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JeATEC/IbHOCTH B

Knunuke Jerernueckoil meaguuuusl « TPUTYM®D)»

1. O0mme NoJI0KEHHS

1.1.Hactosmee nonoskenue (nanee [NonokeHHe) yCTaHABITWBAET MOPSAOK OPraHU3alMH M MPOBEAEHHA

BHYTPEHHEr0 KOHTPONsS 3a COOTBETCTBMEM KAauecTBa  BBIMIONHAEMBIX MeAMIMHCKKMX pabor  (ycmyr)

YCTAHOBIEHHBIM TPeOOBAHUAM U 32 OS30MaCHOCTBIO OCYILECTBIAEMOH MEAMLIMHCKON AeaTenbHoctH B KinHuke

Dcrerrueckoi MemuiHe! «Tpraymd»

1.2.Hacrosee Ilonoxkenue paspaboTaHo B COOTBETCTBHH C:

e 3akoHoM Poccuiickoit @emeparmu ot 21.11.2011 r. N 323-@3 «O6 ocHOBaX OXpaHbl 310POBbS IpaxIaH B

Poccuiickoit @enepauuny;

e 3akoHoM Poccmiickoii ®epepammu ot 29.11.2010r. N 326-®3 «O06 obsa3atensHOM  MEIHLIHHCKOM
crpaxoeanuu B Poccuiickoii @enepauum»;

e 3zakoHoM Poccuiickoit @eneparuu ot 07.02.1992 r. N 2300-1 «O zawure npas norpebureneii»;

e rmoctaHoeneHHem [IpaButenscrea Poccuiickodt @emepanmu ot 12.11.2012r. N 1152 «O6 yrBepsxneHuH
MONIOKEHHS 0 TOCYIaPCTBEHHOM KOHTPOJIE Ka4eCTBa ¥ 0€30MacHOCTH MEJMLIMHCKOH NeATEIbHOCTHY,

e - nocranoenenueM [lpasurenecrea Poccuiickoit @enepatmu ot 16.04.2012 . N 291 «O nmuueH3HpoBaHUH
MEIHIIMHCKON AeSTEIBHOCTHY,

e pnocraHoenenueM [IpaButensctea P® ot 15.102012r. Ne 1043 «O6 yreepanenun [lonoskenus o
dhenepanbHOM rocyapcTBeHHOM Haa3ope B cepe obpallleHHs IEKapCTBEHHbBIX CPEICTBY;

e mnocraHoenenueM llpasutensctea PO ot 04.10.2012 r. Ne 1006 «O6 yTBepiaeHHH [IPABUI NPELOCTaB/IEHHS
MEIHIMHCKHMH OPraHU3alMsIMH TUIATHEIX METHIIMHCKHX YCITyT»;

e qmpukazoM MunuctepcrBa 3apaBooxpaHeHus Poccuiickod @epepaunu ot 31.07.2020 r. N 758-n «O6
YTBEPIKIEHHUH TpeOOBaHUH K OPraHU3alldK W NPOBEICHHIO BHYTPEHHEI0 KOHTPO/IA KadecTBa M 6e30MacHOCTH
MEJIULIMHCKON AeATETEHOCTIY,

e [puKazom MHHUCTIEPCTBA 3/(PaBOOXPAHEHHA ¥ COUMAIBHOr0 pa3BuTus Poccuiickoit denepaunu ot
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05.05.2012 r. N 502-1 «O6 yTBep:KIeHHH NOPAIKA CO3IAHHA U NeSTeNLHOCTH BpauefHOH KOMUCCHH
MEIMLIMHCKOH OpraHu3aLumy;

e TIpuka3z MunucTepcTa 3apaBooxpanenus PO ot 10 mas 2017 r. N 203-1 "O6 yTBepiKaeHHM KPHTEPHER
OLIEHKHM KayeCTBa MeAMLIMHCKOH noMoiu"

e JpyrMMH HOPMATHBHBIMH JOKYMEHTAMH, PelriiaMeHTHPYIOIMMHU POBE/ICHHE KOHTPONIS KaYecTRa U
6e30MacHOCTH MENMIIHHCKON NeATENbHOCTH;
e  YcraBoM MEIHIIMHCKOHM OpraHM3aliiy.

1.3. OpraHuzaims ¥ MpOBEIEHHE BHYTPEHHErO KOHTPONS OCYLIECTBIAETCA C Y4E€TOM BMAOB pabor

(ycnyr), ykasaHHBIX B JIMIIEH3HH HA OCYLIECTBIEHHE MEIULMHCKOH AeATEIbHOCTH.
2. Hean, 321290 ¥ CPOKH BHYTPEeHHET0 KOHTPOJIA KadecTBa H 6e30MacHOCTH MeJUIHHCKOH AeATeTbHOCTH

2.1. Ifenvio BHYTpEeHHEro KOHTpONs KauyecTBa M 0OE30MacHOCTH MEIMLMHCKOH [eSTENbHOCTH) SBISETCS
obecnieuenue npap rpaxaaH Ha IIOJYHCHHE MB,[[HHHHCKOH [MOMOILH HGDGXOHHMOFO obbema H HaanexKalero
Ka4ycCTBa B COOTBETCTBHH C nOpﬂ@K(LMH OKazaHHuA MC,}IHL{HHCKOﬁ MOMOIIH, C YHETOM cmaﬁdapmoe MCHHHHHCKOﬁ
MOMOIIM M HA OCHOBE KAUHUYECKUX pexomendayuil, a Takke cobmopneHus obsa3aTenkHbIX TpeGOBaHHMH K
obecrneyeHHI0 KayecTBa U 0e30macHOCTH Me,E[HI.lHHCKDﬁ HEATCJILHOCTH.

2.2. 3adauamu BHYTPEHHEr0 KOHTPOIA KadecTBa M Oe30MacHOCTH MEeIHLUMHCKOH AeATeNbHOCTH ¢ YYETOM BHIA
MEJIMLIMHCKON OpraHu3allii, BUIOB, YC/IOBHH U (GOPM OKa3aHHS MEIHMIIMHCKOH MOMOIIH H nepeyHs pabot (ycmyr)
YKa3aHHbIX B JIMIEH3HH Ha OCYILIECTBICHHE MeﬂﬂHHHCKOﬁ JEATSNTBHOCTH ABJISIHOTCS:

- obecrieyeHHe H OLCHKa NMPHMEHEHHUA I’ZOpﬂC)KOﬁ' OKa3aHHA MBJIHLIHHCKOﬁ NMOMOLIH, C??’I(JH()L’I{)!NOG MGHHHHHCKOH
TIOMOLY U KIUHUYECKUX PEKOMEHOaN UL,

- obecrnieyeHue H OLEHKa C-O6JTIO,£[6HI/IH MCAULIMHCKHMH pa60THPIKaMPI H PYKOBOAUTEIAMH MEIHIHHCKHX
opraHH3alMid OrpaHHYEHHH, HATaraeMbplX Ha YKA3aHHBIX JIHI[ MPU OCYILECTBIEHMH MMH MpohecCHOHANIbHOH
NEATENBHOCTH B COOTBETCTBUM ¢ DenepanbHeiM 3aKkoHoM OT 21 Hoadps 2011 r. Ne 323-@3;

- obecreuenue OLEHKa COOTBETCTBHA OKa3bIBaeMOK MEIHIIHHCKHMH paﬁOTHPlKaMH MG,H,HL[HHCKOﬁ NOMOLLH
KPUTEPHWAM OIICHKH KadeCTBa MB}J,I—‘!LIHHCKOﬁ NOMOIIH, a TakKKEe pacCMOTpPEHHE MPHYUH BO3HHUKHOBEHHA
HECOOTBETCTBHS KAYeCTBa OKa3bIBAEMOH MGJIHLU/IHCKﬂﬁ MNOMOLIH YKa3aHHBIM KPUTCPHUAM,

- W3y4yeHHe YIOBIETBOPEHHOCTH IPaXk/IaH OKa3aHHOH MeIMLIMHCKOH MOMOILLbIO;

- PerucTpauus pe3ynbTaToOB INPOBEACHHOIO BHYTPEHHEIO KOHTPOIS kauecTea M OE30MacHOCTH MG,H,HLLHHCKOI:‘T
IEATENBHOCTH, BEIOOP ONTUMANIBHBIX YIPABIEHYECKHX PELICHHH U NPOBEAEHHE MEPONPUATHI, HaNpaBIeHHbBIX Ha
NpeaynpeacHie BO3HHKHOBEHH ,Zl,ereKTOB npH OKa3aHHH Me,ZIPILIHHCKC\ﬁ MOMOIIIH B MB,[I,HLU/IHCI{OF[

