE JHUI0  JHOO0
VHJMBHUIYQIbHBIA IPEANPUHAMATENb, 3apErMCTpUpPOBAaHHOE Ha Teppuropun Poccuiickoin
@enepauny, YNOJIHOMOUYEHHOE MPOU3BOJUTEIEM MEAMIIMHCKOIO M3JEIUsl MPEJICTaBIATh €ro
MHTEpEChl MO BOMpocaM OOpaleHUus MEIUIMHCKOro U3JeNus Ha TeppuTopuu Poccuiickoit
®denepanny, B TOM YUCIE CBA3aHHBIX C HUM MNPOLEAYP OLEHKH COOTBETCTBHUSA, TOCYIapCTBEHHOU
perucTpanuu, 1 Ha UMs KOTOPOTO MOXKET OBbITh BBIIAHO PETHUCTPAIMOHHOE YIOCTOBEpPEHHE Ha
MEJIULIUHCKOE U3/EIIHE.

Y1nonHOMOYEHHBIH 1O ©€30MacHOCTH MEAMIMHCKUX M3AeNud - JOJHDKHOCTHOE JIMIIO,
YIIOJTHOMOYEHHOE Ha OcyllecTBieHHe oOMeHa uHpopmanmeir ¢ cyObekTamMu oOpalieHus
MEJUIIMHCKUX U3JIETNI 0 HEOIarompUsITHBIX COOBITUSAX, CBA3aHHBIX C TPUMEHEHUEM METUIIMHCKUX
U3IeIui.

CyObekThl  OOpaleHuss MEAWIIMHCKUX M3ACIUA - OpraHu3alid, Co3JaHHBIE B
YCTaHOBJICHHOM TopsifKke Ha Tepputopun Poccuiickoit ®depeparuu, mub0 TpenCTaBUTEIHCTBA
WHOCTPAHHBIX OpraHU3allui, aKKpPEAUTOBAHHBIC B YCTAHOBICHHOM TMOPSAKE HA TEPPUTOPHH
Poccuiickoit denepanuu, mub0 WHAWBHIYaIbHBIE MPEANPUHUMATENN, 3aPETUCTPUPOBAHHBIC HA
tepputopun Poccuiickoit deneparuu, mub60 Gu3MUECKHE JIMIA, OCYIIECTBISIIONINE TEXHUYECKUE
WCIIBITaHUs, TOKCUKOJIOTUYECKUE UCCIEAOBaHUs, KIIMHUYECKHE UCTIBITAHUSA, IKCIIEPTU3Y KauecTBa,
3¢ deKTUBHOCTH M 0€30MacHOCTH MEIULMHCKUX H3IENUH, X TOCYJapCTBEHHYIO PETHCTpaIUIO,
MIPOU3BOJICTBO, M3TrOTOBJIEHUE, BBO3 HA Tepputoputo Poccuiickoit denepanuu, BEIBO3 ¢ TEPPUTOPUHI
Poccuiickoit @enepanuu, MOATBEPKACHUE COOTBETCTBUSA, TOCYAAPCTBEHHBIM KOHTPOJIb, XPAHEHHUE,
TPaHCHOPTUPOBKY, PEATU3ALNI0, MOHTAX, HaJIaJKy, TPUMEHEHHUE, SKCIUTyaTalli0, B TOM YHCIIE
TEXHUYECKOE OOCIy)KHBaHHE, MPEIyCMOTPEHHOE HOPMATHUBHOW, TEXHUYECKOM ©  (WIIH)
9KCIUTyaTallMOHHOM JTOKyMEHTaluel MpPOM3BOAMTENS, a TaKXe PEMOHT, YTWIM3ALUIO WIN
YHUUTOXEHUE



Opran TroCyJapCcTBEHHOTO KOHTPOJS -  YIOJHOMOYCHHBIM (enepanbpHBIA  OpraH
VCTIOJHUTENIBHOM BJIACTH, OCYILECTBIISIONINI (YHKIMH MOHUTOPUHTA 0€30MaCHOCTH MEAMIIMHCKUX
m3nenuit (PoczmpaBHaazop).

Opranu3anuy 37paBOOXpPAHEHUS - MEIUIIMHCKHAE OpraHu3alnuu, (apMmareBTHUYECKue
OpraHu3alliy U WHbIE OPraHU3aIH, OCYIIECTBIIAIOIINE ACSITENLHOCTD B c(hepe OXpaHbl 310POBbS

Bpen - nanecenue ymep6a 310pOBbIO JIOJCH, UMYIIIECTBY UIIH OKPYKAIOIIEH Cpee .

CepnesHblil Bpeq (cepbe3H0e YXYALICHUE COCTOSIHUS 3J0POBbSI):

- yrposkarolee *Ku3Hu 3a00JIeBaHUE WK TPAaBMa;

- HeoOpaTHUMOe HapyIlIeHUEe CTPOCHUS WK (QYHKIIMH OPraHUu3Ma;

- He0OXOIMMOCTh MEIHMIIMHCKOTO (XUPYPrHYECKOro) BMEIIATENbCTBA IS TPEJOTBPALICHHS
HeoOpaTUMOro Bpesa.

OnacHOCTb - MOTEHIMAIBHBIN HCTOYHUK BpEAA .

Puck - BepOSATHOCTh NPUYMHEHMS Bpela WM YCWICHHS CTENEHU TSKECTU COCTOSHUSA OT
IIPUYHUHEHHOT0 Bpea.

VYTrpo3a )K13HU U 300pOBBIO IPAXkKIaH - PUCK:

- CMEpTH;

- CEpbE3HOr0 YXYyILIEHUS COCTOSIHUS 310POBbS;

- (YHKIUOHAJIBHBIX HApyUIEHWH y IUIOAA, €ro ruOenu, BPOKICHHONM aHOMAaIWU WU
POIOBOM TPaBMBI.

be3onacHOCTh MEIMLMHCKOIO M3ZENus - OTCYTCTBHE HEAONYCTUMOIO pHUCKa IpuU
WCIIOJIb30BAHUU U3JEIINS B YCIOBUSX, IPEYCMOTPEHHBIX U3TOTOBUTENIEM .

be3omacHOCTh ~ MEIMIIMHCKOTO  M3JeiHs  OOECIIEYMBAETCS  COXPAHEHHEM  €ro
JKCILTyaTallMOHHBIX CBOMCTB.

Wnentudukanust m3aenusi - YCTAHOBJICHHWE COOTBETCTBHS H3JCNHUS €r0 CYIIECTBEHHBIM
MPU3HAKAM, [IO3BOJSIIOIIUM COINOCTAaBUTh JIAHHOE H3JEJINE€ KOHKPETHOM TEXHMYECKOW U
9KCIUTYyaTallMOHHON JOKYMEHTAllMM W PEerucTpallMOHHBIM JIaHHBIM, BKJIIOYas MapKy, MOJIENb,
CepUiHBII HOMEp (HOMEp MapTUH), HAUMEHOBAHHUE TPOU3BOTUTEIIS.

[IpocnexxuBaeMoCTb -  BO3MOXKHOCTb  NPOCIEAUTb HCTOPHUIO, TMPUMEHEHHE WU
MECTOHAXO0K/JECHUE U3IETHS.

HebGnaronpusitnoe coObiTue (MHUMIEHT) - JIFOOBbIE MOOOYHBIE ACHCTBUSA, HE YKa3aHHBIC B
WHCTPYKUMU MO0 NPUMEHEHUI0 WM PYKOBOJACTBE IO SKCIUIyaTallMd MEIULMHCKOIO W3ENHs,
HEe)XXeJlaTeJIbHbIE PEaKlMM TNPU €ro MPUMEHEHUH, OCOOEHHOCTH B3aUMOJECHCTBUS MEAMIMHCKHUX
u3zenuil Mexay coboil, (akTbl U 0OCTOATENbCTBA, CO3AAIOLINE YIPO3y JKU3HU U 310POBBIO
rpaXx/a1aH U MEAUIMHCKUX PaOOTHUKOB IPU MPUMEHEHUH U SKCILTyaTallui MEIULUHCKUX U3/1ETUi.

N3BenieHne no 0e30MacHOCTH - COOOIIeHNE CyObeKTa 0OpallleHus] MeIMIIMHCKUX U3JeNuil B
OpraH rocyJapCTBEHHOI'O KOHTPOJIS il MHGOPMUPOBAHUSA O MPOU3OMIEIIIEM HEOIaronpusITHOM
COOBITHH, CBSI3aHHOM C MEAMIIMHCKUM H3JIelMeM, BBOJAUMOM B OOpallleHHe WM HaXOAALIMMCS B
oOpamienuu Ha Tepputopun Poccuiickoit deneparuu.

VYBenomsienue 1o mpobiieme Oe30MacHOCTH - COOOLIeHHE NPOM3BOJUTENS MM  €ro
YIOJHOMOYEHHOT'O IPEJCTaBUTeNs cyObeKkTaM oOpallleHus MEIUIMHCKUX W3JEeIHil, Kacaroleecs
po6eMbl 0€30MaCHOCTH METUIIMHCKOTO M3/1ETHS

YBenomiieHue MOKET OTHOCUTHCS KaK K OAHOMY M3/IEJINI0 U HEOJIAronpusITHOMY COOBITHIO,
CBS3aHHOMY C HHMM, TaK M K Tpynmne wu3fenuil (mapTuu, KOHKPETHOMY IEPEYHI0 CEpUHHBIX
HOMEPOB), Ha KOTOPBIE PACIIPOCTPAHSIETCS KOHKPETHOE KOPPEKTUPYIOIIEe BO3ACICTBHE.

Opranu3anus CcHCTEMbl MOHUTOPHMHIa O€30MacHOCTH MEAMLUMHCKUX wu3fenuii B PO.
[Ipukaz M3 P® ot 14.09.2012 roma Ne 175 «O06 yrtBepxkaeHuu llopsmka ocymiecTBICHH
MOHHUTOPHUHTA 0€30MaCHOCTH MEUIIMHCKUX U3JIEIUI.

Hactosammit [lopsinok ycTaHaBnMBaeT MpaBujia MPOBEIEHUS MOHUTOpPUHTa O€30MacHOCTU
MEIULIMHCKUX U3ENUi, HaXoAAIMxcsi B oOpaieHnu Ha tepputopun Poccuiickoit denepanuu, 3a
HCKJIIOUEHUEM TEPPUTOPUN MEXKTYHAPOIHOTO MEAULIMHCKOIO KIacTepa (J1ajnee - MOHUTOPHHT).

[lenbto MOHUTOpPUHTA SIBJISIETCSA BBISBJIEHHE M MPEJOTBpAIICHHE MOOOYHBIX NEHCTBUH, HE
YKa3aHHBIX B MHCTPYKIUHU MO NMPUMEHEHHUIO WJIM PYKOBOJCTBE IO AKCIUTyaTallMd MEAUIIMHCKOTO
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U3Jeus, HEeXEeNaTeNbHbIX peakluid Npu ero NPUMEHEHHWH, OCOOEHHOCTEH B3auMOJEHCTBUS
MEIULIMHCKUX M3JENUNA MEXIy co00i, (pakToB M 0OCTOATENHCTB, CO3AAIOIINX YIrpO3y KU3HH H
3I0pOBBI0 TpakJaH M MEIULUMHCKUX paOOTHUKOB TpPH NPUMEHEHUU U OIKCIUTyaTaluu
3apEeTUCTPUPOBAHHBIX MEIUIIMHCKUX H3/IETHMA.

