KYPCKUU T'OCYIAPCTBEHHbBIU
MEJULWHCKHWU YHUBEPCUTET.

KA®EJIPA KJIMHUYECKOU ®PAPMAKOJIOIUU.

«3aKkoHoaarebHas 0a3za JIM»

LMK 1)1 OPAUHATOPOB
«OCHOBBI 10KA3aTCJbLHONU MEIUIIUHBI



[10Ka3aTenbHaA meauLUUHA:

* nobpocoBeCTHOE, TOYHOE U
OCMbIC/1IEHHOE UCNO/1b30BaHME
NIYYLLIMX PE3YyNbTaTOB KANHNYECKUNX
nccneaoBaHMM ANA BbiIbopa nevyeHus
KOHKpeTHOro 60abHOrO



OCHOBHbIe NPUHLMUMNbI AO0Ka3aTe/IbHOM
MmeanLUHbI

Mcnonb3oBaHMe yPOBHEN AOKa3aHHOCTU 3PPEKTUBHOCTU
bapMaKoIOrM4eckoro Uan HemeanKamMeHTO3HOro BMellaTebCTBa.

Mcnonb3oBaHMe Knaccos peKomer,au,Mﬁ BMeLWaTeNbCTB

Obs3aTenbHa aTUYecKan IKCNepTn3d MCCJ'Ie,EI,OBaHVIl\/’I npoBoAUMbBIX MO
U3y4eHUnto 3d)d)€KTMBHOCTM n 6e3onacHocCTH NeKapCTBEHHbLIX U
HeMeAUKaMEHTO3HbIX BMELLATE/IbCTB (Ha cooTBeTCTBHUE
ropnagn4yeCknm mn MeToan4eCkMM AOKYMEHTaAM U npanmaM)

OpraHu3zauus neyebHo-aAnarHOCTUYECKOro Npouecca C
ncnoab3oBaHuem (Ha ocHoBe!) cTaHAapPTOB M MPOTOKO/1I0B BeAEHUA
H6onbHbIX, pa3paboTaHHbIX MeANLMNHCKMMM acCoLMaLUaAMMN
(KomuTETAMM 3KCNEPTOB-CMELMANINCTOB B KaXKAoM obnactm —
Kapanonoramu, Ny IbMOHO/IOFaMun U T.4.), YTBEPHKAEHHbIMU
cbe3gamu, KoHrpeccamm, obopmaeHHbIX B popme HaumoHanbHbIX
pekomeHaauum (a ana ctaHaapToB — yTBEPXKAEHHbIX M3 PO 1 CP)

Obs3atenbHoe GYHKUMOHMPOBAHME POPMYIAPHON CUCTEMDbI
NeKapCTBEHHOro obecneyeHms U OCYLLLECTBIEHNA NIEYEHUS.



 CtaHAapTbl NPeacTaBAAOT cObou
dOopMaInN30BaHHOE ONUCaHUE
MWUHUMANbHO HEObXoaMMOro
obbema meguLMHCKON MOMOLLLN,
KOoTOopaAa A01KHa ObITb OKa3aHa
NAaUUEHTY C KOHKPETHOM
HO3010rM4Yeckon Gopmomn
(3aboneBaHmnem), CMHOPOMOM UNU B
KOHKPETHOU KANHNYECKOU CUTYaLLNN.



CraHpaprT

* OcHOBa ANA BCeX OorpaHUYnUTENbHbIX
CNUCKOB.

* HopmatnBHO-NpaBoBasd 6asa npu
3aKynkax JIC Ha n1tobom ypoBHe cnuctembl

3/1paBOOXPAHEHMUA, MPUN MPOKYPOPCKUX U
NPOYMX NPOBEPKAX.

 ObecneyeHune Haanexallen BpayebHOM
NPaKTUKMN.



CTAHOAPTbI  ctaHaapTU3aUMAa 3TO eANHbIN,
BbIBEPEHHbIN, COBPEMEHHbIW Noaxo, K paboTte
B 1tobomn npodeccmn. 3To MmpoBas
TeHaeHuuA.