KnuHuKka acreTMueckoi meguumHbl «Tpuymo»
000 «®OPTYHA-3»

660049, r. KpacHoAapck, Y. Kapna Mapkca, 14
+7 (391) 205-02-80

www.triumf-k.ru



TPUYMP

K1 WHMWEKA A
acTeTmnmyeckoi
M e o WU 1 H b

OpraHu3al|i.
2.3. Meponpuamusa 10 OCYIIECTBIGHHIO BHYTPEHHErO KOHTPONS KayecTBa M 6e30MacHOCTH MEAHLMHCKOM

ACATENHHOCTH PYKOBOACTBYHOTCA TIPUHLIMIIAMHM:

HETMPEePhIBHOCTH;

MHOTOYPOBHEBOCTH,

BOBJICUCHHEM BCCX COTPYAHHKOB B ofecrieyeHue BEICOKOTO KayecTRa H fe3onacHOCTH paﬁoT;

- OXBaTa BCeX CTOPOH HEATEIBHOCTH MEJIMLIMHCKOM OpraHusalyH,

OpHEHTALMA HA YCTAHOBJIEHHE TPHYMH BBIABJICHHBIX NEeEKTOB C LEIbI0 WX YCTPAHEHHS, CBOEBPEMEHHOrO
IIPUHATHSA N0 PE3YAbTATaM KOHTPOJIS YIPABICHYECKHX PELIEHHHN.
2.4. Obvekmom BHYTPEHHETO KOHTPONs KAadecTBa W 0e30MaCHOCTH MEIMLMHCKON HEATENbHOCTH SABIAETCH
MEIHLIMHCKAA JeSITENbHOCTb.
2.5. Oyenxa xayecTBa MEIULMHCKOH TOMOIM TPH [POBEAEHHH BHYTPEHHEIO KOHTPONsS KadyecTBa M
Ge30NacHOCTH MEIMUMHCKOH NeATENbHOCTH OCYIIECTRBIAETCS B COOTBETCTBHM C KPHTEPHAMH, YTBEPAIEHHBIMK
YTOMHOMOUYEHHBIM (eepallbHbIM OPraHoOM MCTTOTHUTELHON BAACTH.
2.6. Cpoxku npogedeHusa BHYTPSHHEro KOHTPONIS KAa4ecTBa M OE30MACHOCTH MEOMLHHCKOW IeATElbHOCTH
OMPENIENIAIOTCS CPOKOM IPOBCACHMS IJIAHOBBIX H LIENEBbIX (BHEIUIAHOBBbIX) TpoBepok. CpoKM NpoBeaeHHs
TUIAHOBBIX M LEJCBBIX (BHEMIAHOBBIX) TMPOBEPOK ycTaHaBiuBaeT JupekTop 060COGNEHHOrO MNoApasaeneHus
(nanee - Pykopoautens), 1160 yrmoTHOMOUCHHBIM UM 3aMECTUTENb PYKOBOAMTENS B 3aBUCMMOCTH OT MpeIMeTa
MPOBEPKH M OCOOEHHOCTEH NeATeNbHOCTH MEAMLIMHCKOW OPraHM3aliiy, HO He NOJLKeH npesbimath 10 pabouux
oneil.
2.7.  Hmozom npOBENEHHOro KOHTPONS KAuecTBA MEJWLMHCKOM MOMOWM  sBiserTcs  paspaboTka W
peaiM3alysa MEPOTIPHITHS 10 YIPABJICHHIO KAYECTBOM MEIHIHHCKON TTOMOLLH:
- npuHATHE PyKOBOMTEIEM MEIMLIMHCKON OPraHU3aLlii YIIPaBIEHUECKMX PeLleHHH, HaNpaBIeHHbIX Ha:

®  YCTpaHEHHE NMPHUYMH BOZHUKHOBEHHA Ne(EKTOR MEAMIMHCKON NOMOLLH;

° NOBBIICHHE KaYeCTBa U 3G PEKTHBHOCTH OKA3bIBAEMOM MEIMIMHCKOH MOMOIIH;

o COBEPLIEHCTBOBAHHE OPraHU3aLlMOHHbBIX TEXHONOTHH OKa3aHHs MEIHIIMHCKON IOMOLLH;
- JIAaHUPOBAHHE MEPONPUATHIL, HAaNPABTIEHHBIX Ha:
° TMOBBIIIEHHE KauecTBa W 3P (PEKTUBHOCTH OKa3bIBAEMON MEIMILMHCKON MOMOLLM; COBEPLIEHCTBOBAHHME

OpraHM3alMOHHBIX TEXHOIOTHH OKa3aHHSI MEMLIMHCKOH MTOMOLIH;

° OCYLLUECTBICHUE KOHTPOMNS Hall pealu3aluel NPUHITHIX YIPABICHUYECKHX PELIEHHHA MiIM BBIMOIHEHHEM

IjlaHa MEPONPUATHH.
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3. OcHoBanus AJisi NPOBE/IEHHST BHYTPEHHEr0 KOHTPOJIS Ka4ecTBa H 6e3011aCHOCTH MeAHIHHCKOH

JAeHTeJIBHOCTH

3.1. OcHOBaHMAMHM 1Jis [TPOBEIEHHMS BHYTPEHHET0 KOHTPOIIS SBISIOTCS OCHOBAHMS /715 MPOBEIEHUS MIAHOBBIX U

LieJIeBBIX (BHEMJIaHOBBIX) MPOBEPOK.

3.1.1. ITnanoeste MpoBepKH NIPOBOAATCSA HA OCHOBAHHH W B COOTBETCTBHH C €XKETOAHBIM TIAHOM, YTBEpPIKAaeMbIM

PYKOBOJMTENIEM MEIMIIMHCKOH OpraHu3alluH, 1 He pesike 1 pasa B kpapTai. IianoBbli KOHTPO/IbL OCYLIECTBIIAETCA

Ha OCHOBAHHH [SHCTBYIOLIMX OTpAC/IEBBIX, TEPPHUTOPHANIEHBIX HOPMATHBHBIX MOKYMEHTOB H TIPHKAa30B

PykoBoauTens no sonpocam:

- BBITIONMHEHHMS TpeOOBAHHH CAHHTAPHO-TIPOTHBOIMHAEMHOIOTHYECKOTO PEsKHMA;

- OCYLIECTBJIEHHA MeponpHATHH no npoduiaxktuxe HHPEKUMH, CBA3aHHBIX C OKa3aHWEeM MeMIIMHCKOH

TIOMOLIY;

- YIOBJIETBOPEHHOCTH MAIIMEHTOR KAYECTROM MEIMIMHCKOH MOMOIIM Ha OCHOBAHHH JAHHBIX AHKETHPOBAHMA.
IIpenmer nyiaHOBBIX IPOBEPOK OMpENeNIeTcsa B COOTBETCTBUM ¢ pasfenom 3 HacToswero [TonoxeHus.

3.1.2. I]enegpie (BHETLIAHOBLIE) MPOBEPKH MPOBOAATCA 10 CIEAYIOIIUM OCHOBAHHSAM:

- 1o peteHHi0 PykoBoguTtens;

TlnaHoBasi 3KCMepTH3a KayecTBA MEJHLIMHCKOH TMOMOIH MPOBOJMTCS C [ENbI0 OLEHKH COOTBETCTBHA
00bEMOB, CPOKOB, Ka4€CTBA H YCJIOBUI NMPE/IOCTARICHUS MEIMLIMHCKOH MOMOLLH.

Ilenerod KOHTpONb MPEAYCMATPHBAET NOCTH)KEHHE OMNpeefieHHON LeH, KOTOpas BHIABIAET MPHUMHY
OTKJIOHEHUS OT MOPAIKA OKa3aHUsd MEAMLIMHCKON NOMOILM M (MIM) CTaHaapTa MEIMLIMHCKOH MIOMOLUIM, BKIIIOYAET
B cebs:

- OLIEHKY COCTOAHHSA M UCMONb30BAHUA KaAPOBbIX H MATEPUAIbHO-TEXHHUECKHX PECYPCOB;

- AHANH3 XKanod NalUeHTOB;

- WHBIE BOIIPOCHI, YCTAHABJIMBAIOLIME [IPUUUHY OTKJIOHEHHS.