MOHUTOPUHT BKJIIOYAET B ceOsi cOOp, 00pabOTKy, PETUCTPAIMIO U aHaW3 WHGOPMAIUU O
NOOOYHBIX ACWCTBUSAX, HE YKa3aHHBIX B HMHCTPYKIUMH IO NPUMEHEHUIO WU PYKOBOJCTBE IIO
SKCIUTyaTallud MEIUIMHCKOTO M3JETHs, HEeXEJaTelNbHbIX pEeakuuid Mpu ero MNPUMEHEHHH,
0c0OEHHOCTEH B3aMMOACUCTBUS MEIUIIMHCKUX M3ICITHI MEXay coO0H, (GakTOB U OOCTOATENBCTB,
CO3/IAI0IIUX YIPO3y KHU3HU U 3I0POBBIO TPAXKJIaH U MEAUIIMHCKUX PaOOTHUKOB MPU MPUMEHEHUU U
HKCIUTyaTaIlH 3apETUCTPUPOBAHHBIX MEIUIIUHCKUX U3IACITIHMA.

MonutopuHr ocymectBisercs DenepasbHOW  CIyx)00i 1O Ham3opy B cdepe
3/IpaBOOXpaHEHHS U €€ TePPUTOPHATEHBIMU OpraHaMHi Ha OCHOBAHMU:

CooOu1enuii, Moy4eHHBIX OT (PU3UYECKUX JIMILI, B TOM YHUCIIE MAUEHTOB, HHINBUAYAIbHbBIX
OpeanpuHUMaTeIeld W IOPUIMYECKUX JIMI, OCYLIECTBISIOMIMX JESATEIBHOCTh IO OOpaIleHUIo
MEAUIMHCKUX H3AENud, B TOM YHCIE OT MPOU3BOAMUTENCH MEAUIMHCKOTO W3AETUS WM OT
YIIOJIHOMOYEHHBIX MPEICTaBUTENIEH POU3BOIUTEIICH:

1) o noOouHBIX MAEWCTBUSIX, HE YKA3aHHBIX B HHCTPYKUUHM IO MNPUMEHEHUIO WIH
PYKOBOJICTBE IO SKCIUTyaTalluy MEIUIIMTHCKOTO H3/ICIHS;

2) 0 HeXeNaTeNbHBIX PEeaKUUAX MPU MIPUMEHEHUN METUIIUHCKOTO U3IEIIHs;

3) 00 0cOOEHHOCTSIX B3aUMOJEHCTBUS MEIULIMHCKUX U3AEIUN MEXTy COOOM;

4) o daktax u 0OCTOATENHCTBAX, CO3JAIOIIMX YrpO3y KU3HU WU 3IO0POBBIO TpaxaaH H
MEIUIUHCKUX PAOOTHUKOB ITPH MPUMEHEHHUHU U SKCIUTYaTallui MEIUIIMHCKUX U3IEINH.

Nudopmanuu, TMONy4eHHOH TMpH OCYIIECTBICHHUH TOCYJAapCTBEHHOTO KOHTPOJS 3a
oOpareHneM MeTUIIMHCKUX U3JICITUH.

CooOuienusiHanpasisiorcss B Poc3npaBHaazop B cooTrBeTcTBuM ¢ [lopsakom cooOrieHwus
CyObeKTaMH OOpalleHus] METUIIMHCKHX W3/AeIuid 000 BCEX CIy4asx BBIABICHHS IMOOOYHBIX
NEHCTBUM, HE yKa3aHHBIX B MHCTPYKIHMH MO MPUMEHEHHIO WJIM PYKOBOJCTBE IO IKCIUTyaTallHH
MEIULUHCKOTO W3JIENHUs, O HEXEJATeIbHBIX PEaKIHsIX NpPU ero MPUMEHEHHWH, 00 O0COOSHHOCTSIX
B3aMMOJICHCTBUS MEIULMHCKUX U3JCIUA MexXay coboi, o (aktax u 00 0OCTOSTENbCTBAX,
CO3JIAIOIINX YIPO3Y KU3HU U 3[J0OPOBBIO TPAXKIaH U MEIUIIUHCKIX PAOOTHUKOB MPU NPUMEHEHUU U
SKCIUTyaTallui MEIULIMHCKUX U3eNui, yTBepxkaeHHbIM [Ipukazom Munznpasa Poccuu ot 20 utons
2012 . N 121.

Poc3npaBHag3op B TedeHHWE OAHOTO paboyero [JHS PErUCTPUPYET MOCTYIHUBILNE
COOOIIIeHU.

Ha ocHoBaHMM moiy4eHHBIX cooOiieHuitPoc3apaBHaa30p B TeueHHe Tpex padouux AHEH
YBEIOMJISIET TPOW3BOAUTEINST MEIUIIMHCKOTO W3JENUs WM YINOJHOMOYEHHOTO IPEICTaBUTENS
MPOU3BOUTENSE O HEOOXOAMMOCTH TOATBEP)KICHHMS WJIM ONPOBEPKEHUs JAaHHBIX CBEACHUU U
npencraBieHns B Poc3apaBHam30p  COOTBETCTBYMOIIEH WHGOpPMAMK 10 HW3JIOKEHHBIM B
cooOuieHnu pakTam.

Ha ocHOBaHWMM TMONy4E€HHBIX COOOUIEHUM, coaepkamux ¢GakTbl M OOCTOATEILCTBA,
CO3JIAI0IINE YTPO3Y KU3HU U 3/10pPOBBIO IPaXJIaH U METULIMHCKUX PAaOOTHUKOB MPU MPUMEHEHUU U
HKCIUTyaTallii METUIIMHCKUAX M3/1emuid, Poc3apaBHa30p MPHHUMAET pelIeHHe O TPUOCTaHOBICHUH
NPUMEHEHHUsT MEJUIIMHCKOTO M3/ETHs Ha CPOK, HE MPEBBILAIOIIMNA IBAALATH PadO4YMX THEH, u
OCYIIECTBJISIET TPOBEPKY TPEACTAaBICHHOW WH(GOpPMAIMM B COOTBETCTBMM €O cTaThed 10
@enepanpHoro  3akoHa "O  3amuMTe TpaB  IOPUAMYECKUX JUI] W MHAWBHUIYaTbHBIX
NpeanpuHUMaTeleld MpH  OCYHNIECTBICHHHM TOCYIapCTBEHHOTO  KOHTpoyisi  (Haa3opa) u
MYHUIUIIAIBHOTO KOHTPOJIsA".

I[To pe3ynbpTaTam nmpoBeaeHHOM MpoBepku Poc3ipaBHAI30p B CPOK, HE IPEBHIMIAOIIAN TISTH
pabouux JHEW, MPUHUMAET OJHO U3 CIIEIYIOLINX PELIeHU:

1) 06 u3bATUHN U3 0OpaIlCHHUS] MEAULIUHCKOTO U3IeITHS;

2) 0 BO30OHOBJICHHH MPUMEHEHHSI 1 OOPAIICHNs] METUIIMHCKOTO U3/IEITHSI.

Pemenust ohopMIIsIFOTCS COOTBETCTBYIOLIMMHU ITpUKa3amu Poc3ipaBHaazopa.


http://ivo.garant.ru/document?id=70106196&sub=13
http://ivo.garant.ru/document?id=70106196&sub=0
http://ivo.garant.ru/document?id=12064247&sub=10
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[lpukaz 00 wu3bATUM U3  OOpalleHHs MEIUIUHCKOTO  U3JeNUS  MPUHUMACTCS
Poc3npaBHam3opoM B citydae MOATBEpKIEHUS (DAaKTOB M OOCTOSTEIBCTB, CO3MAIONINX YIPO3Y
XKU3HU M 3JI0POBBIO0 TPaXJIaH U MEAULIMHCKUX PAOOTHUKOB MpU NMPUMEHEHUHM W SKCIUTyaTaluu
MEIUITMHCKUX U3ICIIUHN.

Homenknaryphast kinaccudukanus wMeaunuackux usaenuil.llpukaz M3 PO ot 06 urons
2012 Nod4n

HomenknarypHas kiaaccuukanusi MEIUIUHCKUAX W3JEIHI MO BUIAM COAEPKHUT YHCIOBOE
ob0o3HavYeHHe (HOMEp) BHJIa MEAUIIMHCKOTO U3/IeTINs, HAUMEHOBAHUE BUIa MEUITUTHCKOTO H3CIH,
a Takxe aesaTusHauHble MUppoBbie Koabl (AAA bbb BB IT), ucnonb3yemsie 1 onpeaeaeHus
BHJIOB MEJIULIMHCKUX U3JCIIUM

[Tpu KJaccupuKauuu Ha nepBoi MO3UIIUU pacnosaraercs YHCIIOBOE
o0o3HaYeHHE(IIIECTU3HAYHBI HOMEP) BUIa MEAUIIMHCKOro u3nenusi(Ne), Ha BTOPOHM MO3UIUU —
HaMMEHOBaHME BUJIa MeIULIMHCKOTO u3nenus (Bun).

[Tpr HOMEHKJIATypHOU KiIaccu(PUKAIMN MEAUIIMHCKIX H3CIUH M0 KjaccaMm B 3aBUCUMOCTH
OT TNOTEHLHUAILHOIO pPHCKA MPUMEHEHHS MEIUIMHCKUE H3JeNns MOoJpa3AelisiloTcs Ha YeThIpe
kiacca. Kimaccel umeror obosnauenus: 1, 2a, 20, 3.

[Ipu knaccupukauu METUIUHCKUX U3ICIUNA KaX/10€ MEAUIIMHCKOE U3/IeNIe MOXKET ObITh
OTHECEHO TOJIBKO K OJIHOMY KJIaccCy:

Knacc 1 — MegunuHckoe u3ienne ¢ HU3KOW CTENEeHbIO PUCKa;

Kiacc 2a — MemuIuHCKOE M3/IeNIe CO CpeaHEel CTETICHBIO PHCKA;

Knacc 26 — MmeaunuHCKOe U3/IeNne C TOBBIIICHHOMN CTENEHBIO0 PUCKA;

Kiacc 3 — MenmummHCKOe M31eNie ¢ BBICOKON CTEIEeHBIO PHUCKa;

[Topsimok cooOuieHusi cyObekTaMu OOpalleHus MEIUIIMHCKUX H3JeTHil 000 BCeX Ciydasx
BBISIBIICHUS TIOOOYHBIX JeicTBUN MenuiuHckux usnenuil. [Ipukaz M3 P® ot 20utons 2012 roxa
Nel2 H.

Hacrosiuuit  [lopsigok  ycTaHaBivBaeT mpaBuia COOOIICHHS CyObeKTaMu OOpalieHus
MEIUIMHCKUX H3JeTINi 000 BceX clydasx BBISABICHUS MOOOYHBIX NEHCTBHUI, HE yKa3aHHBIX B
MHCTPYKIIMU TI0 MPUMEHEHHUIO WM PYKOBOJACTBE MO JKCIUIyaTallMM MEIUIIMHCKOTO HU3JIETus, O
HEXENATENbHBIX peaklUusX TMph ero IMPUMEHEHUH, OO0 OCOOCHHOCTSX B3aUMOJICHCTBUS
MEIUIIMHCKUX U3JICTHI MEXIy co00i, 0 hakTax u 00 00CTOATEIBCTBAX, CO3/IAIONIUX YTPO3Y KUZHU
U 370pPOBbI0 TpaXIaH U MEIUIMHCKUX pPAOOTHUKOB NIPU TNPUMEHEHUH U OSKCIUTyaTaluu
MEIUIITHCKHUX U3/ICITHH. .