Kateropuu cTaHAapTOB:
CTaHAapPTbl CKOPOU MOMOLLMU

CTaHA4APTbl aMmbynaTOPHO-MO/IMKANHUYECKOM
MOMOLLMU

CTaHAapPTbl BbICOKOTEXHONOMMYHOM NOMOLLM
CTaHAapTbl cneunanm3nMpoBaHHOM NOMOLLN
CTaHAapTbl CAHATOPHO-KYPOPTHOM MNOMOLLMU



* [IpoTOoKOAN — OPULMNANIBbHBIU
NOKYMEHT, B KOTOPOM
OUKCUPYIOTCA NpoLeccyasibHble
NencTBmaA, COBOKYMHOCTb
obOLLENPUHATBIX NpPaBu,
TPaaANLNN U YCIOBHOCTEWN,
cobnogaembiX UCNONTHUTENAMMN.



MPOTOKOJ1 BEAEHUA BOJIbHbIX —
HOPMAaTUBHbIN AOKYMEHT CUCTEMDbI
CTaHOAPTU3aALMMN B 34PaBOOXPAHEHNMN,
onpeaenaowmmn sBuabl, oobem u
MHONKATOPbI Ka4ecTBa MeaANLLMHCKOMN
nomoLim 6onbHOMY Npu onpeaeneHHoOM
3aboneBaHumn, c onpegeneHHbImM
CMHOPOMOM UAU NpU onpeaeneHHOU
KJIMHUYECKOMN CUTYaLUM.



* KhnHnyecKue pyKkoBoACTBa
(pekomeHAaaUnmn) — cMcTeEMATUYECKN
pa3pabaTbiBaemble NONOKEHUSA,
NOMOramLwme NPpUHNMaTb
NnpaBUAbHbIE peLleHns
OTHOCUTENbHO BPAYEeObHON TaKTUKN
npu onpeaeneHHbIX KAMHNYECKUX
obcToATEeNbCTBAX.



JdoKymeHmol

peanameHmupyrouwjue 8blbop u npumeHeHue
/1IeKapCcmeeHHbIX rnpenapamoes 6 s1e4eHuu u
npogunaKkmuku 3aboneeaHuii 8 PP

NHCTPYKUMA NO NnpenapaTam 3aperncTpupoBaHHbIM
M3 B PO.

depepanbHOE PYKOBOACTBO NO UCMONb30BaAHMUIO
NIeKapcTBeHHbIX cpeacts (Popmynap).

HauMoHanbHble peKkoMeHAauUnUKM NO ANArHOCTUKE,
nevyeHunto n npodunakTmke 3aboneBaHun,
coaeprkalme CTaHAAPTbI, MPOTOKONbI U aJATOPUTMBbI
NeYyeHna n NPoPUNaKTUKMN.

JdOKymeHmMol

peanameHmupyroujue op2aHU3ayUOHHY U
(hUHAHACO0BO-3KOHOMUYECKYIo OessmesnbHocme JI1Y.

CtaHpapTbl BeaeHusa 6osbHbix M3 PO
Mopsaaku BegeHmna 6onbHbix M3 PO



3aKoHOAaTe/IbHble AOKYMEHThI

DenepanbHbii 3aK0H 0T 9.11.2011 N323-P3 «O0 ocHOBaxX 0XpaHbI 310POBbS
rpaxaan B Poccuiickon @eagepanmm»;

denepanbHbii 3aK0H 0T 12.04.2010 N 61-®3 «O0 o0paleHuN JeKAPCTBEHHBIX
CPeaCTB»;

Ipuka3z Munsapasa Poccun ot 01.04.2016 N2001 «O0 yrBepxKaAeHNHM IPABUJ
HaJIeKalell KINHUYECKON NMPAKTHKH»;

Ipuxka3z Munsapasa Poccuu ot 01.04.2016 Ne1991 «O0 yrBep:KaeHur NpaBuJI
Ha/IesKaliel J1a00paTOPpHON NMPAKTUKID).

Ipuka3z Munsapascoupassurust Poccuu Ne750H ot 26 aBrycra 2010 r. «O0
YTBEP:KIeHUHN NMPABUJI MPOBEAEHUA IKCIEPTU3bI JIEKAPCTBEHHbIX CPEACTB IJIS
MEIUIUHCKOr0 NMPUMeHeHNsI U ()OPMBbI 3aKJII0UYEHNSI KOMHCCUM IKCIIEPTOBY.