- NpPH HAJTHUYUM OTPULIATENEHONH IMHAMUKY MoKa3aTeseil kauecTsa H Oe30MacHOCTH MEIULMHCKOM JesITeNbHOCTH,
B TOM HHCJIe YCTAHOBIEHHOH B pe3yNbTaTe NMPOBEASHHS TIIAHOBOH IMPOBEPKH;

3.2. TIpoBepkH, B 3aBUCHMOCTH OT TIOCTABICHHBIX 3a/a4, BKIOUAIOT aHajH3 CIyYyacB OKA3aHHs MEIHMLIWHCKOM
MOMOIITH, 0TOOPAaHHEIX METOJOM CITyYaHHOH BEIOOPKH WITH 110 TEMATHUSCKH OJHOPOAHOM COBOKYITHOCTH CITy4aes.
3.3. IIpoBepku No TeMaTUYECKH OJHOPOAHOH COBOKYIHOCTH CIIYYaeB IPOBOISATCA B OTHOLUEHHH OIpeaeEHHOH
COBOKYIHOCTH ClIy4aen, 0TOOPaHHBIX 110 TEMAaTHYECKHM TPH3HAKAM.

3.4. Beibop TemaTuKu I15 TIPOBEIEHUS TPOREPKH OCYILECTBISAETCA HA OCHOBAHHMH IOKa3aTesieH NesaTeNbHOCTH
MEJHLUHHCKOHN OpraHu3almy, €€ CTPYKIYPHBIX 110/lpas/e/IcHHH.
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3.5. AHanu3 crydaeB OKa3aHHs MEIMLHHCKOM ITOMOIIH B XO/¢ TIaHOBBIX M LIENEBRIX (BHEIIAHOBBIX) MPOBEPOK
OCYIIECTBIIAETCS Ul OLIEHKH KauecTBa U 6e30MacHOCTH MEMIMHCKOH JIEATENLHOCTH, B TOM YKCTIe Ui OLEHKH
XapaxkTepa, 4acTOThl M MPHYMH BO3MOJKHBIX HapyLIEHWH MPH OKA3aHMW MEIMIMHCKOH MOMOLIM MALMEHTY B
COOTBETCTBHMH C MOPA/IKAMH OKa3aHHS MEIULIMHCKOH IOMOLIM C y4ETOM CTaHAapPTOB MEIMIIMHCKOMN MOMOIIH H HA

OCHOBE K/TMHMYECKHX PEKOMEHIALIHH.
4, OpraEn3anns BHYTPEHHEr0 KOHTPOJIS Ka4eCTBA H 0€300aCHOCTH MeIHIHHCKOH IeaTeIbHOCTH

4.1. YnonHOMOYEHHBIM JIHI[OM, OCYLIECTBJISIOLIMM OpPraHW3allil0 H MpPOBEJEHHE BHYTPEHHErO KOHTPO/S
KayecTea U 0e30MacHOCTH MEIULIMHCKON IeITENbHOCTH

ABseTca 3amecTutens JlupekTopa no meauupHekoi pabore — [aBneiil Bpay .

4.2. YnomHoMoueHHOe NUUO Mo peuwieHdro PykoBoguTens MeOMUMHCKOH oOpraHuzallid sBSETCA 4JIEHOM
BpaueGHoii KOMHCCHH, KOTOpast B COOTBETCTBHM ¢ myHKkTOoM 4.22. Ilpukaza Munzapaecoupazeutus Poccun ot
05.05.2012 N 502-1 «O06 yTBepKIeHUH MOPAIKA CO3AAHHUS U NEATENLHOCTH BpaueOHOM KOMUCCHM MEAMLIMHCKOH
OpraHMsalMu» [0 pelleHnto PyKOBOAMTENs MEAMIMHCKOH OpraHW3aldd OCYILUECTBJISET OpraHM3alMi U
MpoBe/ieHHe BHYTPEHHEro KOHTPOJIS KauecTBa W 0€30MacHOCTH MEAMLIMHCKON NEATENBHOCTH. Y IOIHOMOUEHHOE
JHIO SBJISETCH OTBETCTBEHHBIM 3a OpPraHH3alMI0 M TIpoBeleHHWe JaaHHOH paboTel B cocTaBe BpaueGHoi
KOMHCCHH.

4.3. KonTpons KaiyecTBa MEAHLMHCKOH MOMOLIH NPOBOMTCA MO CJIyYasM ME/IMLMHCKOH ITOMOLIH.

4.5. UcTouHnky HHDOPMALIMY, UCTIONb3YEMbIE [IPH MPOBEIEHUU BHYTPEHHETO KOHTPOIS:

- JOKYMEHTALU:

. HOpPMaTHBHAs - TMpPHKa3bl [NABHOTO Bpaya, JODKHOCTHBIE WHCTPYKLHMH, MPOTOKOJIBI/AITOPUTMBI,

MHCTPYKLMH U T.[.;

. MeJHIIHHCKas - aM6}’ﬂaTOle>IB KapThl, YHETHO-OTHETHLIE CTATHCTUYCCKHE (pOprl M T./..
® rnepcoHall, 3HaHHWA H MHEHHE KOTOPOT'0 MOJKHO IMTPOBEPHUTL ITYTEM OIpoca, TECTUPOBAHHA,
L4 MalMCHTBl U YJICHBI HX cemeﬁ, COMpPOBOKAAKOIINAE, KOTOPbIE MOTYT OBITH ONpOIIEHBI YCTHO (HHTG]JBHO

IO 3apaHee COCTARISHHOH (hopMe) MM NUCEMEeHHO (aHKETUPOBAHHE);
o npsMoe HabNo/IeHHE 3a POLIECCAMH MEIMIIMHCKOM IeATETbHOCTH.
4.6. BHyTpeHHMH KOHTPO/Ib KayecTBa M 0E30MacHOCTH MEIMIMHCKON AeATEeNbHOCTH BKJIOUAET CIEIyHOIIHe
MEpONPHATHA:
- OLIEHKY Ka4ecTBa 1 6e30MacHOCTH MeIMIMHCKOM AeATeIbHOCTH MeULIMHCKON OpraHu3alMy IMyTéM NpOoReAeHHS

IJTAHOBLIX W LICJICBBIX (BHCHJ’E&HDBBIX) MPOBEPOK;
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- cOOp M aHau3 LeNeBbIX NOKa3aTe/Iel KayecTBa U 6E30MaCHOCTH MEIMLMHCKOM AEATENBHOCTH,

- MOHHTOPWHI HAJM4ds JISKADCTBEHHBIX TIPENApaToB M MEIMILMHCKHX H3IC/IHM ¢ y4&TOM CTaHgapToB
MEIMLHHCKOW TIOMOLLUM H Ha OCHOBE KJIMHHYECKUX PEKOMEHJaLIHii;

- aHaJu3 UHopMaLKMK 000 Beex MOGOYHBIX JEHCTBHIX, HEKENATEIbHBIX PEAKIIHAX, CEPbE3HBIX HEKETATETbHbIX
peaKuuMaX, HENpeIBMACHHBIX HEXENMATENbHBIX PEAaKIMsX NpH NPUMEHEHHH JIeKapCTBEHHBIX Ipenapatos, ob
WH/IHBUIYATILHOH HENePeHOCHMOCTH, OTCYTCTBHH 3((EKTHBHOCTH NEKApCTBEHHBIX Nperapatos, a Takwe 06
MHBIX (aKTax W OOCTOATENBCTBAX, MPEACTABNAIONINX YIPO3Y JKHM3HH M 3[0POBHIO YENOBEKA MPH NPHMEHCHHH
JIEKAPCTBEHHBIX TPEMapaTtoB Ha BCeX Oianax oOpamieHHs JIGKapCTBEHHBIX MPEenapaTtos, coobllaeMoi
ME/THLIMHCKOM OpraHu3alMe B yNOIHOMOUYEHHBIH (ieiepaibHBIA OpraH HCMOMHUTENBHOMH BIACTH;

- aHanM3 WHpopMaLWK 060 Beex cyyasx NoOOUHBIX JEHCTBHUM, HE YKA3aHHBIX B MHCTPYKLMU MO MPHMEHEHHIO
MJIM PYKOBOJCTBE IO IKCIUTyaTallii MEAMLMHCKOI'O U3ENHSs, O HEKEJIATENbHBIX PEaKIUsX TIPH €ro NPUMEHEHHH,
00 0CcoOEHHOCTAX B3aMMOJICHCTBHS MEIMLMHCKUX M3IeNMi Mekay coboil, o takrax U 06 ofcrosTEnLCTBAX,
CO3JAIOMIMX  Yrpo3y JKW3HH M 3[A0POBBIO IPKIaH H MEAMLHHCKMX pPabOTHMKOB TIPH NPHMEHEHHH M
SKCITyaTallid MEIWLMHCKHX H3JeIMH, cooblaemMolf MEIMIMHCKOW OpraHusanuedl B YNOJHOMOUYEHHBIH
IIpaButenscteom Poccuiickoi deepaunn denepanbHelii Oprai MCIIONHHTENLHOM BIACTH.