Opranuszanuu, co3JaHHble B YCTAaHOBJICHHOM TOpsiIKE Ha TeppuTopuu Poccuiickoi
Oenepanun, MO0 TNPEICTABUTEILCTBA WHOCTPAHHBIX OpraHU3AlMM, AaKKPEIUTOBAHHBIE B
YCTaHOBJICHHOM TOpsAKe Ha Tepputopuu Poccuiickoii ®Depeparuu, 1100 HHIWBUIYyaTbHBIC
MpeANpUHUMATENIN, 3aperuCTpUpOBaHHbIE Ha Tepputopun Poccuiickoit deneparnuu, 1mbo
¢dbu3nueckue  JMIa, OCYIIECTBISIIOINIME  TEXHHUYECKHE  HUCHBITAaHUS, TOKCHUKOJIOTHYECKHE
WCCTIEIOBaHUS, KIIMHUYECKHUE UCTIBITAHMS, SKCIIEPTU3Y KadyecTBa, YPPEKTUBHOCTH U O€30MaCHOCTH
MEIULHUHCKUX U3JEINH, UX TOCYIapCTBEHHYIO PETUCTPALMIO, MPOU3BOJICTBO, U3TOTOBICHUE, BBO3
Ha Tteppuropuro Poccuiickoin @enepannu, BbIBO3 ¢ Teppuropun Poccuiickoit ®denepanuu,
MOATBEPXKJICHUE COOTBETCTBUA, TOCYJApPCTBEHHBIM KOHTPOJIb, XpPAaHEHUE, TPAHCIOPTUPOBKY,
peanu3anuio, MOHTaX, HAIAAKy, NPUMEHEHHUE, SKCIUTyaTallulo, B TOM YHCIIE TEXHUYECKOE
oOciyXMBaHUe, MPEAYCMOTPEHHOE HOPMATUBHOM, TEXHHWYECKOW M (WJIM) OSKCIUTyaTalluOHHOU
JOKYMEHTAIlMed TPOU3BOAMUTENSA, a TAKXKE PEMOHT, YTHIH3AIMIO WIM YHUYTOXKEHUE (manee -
CyOBEeKTBI OOpalIeHus MEIUIMHCKUX W3JETHil), 32 UCKIIOUEHUEM TEPPUTOPUU MEXKTYHAPOTHOTO
MEIUIIMHCKOTO KJIacTepa, B TEUCHHE ABAAINATH pabOYMX JHEH CO JHS BBISBICHHUS IOOOYHBIX
JIEHUCTBUM, HE YKA3aHHBIX B MHCTPYKIUHU MO MPUMEHEHHUIO WM PYKOBOJCTBE IO 3KCIUTyaTallUU
MEIUIIMHCKOTO W3JENHs, HEXKENaTeIbHBIX pEaKIUid TMPH €ro NPUMEHEHHH, OCOOCHHOCTEH
B3aMMOJICHCTBUS MEIUITMHCKUX HU3JENHA MEXIy c000#, (aKTOB M OOCTOSITENHCTB, CO3JAFOIIMX
yrpo3y KH3HH U 370pPOBBI0 TpaXJaH M MEIUIUHCKAX pPaOOTHUKOB TpH TMPUMEHEHHH U
AKCIUTyaTallil MEIUIMHCKUX W3JCNWH, HaAIMpaBJSIIOT COOOIIEHUE, COJepKaliee YKa3aHHBIC
cBenieHus (nanee - cooduieHue), B Genepanbhyio ciayx0y 1o Haa30py B cepe 3paBOOXpaHEHHUS.
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CooOmieHne HampaBisieTcss B NMHUCbMEHHOM (opMe WM B 3JEKTPOHHOUW (opme dyepe3
opunmaneueii caiit ®exepanpHOW CIyXObl MO Hag30py B cdepe 3ApaBOOXpaHEHUS B
nH(pOpMaIMOHHO-TEIECKOMMYHUKAITMOHHOW cetn "HMHTepHer", a Takxke depe3 ¢eaepaabHyIo
rocyJapcTBeHHYI0 HH(popMammonHyo cucreMy "EquHblii mopTanm  rocyJapcTBEHHBIX |
MYHUITUTIATIBHBIX YCIyT (yHKIUi)" .

Coo0rieHre JOMKHO COAEPKATh CIEAYIONYI0 HHPOPMAITHIO:

1) cBenenust o cyobekTe 0OpalieHusi METUIIUHCKUX U3/1eITHil:

a) TIOJTHOE HAaMMEHOBAHME M OPTraHU3aI[MOHHO-TIPaBoBast (hopMma, aJpec MECTOHAXOKACHUS -
JUTSL OPUAMYECKUX JIULL;

0) bamumus, UM ¥ OTYECTBO (MOCIIEIHEE - MPU HATUYUH), aJJPeC MECTOKUTEIBCTBA - IS
(bu3MYECKUX JIUIL, B TOM YKCJIe UHIUBUIYaTbHBIX MPEANPUHUMATENICH;

B) HOMEp KOHTAaKTHOTO TeleOoHa;

T') aJIpec JIEKTPOHHOH MOYTHI (ITPU HATHYHHN);

2) HaUMEHOBaHHE MEIUIIMHCKOTO U3ZENHsi, B OTHOIIEHUH KOTOPOTO BBISABICHBI MOOOYHBIE
JNEUCTBUSI, HE YKA3aHHbIE B MHCTPYKUMU [0 NMPUMEHEHHUIO WM PYKOBOJCTBE IO 3KCILIyaTallHH,
HE)XeJaTeNbHbIE pPEaklUud NpPU €ro NPUMEHEHUH, OCOOCHHOCTH B3aUMOICWUCTBUS C IPYTUMHU
MEAUIIMHCKUMHU HU3JeNUAMHU, (AaKThl U OOCTOATEIHCTBA, CO3JAIOLINE YIPO3Yy KU3HU U 3/I0POBBIO
rpaXxaaH W MEAMLIMHCKUX pPAOOTHUKOB IpU TNPUMEHEHUM M OKCIUIyaTalud, C YKa3aHHUEM
3aBOJICKOTO HOMEpA;

3) HaMMEeHOBaHUE IPOU3BOAUTENS MEAULIMHCKOTO U3/IENIHNS;

4) onucanue MOOOYHBIX IEHCTBUN MEIUIIMHCKOTO U3/eNus (B cllydae, eCiii UMEIOTCS TaKue
CBEJICHMSI), HE YKA3aHHBIX B MHCTPYKLMHU MO INPUMEHEHUIO WIM PYKOBOJACTBE IO IKCILIyaTalluy,
HEeXKENATENbHBIX pPeaKklUid MPU ero MPUMEHEHUH, OCOOCHHOCTEH B3aMMOICHCTBHS MEAMIIMHCKHX
U3JENUH MeXay co00ii, (hakTOB 1 0OCTOATENBCTB, CO3AAONINX YTPO3Y KU3HU U 3I0POBBIO TPaXIaH
Y MEMIMHCKUX PAOOTHUKOB MPHU MPUMEHEHUH U SKCIUTYaTalli METUIIUHCKUX U3/IEITH.

[luceMeHHOE cCOOOIEHHE, MPEACTAaBISIEMOE IOPUAMYECKUM JIMLOM, MOJAINUCHIBAETCA
PYKOBOAMTENIEM IOPUIMYECKOTO JIMIA WM YINOJIHOMOYEHHBIM MPEICTABUTEIEM HOPUIUYECKOTO
JIMIA U 3aBEPSAETCS NIeYaThi0 OPUIMUECKOIO JIMIIA.

[TucekmenHoe cooOlieHue, MpeacTaBisieMoe (U3NYECKUM JIMIIOM, B TOM 4YHCIIE
MHUBUAYAJIbHBIM NPEANPUHUMATEIEM, 3aBEPSETCS €T0 MOANKCHIO.

Nndopmanus, ykasanHas B cOoOlIeHHH, o0O0OpalOaThiBaeTCd H PETUCTPUPYETCS B
COOTBETCTBUM C llopsSAKOM OCYIIECTBIEHHS MOHUTOPUHIA 0€30MaCHOCTH MEIULMHCKUX U3JENUH,
yTBepKIaeMbIM MUHHCTEPCTBOM 31paBooxpaHenus Pocculickon denepanum.

3a HecoOOIIeHNE UM COKPBITHE HH(OPMALINN,INIIA, KOTOPBIM OHA CTajla U3BECTHA MO POAY
UX TNpo(ecCHOHANbHOM  NeATENbHOCTH, HECYT OTBETCTBEHHOCTh B  COOTBETCTBUH  C
3akoHo aTenbcTBOM Poccuiickoit denepanmm.

O nopsake NpoBeJeHUS MOHUTOPUHIA 0€30MaCHOCTH METUIIMHCKUX M3/1eMui (MH). THChMO
041 — 1308/12 ot 28.12.2012 rona)

O mopsake TPOBEIEHUS MOHMTOPUHIa O€30MacCHOCTH MEAMUMHCKUX u3fenuil ((uHo.
nucbmo 041 — 1311/12 ot 28.12.2012 rona)

B cootBerctBuM ¢ PenepanbHbM 3akoHOM 0T 21.11.2012 N 323-®d3 "O06 ocHOBax oXpaHbl
310poBhsi Tpaxaan B Poccuiickoit ®enepanuu" METUIMHCKUE W3NS, HaXOAAIIUECT B
oOpamieHnn Ha Tepputopun Poccuiickoit @enepaiuu, mojaiaekaT MOHUTOPUHTY O€30MacCHOCTH B
LESIX BBISIBICHUS U TNPEIOTBpALLEHUS MOOOYHBIX JEHCTBUM, HE YKa3aHHBIX B MHCTPYKLUHU I10
IIPUMEHEHUIO WJIM PYKOBOJCTBE II0 JKCILTyaTallud MEIULUHCKOTO W3NS, HEXEIaTeIbHbIX
peaknuii mpu €ro MPUMEHEHUH, OCOOCHHOCTEW B3aWMOJEHCTBUS MEAMIIMHCKUX H3ACIUNA MEXITY
co00H, (akTOB U 0OCTOATENBCTB, CO3/IAIOIINX YTPO3Y KU3HU U 3710POBBIO TPAXKIaH U MEIUIIMHCKUX
PpabOTHUKOB MpU MPUMEHEHUH U IKCIUTyaTallud MEAUIIMHCKUX U3JEIUM.

B cootBercTBum ¢ @enepanbHbiM 3akoHOM OT 21.11.2012 N 323-03 "O6 ocHOBax OXpaHbl
310poBbs TpaxaaH B Poccuiickoilt @Penepanuu" MEIULIUHCKAE W3ACIUSA, HaxoIsLIUECs B
oOpamenuu Ha Tepputopuu Poccuiickorr denepamnuu, moajaekaT MOHUTOPUHTY O€30MaCHOCTH B
LEJIAX BBIIBICHUS U TNPeNOTBpAIleHUs] MOOOYHBIX JCWCTBUIM, HE yKa3aHHBIX B MHCTPYKIMH IO
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MPUMEHEHUIO WJIM PYKOBOJCTBE IO SKCIUTyaTallud MEIWLUHCKOTO HW3JeIHs, HeXelaTelbHbIX
peakuuii mpu ero MpUMEHEHUH, OCOOEHHOCTEH B3aMMOJCHCTBUS MEAUIIMHCKUX HW3IEIHA MEXKIY
co00ii, hakTOB U OOCTOSATENHCTB, CO3/IAIOIIUX YTPO3Y KU3ZHU U 3[JOPOBBIO I'PAXKAAH U MEAUIIMHCKUX
pabOTHUKOB MPU MPUMEHEHUH U IKCILTyaTallid MEAUIIMHCKIX U3/ICITHN.