Hamuonanbnbiil crangapt PO I'OCT P52379-2005 «Haagexamasa KIMHAYECKAs
NMPaKTHKA», YTBEePKAeHHbI Npukazom PenepajibHOr0 areHTcTBa 1o
TEXHUYECKOMY PeryJMpoBaHuI0 U MeTposiorum ot 27.09.2005 Ne23;

IIpoBeneHue KaueCTBEHHBIX UCCJIEI0BAHUI O0MOIKBUBAJIEHTHOCTH
JIeKapCcTBeHHbIX cpeacTs. Meroanveckue ykazauusa M3 u CP P® ot 10.08.2004



DenepanabHbii 3ak0H 0T 9.11.2011
N323-®3 «O0 ocHOBaX OXPAaHBI
310POBbA I'PaKaaH B Poccunckon
degepanum»



Cratba 21. Bbibop Bpaya U meanLLMHCKON OpraHmn3aumm

[na nony4yeHmna nepBnUYHON MeJNKO-CaHUTAPHOM NOMOLLU
rpa*kaAaHUH BbIOUpPaeT MeaANLUNHCKYHO OpraHmM3auuto, B TOM
4ynucne No TeEPPUTOPUANbHO-YHACTKOBOMY NMPUHLMUNY, HE Yalle
4yemM OAuH pa3 B rof (3a UCKNOYEHMEM CIy4aeB M3MEHEHUA
MECTa *KUTENbCTBA UM MecTa NpebbiBaHUA rpa*KaaHnHa). B
BbIOpPaHHOM MeANLUNHCKOM OpraHnu3aumm rpaxkaaHuH
ocyllecTBnAeT BbIbOp He Yalle Yem OAUH pa3 B rog, (3a
NCK/IIOYEHNEM CNYy4aeB 3aMeHbl MeANLIMHCKON OpraHmn3aumm)
Bpa4Ya-TepaneBTa, Bpaya-TepanesTa y4aCTKOBOro, Bpaya-
neamaTpa, Bpada-neamartpa y4acTKOBOro, Bpaya obuuen
NPaKTUKK (cemenHoro Bpaya) nnm penbaliepa nyrem nogaym
33aABIEHMA NNYHO UM Yepe3 CBOEro NpeacTaBmUTeNA Ha NMS
pyKoBoAUTENA MeAULIMHCKOWN OpraHuU3aumn.




Cratba 22. UHdopmaLma o COCTOAHUU 3A0POBbA

* MauuneHT NMbHO ero 3aKOHHbIU NPeacTaBUTEeNb
MMmeeT NPaBo HenocpeacTBEHHO
3HAKOMMUTbCA C MeAULLUHCKOM
AOKYMEHTaLMen, oTpaKarLen coctoaHue
ero 340p0oBbA, 1 MNoJsiy4aTb HAa OCHOBAHUU
TAaKOW AOKYMEHTAUMUN KOHCYNbTaUUU Y
APYrnx cneunanmncros.



Cratba 32. MegnuMHCKaA NOMOLLb

* 1. MeanuMHCKaA NOMOLLb OKa3blBaeTCA
MeaANLUMHCKUMM OPraHMn3aUnamm v
Knaccmounumpyertca No sngam, ycnosmam n popme
OKa3aHMA TAaKOW NOMOLLLN.

e 2. KBMgam megmumMHCKON NOMOLLMN OTHOCATCA:
1) nepBMYHaA meanKoO-CaHUTAPHAA MOMOLLb;

2) cneunanmsnpoBaHHas, B TOM YUCAE
BbICOKOTEXHO/IOTMYHAA, MeANLMHCKAA MOMOLLb;

3) cKopasn, B TOM YMcCne CKopasn
cneunanm3npoBaHHas, MeauLMHCKas MOMOLLb;

4) nannanaTtMBHaA MeauUMHCKaA NOMOLLb.



 dopmamm OKa3aHMA MeaULMHCKON NOMOLLU ABNAIOTCA:

1) akcmpeHHas - MeaNLMHCKAA NOMOLLLb, OKa3blBaemasn npu
BHE3aMHbIX OCTPbIX 3a001€BaHMAX, COCTOAHUAX, 060CTPEHUM
XPOHMYECKMX 3aboneBaHnii, NpeacTaBAAOLWNX YIPO3Y HKU3HU
nayumneHTa;