- MOHHTOPHHT HAlIH4Hs Y MEAMUMHCKHAX pabOTHHKOB JOKYMEHTOB 06 00pa3oBaHuM W cepTH(HUKATA CrIelHATHCTA
6o cBHAETENBCTRA 00 aKKPEAUTALIMH CIELHANTUCTA.

4.7. Tlo pemenuio PykoBOaWUTENS MEIMLMHCKON OPraHu3alyu Ajis OCYLIECTBICHHS MEPONPUNTHI BHYTPEHHErO
KOHTPOJISI MOTYT NPHBJIEKATECSA HAYYHbIE H HHBIE OPTaHW3aLIHH, YUEHBIE U CTICLIAATHCTHI.

4.8. BeiaensroT clefyroniue ypoBHH BHYTPEHHEI 0 KOHTPO/A KAuecTBa MEIMIHHCKOMN NesTebHOCTH:

4.8.1. CamoxoHTpons - (Bpau);

4.8.2. llepBblit yposens - KOHTPOIL CO CTOPOHBI JIMLA, OTBETCTBEHHOTO 3a KOHTPOIIb KA4ecTBa M Ge30MacHOCTH
MEIMIIHHCKOH /ICATe/IbHOCTH B CTPYKTYPHOM MOJIPas/eNIeHuH yupeskaeHus. OTBETCTBEHHBIM JTMLIOM HA EPBOM
3TANe KOHTPONA ABJASTCH PYKOBOAMTCIb CTPYKTYPHOIO MOAPA3eleHHs] MEIWLMHCKOH —OpraHu3alum
(3aBeyIOLIMH OTHEICHHEM).

4.8.3. Bropoii yposens — KOHTPOIB CO CTOPOHBI 3aMecTuTeNel PyKoBoaHTE S MeAMUMHCKOM OpraHu3aluy.

Ha BropoMm yposHe 0043aHHOCTH MO KOHTPOJIO KAYecTBA M GE30MACHOCTH MEIMIMHCKON JeSTeNbHOCTH MO
COOTBETCTBYIOLIMM HAMPABICHHAM OCYLUECTBIIAIOT 3aMECTHTENH PyKOBOQMTENs MENMLMHCKOH OpraHM3aLuy,
KOTOPEIE U ABJIAIOTCA OTBETCTBEHHBIMH 32 JIMUAMH 3a 5Ty paboTy M0 CBOWM HATPABICHHUAM JeATeIbHOCTH.

4.8.4. Tpemuii yposens — KOHTPONb KauecTBAa M GE30MACHOCTH  MEJMUMHCKOH AESTENbHOCTH CO CTOPOHEI
BpauebHoii koMHUCCHR.

4.8.5. YNonHOMOYEHHOE JIMUO SBIAETCS OTBETCTBEHHbIM 33 OPraHM3allHI0 H NpoBeJieHHe NaHHOK paboTel B
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cocrase BpaueOHol KoMHCCHH.

4.8.6. KoHTpo/ib KauecTBa METHLIMHCKON MOMOLIM HE MOJKET OCYLIECTBIATHCA OTBETCTBEHHBIMHM JIMLAMM 3a
MpOBEIEHHE KOHTPOIS B Cy4asx, KOria MEAMIIMHCKAS IOMOIIlb OKa3blRaTach CAMMMH OTBETCTBEHHBIMH JTHLIAMH
3a [poBeaeHHe KOHTPOIS.

4.8.7. PykoBogutens ofecneunBaeT NPOXOKAEHUE OTBETCTBEHHBbIMH 3a IPOBEIEGHHE KOHTPO/S U3 4Mcla
3aMEeCTUTeNIel PYKOBOOHUTENS MO J1e4eOHbIM HATIPABICHHAM, TEMAaTHUECKOrO MOBBILICHHS KBAIH(QHUKALHH T10
KOHTPOJIIO KA4eCTBA MEAULMHCKON NOMOLLM C YCTAHOBICHHOH MEPUOLHYHOCTDIO.

4.8.8. OTeeTCTBEHHBIE 3a TPOBEAGHHUE KOHTPOS HECYT MEPCOHANBHYH) OTBETCTBEHHOCTD 3a
OOBEKTHBHOCTb OLIEHKM KAYeCcTBA OKa3aHHOH MEAHIMHCKON MOMOIIM TIPH NMPOBEICHHH KOHTPOMS Ka4decTBa
MEJIUIMHCKOM MOMOIIM B COOTBETCTBHM ¢ TpymoBbIM komekcom Poccuiickolt @enepallii M AOUKHOCTHBIMH

HHCTPYKLHAMH.

4.1. Oprann3anusi cCaMOKOHTPOJISA NPH NPOBeJeHHH BHYTPEHHEr0 KOHTPOJIS Ka9ecTBA MeHIHHCKOH

AeATEIbHOCTH

CaMOKOHTPO/Ib B PAMKAX BHYTPEHHEI'O KOHTPOINS KAYeCTBA MEJULIMHCKOH IesTebHOCTH NPOBOAUTCS JIeuallium
BPAuOM MyTEM:

- OLIEHKH COCTOAHHUSA OONBHOIO NMPH NEPBHYHOM 00palleHHH B MEAULIMHCKYHO OpraHH3alHIo;

- ocTaBneHusa mnaHa ofcrnemoBaHWd W JiedeHHd OGONBHOTO (C Y4eTOM ycTpaHeHHd OedeKTOB MpeAblayLIero
sTama) B COOTBETCTBHH TMOPSAAKAMM OKa3aHHs MEIHLMHCKOH MOMOLIH, C YYeTOM CTaHOapTOB OKa3aHHs
MEIHMLHHCKON MOMOLIM, H Ha OCHOBAHUH KJIMHHYECKUX PeKOMEH/1alui;

- 0hOpPMISHHMS MEIMLMHCKOH TOKYMEHTALIMH B COOTBETCTBHH C TPeGOBAHUIMH.

- OCYILLECTBJEHHs Ha3HAYEHHUH JIeKapCTBEHHBIX CPeiCTB U OQOpMIIEHH HX B MEAULIMHCKOMN KapTe;

- obecriederus cobmonenus 6€30MacHOCTH MEUIIMHCKHX BMEIIATENBCTE H MEJHLIMHCKHX YCITYT;

- obecneuenns cobmoaenus HezonacHoro obpaleHus MeIMIIHHCKHX HRIETHI;

- obecnieyenus cobnroneHus HHPEKUMOHHOH 6E30NacHOCTH;

- obecneuenne coOmogeHus Oe3omacHOCTH npH  00pa0oTKe TMepcOHAlbHBIX HaHHBIX | paboTe ¢
rkoH(puaeHuHaTLHON uHdopMaLmei;

- obecrieyeHus cobmoaenus Ge30NacHbBIX YCI0BUH OKa3aHHs MEIHLIMHCKOM MOMOLLM;

- OCYILECTBJICHHS CAMOKOHTPO/S B paMKaxX BHYTPEHHEIO KOHTPOIs KadecTBa M Oe30IMacHOCTH MEIHLMHCKOH
JEeATENHHOCTH.