[lenpto oTueTHOoCcTH O HebmaronpusaTHbIX coObiTusAX (HC) u mocrmemyrommx OLEHOK
SIBJIICTCS YIYUIIICHUE OXPAHBI 3/I0POBbS U OE30MMACHOCTH MAIMEHTOB, IMOJIB30BATEICH U IPYTHX JIHIT
MOCPEACTBOM PACIpPOCTpAaHEHUS HMHPOpMAIUH, KOTOpas MOXKET MPHUBECTH K CHIKEHHUIO
BEPOSTHOCTH JIOMYIICHHS TOBTOPEHUS HEOIATOMPHUSITHOTO COOBITUS WM CMSTYHTH ITOCIICICTBUS
TaKUX MOBTOPEHUH.

B cootBercTtBUM co cratheit 95 PenepanbHoro 3akona ot 21.11.2011 N 323-®3 "O6
OCHOBaxX OXpaHbl 3J0pOBbs TpaxaaH B Poccuiickoit ®enepamuu" oOpalieHHe METUIIMHCKUX
u3aenni Ha reppuropun Poccuiickon @enepanuy MNOAJIEKUT FOCYAAPCTBEHHOMY KOHTPOJIIO.

['ocynapcTBeHHBIN KOHTPOJNb 3a OOpallleHUeM METUIIMHCKUX H3JeIUil BKIIOYaeT B cels
KOHTPOJIb 332  TEXHUYECKMUMU  HCHBITAHUSIMH, TOKCHUKOJOTMUYECKHMMH  HCCJICIOBAHUIMU,
KIIMHUYECKUMH  HCIIBITAHUSMU, 3¢ (heKTUBHOCTHIO, 0€30MacHOCTHIO, MIPOU3BOJICTBOM,
W3TOTOBJICHUEM, peajid3alued, XpaHeHHEeM, TPAHCIOPTUPOBKOM, BBO30M Ha TEPPUTOPHUIO
Poccuiickoit ®enepanun, BbIBO30OM ¢ Tepputopun Poccuiickoii @epepanuu MEIUIMHCKHX
W3/ICNIMNA, 32 MX MOHTa)XXOM, HAJIAJKOW, NMPUMEHEHHUEM, SKCIUTyaTallued, BKIIOYas TEXHUYECKOE
o0ciykKMBaHUE, PEMOHTOM, IPUMEHEHHEM, YTUIU3alUEH UM YHUYTOKEHUEM.

MoHuTOpUHT ©0€30MacHOCTA MEAUIMHCKUX W3JCIHN  SABJSICTCS OOHUM M3 DJIEMEHTOB
['ocynapcTBEHHOTO KOHTPOJISA 32 0OpaIieHueM MEIUIIMHCKUX U3IETHH.

B cootBerctBumM co crarbeit 96 denepanbHoro 3akona N 323-O3 MeauUUHCKUE WU3ACIHUS,
HaxoJsIuMecs B oOpaiieHuu Ha TeppuTopuu Poccuiickoit @enepaliuu, moajiexkaT MOHUTOPUHTY
0€30MacCHOCTH B IIEJISAX BBISBICHHUS W TPEAOTBPAIICHUS MMOOOYHBIX ICHCTBHIA, HE YKa3aHHBIX B
WHCTPYKLMU IO MPUMEHEHUIO WM PYKOBOACTBE IO SKCIUTyaTalldd METUIIMHCKOTO W3/ENHUs,
HEXEJIAaTeNIbHBIX PEaKIMid MPHU €ro MPUMEHEHHH, OCOOCHHOCTEH B3aMMOJECUCTBUS MEIUIIMHCKUX
W31 MEeXIY cO00i, (hakTOB U 0OCTOSITENHCTB, CO3/IAIONIUX YTPO3Y KU3HU U 3[J0OPOBBIO TPaXKIaH
Y MEJUIIMHCKUX PAOOTHUKOB P MPUMEHEHHUH U SKCIUTyaTalliy MEIUIIMHCKUX WU3/ICTUH.

CyObekTbl OoOpaleHus] MEIUIMHCKUX H3AENuil 00s3aHbl coolmarh 000 BCEX Ciydasx
BBISIBJICHUSI TOOOYHBIX JEHCTBUN, HE YKa3aHHBIX B MHCTPYKIIMU 110 MPUMEHEHUIO UJIH PYKOBOJICTBE
0 AKCIUTyaTallii MEIUIIMHCKOTO U3JIEHsl, O HeXKeIaTeIbHBIX PEeaklUix MPH ero mpuMeHeHuH, 00
OCOOCHHOCTSIX B3aMMOJEHCTBHUS MEIUIMHCKUX W3JIEIMM Mexay coboi, o d¢akrtax u 00
00CTOSITENLCTBAX, CO3JAIOIINX YIPO3Y KU3HU U 370POBBIO TPa)JaH U MEAMIIMHCKUX PAaOOTHHKOB
MPU TPUMEHEHUU U DKCIUTyaTalluy MEIUIIMHCKUX U3/IEITHI.

3a HEeCOOOIIeHHE WU COKPBITHE TAaKUX CIY4aeB M CBEICHUU JIMIA, KOTOPHIM OHU CTalld
M3BECTHBI TIO POy X MPO(ECCHOHATBEHOMN NesATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU
C 3aKOHOAATENBCTBOM Pocculickon denepanuu.

[TocranoBnenne IlpaButenbcrBa Poccuiickoit @®enepanuun ot 25.09.2012 N 970
"l[lonokeHHe O TOCYAApCTBEHHOM KOHTpOJE€ 3a OOpalieHHueM MEAMIMHCKUX —U3aenui’”
YCTaHABIMBAET MOPSAOK OCYIIECTBICHUS KOHTPOJBHBIX MEPONPUATHN M JEUCTBUM oOpraHa
rOCy/IapCTBEHHOTO KOHTPOJsl B cllydyae NpPUYMHEHHs Bpeda IJMO0O0 BO3HUKHOBEHHSI YTPO3BI
MPUYMHEHUS BPEJla )KU3HU U 37J0POBBIO TPAXKIAH U MEAUIIMHCKUX PAOOTHUKOB MPU MPUMEHEHHUH
MEIULUHCKUX U3IEIIHMN.

[Tpuxa3z MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®enepaunu ot 20.06.2012 N 12H
"O6 yrBepxknenuu [lopsiaka coobmienus cyobekTaMu oOpalieHus MEAUIIMHCKUX U3Aenuii 000 Bcex
CITy4asiX BBISBICHUS MOOOYHBIX NEWCTBHM, HE yYKa3aHHBIX B MHCTPYKIIMU MO TPUMEHEHHIO WU
PYKOBOJICTBE MO 3KCIUTyaTallUM MEIUIMHCKOTO HW3JENHUs, O HEXEJaTEIbHBIX PEAKIUSAX MPU €ro
MIPUMEHEHUH, 00 0OCOOEHHOCTSIX B3aUMOJACHCTBUS MEAUITMHCKUX M3EINI MKy cCO00M, 0 dakTax
U 00 OOCTOSTENhCTBAX, CO3MAONIUNX YIPO3y KU3HU M 3I0POBBIO0 TPaXJAaH M MEIUIIMHCKHX
pabOTHUKOB TIPH MPUMEHEHUH M JKCIUTyaTallud MEIUIIMHCKUX M3/AeNuil" yCTaHaBIMBaeT MpaBUIia
coo0mIeHus1 CyObeKTaMu OOpalIeHs] MEAUITUHCKUX U3JIETTUH O TaKUX CIydasx.

Cratbeii 14 depepanbhoro 3akoHa N 323-03 ompeneneHbl NOTHOMOYHS (heepabHBIX
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OpraHoB rocyJapCTBEHHOM BiacTh B cepe OXpaHbl 310POBbsl, K KOTOPHIM OTHOCSITCSI MOHUTOPHUHT
0€30MacHOCTH MEIUIIMHCKUX W3JIENHA, PETUCTpallds TOOOYHBIX JCWCTBHIA, HEXKeIaTeIbHBIX
peakuuii npu NpUMEHEHUU MEIULUHCKUX U3AeNui, (PaKkTOB U 0OCTOATENBbCTB, CO3AAIOIINX YIPO3y
MPUYMHEHUS BpeAa JKU3HU U 3JI0pPOBBI0 JIIOJed TMpU  OOpalleHuu 3aperucTPUPOBAHHBIX
MEIULUHCKUX U3IEIIUN.

B coorBerctBun ¢ uacteto 5 Crateu 96 ®enepanbHoro 3akoHa N 323-D3 mopsinok
OCYIIECTBJICHUSI MOHUTOPUHTa 0E€30MaCHOCTHM  MEIUIMHCKUX  U3JEJUl  yCTaHaBIIMBAETCS
YIIOJTHOMOYEHHBIM (pe/iepalIbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH.

[TocranoBnenueM IlpaButensctBa Poccuiickoit ®enepauun ot 30.06.2004 N 323
MPOBEACHUE MOHUTOPUHIA OE€30MaCHOCTH MEAMIMHCKUX H3JEIHM OTHOCUTCS K MOJHOMOYHUSAM
®denepanibHOI cIy>KOBI 10 HaA30PY B cdepe 3npaBooxpanenus (PocsnpaBuanzop).

B cootBerctBuM ¢ yacteio 6 Cratbu 96 denepanbHoro 3akoHa N 323-03 no pe3yibTraram
OCYILIECTBIICHUS MOHHMTOPHHra O€30MacHOCTH MEAMIMHCKUX W3ACTUN MpU TOJyYeHHH U
MOATBEPKICHUU HWH(GOpPMAIMM O TMOOOYHBIX JCHUCTBUSAX, HE YKA3aHHBIX B HMHCTPYKIHH TIO
MIPUMEHEHUIO WM PYKOBOJACTBE IO 3KCIUIyaTallMd MEIWLMHCKOTO W3JENHs, HEeXeNIaTebHbIX
peaKnusx TpU €ro NPUMEHEHUH, 00 OCOOCHHOCTSIX B3aUMOJICHCTBUS MEIUIMHCKHUX W3JEIHN
MeXy co0oi, 0 pakTax u 00 0OCTOATETHCTBAX, CO3AAIOIINUX YIPO3Y KU3HH U 3I0POBBIO FPAXKAaH U
MEJIUIUHCKUX Pa0OTHUKOB MTPU MPUMEHEHUH U HKCILTyaTallMK 3apETUCTPUPOBAHHBIX METUIIMHCKUX
usnenuii, ymnonHomoueHHbli [IpaButensctBoM Poccuiickoit ®enepauuu ¢denepanbHbIi Opran
WCIIOJIHUTEIIBHON BIJIACTH PAcCMATPUBAET BOINPOC O TPHOCTAHOBICHUH MPUMEHEHHS WA 00
U3BATUU U3 00pallleHus] TAKOTO METUIIMHCKOTO U3/eNUs U IPUHUMAET COOTBETCTBYIOIIEE PEIICHHUE.

Nudopmanus o pemenusx PoczapaBHaazopa 1mo pe3ysibTaraM MOHUTOPHHIA 0€30MacHOCTH
pasMeniaercs Ha oduiuanibHoM caiite @enepalbHON CciayxkObl 1O HaA30py B cdepe
3paBooxpaHeHus B cetu "MHTepHeT".

[NOPAAOK 3AIIOJIHEHUA W3BEILIEHKWA O HEBJIATI'OIIPUATHOM COBBITUUN
MEJUILIMHCKWX U3JEJIVIA

®opma M3BenieHus NpuBeIeHa HUXKE.

[Tonss popmbl 3amonHIIOTCS 6€3 COKpallleHuH Ha PYCCKOM sI3bIKE pa300pUYUBBIM MOYEPKOM
WJTU MAITMHOTIMCHBIM TEKCTOM.