2) HeOMAoOXCHAA - MeANLMHCKAA NOMOLLb, OKa3biBaemasa Nnpu
BHE3arMHbIX OCTPbIX 3ab60n1eBaHMAX, COCTOAHUAX, 0OOCTPEHUN
XPOHMYECKnx 3aboneBaHnin 6e3 ABHbIX NPU3HAKOB Yrpo3bl
XU3HU NaLMEeHT];

3) nnaHosas - MeaANUMHCKan NOMOLLb, KOTOpPas OKa3blBaeTcA
npu NnpoBeaeHNn NPOPUNAKTUYECKMX MEPONPUATUIA, NPU
3200/1€BaHMNAX N COCTOAHUAX, HE CONPOBOXKAAOLLNXCA
YrpO30M }KU3HU NaUMeEHTa, He TPebyoLWMX SKCTPEHHOMN U
HEOT/I0XHOM MeANLUNHCKOMN MOMOLLM, N OTCPOYKA OKa3aHMUA
KOTOPOW Ha onpeaeneHHoe Bpems He nosaeyer 3a cobou
VXyAlleHne COCTOAHUA NauMeHTa, Yrpo3y ero }XusHu u
340pPOBbIO.




Cratba 37. NopaaKun okasaHUA meauLnHCKOU
NOMOLLU U CTaHAAPTbl MeANLMHCKOU NMOMOLLMU

* YacTtb 1 ctatbn 37 BCcTynaetr B cuay ¢ 1 ausapa 2013
rona (NyHKT 3 ctatbu 101 AQHHOro AOKYMEHTa).

1. MeaULUMHCKaA NOMOLLb OPraHU3yeTca u
OKa3blBaeTcA B COOTBETCTBUU C MOPAAKAMU
OKa3aHUa MeaULUUHCKOMN NOMOLLU,
06a3aTeNbHbIMU ANA UCMOJTHEHUA HA
Tepputopmnmn Poccnmckom Pepepaumm scemm
MeANLUNHCKUMMN OPraHn3aunMaMmM, a TaKXKe Ha
OCHOBE CTaHAAPTOB MeANLUHCKOU MOMOLLM.
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 CraHpapT MeAUUUHCKO NOMOLLU pa3pabaTbiBaeTca B COOTBETCTBUM C
HOMEHKNATYPOU MeAULMHCKUX YCAYT U BKAKOUYaET B cebA ycpeaHEHHbIe
noKa3aTean YacToTbl NPeAO0CTaB/EHMUA U KPAaTHOCTU NPUMEHEHMUA:

1) MeauUNHCKNX YCAYT;

2) 3aperncTpmpoBaHHbIX Ha TeppuTopmmn Poccuimckon
depepaummn NeKapcTBEHHbIX NPENapaToB (C yKa3aHuem
CpeaHuX A03) B COOTBETCTBUMU C MHCTPYKLMEN NO
NPUMEHEHUIO IeKapPCTBEHHOro npenapara u
dapmaKoTepaneBTUYECKOM rpynnomn No aHaToOMo-
TepaneBTUYECKO-XMMNYECKOM KnaccupuKauum,
pekomeHaoBaHHOM BcemnpHOW opraHusaumnen
3/1paBOOXPaHEHUS;

3) MeANUNHCKUX N3AENUN, UMNNTAHTUPYEMbIX B OPraHU3Mm
4ye/I0BEKa;

4) KOMMOHEHTOB KPOBMU;

5) BnaoB neyebHOro NUTaHUA, BKAOYAA CNEeUMann3MpPoBaHHbIE
NPoAYKTbl Ne4ebHOoro NUTaHus;

6) MHOro ncxoaa n3 ocobeHHocten 3aboneBaHus (cocToaHUA).




 HasHayeHue 1 NpUMeHEeHNE NEeKAPCTBEHHbDIX
npenaparoB, MeaULUHCKUX U3AENNU U
cneumnmanmn3npoBaHHbIX NPOAYKTOB nevyebHoro
NUTAHUA, HE BXOAALLNX B COOTBETCTBYIOLLLUM
CTaHAAPT MeAULMHCKON NOMOLLMN,
AOMNYCKAKTCA B Cy4ae Hann4yms
MeANLMHCKMX NOKa3aHUN (MHOMBUAYANbHOM
HEeNnepeHoCMMOCTHU, MO }KU3HEHHbIM
NOKa3aHMAM) NO peLueHUo BpavyebHoun
KOMUCCUM.