Kpumepuem oyenxu xauecta paGoThl Jieyalllero Bpada Ha WHAMBHIAYAJbHOM YPOBHE JO/UKHO OBbITh COCTOSHHE
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4.2. Opranusanus NepBoro ypoBHsi BHYTPEHHEr0 KOHTPOJIA KaYyecTBa MeAHIHHCKOH AeATeIbHOCTH

TMepBBlii ypOBeHb BHYTPEHHErO KOHTPONIA KAuyecTBA MEIULMHCKOH AEATE/bHOCTH MNPOBOAMTCA 3aBEeIYHOLHM
CTPYKTYpPHBIM NOAPA3AEICHHUEM [TyTEM:

- OIEHKH KOHKPETHBIX CNydaeB OKa3aHHd MEAHLIMHCKOH NoMOLIH;

- KOHTPOJIsI WMCTOTHEHWS BpavyamMu (CreluanucTami) (QyHKUMI 1O OpraHM3alid W TPOBEASHWKO NeueOHO-
JHATHOCTHYECKOI'0 MpoLecca, COONIONEHHIO CAHUTAPHO-TMTHEHHYECKOT0 W IPOTHROSNHASMHUYECKOTO PEKHUMAa;

- OCYIIECTBIIEHHMs KOHTPOIA W TpPeJOCTaBlieHHA CBENEHMH 3aMecTuTento PyKkoBomuTens yupexkxIeHHs 10
COOTBETCTBYIOLIEMY pa3fieny JeATe/IbHOCTH, B KaJIPOByHO cIykOy 0 HeoOXOAWMOCTH TTOBBIIIICHHS KBANTH(MHKALIMY
CMELHANMCTOR TIO/Ipa3ieIeHHs;

- OCYUIECTBJIGHHS KOHTPONS COCTOSHMS M  HCIO/Ib30BAHHS MaTepHalbHO-TEXHHUYECKUX PECYPCOB  H
CBOEBPEMEHHOCTH TEXHUYECKOro 00CTyKMBAHHUSA U COCTOSIHHS METHIIHHCKOIO;

- OCYILIECTBJIEHHA KOHTPONS OPTaHU34LUMKE U COOJTIOACHHS CAHUTAPHO-MPOTHBONUIEMHYECKOTO PekuMa;

- OCYILIECTBICHMS KOHTPO/L 00eCHedeHHs U MCIONb30BAHUI B MOApa3de/ieHHH JISKApCTBEHHBIX MpEenapaTtoB M
H3IENMHH MEeTHITMHCKOTO;

- OCYILECTBACHHUA KOHTPOIS HAj MPOBEICHUEM CAHUTAPHO-MIPOCBETHTENBCKOM PaboThl B MOMPa3ICIeHHH;

- aHaJIM3a BBISBICHHBIX HEIOCTATKOB B OKA3aHHM MEIHUUMHCKOH MOMOIIM H MpeACTaBIEHHS HX B BHJE
ciyeOHBIX 3alHCOK €KEMECAYHO 3aMeCTHTENO PykoBOAMTENs y4pesIeHHS MO COOTBETCTBYIOIUEMY pasieny
JIeATENbHOCTH;

- y4acTua B pa3paboTKe W peau3allid MEPONPHATHH, HANpPaBIEHHBIX HAa WCKIIOUEHHE MPHYMH BBISBIEHHBIX
nedieKTOR B JeSITeIbHOCTH MOApa3AeeHHs.

@DUKCHPOBaHHWE PE3YJILTATOB BHYTPEHHErO KOHTpPONS KaueCTBA MEMIMHCKON AeATENBHOCTH 3aBEIYHOLIMMH
CTPYKTYPHBIMH MOJPa3AeNeHHAMH MEIHLIMHCKON OpraHu3aluuy npousBogutca B KapTy BHYTpeHHEro KOHTPOs
KayecTBAa MEOMLHHCKOH JesTenbHOCTH, W B JKypHan BHYTPSHHEro KOHTPONS KAuecTBa MEIHLMHCKON
TIEATENIbHOCTH:

- BHYTPEHHEr0 KOHTPOMS KaYeCTBa MeHLIMHCKOH MOMOLIN B aMOyIaTOPHBIX YCIOBHAX;
4.3. Opranuzanis BTOPOro ypoBHA BHYTPEHHEr0 KOHTPOJIsI Ka4eCTBAa MEAHIHHCKOH JeATeIbHOCTH

BTtopo#i ypoBeHb BHYTPEHHEro KOHTPOMIA KA4eCTBA MEJULIMHCKOH [EeATeNbHOCTH NPOBOJAT 3aMECTHTCIIH
PyKoBOOUTENA MEIULMHCKOH OPraHu3aliy, Iy TeM:
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- MPOBEACHUS] BHYTPEHHEr0 KOHTPONA KauecTBAa MEAMIIMHCKON JSATE/IbHOCTH CIYYaeB OKA3aHHS MeIHLMHCKOM
MOMOILIH MIEPBOI0 YPOBHS;
- OLEHKM KauecTBa BhIMNOTHEHHUS MEIMIIMHCKUX TEXHOIOMMH B COOTBETCTBHE C TpeOOBaHUAMM;
- OLIEHKH YIOBJIETBOPEHHOCTH MALMEHTOR KAYECTBOM OKA32HHA MEJIHIMHCKOM NOMOLLIM;
- pa3pabOTKM H TIPOBEJEHMS MEPONPUATHH [0 YCTPAHEHMIO M TNPEAYNpeAaAcHur0 IedeKTOB OKa3aHus
MEIMIMHCKOH [TOMOLLH;
- KOHTpOns Haj codmoaeHuemM TpeGoBaHUH K KauecTBY 0(OPMIIEHHS METUIIMHCKON JOKYMEHTALIMH.

4.4, Opragu3anes TPeTberc YpoBHsi BHYTPEHHET0 KOHTPOJIS KAYeCTBA Me{HIHHCKOH JeATe/IbHOCTH
Tperuii ypoeeHb BHYTPEHHErO KOHTPO/S Ka4decTBa MEOMIMHCKOH NEATENBHOCTH MPOBOAMTCA BpaueOHOM

komuccueit (cm. [lonoxkenue o BpaueOHOH KOMHUCCHH)
5. ObszaTenbAbIE C/Ty4aH NPOBEJICHAS BHYTPEHHEr0 KOHTPOJIS KAYECTBA MEIHIHHCKOMH JeATe/IbHOCTH

BHyTpeHHEMY KOHTpPOMIO KAueCTBAa MEJHIIMHCKOH AeATEIBHOCTH (Ha MEPBOM, BTOPOM YPOBHAX) B 00A3aTENBEHOM
TIOPAJKE MOMIEAKAT CIIydau OKazaHHs MEIULIMHCKOH ITOMOLIH:
1. B amOynaTtopHO-NOMUKIMHHYECKHX YCIIOBHSX:
° CONpOBOKAaBIIHECH KanobaMH rpaKAaH WIM WX 3aKOHHBIX MPEACTaBUTENIEH HA [OCTYNHOCTL M
Ka4yeCTBO OKAa3aHUsd MEIULIMHCKOH MOMOIIH;
° BbIABICHHA Je(EKTOB OKa’aHWs MEIMUMHCKOW TMOMOIIM KOHTPONHPYIOLMMH OpraHamMd M
OpraHH3alHIMH.
Cryyan okasaHus MEIMLUMHCKOW IIOMOLIM, MOLNEKALIAE BHYTPEHHEMY KOHTPOIIO KAYECTBA MEAMLMHCKOM
JesTeNbHOCTH B 00S3aTENBHOM nbpﬂﬂKe, paccMaTpuBaloTCd B II€pBYIO ouepedb. Bee ocTanmeHele ciyuau
OKa3aHMA MCIMLMHCKON MOMOILM NoAOHpaloTCs A IKCIEPTU3bl METOAOM Cly4aiiHOM BBIGOPKH HMITM TIPOBOANTCS
uenesas (TeMaTHYecKas) SKCIepTH3a.
Bpauebnoit komuccHeld  MeMIMHCKOH opraHmsalMd, B 0043aTeNbHOM MOPSAKE MPOBOJMTCA BHYTPEHHHH
KOHTpPOJIbL ~ Ka4yecTBAd  MEAMIMHCKOH  [eATe/IbHOCTH  C/IydaeB  OKAa3aHHWsd  MEIMIIMHCKOH  MOMOILLH,
COMNPOBOKAAIOIIMXCS JKano0aMu TpakKIaH MITH WX 3aKOHHBIX [PEACTABMTENEH Ha JOCTYNMHOCThL W KAYECTBO
MEAHMLIMHCKOH MOMOIIIH.
Vuer pesynbtatos odopmisercs B (GopMe NpOTOKONA, C TMPEJOCTaBICHHEM 2-I0 HK3e€MIUApa MpOTOKOna

PYKOBOAMTEIO (INaBHOMY Bpayy) MEAMLIMHCKON OpraHH3aLHH.
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6. llokazaTenn, KpHTEPUH
OEHKA, KOTOPBIX BHINOIHAETCS, IIPH OCYLIecTBIeHHH IVIAHOBBIX H Ne/IeBbIX (BHEeNIaHOBbLIX) IPOBEPOK,
OCYIIECTBIISIEMbIX B PAMKAX BHYTPEeHHEr0 KOHTPOJIA KaYecTBAa H 6e30NacHOCTH MeAHIIHHCKOH