Buocumas uadopmaius 10KHa ObITh MAKCUMAIIBHO MOJIHOMN, IOCTOBEPHON U aKTyalbHOM.

Nudopmanus B mosisg, coaepr aiie TEpedyHd Il BBHIOOpA, BHOCUTCS MYTEM OTMETKH
COOTBETCTBYIOIIETO MYHKTa (IIYHKTOB), 32 HCKIIIOUEHHEM HEOOXOIMMBIX TMOSCHEHHUH, KOTOpbIe
BHOCATCSI TUCHMEHHO.

Nudopmanus o MU 3anonHseTcs Ha OCHOBAHUU MUMEIOIIUXCS B HATMYUU JIOKYMEHTOB, KaK
TO: Tacnopra, Gopmyssipa, KOMUU PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS, CepTU(PHKATA COOTBETCTBHS,
PYKOBOJICTBA MOJIb30BATENs], TAPAaHTUHHOTO TAJIOHA U T.1I.

Hns mnentuduxanuu noctpanasmero (Ma. N mocTpamaBiiero) MokKeT HCHOJIB30BaThCS
CHUJIC unu HOMEp AOKYMEHTA, YI0CTOBEPSIOLIET0 JTUYHOCTh C YKa3aHUEM BUJIA KOJa.

Hns unentudukanuu meapadotHuka (Ma. N menpaboTHrKa) MOXKET HCIOIB30BaThCS KO B
peructpe MmeauimHcKkux padotaukoB, MTHH unmu CHUJIC ¢ yka3anuem Bua Koja.

damunusi, UMs, OTYECTBO TMOCTPAJABIIEro, MeApaOOTHUKA WJIM WHIUBHIYaTbHOTO
MOJIb30BATENS, & TAKXKE aJpec MOCTPAAaBUIETO UM UHAUBUAYAIBHOTO MOJIb30BATENS YKA3bIBAIOTCS
TOJBKO C MX coryiacus B cooTBercTBuM ¢ DenepanbHbiM 3akoHOM oT 27.07.2006 N 152-03 "O
MEPCOHAJIbHBIX TAHHBIX".

NnentudukaTopamMu u3aenus SBISIOTCS €r0 HaMMEHOBaHWE, MapKa, MOJIENb, 3aBOJCKON
(cepuitHblil) HOMEp UM HOMEP MapPTHH, HOMEP TOCYJApPCTBEHHOTO peecTpa MEAUIIMHCKUX U3eui
(perucTpamoOHHOTO YAOCTOBEPEHNS).

Wnentudukatopamu opranuzanuu (Ipou3BOIUTENS, MEAUIIMHCKON WK (papMarieBTHIECKON
OpraHu3ally, CEPBUCHON OpPraHU3alliy U T.[.) ABIISIOTCS €€ HAaUMEHOBAaHUE, IOPUINUECKUI aapec,
kox MHH unu OI'PH (¢ ykazanueMm Buza Koja).

KoHTakTHBIE TaHHBIE JOJDKHBI COJIEPKaTh TenedoH, aipec AEKTPOHHOMN MOUTHI, (haMIITHIO,
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UM$, OTYECTBO KOHTAKTHOTO JIMIIA, MO3BOJISIIONIME MPU HEOOXOAMMOCTH OOECHEUUTh IMOIy4YEeHUE
JIOTIOTHUTENBHBIX cBeneHuit o HC.

MuHuManeHbI 00beM JaHHBIX B cooOmennn o HC ompenenen npukazom MuHUCTEpCTBa
3npaBooxpanenus Poccuiickoit ®enepanuu ot 20.06.2012 N 121 :

1) cBenenust o cyobekTe 0OpalieHusi METUIIUHCKUX U3/1eITHil:

a) TIOJTHOC HAMMEHOBAHHE M OPTaHW3AIMOHHO-TIpaBOBasi popma, aapec MECTOHAXOKICHUS -
JUISL FOPUIMYECKUX JIULL;

0) bamumus, UM ¥ OTYECTBO (MOCIIEIHEE - MPU HATHYUH), aJJPeC MECTOXKUTEIBCTBA - IS
(bu3MYECKUX JIUI, B TOM YKCJIe UHIUBUIYaTbHBIX MpEANpPUHUMATENCH;

B) HOMEp KOHTAaKTHOTO TelieOHa;

T') aJIpec JIEKTPOHHOMN MOYTHI (ITPU HATHYHHN);

2) HaMMEHOBAaHME MEIUIIMHCKOTO H3/eNIMs, B OTHOLIEHWU KOTOporo BwisiBieHbl HC, ¢
yKa3aHHEM 3aBOJICKOTO HOMEPA;

3) HaMMEHOBAaHME MPOU3BOUTENS MEAUIIUHCKOTO U3/1EIINS;

4) onucanne HC (B 00beMe MMEIOIMUXCS HA MOMEHT COOOIICHUS CBEJICHUN).

B cnyuae HeoOxommmoctu cBeneHus, kacaromuecs HC, mMoryr OBbITh NPUBEACHBI Kak
npuiokenne K M3Bemienuto. B 3ToM ciiydae B mpaBoM BEepXHEM YIily Ha JIMCTE MPUIOKECHUS
YKa3bIBAaeTCsl pErUCTPAIMOHHBIN HOMEp U fata coobmienus o HC.
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MOHUTOPUHI BE3OITACHOCTY MEJIMLIMHCKUX U3JIEJINN
WM3BEI[EHUE | |
| |

0 HeOJIAronpUsITHOM COOBITHH (MHIIHACHTE),
CBS3aHHOM C IPUMEHEHHEM MEIHIIMHCKOTO U3/IENHs
Howmep u3semenus o HC 8 AIC

pjejnialojnels

Jara npuHsTHS

K yuery B AUC
Hcrounnk nadopmannu Hcexon Bun coobuiennst
| MPOM3BOAUTENE (IIPEICTABUTENb) | | CMEpTh | | TIEPBUYHOE
L L
M [
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| MEIMLUHCKUN CIIEUATHCT | I BBI3ZIOPOBIICHHE O€3 MOCICACTBHIA
L
i
| MalueHT | | HENPUMEHUMO
L
o
| MHIMBHlyalbHBIH 10JIb30BaTENb | | HEH3BECTHO
L
| PETYIATOPHBIN Opran | | MHOE (YKa3aT):
L
Em—loe (ykasatp):
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Jara coObITUs
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| TIAIIMCHT Ha IOMY | | CMEPTH | | B OPraHu3aluy 3IpaBOOXPAHCHUA
L L
N [ [
| aM6yﬂaT0pHBlVl TIalMCHT I I YrpoOKaruiee )KU3HH MOPaKCHUE | | Ha 1oMy
L L
[ [
| CTALMOHAPHBIN MALUEHT | | HEYCTPaHUMBII Bpe 3710POBbIO | | uHoe (yKasaTb):
L L
o
| MEJMLUHCKHIA epcoHa | | Tpedyercs BMemaTenbeTBo  Hapyienue paboThl u3nenus
L
—i | HapymeHne QYHKINOHHPOBAHHS
| TIOCETHTENb | | HE06X0TMMOCTh L
L TOCIUTAIU3ALNHA —i
M | | HEKOPPEKTHbIE II0KA3aHUs!
| TEXHUYECKHIT TIepcoHal | | HapyIIeHHE JIeeCiocoOHOCTH
L
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M | | OTCYTCTBYET
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L
OTCYTCTBYET OTCYTCTBYET
L
Jlanusie 00 u3enuu:
Kon Buna usnenns
HaumeHoBaHNE MEIULMHCKOTO H3EINsA Mapxka, Mojenb u3aenus (!
| HBMU/ | | GDMN
L
| T | L .,
| L I L | L
3aBoicKoit (cepuiiHbIii) Bepcust nporpaMmmHoro HVnBenTapHbIii HOMEp
Homep/Homep maptin MPOJIyKTa

Tocrasmuk (OKIIO, nanmenosauue) |
L

Homep rocpeectpa MU
V)

(NP
i M rrrairaiririri
o] Lo o e e Qe OO ] QO u e e C) ) T T e pcwanaens
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Jlata BbimycKa Jlara npuoOpereHus Jlara ncredenus cpoxa l_lll | | 2a | | 26 | | 3
TOJIHOCTH e

COBMECTHO HCIOJIB3YEMbIC U3CIHs (CCIIH IPHMEHUMO):
I 1

Cpok ciyObl

Pecypc (ecnu npumennmo)

i I 1
E|[) E|:I) |E) |1 | | Hannoe msneme nenomssosanocs panee | |
Iy Sy IS I | L 1
—

Jara nmocnenuero O6was HapaboTKa
HCTIOJIb30BAHMUS | | W3nenne 0IHOKPaTHOTO MPUMEHEHHS na moment HC
L

| W3penue ncnonp30Banoch CaMOCTOSTENBHO

| MmmnanTipyemoe nsnemue

] e o NIRRT

Iy Ny | Sy Sy Iy Sy I N S B |

Jlata uMIUTaHTaLMK Texy1ee MECTONOIOKEHNE U3/ Jlata neMMIuTaHTanuu

i
E'[) El:D |E) [1] TIpuunna 06Cy)KMBaHUS
iy Iy |

Jlara mocnenHero Opranusanus, OCyIIeCTBIAIONIas TEXHHYECKOE 00CTy/KHBaHHE | | nnasosoe TO
obCTyKHBaHUs L
HencnpaBHOCTH, BBISBICHHBIE TIPH 0OCTYKHBAHHH:
| mencnpasrocTs

(|
| | uHOe (yKa3aTb):

N Jlorosopa Ha 06cny)|(nBaHne HOCTyHHOCTL U3JEIHs TSI UCCIIEI0BaHUs

MOHUTOPHHI" BE3OITACHOCTH MEJIULIMHCKUX WU3/IEJINIA

1
| N3Bemenue o HEﬁJ‘laFOI‘[PVmTHOM COOBITHH (MHLMICHTE)
(mpojomkeHne)

Homep usBernenus
o HC B AMIC

Opranuzanus
31PaBOOXP

1 Hanmenosanue opranusauuu  Mnnekc, agpec ropuandeckuii
| 31paBOOXPAHCHHS
|

Kox OKIIO Haunmenosanne ®daxruyeckuii anpec
| CTPYKTYPHOTO PAcIOJIOKEH s OAPas3/IeNeHUs.
| | TI0IpasICICHUs
|

Kox OK®C Tenedown, pakc DiekTpoHHas moyra Azpec caiita

®HO YnonHoMoueHHOTO  JIOIKHOCTE YTIOTHOMOYEHHOTO
110 6e301aCHOCTH 1o 0e30MacHOCTH

Tocrpanasumii:
®UO noctpanasiero Anpec/nomkHOCTh
OCTPa/IaBIIEro

1
‘ | Jlnaros repeji HaCTYTUICHHEM COOBITHS
|

Wn. N nocrpajasuiero CocrosiHue nepeji HaCTyILUIEHUEM COObITHS

1
[P T

L Du3uyecKHe 0COOCHHOCTH I[TpoTuBONOKa3aHUS
Tlox, Bo3pact MOCTPa/IaBIIEro
(IIOJIHBIX JIeT)

Tonb3oBarens: Bun nosbsosarens:
®UO nonb3zosarens M

| | MEIMIMHCKUH CriennanmcT

1
| JlomkHoCTB/apec ==
TIOJTB30BATENS
Wn. N nonb3osarens | | cunenxa
Konrakrusie JIaHHbIE -
TIOJTB30BATENS
| VHJIMBHIYaTbHbIH

110JIb30BATEIb

| TEXHHYECKHiT epcoHan

| OTCYTCTBYET
| nHoe (yKasatsb):
TIpounssojuTesns:

HaunmenoBanue npousBouTess Wunexc, agpec

Crpana npousBouTtenst TernedoH, Gakc DnekTpoHHas moyta Anpec caiita

IpencraBurens B PO:

Haumenosanue opranusanuu- Mupexe, agpec
TIpCACTABUTEISA
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L | Tenedon, pakc DnexTpoHHas modra Ajpec caiita

Kox OKIIO
®UO YnonHoMo4eHHOr0  JIOIKHOCTH Y TIOJTHOMOYEHHOTO
1o Ge30macHoOCTH 110 Ge30MacHOCTH
1 Hpennp ple JefictBus: KoMy aipecoBaHbl Mephl:
| | [ 1
| | o136 MU | | MEIULIMHCKUH CIIEUATNCT
N oruera L L

0 6e30macHoCTH

E | Bocc’raﬂnsneﬂne | | nrmmBnnyansmeii
EI) EI) = nonb'_IJOBaTenb

,HaTa oT4yeTa 3aME€Ha | CEpPBHUCHAsI OpraHu3alus
no 6630H3.CHOCTI’I

i
| | 3 B MapKHPOBKE | | MOCTABILMK
| | L L
]
[ [
Komnuectso | I H3MCHEHHE | | HHOE (YKa3aTh):
L

ananornunsix HC 1o toit ' 8 pykoBoxctse

JKe TIPUYHHE C TAKUMH [

e H3/IeTHAMH | | yBEIOMJIEHHE Howmepa n3pemmennit
B AUC PocsapasHamzopa,

Ha KOTOpBIE

| HCClIeIoBaHHE PacnpoCTPaHsIOTCs
JeficTBus:

| Hﬂ6J'IKJ}ZICHHC nauueHra

| Moau(HKaIHsA/HACTPOIKa

E YTHIIH3AIHS
E He Tpebyercs
E HHOE (YKa3aTh):

3a1<moqer—nlde | |
o 6e30macHOCTH | |

Kem Bbinano r' i

3aKJTIOYCHHUE:

CooGummBmmii 0 HC:

| Yno1HOMOYEHHBIH
TPOM3B. DHUO coobumsmero o HC  JlomkrocTs coobmmpurero o HC

| Vomsomouenmiit
03

|:] Tenedon, pakc  DnextpoHHas mouta JIMuHas MOAMHCH
| Mroe:
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5.2. Bonpock! aJisi caMOnOATrOTOBKH

1. ®apmakonan3op. OCHOBHBIE TEPMUHBI, TOHATHUS, ONIPEICTICHUS.

2. llenu u 3amaum dpapmMakoHaI30pA.

3. Kak opranuzoBaHa cucTeMa MOHUTOpPUHIa OE30MACHOCTH JIEKAapCTBEHHBIX IIpernapaTroB B
Poccuiickoit @enepanuun?

4. Yro nmpenacrapiser coboii cuctema papmMakoHaazopa B Mupe?

5. Ponb Bpaya B cucteme GpapMakoHaI30pa.

6. UYTo mMOHMMAaIOT MO/ HEXKEJIATeIIbHON peakiuen?

7. HopmatuBHBIE JOKYMEHTBHI, peErJlaMEHTUpPYIOIIME TpoBeneHue (apmakoHaa3opa Ha
tepputopun Poccuiickoit @enepanumu.

8. CrannmapTHasi omnepalMoOHHAas Mpoleaypa (COIl) mo MOHUTOPUHTY ©€30MaCHOCTH
JIEKApCTBEHHBIX CPEJICTB.

9. YTO0 OTHOCHUTCS K CEPhE3HBIM HEXKEIATESIIbHBIM PEAKIIHSIM?

10. Kakum 06pazoM CrienHagucThl 3paBOOXPaHEHHsI MOTYT NPEAOCTaBUTh HHPOPMAIIIO?

11. Ponb Bpaua B cucreme (hapmakoHaa30pa.

12. ANTOpUTM yY4aCTHHUKOB (apMakoHaA30pa.

13. Kak ycTaHOBHUTH NPUYUHHO-CIICJICTBEHHYIO CBSI3b MEXAY NPUMEHEHUEM JIEKapCTBEHHOTO
rpenapara 1 HeKeJIaTeIbHOM peakiueit?

14. TlpaBuna Hajexanieil npaktuku papmakonanzopa EBpasuiickoro Oxonomuueckoro Coro3sa.
15. YeM rpo3uT HeCOOOIEeHHEe UIu COKphITHE cBeneHuii o HITP?

16. Kakue pmanHple 1O 0€30MACHOCTH JIEKAPCTBEHHOTO CPEJCTBA JOJDKHBI MPEIOCTABIATH B
peryasTOpHbIE OpraHbl?

17. B xakue cpoku HEOOXO0IMMO NPeAOCTaBIsITh HH(popmanuo o HITP?

18. Tlopsmok ocymectBienus ¢papmakonanzopa. [Ipukas Nel071 ot 15 despans 2017 rona.

19. Hackonbko moipoOHO HYKHO OMUCHIBATh HEXENATEeIbHYI0 TOOOYHYIO PEAKINI0?

20. Tlopsimok MpenoCTAaBIEHUS CBEIECHUM O HEXKENATEeNbHbIX PEaKUUsIX Ha JIEKapCTBEHHBIE
npenapaTtbl. O CPOYHOM IPENOCTABICHUU CBEIECHUN O JIETAJIbHBIX HEXKEJIATEIbHBIX PEaKUUsiX Ha
nekapcTBeHHbIe penapatsl. (Mad. mucemo 041-266/12 ot 11.04.2012r.)

21. Kak ucnonp3yrorcs nepegannsie coodmenus o HITP?

22. TlopsnoK MpenoCTaBICHUS CBEICHUM O HEXKENAaTeIbHbIX pPEAKUUAX Ha JIEKapCTBEHHBIE
npenapatsl.(Mud. mucemo 041-232/12 ot 02.04.2012r1.)

23. Ilopsimox  3amoNHEHUs KapThI-U3BELIEHUS O HeONarompusTHOW MOOOYHON  peaknuu
JIEeKapCTBEHHOTI Olpernapara.

5.3. Jlutepatypa

1. ®enepanbrbrii 3akoH oT 21.11.2011 N 323-®3 "OO6 ocHOBaX OXpaHBI
3710poBbs IpaxkaaH B Poccuiickoit @enepanun”

2. Tlocranosnenue I[paBurensctBa Poccuiickoit deaepannu ot 25.09.2012 N
970 "O6 yrtBepxkaeHuu IlonokeHUs O rOCyJapCTBEHHOM KOHTpOJE 3a
oOpallileHneM MeIUIMHCKUX U3aenui” |

3. Iloctanosnenue IlpaBurensctBa Poccuiickoit ®enepannu ot 27 nexadpst 2012 r. Nel416 «O6
yTBepxkaeHUN [IpaBui rocy1apcTBEHHON PETUCTPALUN MEAUIIMHCKUX U3EIAN».

4. IIpuka3 Munucrepctsa 31paBooxpanenust Poccuiickoit @enepanuu ot 6 utons 2012 r. Nedn «O0
YTBEP)KJICHUN HOMEHKJIATYpHOU KJIacCu(UKAIUN MEAUIIMHCKUX U3IEIUII.

5. Ilpukaz MunuctepctBa 31paBooxpanenus Poccuiickoit @enepaunn ot 15 utons 2012 r. Ne7n
«O0 yTBepKIEeHHM TOpsiKa BBO3a Ha Tepputoputo Poccuiickoit ®Denepanuu MeAULIMHCKUX
W3JIEJMH B LIEISAX FOCY1apCTBEHHON PETUCTPALIUN.

6. IIpuka3z MunuctepctBa 3apaBooxpanenus Poccuiickoit @eneparum ot 20 urons 2012 r. Nel2n
«O0 yTBepXK/IeHUH MOPsIIKa COOOLICHUS CYyObeKTaMH 00pallieHHsI MEAUIIMHCKUX U3/1eIuid 000 Bcex
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CIlydasiX BbISBJICHUS MOOOYHBIX JEWCTBUN, HE YKA3aHHBIX B MHCTPYKIUHU IO MPUMEHEHUIO WU
PYKOBOJICTBE MO 3KCIUTyaTallUM MEIUIMHCKOTO HW3JENHUs, O HEXEJATEIbHBIX PEAKIUSAX IMpPU €ro
MPUMEHEHUH, 00 OCOOEHHOCTSIX B3aUMOACHCTBUS MEAUITMHCKUX U3JIETUN MEXIY co00M, 0 (pakTax
U 00 OOCTOSITENBCTBAX, CO3MAIONIUX YrPO3y JKU3HU W 3J0POBBI0 TPAXKIAH U MEIUIIMHCKUX
pabOTHUKOB MpU MPUMEHEHUH U SKCIUTyaTallud MEAULIMHCKUX U3ICIUI».

7. llpuka3z Munucrepcta 3apaBooxpanenus Poccuiickoit @enepannu ot 15 aBrycra 2012 r. Ne89u
«O0 yTBep)KIEHUU IMOpsJIKa MPOBEJACHHUS HWCIBITAHUNA B LENAX YTBEPXKIACHHUS THUIA CPENICTB
W3MEPEHHM, a TAKXKE MEPEUHS MEIULMHCKUX H3AEIUN, OTHOCSIIUXCS K CPEACTBAM H3MEPEHUH B
chepe rocygapCTBEHHOTO pEryaupoBaHus OOecledeHHs] €IMHCTBA W3MEpPEHUil, B OTHOIICHUU
KOTOPBIX MPOBOJISITCS UCIIBITAHUS B LEJSAX YTBEPKACHUS TUIA CPEJCTB U3MEPEHUI».

8. Ilpukaz MwunucrepctBa 3apaBooxpanenus Poccuiickoit ®denepanun ot 14 centsops 2012 .
Nel751 «OO0 yTBEepKIEHUHU MOPSAKA OCYIICCTBICHUS MOHUTOPUHTA OE30MaCHOCTH MEAMIIMHCKHIX
U3 IETUN.

6. OpraHI/I3aHI/IOHHO-HeHaFOFI/I‘leCKI/Ie YCJI0BUA

Jlis peanu3annu JONOIHUTENIBHON podeccuoHaIbHONW 00pa30BaTeIbHON IPOrPaMMBbI ITOBBILIEHUS
kBamupuKamu «MOHUTOPUHT OE30MAaCHOCTH MEAWLIMHCKUX H3AeIHi» Kadeapa pacroiaraet
HamyueM: 1) y4eOHO-METOAMYECKOM ITOKYMEHTAllMu M MaTepuayioB, 2) y4eOHO-MEeTOAMYECKON
JTUTEPATyphl JUIsl BHEAYTUTOPHOW pabOThl 0OydJaromuxcs; 3) MaTepuaabHO-TEXHHUYECKOW O0asbl,
obecreynBaroleil opraHu3annio BceX BU0B MOATOTOBKH.

Jliia obecriedeHusi OCBOEHHUS BCEX Pa3/esioB IPOrpaMMbl HEOOXOAUMO HaJIMYMe MHPOPMAIIMOHHO-
TEJIEKOMMYHUKALMOHHBIX CPEICTB AOCTYIAa K HHTEPHET-PECYPCY AJII OCBOCHMS 4aCTH IIPOrPAMMBI,
IpeayCMaTpUBAIOIICH MCIIOIb30BaHIE JUCTAHIIMOHHBIX 00pPa30BaTEbHBIX TEXHOIOTUI

Jlis opranu3zanuu yueoHoro npouecca kadeapbl 10JKHbI UMETh y4eO0HO-METOJUUECKUI KOMILIEKC,
KOTOPBIM BKJIFOYAET MOJIHBIM HAOOp 00s3aTeNIbHON yueOHOMN JIMTEpaTyphbl, METOJUYECKHE yKa3aHUs
JUIS TIPENOJaBaTeNIel U CIIyIIaTes e, KOHTPOJIUPYIOLIUME MaTEPHAlIbl, a TAKXKE DJIEKTPOHHBIE BEPCUN
y4eOHO-METOINIECKUX U AUJAKTHUYECKUX MAaTePHAIIOB.