 KoHcuamnym spayen co3biBaeTca NO0 MHULMATUBE NeYallero
Bpaya B MeAMNLMHCKOW opraHm3aumnm 1mbo BHe meanLMHCKON
opraHu3sauunm (BKAYasa ANCTAaHLUMOHHbIA KOHCUUYM BpaYven).
PeweHne KOHCMIMYMa Bpayen ohopmMNaeTca NPOTOKOIOM,
NoANUCbIBAaeTCA Y4aCTHUKAMMU KOHCUIMYMA Bpayeir N BHOCUTCA B
MEeAUNLMHCKYIO AOKYMEHTALMIO NnaumeHTa. B npoTtokone
KOHCMANYMaA Bpayeun yKasbiBatoTca damMnuamm Bpaden,
BK/IFOYEHHbIX B COCTaB KOHCM/IMYMA BpaYveun, cBeaeHua o
NPUYNHAX NPOBEAEHNA KOHCUANYMA BPayven, Te4EHUM
3aboneBaHMA NaumeHTa, COCTOSAHUM NaUMEeHTa Ha MOMEHT
npoBeAeHUA KOHCUIMYMA Bpavyen, BKAKOYAA MHTEPNPETaALUUIO
KIMHUYECKNX AaHHbIX, 1abopaTOPHbIX, MHCTPYMEHTANbHbIX U
MHbIX METOA0B UCC1e40BAHMA U PEeLUEHNE KOHCUINYMA BpaYeun.
Mpun HannYMmM ocoboro MHEeHUs y4aCTHUKA KOHCUANYMaA BPaAYeEN B
NPOTOKO/1 BHOCUTCA COOTBETCTBYIOLWAaA 3annucb. MHeHue
YY4aCTHUKA ANCTaHLUOHHOIro KOHCU/INYMA BPaYeu C ero c108
BHOCUTCA B MPOTOKON MeAULUHCKUM PABOTHUKOM,
HaxoAAWMMCA PAAOM C NALUEHTOM.




CtaTbA 64. dKcnepTU3a KauyecTBa MeAULMHCKOW NOMOLLM

 Yactb 1 cTtatbm 64 BcTynaet B cmay ¢ 1 aHBapa 2012 roga (NyHKT 2
ctatb 101 AaHHOro AOKYMEHTA).

1. KcnepTU3a KauecTtsa MeaAULMHCKOU NOMOLLU NPOBOAUTCA B LIeNAX
BblfiBIEHUA HAPYLUEHUN NPU OKa3aHUM MeaNLMHCKOM MOMOLLM, B
TOM YMC/1e OLLEHKM CBOEBPEMEHHOCTU ee OKa3aHus, NPaBUbHOCTHU
BblbOpa meToa0B NPOoPUNAKTUKN, ANATHOCTUKU, IeYEHUA U

peabunnTtaumnmn, ctTeneHmn JoCTUKEHUs 3ann1aHUPOBaHHOTO
pesynbTaTa.

 YacTb 2 cTtatbyn 64 BcTynaet B cmay ¢ 1 aAHBapsa 2015 rona (nyHKT 5
ctatb 101 AaHHOro AOKYMEHTA).

2. Kputepum oueHKn KayectBa meguLMHCKOU NOMOLLMU
dopmupyrorca no rpynnam 3abonesaHmnit 1M COCTOAHUU Ha OCHOBE
COOTBETCTBYIOLWMX NOPAAKOB OKasaHMA MeaNLUHCKON MOMOLLU U
CTaHAAPTOB MeAULMHCKON NOMOLLU U YTBEPXKAAIOTCA

YNO/NTHOMOYEHHbIM cbep,epaanblM OpraHoOm UCMONHNTENbHOM
B/1aCTU.
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* Yactn 3 n 4 crtatbu 64 BctynatoT B cuay ¢ 1 aHesapa 2012
roaa (NyHKT 2 ctatbn 101 AaHHOroO AOKYMEHTA).

3. 9KcnepTmn3a Kauyectsa meaULMHCKOU NOMOLLM,
OKa3biBaeMoM B pamMKax nporpamm obsasarenbHoro
MeANLUHCKOro CTpaxoBaHusa, NpoBOAUTCA B
COOTBETCTBMM C 3aKOHOAATENbCTBOM POCCUMNCKOM
depepauumn 06 ob6a3arenbHOM MmegULMHCKOM
CTPaXoBaHUMN.