AeHATENbHOCTH

6.1. Ilna”oBble ¥ 1eieBble (BHEMIAHOBLIE) [IPOBEPKH, OCYLISCTRIIEMbIS B paMKaX BHYTPEHHETO KOHTPOs
KayecTsa M 6€30MACHOCTH MEIHLMHCKON 1eATe/IbHOCTH, B 3aBUCHMOCTH OT BM/1a ME/IMLIMHCKOI OpraHu3alyy,
BUJIOB, YCIIOBHI H hOpM OKazaHHsA MEAMLMHCKOH MOMOLIH, nepeyuHs paboT (yeiIyr), ykasaHHbIX B JIMLIEH3MH Ha
OCYLIECTBIICHHE MEIMUMHCKOH [JeATEIEHOCTH, TIPELyCMATPHBAIOT OLIEHKY cneaytouux IMokasareneii:

- HAJIHYKME B MEHULIMHCKOH OpPraHyu3allii HOPMATHUBHBIX MPaBOBbIX aKTOB (B TOM YMCIIE U3/IaHHBIX
denepaibHLIME OPraHaMH rocyAapCTBEHHOH BIACTH, OpraHamMM Tocy/1apcTBEHHOH BIACcTH CyOBEKTOB
Poccuiickoit @eaepanyy, opraHaMH MECTHOTO CAMOYIIPABIICHHS), PEIrIAMEHTHPYIOLIMX BOTIPOCH! MEAMILIHHCKOH
IeATeIbHOCTH

- obecrieyeHHe OKa3aHWUS MENULMHCKOW MOMOLIM B MEAMUMHCKOH OpraHH3alliH B COOTBETCTBHH C IMOPSAKAMH
OKa3aHWA MEIHLMHCKOHM MOMOLUM, ¢ Y4YETOM CTaHIAPTOB MEIMUMHCKOH [OMOLUM, Ha OCHOBE KIIHHMYECKHX
peKOMEHALIHH;

- ofecneyeHue MOMyYeHHss MHHOPMHPOBAHHOTO MOOPOBONBHOTO COrnacksl TPaXKAaHHHA WM €0 3aKOHHOIO
MpeNcTaBUTENS HA MEIUIIMHCKOE BMEILATEICTRBO HA OCHOBAHHMH MPEIOCTABICHHOH MEHIIMHCKIAM pabOTHHKOM B
noctynHoi hopme MonHOH HHGOPMALIMK O LelIIX, METOAAX OKa3aHHA MEAMIMHCKOH NOMOLIM, CBA3aHHOM C HUMH
pHCKe, BO3MOMKHBIX BAPUAHTAX MEJIMLIMHCKOrO BMEINATEbCTRA, O €r0 MOC/IECTBHAX, & TAK/KE O MPEANoaraeMbix
pe3ynbTaTax MeJULIMHCKON NOMOLIH;

- obecrievenue cobnoneHds BpauyeOHON TaifHBL, B TOM 4HCile KOH(DMISHIMAIBHOCTH TEPCOHATBHBIX NaHHBIX,
MCTIONB3YEMBIX B MEAMLIMHCKUX WH(OPMALMOHHBIX CUCTEMAX MEAMLIMHCKHX OpraHM3allii, NpH OCYIIECTBICHUH
MEIULMHCKOH JICATE/IbHOCTH;

- OCYHIECTBIIEHHE Meponpuﬂmﬁ [0 opraHu3alHH 0e30NacHOr0 MPUMCHEHHKA JICKAPCTBEHHBIX MPENApaToB, B TOM

YHCIIE:
o ofecneyeHre CPOKOB MOJIHOCTH JIEKapC IBEHHBIX TIPENapaToB;
° ofecredeHde KOHTPONSA YCIOBHMH XpaHEHHs JIGKapCTBEHHBIX MNpenapartos, TpeOylmux o0codeix
YCIOBHI XpaHeHud,
° XpaHEeHHEe JIeKapCTBEHHBIX MPenapaToB B CHELMaNbHO 000PYNOBAHHBIX MOMELIEHHIX M (W/IH) 30HAX
U1 XPaHEHMS;
° cobmoaenrde TpebORaHWI K Ha3HAYEHHWIO JIEKApPCTBEHHBIX NpEnaparoB, a Takke YYET PHCKOB MNpH

KnuHuKa acteTyeckoi meguumHbl «<Tpuymo»
000 «DOPTYHA-3»

660049, r. KpacHoapck, ¥n. Kapna Mapkca, 14
+7 (391) 205-02-80

www.triumf-k.ru



TPUYMP

K nwWHWEKaAa
I cCTEeTuYecKoiwn
M e O WL WHBH

MPUMEHEHHH JIEKAPCTBEHHBIX MPENapaToB (B TOM YMCIIe aJUIEProjiorHYecKoro aHaMmHesa, ocobeHHoCTeH
B3aMMOJIEHCTBHA W COBMECTHMOCTH JIEKAPCTBEHHBIX TPENapaToB) C BHECEHHWE COOTBETCTBYHOLIHMX
CBEIEHHH B MEIMLIMHCKYIO JOKYMEHTALIHIO,

- OCYILECTBICHHE MEPONPUATHH 110 0becreueH IO AMUAEMHONOTHYECKOH 0e30MacHOCTH, B TOM YHC/Ie

° npoduIaKkTHKa HMHQEKUMH, CBA3aHHBIX C OKa3aHWEM MEIMUMHCKOH mnomomu (B TOM 4YMCre
BHYTPUOONBHHYHBIX HHOEKLH);

° opraHuzaiys Ae3MH(EKIMH U CTEPUITH3ALMH MEAULIMHCKHX H3ICTTHH;

° ofecrieuenue snuaemuonorunyeckoi  OesonacHocTH cpeasl (Bwiouas pacudT noTpeOHOCTH B
JEe3MH(OUUMPYIOIMX W aHTHCENTHYECKMX CPEACTBaX, KOHTPONb MX HalM4Md B MEJWLMHCKOH
OPraHU3alMK; PALMOHALHBIH BEIOOP N€3MHOULMPYIOLIMX CPEICTB M TAKTHKH Ae3uHpeKkimy; obpalieHue
¢ OTXOaMH);

J co0moieHHe TEXHONOIMHU NIPOBEICHHS MHBA3UBHBIX BMELIATE/ILCTB;

o cobmoieHHe NpaBHI T'MTHEHBl MEIMUMHCKMMM paboOTHHKAMH, Hanudue oOOpYNOBaHHBIX MECT Ui
MBITBS # 06paboTKH pyK;

o npoduiakTuka MHQEKLMH, CBA3aHHBIX € OCYLIECTBJIGHMEM MEIHLMHCKOH JeATeNbHOCTH, Y
MEIMLUMHCKHX PabOTHHKOB (BKIIOYASA HCIONB30BAHHE HH/TMBUIYANBHBIX CPEACTB 3aLHTHI ),

° NPOBEEHHE NPOTHBOIMUAEMHUECKUX MEPONIPHATHH NIPY BOSHUKHOBEHHH Clly4as MH(EKLMH;

- obecrieueHne MepOTIPUATHH 1o 6e30MacHOMY TTPUMEHEHHIO METHIIMHCKUX W3/1e/THH, B TOM YUcie:

NpUMEHEHHE MEJMLMHCKMX W3/leNMdH B  COOTBETCTBHM C TEXHHYeCKOH M(WIH) SKCITyaTal[HOHHON
JOKYMEHTalMel, B COOTBETCTBHM C KOTOPOH OCYINECTBIIIOTCA  [POM3BOJACTBO. H3IOTOBJICHHE, XpaHCHMUE,
TPAHCMOPTUPOBKA, MOHTAK, HAJIA/IKa, IPUMEHEHHE M SKCIUTyaTalMs, B TOM YHC/Ie TEXHHUeCKOoe 00CTy)KUBaH1e, a
TAKIKE PEMOHT, YTHIH3ALMA UM YHUUTOKEHHE MEHLIMHCKOTO H3JIeTHS;

obyueHHe MEIMIIMHCKUX PabOTHHKOB NPUMEHEHHIO, SKCIUTYATALIMH MEIMIIMHCKUX H3/ICITHH;

- ofecrieyeHye A0CTYIA MEJAMLIMHCKUX PabOTHUKOB MEIMLMHCKONH OpraHu3alMM K WHGOpMaLHu, coaepsKalie
KIMHHYECKHE PEKOMEHAALMH, TIOPAIKH OKa3aHHA MEAMIIMHCKOH MTOMOLIM, CTAHAAPTHl MEJAMILMHCKON TIOMOLIH, a
TaK/Ke OCYIIECTBIEHHE MEPONPHATHH MO HMHPOPMHUPOBAHMIO PabOTHHKOB MEIMLMHCKOM opraHusauuu ob
ory0JIMKOBAHHM HOBBIX KIMHMYECKMX DPEKOMEHJALMH, IOpSAKOB OKa3aHMs MEAMLMHCKOW NOMOLUIM M HX
MePecMOTPE.