Metoauka npenosaBaHus NpeayCMaTpUBAET YTEHUE JICKIUH, IPOBECHUE IPAKTUYECKUX 3aHITHH,
CaMOCTOSITEJIbHYI0 paboTy chywmaTess, a Takke M3ydyeHUEe MaTepuaja NporpaMMbl ¢
HCIOJIb30BAHUEM JTUCTAHIMOHHBIX 00pa30BaTENIbHBIX TEXHOJIOIUH.

[To u3yyaeMbpIM TUCIUIUIMHAM YCTAHOBJIEH IEpeueHb 00sA3aTEeNbHBIX BHUJOB pabOThI CIylIaTels,
BKJIFOYAIOLIUH:

° ITocemenne NEKIIMOHHEIX 3aHSITUN
(] PGHIeHl/Ie HpaKTI/I‘IeCKI/IX 3a1a4 U SaI[aHI/II\/'I Ha HpaKTI/ILIeCKI/IX 3AHATUAX
) Hpyrue Buabl padboT, onpeaensieMble mpernogaBaTesem.

Texkymuii ¥ NOPOMEXYTOYHBIM KOHTPOJb YCIIEBAEMOCTH CIIylIaTeds M0 JUCHUILIMHAM
OCYILECTBIISIETCS MPEI01aBaTeNIeM IyTeM OLIEHKU ero yueOHOH e TeTbHOCTH.

[IpakTrueckue 3aHATHS MPOBOAATCS B CTPOTOM COOTBETCTBUU C METOJWYECKHMM YKA3aHUSMH IS
CIIyLIaTEJIeH U NPErnoAaBaTeIICH.

CamocrosiTenbHast paboTa MOKET MpeaycMaTpUBaTh: YTEHHWE TEKCTAa W/WIN 3JIEKTPOHHOTO TEKCTa
(yueOHMKa, TEpPBOUCTOYHHKA, YIEOHOTO MOCOOMS, JIEKLIUH, PE3eHTAllUU U T.1.), IPOCMOTP BHJIEO-
JEeKIUH, COCTaBICHME IIJJaHa TEKCTa, TIpapuueckoe H300paKeHHe CTPYKTYpbl TEKCTa,
KOHCIIEKTHPOBAaHUE TEKCTa, BBIMUCKU W3 TEKCTa, paboTa C IJIEKTPOHHBIMHU CJIOBapsMH, OazaMu
JaHHBIX, TioccapueM, WIiKIi, cnpaBOYHHKaMH, O3HAKOMJIEHHE C HOPMATHBHBIMH JOKYMCHTaMH;
yueOHO-HCCIIeIoBaTeNbCKas paboTa.

Jlia popMupoBaHUsl yMEHHI: pellieHne 3a/1a4, U YIpakKHEeHUH! 1o o0pasily; pelieHne BapuaTUBHBIX
3aJjad M YINPaKHEHWH, BBIIOJHEHHE CXE€M, 3arojiHeHHe (GOopM, pEIIeHHE CHTYallMOHHBIX
IIPOU3BOJCTBEHHBIX 3a/1a4, MOATOTOBKA K JEJIIOBBIM WIpaM, IPOCKTUPOBAHHE W MOJEIUPOBAHHUE
Pa3IUYHBIX BUOB U KOMIIOHEHTOB MPO(ECCHOHATIBLHOMN 1A TEILHOCTH.
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7. ®opMbl aTTECTAIIUN

WtoroBass arrectauuss MO JOHOJHUTENBHOW MNPOPECCHOHATHHON IMpOrpaMMe  IOBBIIICHUS
KBaMpuKauu «MOHUTOPUHT 0€30aCHOCTH MEIULIMHCKUX U3JIENIN»

1. [IpoBomutcst B ¢opme 3aueTa W JOKHA BBIABIATH TEOPETHUECKYIO U MPAKTUYECKYIO
MNOJArOTOBKY  CIEUUAJUCTa B  COOTBETCTBMM €  KBaIM(PUKALMOHHBIMU  TpeOOBaHUIMH,
npoeCCHOHATTLHBIMU CTAHIAPTAMHU.

2. OOyyaromuiicss JOMyCKaeTcsi K MTOrOBOM aTTecTallMM IIOCNie HM3y4eHUs MaTepuana B
o0BeMe, MPETYyCMOTPEHHOM y4eOHBIM TUTAHOM HACTOSIICH TPOTrPaMMEL.
3. Jluma, OCBOMBIIME JOMOJHUTEIBHYIO MPOPECCHOHANBHYIO MPOrpaMMy TMOBBIIICHUS

KBaJII/I(bI/IKaI_II/II/I n yCOCHIHO MpomcAmue HMUTOIOBYIO aTTeCTalvio, IIO0JYy4Yar0oT JOKYMCHT
YCTaHOBJICHHOI'O o6pa3ua O AOIIOJIHHUTCIBHOM HpO(beCCI/IOHaJ'IBHOM 06p330BaHI/II/I - YAOCTOBEPECHUEC
O IIOBBIICHUHN KBaJII/I(bI/IKaI_II/II/I.

8. OnieHOUHBIE MaTEpPHAIIBI

8.1. [IpuMepbl TECTOBBIX 3alaHUI

1). ®enepanbHbiii 3aKk0H «O6 OCHOBAaX OXpaHbI 370POBbs rpakaad B Poccuiickoit denepammm»
a) Ne323 — ®d3 ot 21,11,201r;

0) Ne61-®@3 ot 12 .04.2010r;

B)Ne5- @3 ot 12.01.1995T;

r) Nel181 ot 24.11.1995t

1) BCE OTBETHI BEPHBI

2). MeauuuHCKUE M3IENUsl — 3TO  JIFOObIC MHCTPYMEHTBI, anmnapaThl, NPUOOpkl, 000pyI0BaHUE,
MaTepHalIbl, U MPOYNE M3ACIHs, IPUMEHSIEMbIC B MEIUIIMHCKHUX IEJIIX OTACIbHO MM B COYCTAHUU
MEXy COOOH, a TaK)Ke BMECTE C IPYTMMHU MPUHAIC)KHOCTSIMHU, HEOOXOAUMBIMU TSI IPUMCHCHHS
YKa3aHHBIX M3JICTUH 10 HA3HAYCHHIO, BKIIOYAs CIICNHATbHOE MPOrpaMMHOE oOOecreueHue, |
[peHa3HAYCHHBIC TPOU3BOJIUTEINIEM JUIS MPOPUIAKTUKY, TUATHOCTUKH, JICUCHHS, ¥ MEIUIIUHCKON
peabunmuranyu  3a00JICBaHUN, MOHHTOPUHTA COCTOSIHHS OpraHM3Ma 4YeJOBEeKa, IPOBEICHUS
MEIUIMHCKUX HUCCIICJOBaHM, BOCCTAHOBJICHHUS, 3aMCUICHHS, W3MCHCHUS aHATOMHYECKOU
CTPYKTYpPbl WM (PHU3HOIOTHYCCKUX (DYHKIMH OpraHu3Ma, MPEJOTBPALICHHUS WM IPEPhIBAHUS
OCPEMEHHOCTH.

a) BEpHO;

0) HEBEpHO

3) Ha ckonpKko KiaccoB KIACCUPUITUPYIOT MEAUIIMHCKIE U3/IETHS 110 CTETIeHU
pucka?
a) 2;
0)3
B) 4;
r) 5.

4). OCHOBHBIE JOKYMEHTBI, PETYIUPYIOIIE 00pallieHne METUITMHCKIX W31, SIBIISIOTCS:

a) @enepanbHblil 3akoH Ne 61-D3 ot 12.04.2010 «OO6 obparieHny JIeKapcTBEHHBIX CPEJICTBY;

0) Ilpuka3 MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®@enepanuu ot 14 centsadps 2012 r.
Nel751 «OO0 yTBepXkaeHUU MOpsAAKA OCYIIECTBIEHUS MOHMTOPUHIa O€30MacCHOCTH MEAMLIMHCKUX
141631 (211707 N

B) ®enepanbublii 3akoH oT 21.11.2011 Ne323-03 «O6 ocHOBax OXpaHbI 3/I0pOBbsI TpaXJaH B
Poccuiickoit deneparnuu;

r) [locranosnenue IlpaBurenscrBa Poccuiickoit ®deneparuu ot 27 aexkadps 2012 r. Nel416 «O6
yTBepxkaAcHUN [IpaBuil rocy1apcTBEHHON PETUCTPALUN MEAUIIMHCKUX U3EIAN».

5). F'ocynapcTBEHHOW perucTpaIiy He MOIeKaT METUIIMHCKUAE U3/ICITHS:

a) Kiacca 2a;
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0) ximacca 20;

B) KJacca 1;

T') U3TOTOBJICHHBIC 110 WHAUBHUIYAIbHBIM 3aKa3aM.

6). MOHUTOPUHT 0€30MACHOCTH MEIUITUHCKUX H3ICTHI IPOBOIUTCS:

a) enepanabHOi Cayx)00i#i 110 HaA30py B cepe 3ApaBOOXPAHEHHUS M COLUAIBHOTO Pa3BUTHS,

0) Gu3HUYECKUMU JIUIIAMH, B TOM YHCIIC MAIIMCHTAMU, HHIUBUYaTbHBIMU TPEAPUHAMATEISIMHA, 1
IOPUJIMYECKUMH  JIMI[AMHU, OCYIIECTBISIOMIMMH JEATEIBHOCTh TPH OOpalleHUd MEIUIMHCKUX
N30SI,

B) PYKOBOIHUTEJIEM YUYPESKICHHs 3PaBOOXPAHCHHS, MPOBOISIIETO KIMHUYCCKHUE HCCIICIOBAHMS
MEIUIITHCKHUX U3/CIIHI;

') OpTaHU3aAIUAMH — TPOU3BOAUTEIISIMU MEIUIIMHCKUX U3/ICITH;

1) BCE OTBETHI BEPHHBI.