BHOBb yTBEPIKIEHHBIE KPHTEPHM OLEHKM KadecTBa MEIMLMHCKOH NomolM (Janee - KPUTEPUM KadecTsa)
MPUMEHSIIOTCS MPH OKa3aHWH MEIHLIHHCKOH MOMOIIH B MEAMLMHCKHAX W MHBIX OPraHM3aL|saX, OCYIIECTRISIOLMX
MEIMIMHCKYIO IEATENBHOCTE M MMEHOIIMX COOTBETCTRYIOLIYIO JIMLIEH3HIO.

6.2. B pensx OLIEHKM CBOSBPEMEHHOCTH OKa3aHMS MEIULMHCKONH MOMOLUM, NMPaBHIBLHOCTH BbIGOpa METOIOB
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npoQUNAKTUKH, MATHOCTHKH, JIEYEHMs CTENEHH JOCTHIKEHHS 3arjiaHWPOBAHHOTO PE3yNbTaTa MPUMEHSAIOTCS
Kputepun kagecTsa (10 YCIOBHAM OKa3aHHA MEIHLUMHCKOH MOMOLIH (B aMOyJIaTOPHBIX YCIOBHAX
6.2.1. Kpurtepun kauecTsa B aMOyJIaTOPHBIX YC/IOBHSX:
- BeJeHHE MEIMUHHCKON MOKyMEHTalMH - MEeAMLMHCKON KapThl IALMEHTa, [OJYYalOUero MeIMLMHCKYIO
MoMoILb B aMOYJIaTOPHBIX YCIOBHAX, (anee - aMOynaTopHas KapTa):
° 3aI0/HEHHE BCEX Pa3eNioB, NpelycMOTpeHHbIX amMOynaTopHoH kapTok;
e Hanu4yue HHGOPMHUPOBAHHOIO JOOPOBONBHOTO COIMIACHS HA MEIMIIMHCKOE BMELIATENLCTBO,
- MEpBMYHBIH OCMOTpP MALMEHTA W CPOKM OKA3aHMs MEJAMLMHCKOH IOMOILK: O(OPMIIEHHE pE3y/ETATOB
NEPBAYHOI0 OCMOTPA, BKJIIOYAst JaHHbIC aHamMHe3a 3ab07eBaHu, 3aMHChi0 B aMOynaTopHo# kapTe;
- YCTAHOBNEGHHE IHATHO3a Je4alldM BPayoM B XOJIE NEPBHYHOIO NPHEMA MalHeHTa;
- opMHpOBaHUe MU1aHa JIEYEHHS,
-PezynbTaThl NeveHus
OtnieHka MPOW3BOJHUTCS IYTEM ONpEe/IeHHs YAe/IbHOTO BeCa BBINOIHEHHBIX KPHTEPHEB KAYECTBA B CTPYKTYpPE
KPHTEPHEB Ka4ecTBa MO BUAAM MEMLMHCKON MOMOLLHM, B pa3pe3e CTPYKTYPHbIX M01pa3ie/IeHHH:
1 6ann — B monHoM obbeme
0.5 — He B monHOM 00beMe
0 - otcyTBUE

7. O0beMbI NpOBeeHHs] BHYTPeHHEro KOHTPO.Ist

YcraHaBnUBaKOTCA caeayruue MHHHMaJlbHbIE 00BEMBI MPOBEOCHUA KOHTPONA Ka4eCTBa Me}lHuHHCKOﬁ NOMOIIH,
CBEPX CNYYACB, NOMAJIEKAIHX KOHTPOIIO B oba3aTeNIbHOM NopsaaKe:
- 1St 3aMecTuTeneil pykoBoauTens - He MeHee 30 - 50 skcrepTH3 B TeueHHE KBapTaa;
- J15 3aBeyIOUMX aMOynaTOPHO-NIONUKITMHHYECKMMH NMOAPA3IeNIeHUAMH 110 YUCITY TOCSIICHHI:
° 10 50 nocewieHuit B cMeHy - He MeHee 20 cayuaes B MECIL;
8. IIOpHJ].OK PErucTpaiHi H aHAJH3a Pe3yJdbTaTOB BHYTPEHHETO KOHTPOIA Ka4eCTBa H 0e30nacHOCTH

MeaHIHHCKON JesTe/IbHOCTH

8.1. PesynbTar €iKeMECAYHOro KOHTPOMS KadecTBa M O€30MacHOCTH MEAMUMHCKOH momowu dukcupyeres B
CIeAyroIuX hopMax yTBEPIKIEHHbIE HACTOALIMM NPUKA3OM:

- Ha NEPBOM M BTOPOM 3Tarnax KOHTPOIs B:

. Kaprte BHYTpPEHHET0 KOHTPOIS KauecTea paboTel

. B JKypHane yueta BHyTPEHHErO KOHTPO/s Ka4yecTBa paboThl.
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. Otuér 1o pe3y/ibTaTaM IPOBEPOK [0 KOHTPOMIO Ka4yecTBa W 0OE30MacHOCTH MENMLIMHCKOH
HeATENIbHOCTH.

8.2. AHanu3 pesy/bTAaTOB BHYTPEHHEIO KOHTPONS KAUECTBA M OE30MACHOCTH MEMLMHCKON JIeSTeNbHOCTH
OCYIIECTBIIAETCSA Ha BCEX DTaNax ero MpoBeeHHS.

8.2.1. Ha nepsom sTane KOHTPOTS aHAIM3 Pe3y/NbTATOB BHYTPEHHEro KOHTPOMS KAYECTBA M 6E30MACHOCTH
MEMLMHCKOH eATELHOCTH OCYLIECTBIAETCS PYKOBOUTENEM CTPYKTYPHOrO NOAPA3IENEHH U AOBOANTCA /10
CBEJICHHS] ME/MUMHCKUX pabOTHUKOB MyTEM MpPOBEJEHHs COBElIAHMM, KOHGEPEHIMH, B TOM YMCIe KIMHHKO-
aHATOMUYECKHX, KITMHMYECKMX pa300pOB M HMHBIX OPraHM3ALMOHHBIX MEPONPUATHH, MPOBOJMMbBIX B
CTPYKTYPHOM MOAPA3/ICNECHUH, HO HE PEsKe OJJHOrO pasa B MECHLL,

[lo  pesynpTaTam  BHYTPEHHEro KOHTPONS KAYeCTBA M OE30TACHOCTH MENMLMHCKOH NEATEIBHOCTH B
CTPYKTYPHOM TOAPA3/ICICHUH, 3aBSAYIOIINM OTACICHHU, 10 UTOraM KBapTaia, He MO3IHEe 5 Ynciia, CeayOIuM
3@ OTYETHBIM MEPHOLAOM MeECsLa, (POPMUPYETCA OTHET MO YTBEP/KIAEHHOH MaHHBIM [puKazoM dopme, ©
MPEICTABACTCA Ha paccMOTpeHue PykoBonuTemo (1o TpeGopaHiio), 0 YI0IHOMOYEHHOMY NHILY.

8.2.2. Ha BrOpoM 5Tane KOHTPOMsS aHalM3 Pe3ylIbTATOB BHYTPEHHErO KOHTPOMS KAyecTBAa M Ge30MACHOCTH
MEIMUMHCKOH JEATENBHOCTH OCYILECTBISETCA 3aMECTUTENAMH PyKOBOAMTENS MENMIMHCKON OpraHu3aldd u
AOBOIMTCS JIO CBEJICHUA MEIHLIMHCKHX PaGOTHUKOB MyTEM TIPOBECHHS COBELUAHMH, KOH(EPEHLHH, B TOM UHCe
KITWHHKO-2HATOMHHYECKHX, KITMHHYECKHUX Pas0OpOB M WHBIX OPIaHH3aLMOHHBIX MEPONPUATHI HE peke OLHOrO
pasa B KBapTal.

Otyer no pesynbTaTaM BHYTPEHHErO KOHTPONS KAYecTBA M GE30TIACHOCTH MEMIMHCKON JEATENbHOCTH IO
MTOraM KpapTana, He mosgHee 10 uucna, cledyromiero 3a OTYETHBIM MEPHOIOM Mecslla, OhOPMISETCS B
YCTaHOBJICHHOH NPHKa3oM (OpMe M MpPEACTABNAETCA HA paccMoTpeHue Pykoeoaurenio (no TpeGoeamio), U

YHonHOMOYEHHOMY JTHILY.

11.2.3. Ha Tpetbem 3Tame KOHTPONs aHaM3 Pe3yJNbTATOB BHYTPEHHEIO KOHTPOIS KAYecTBA W GE30MacHOCTH
MEIMUMHCKOH NEeATENBHOCTH OcyluecTeaseTcss BpaueGHol koMHCCHel MeAMUMHCKON OpraHMsalliM He peke
OIHOTO pasa B KBapTajl, odopmiserca pemenueM BpaueGHON KOMUCCHM B COOTBETCTBHH C YCTAHOBIEHHBIM
nopaakoM e€ paGoTel U NOBOAWTCS JIO CBEJEHMA MEIHIHHCKHX PalOTHUKOB MyTEM [POBENEHHS COBEILAHMWH,
KOH(EPEHLMHA, B TOM 4YuCle KIMHHKO-aHATOMMYECKHX, KIMHHYECKMX pa3bopoB M MHBIX OPraHH3alHMOHHBIX
MEPOIIPHATHH.

YIOTHOMOYEHHOE JIMLO €KeKBAPTATBHO TOTOBHT IMCbMEHHBIH OTYET 110 HTOraM paboThl BpaucGHoi KoMHccHH.
11.2.4. TInasoBble TMPOBEPKM MPOBOIATCH B COOTBETCTBHH C  KErOHBIM  ILIAHOM, YTBEPAKAAEMbIM
PykopoauTenem MequumHCKo# opranmsaiiy, He peske | pasa B keapTan. IToAroToBKka MiaHoB Mo yCTaHOBJIEHHO#M
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B MEJHMLIMHCKON opraHuzauuu dopMe ocylecTeaseTcs Y NOTHOMOYEHHEIM THIIOM.,

ITo pesysibraTaM IUTAHOBEIX M LEJICBBIX (BHEIIAHOBBIX) MPOBEPOK YTIONHOMOYEHHbLIM JIMLOM COCTABIAETCS
OTY€T, BKIIOYAKOLIMH, B TOM 4YHCe BhIPa0OTKY MEPONpPHITHH TO YCTPAHEHWIO BBISBICHHBIX HapyLIEHHH W
YIYULIEHUIO JEATEIbHOCTH MEAULUMHCKON OpraHu3almuy U MeIMLMHCKHX PalOTHHKOB

VYnonHoMoueHHOE ML NpeacTaBnieT PykoBoauTento Ha pacCMOTPEHHE B CPOK He TIO3JIHEE, ueM K 1 5-My umcny
nepBoro Mecsla OTYETHOrO NEPHO/IA, CIEAYIOMIErD 32 OTUETHEIM;

° OTHET MO Pe3y/IbTaTaM [IPOBEPOK 110 KOHTPOIIO KadecTBa U 6€30MacHOCTH MEIHIMHCKOH AeATebHOCTH
B COOTBETCTBUM ¢ YTBepaEHHOH Gopmoii (exeKBapTanbHO);

° CBOAHBIH OTHET MO YCTAHOBJIEHHOH [aHHBIM TpHKazoMm dopme, copepxaiiuid uHbopmallio o
COCTOSHMM KauecTBa M 0£30MacHOCTH MEIULMHCKOH NEATeNILHOCTH, NIPH HeOOXOMUMOCTH YTBEPIKAAETCA
NEPEeHeHb KOPPEKTHPYIOLIMX Mep.

[TnanoBble MPOBEPKH NMPOBOAATCA B COOTBETCTBHM C €KETOJHBIM TJIAHOM, YTBEpKAaeMBIM PyKoBOAMTENEM

MEIMLWHCKOH OpraHusauyM, He pexe | pasa B kBapral. [loAroToBka MNNaHOB MO YCTaHOBIEHHOH B

MEIHIMHCKOH OpraHu3alii opMe OCYIIECTBIAETCA Y TOITHOMOUYEHHBIM JTHLIOM.

OtueTbl O MPOBEAEHHOM BHYTPEHHEM KOHTPO/IE Ka4eCTBa MEJMLMHCKOH MOMOLIM MO WTOraM MpoLIe/IIero

rojia XpaHATcs B MEJHIMHCKOH OpraHH3allMi He MeHee 3 JIeT.

9. Ilopsinok HCMOIL30BAHKA Pe3y./ILTATOR BHYTPEHHETr0 KOHTPOJIS B Ie/I9X YIPaBJIeHHs KA4eCTBOM H

0€30MacHOCThHI0 MEARITHHCKOH AeATeHLHOCTH

9.1. Tlo pesynbraTaM IIPOBEAEHHOIO BHYTPEHHEIo KOHTpONA KauecTBa M 0€30MacHOCTH MEAMIIMHCKOH
JeATeTbHOCTH B MEIUIMHCKOM OpraHu3alliy B LENAX YNpaBJeHHs KauecTBOM M 0E30MacHOCTBIO MEIHIMHCKOH
JIEATENBHOCTH OCYIISCTRIISIOTCS:
o pazpaboTka NpeUIOAKEHUH [10 YCTPAHEHUIO U NPeAyNPEkAeHHIO HAPYILeHWH B MPOLEcce JUATHOCTHKH
W JICUCHHA MallueHTOB;
° aHanu3 pe3ysbTAaTOB BHYTPEHHEro KOHTPOMS B LESX WX MCMONb30BAHMSA IJIS COBEPLICHCTBOBAHMS
MOJIXOJIOB K OCYIECTBICHHIO METMIIMHCKOMN eATEIbHOCTH;
o peaTH3alHi KOPPEKTHPYIOLIMX Mep, MPHHATHIX 110 HTOTaM BHYTPEHHEro KOHTPOIS,
o (hopMUpPOBaHHE CHCTEMBI OLIEHKH JEATENBHOCTH MEIMIIMHCKHX PaboTHHKOB.
12.2. Mepsl, NpUHUMAaeMbIe [10 UTOTaM BHYTPEHHE('0 KOHTPOIIS, HAMIPAR/IEHbI Ha:
° YCTpaHEHUE BbISBICHHBIX HAPYLISHUH, HECOOTBETCTBHE NPH OCYIIECTBISHHH BHYTPEHHETO KOHTPONS

KauecTBa M Ge30MacHOCTH MG,HHHHHCKOFI ACATCJIBHOCTH, a TakoKe NMPUYHH, BbI3BaBIIHX 3TH HapYLICHHA H
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HECOOTBETCTBHS,
o NpenynpexieH’e HapyIieHWH U HECOOTBETCTBHH MPH OCYIIECTRIICHHM MEIHLIMHCKOMN AeSTEIbHOCTH;
o COBEPIUEHCTBOBAHUE KayecTBa M 6€30MaCHOCTH MEMLIMHCKON IeATENhHOCTH.

12.3. K mepam, pMHUMAEMBbIM 110 HTOTaM BHYTPEHHETO KOHTPOIS, OTHOCSTCS:

- OCYIIECTB/ICHHE IUIAHOBBIX W LENEBbIX (BHETUIAHOBHIX) MPOBEPOK C YYETOM PE3YJILTATOB BHYTPEHHErO
KOHTPOIS Ka4yecTBa M 0e30MacHOCTH MEIMLMHCKOH JESATEbHOCTH;

- nnaHupoBaHue paborsl BpaueGHo# KOMMCCHM C yUETOM pe3ysbTATOB BHYTPEHHEI'O KOHTPONS KAauecTBa H
6e30MacHOCTH MEIMIMHCKOM NeSTeNbHOCTH;

- OpraHM3alBOHHbIE MEPONPHATHA, B TOM YHC/IE MPOBEICHHE COBEIUAHMH, KOHGEpeHLHH, WHCTPYKTaKeH,
M3]laHHE JIOKANbHEIX HOPMATHUBHBIX aKTOB, YYHIBIBAKOUIMX PE3YJIbTAaThl BHYTPEHHEN0 KOHTPOMA KayecTBa M
0€30MaCHOCTH MEAHLIMHCKOH AeATENhHOCTH,

- HarpaBJieHHE MEJMUMHCKHX paGOTHUKOB Ha TIOBBIIIEHHE KBaIU(UKALMH,

- MEPOTNIPUATHSA 110 COBEPLUCHCTBOBAHUIO MATEPHANIBHO-TEXHUYECKOH 6a3bl MEAMLIMHCKON OpraHu3aliiy;

- HWHBIE MEPONPHATHA, HAMPABICHHBIE HA COBEPLUCHCTBOBAHHE KAYECTBA M OE30MACHOCTH MEIMLIMHCKOH

OesaTe/IbHOCTH,
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