7). OcHOBaHWeM NSl Iepefadd JAHHBIX O HEOJIArompusTHOM COOBITHH MEAMIIMHCKUX W3EIUN B
AWC PocnpaBHanzopa SIBJISIETCS:
a) cooOIIeHus, TTOTyYeHHBIC OT JIUII 110 POy UX MPO(ECCHOHATBLHON AEATeIHHOCTH O TTOOOYHBIX
NEHCTBUAX, B TOM 4YHKCJI€ MOOOUYHBIX JEHCTBUSX, HE YKA3aHHBIX B MHCTPYKLHUAX MO MPUMEHEHUIO
MEIUIIMHCKUX U3/CIIUN;
06) cooOmieHuss 00 OCOOCHHOCTSIX B3aMMOJCHCTBHS MEIUIMHCKUX U3JAEIUH ¢ ApYyruMu
MEAUIIMHCKUMU H3ICITUSIMU;
B) COOOIIEGHHUSI O CEPhE3HBIX HEOJArOMPUATHBIX COOBITUAX, MPHUBEIINIMX K CMEpPTH,  JHOO
MPEACTABIISIONUX COOOM Yrpo3y KU3HU, TPEOYIOMNUX FOCIUTAIU3AIMN UK TPUBEIIIEH K CTOMKOMN
yTpaTe TpyI0CcnoCOOHOCTH U (MJIK) MHBAJIUTHOCTH;
I') BCE BapUAHThI BEPHBI.
8). K xakomy Kkiiaccy Mo CTerneHu prucka OTHOCATCS HIMPUIIBI OAHOPA30BbIE:
a) 1;
0) 2a;
B) 20;
r) 3.
9). Wudopmanus, mnpencraBneHHas B «KapTe-u3BenmieHHH O HEOIArONMPUATHOM COOBITHH
MEIHUIIMHCKOTO U3/IETIH BKIIIOYAET:
a) CBEJICHUS O MAIHECHTE;
0) ceenenust o MU,
B) OlKcaHue HEOJaronpusITHOTO COOBITHUS;
B) UCXOJI;
1) BCE OTBETHI BEPHBI
10). BeiOepute HOpMATHBHBIE JOKYMEHTHI, PErIaMEHTHPYIOINIME MOHUTOPUHT Oe30MacHOCTH
MEIUITTHCKUX U3/ICITHI:
a) [Ipuka3 Munucrepcra 31paBooxpaHenus Poccuiickoil @eneparun oT 14 ceHTA0ps
2012 1. Ne175H «OO0 yTBEepkACHUU MOPSJIKA OCYIIECTBIEHUS MOHUTOPUHT A
0€30MacHOCTH MEIUITMHCKUX U3ICITHI;
0) denepanbHbiii 3aK0H "O TUIIEH3UPOBAHUH OTACIBHBIX BUOB JCSITEIBHOCTU" OT
04.05.2011 N 99-®@3;
B) [Ipuka3 Nel071 ot 15 ¢espans 2017 rona «Ob YTBEPXXJIEHUU ITOPAIKA
OCYULIECTBJIEHUSA ®APMAKOHA/JI30PAY;
r) ®enepanpHbiii 3akoH "OO 0OCHOBaX OXPaHbI 3/I0POBhs Tpaxaad B Poccuiickoi
®enepauun" ot 21.11.2011 N 323-03.
11). MapkupoBKa MEIUIIMHCKUAX U3/CITHS BKIFOYACT:
A) HauMEHOBaHUE TOBapA;
b) naumeHoBaHue cTpaHbl, GUPMBI-U3TOTOBUTEIIS;
B) nndopmarnus o HazHaueHUH (00JACTH UCIIOJIB30BAHUSI), OCHOBHBIX CBOWCTBAX U
XapaKTePUCTHKAX;
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I') mpaBuna u ycnoBus 3pPpeKTUBHOTO U 0€30MIaCHOTO UCIIOJIH30BAHNS,
J1) uHpopmManus J0JKHA OBITH HA PYCCKOM SI3BIKE;
E) Bce oTBETHI BEpHHI.

12). U3genust MEAUIIMHCKOTO HAa3HAYCHHS CIIEAYET XPaHUTh Pa3JIeibHO IO TPYIIaM: PE3HHOBBIC
U3JICNNsA, W3ACTHS W3 IUIACTMACC, IEPEBSI30YHBbIC CPEJCTBA M BCIOMOTaTElIbHBIC MaTepPHAIbI,
U3JICITUS METUIIMHCKON TEXHUKH B COOTBETCTBHUH ¢ IIpruKazom :

a. Ne 377 ot 13.11.1996r.;

b. Ne706n ot 23.10.2010r.;

c. Ne6471 ot 31.08.2016r.

d. Ne646n. ot 31.08.2016r

e. BCC OTBCTHI BCPHEI

13). OcHoBHbIE TPeOOBaHUS 10 XPAHEHUIO METUIIMHCKHUX M3IEIHH — 3TO:

a. HE JIONYCKaTh BO3CHCTBUS COJTHEYHOTO CBETA;

b. TeMIIepaTypHBIA PEXUM;

C. CPOK IT'OAHOCTH,

d. 3alpeT Ha MOBTOPHOE IIPUMEHEHHUE;

e. OTPaHUYEHUE TI0 BIAYKHOCTH;

f. TpeOOBaHUS CTEPUIILHOCTH;

g. BCE OTBETHI BEPHBHI.

14). 3amper  Ha  pealu3aluio GanbCUPUIUPOBAHHBIX ~ MEAWIMHCKUX  H3JCIHMA,
HEI00pOKAYECTBEHHBIX MEAMLMHCKUX M3AEIMA M KOHTpaakTHBIX MEIULMHCKUX H3JeNIui
periaMeHTHpyeT:

a. [T P® o1 19.01.19981r.Ne55

b. @3 or 24.11.19951 Ne 181-D3;

c [Tpuka3 ot 11urons 2017r Ne403H;

d. [Tpukas ot 31.08.2016r Ne 647H;

e. ®3 01 21.11.2011 Ne 323 -3

15). MeauImHCKUX U3/IeTUH, OTITyCKaeMble 10 pelenTam -3T0:

ABTOMHBEKTOP HHCYJIWHA CTAHJAPTHBIM, CO CMEHHBIM KapTPUIKEM, HAKOHEUHUK JUIs PYy4YKHU-
ckapudukaropa, uria-ckapupukaTop aBTomarnueckasPerucrpaiu nojexar:

a. ABTOMHBEKTOP MHCYJIMHA CTAHAAPTHBIH.
b. ABTOMHBEKTOP CO CMEHHBIM KapTPHUIKEM
c. HaKOHEYHHMK JUIs pYUKH-CKapUPUKATOPA;
d. wurma-ckapuduraTop
e. BCE€ OTBETHI BEPHBI.
16). Mcrounuku noiaydeHus: THPOpMAIMK O HEOJAaronpUsATHOM COOBITUM MEIUIIMHCKOIO U3ENUs
MOTYT OBITb:
a. MEAMIMHCKNE PAaOOTHUKY;
b. POBU30pHI U (papMalleBThI;
C. caMH MOTpeOUTENN MEJUIIMHCKUX HU3/IEIHH;
d. BCE OTBETHI BEPHBI.

17). TIlpumepHblii TMOpPSAAOK JACHCTBUH mpu  OOHAPYKEHUH  HETOOPOKAUYECTBEHHBIX  /
¢danscudunmposannsix MU:

a. nepeMeleHre B KApaHTUHHYIO 30HY (KT O NePEeMEICHUH )
b. yBeIOMUTH Poc3apaBHAI30p
C. BO3BPAT MOCTABIIKKY (JIOTOBOP O MOCTaBKE, B KOTOPOM OTOBOPEHA BO3MOYKHOCTh BO3BpaTa ,

BO3BpaTHAas HaKJIa Has)
d/ yauuroskenue (I0roBop ¢ OpraHu3aIueil, KOmus JUIEH3UH, aKT 00 YHUUTOKCHHH).
€. BCE OTBETHI BEPHBI.
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18). OcHOBHBIC HOPMATHBHBIC ITOKYMEHTBI, PETJIAMEHTHUPYIOIME TpaBUiia MOHHUTOPHHIAa OE30MaCHOCTH
MEJIULIMHCKUX U3CTUH.

1. ®denepanbhblil 3akoH OT 21.11.2011 Ne323 —®@3 «O0 ocHOBax OXpaHbI 37J0POBHS TPaXk/IaH B
Poccuiickoit deneparun», ct. 96
2. [Tpuka3z Munzapasa Poccun ot 20.06.2012 Nel2n «O6 yrBepxkaenuu [lopsiaka coobuieHus

cyObeKkTaMu oOpamieHus: u3eauii 000 BceX CiIydasX BBISIBICHUS ITOOOYHBIX JEHCTBHMA, HE
YKa3aHHBIX B MHCTPYKIUMU MO NMPUMEHEHHUIO WJIM PYKOBOJCTBE IO IKCIUTyaTallMd MEIUIIMHCKOTO
W3JICNNs, O HEeXKEJIATENbHBIX PEaKIUIX MPH e€ro MPUMEHEHUH, 00 0COOCHHOCTSIX B3aMMOJICHCTBHS
MEIUIIMHCKUX U3JICTHA MEXITy Co00i, 0 hakTax u 00 00CTOSATENBCTBAX, CO3/IAIONINX YTPO3Y KU3HU
W 3JI0POBBIO0 TPaXJAaH W MEAUIMHCKUX pPAOOTHUKOB TP MPUMEHEHUHM U DKCIUTyaTalluu
MEIUIIMHCKUX W3S

3. [Ipukaz MunsnpaBa Poccum ot 14.09.2012 Nel75n  «O6 yrBepxkaenuu Ilopsiaka
OCYIIECTBICHUSI MOHUTOPUHTA 0€30MaCHOCTH MEIUITUHCKUX H3/ICTUI)

4, [Tucemo Poc3apaBHam3opa ot 28.12.2012 NeO4U — 1308/12 «Ilopsgok mpoBeACHHS
MOHHUTOPHHTA 6€30MaCHOCT MEAMIIMHCKUX U3ICIUN IS OpTraHU3aIiH 3PAaBOOXPAHCHUSDY

5. [Tucemo Poc3apaBHam3opa ot 28.12.2012 NeO4M — 1308/12 «Ilopsaok mpoBeACHHS
MOHHUTOPHHTA 0€30MMaCHOCTH MEAMIIMHCKIX U3IEIAN TS TPOU3BOTUTEIICI

6. Bce oTBeTHI BepHBI

19). TocynmapCTBEeHHBIH KOHTPOJb M HaA30p B cdepe OOpamieHus METUIMHCKUX H3ICTHI
pelaMEHTUPYIOT:

1. ®enepanbubiii 3aKoH oT 21.11.2011 Ne 323-®3
«O06 ocHOBax OXpaHbI 3I0POBbs TpaxkaaH B Poccuiickoit Deaepanumy»:

2, ®enepanbHblii 3akoH OT 26.12.2008 No294-d3 «O 3ammuTe npaB OPUIUYECKUX JIMI[ U
WHJMBUIYAIbHBIX TMPEANPUHUMATENCH TPU OCYIIECTBIEHWH TOCYAApPCTBEHHOTO KOHTPOJIS
(Haz3oOpa) U MYHULIUIIATBHOTO KOHTPOJISI;

3, Ilocranosnenue IlpaButensctBa P® ot 25.09.2012 Ne 970 «O6 yTBEepkAE€HUHM MOJOKEHUS O
rOCyJJapCTBEHHOM KOHTpOJIE 32 O0paIleHueM MEAUIIMHCKUX U3ETUi |

4. TIpukaz M3 P® ot 05.04.2013 Ne 196H «O0 yTBepxkIeHUN AJMUHUCTPATUBHOTO PErjaMeHTa
denepanbHOi Ci1yKO0bI 0 HaA30py B chepe 3paBOOXpaHEHHs] IO UCIIOJIHEHUIO FOCY1apCTBEHHON

(GYHKITUH IO KOHTPOJIIO 32 00palieHneM MEAUIIMHCKUX U3IETHii»;

5. Ilpuka3 Poc3apaBHamzopa ot 20.12.2017 Ne 10449 «O6 yrBepxaeHHH (OPM HPOBEPOUHBIX
JIUCTOB (CIIMCKOB KOHTPOJIHBIX BOIIPOCOB)»;

6. Kogexc Poccuiickoit denepannu 00 aAMUHUCTPATUBHBIX MPABOHAPYLLIEHUSIX»
7. Bce OTBETHI BEPHBI.

20). ®enepanbubiii 3akoH 0T 13.03.2006 Ne 38-D3, cT. 24 :

. «O BeTepaHax»;

. «O conuaibHbIX rapaHTUSAX UHBAIUAOB B PDy;

. «O 3amuTe IpaB MOTpeOUTEICHY;
. «O pekname»
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