4. JKCnepTnU3a Kayectsa MeanLMHCKOU NOMOLLM, 33
NCKNOYEHUEM MeaULMUHCKOMN MOMOLLM, OKa3biBAEMOMU B
COOTBETCTBMMU C 3aKOHOAATE/IbCTBOM Poccumnckom
dbenepaumm 06 06g3aTeNbHOM MEANLMHCKOM
CTPaxoOBaHMM, OCYLLECTBAAETCA B NOPALKE,
YCTAQHOBJ/IEHHOM YMOJIHOMOYEHHbIM degepasibHbIM
OpPraHoOM UCMOJIHUTENbHOM BNACTMU.
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Cratba 70. Jleyawmm Bpau

e Jleyawumn Bpay opraHnU3yeT CBOEBPEMEHHOE
KBaaMdununMpoBaHHOE o0bcnegoBaHME N IEYEHNE
nayueHTa, npeaocrasnsaer uHopmauuio o
COCTOAHUM €ero 340poBbA, NO TpeboBaHMIO NaLMeHTa
WK ero 3aKOHHOro npeacTaBuTena npurnawaeT ans
KOHCYNbTaLMN Bpayen-cneymnanmncrtos, npu
HeobXoAMMOCTUN CO3bIBAET KOHCUANYM Bpavyen ansa
Lesien, yCTaHOBNEHHbIX YacTbto 4 cTaTbu 47
HacToAwero PenepanbHOro 3akoHa. PeKomeHaauuu
KOHCY/NIbTAaHTOB peann3yloTca TONIbKO No
COrNacoBaHMUIO C IcHALLMM BPAYOM, 33 UCKNIOHYEHUEM
c/ly4aeB OKa3aHUA 3KCTPEHHOU MeaULMHCKOM
nomoLuMu.
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Cratba 72. MpaBa megULMHCKNX PA6OTHUKOB U
dapmaueBTUHECKUX PABOTHMKOB U Mepbl NX CTUMY/IMPOBAHUA

1. MeguunHckue paboTHuKn n papmauestTnueckme paboTHMKU UMeEIOT NPaBo
Ha OCHOBHbIE rapaHTUn, NPeAyCMOTPEHHbIE TPYA0BbIM 3aKOHOAATENBCTBOM U
MHbIMW HOPMATUBHbIMM NPABOBbIMUM aKTamMm Poccuinckoi Peagepaumu, B Tom
yucne Ha:

1) co3paHue pyKoBoauTenem meamuMHCKOM OpraHM3aumMm COOTBETCTBYIOLLLNX
YCN0BUM ANA BbINO/IHEHNA PABOTHMKOM CBOUX TPYA0BbIX 06si13aHHOCTEN,
BKNto4Yan obecrnevyeHne Heobxoanmbim obopygoBaHUEM, B NOPAIKE,
onpeaeseHHOM 3aKoHoaaTenbcTBOM Poccuinckoin depepaumu;

2) npodeccuoHaNnbHYIO NOArOTOBKY, NEPEeNoAroToBKy U NOBbilUeHUe
KBannduKauum 3a cyeT cpeacTs paboroaatena B COOTBETCTBUM C TPYA0BbIM
3aKoHopgaTtenbcTtBomMm Poccuiickon depgepauuu;

3) npodeccrnoHanbHyo NepenoaroToBKyY 3a CHET CpeacTs paboTtogatens uam
MHbIX CPeACTB, NPeAyCMOTPEHHbIX Ha 3TU eI 3aKOHOAATE/IbCTBOM
Poccuinckoi Pepepaumm, Npu HEBO3IMOXKHOCTU BbINOJIHATL TPYA0BbIE
06A3aHHOCTM MO COCTOAHMUIO 34,0POBbA N NPU YBOJIbHEHUM PAabOOTHUKOB B CBA3M
C COKpaLLLeHMEeM YUCNEHHOCTU MU LITATA, B CBA3U C IMKBUAALMEN
opraHu3sauuu;



4) npoxoxKaeHune aTTrecTaumm ana noay4yeHus
KBaNNPUKALMOHHOM KaTeropmm B NopsaKke n B
CPOKMU, onpeaensemble YNoAHOMOYEHHbIM
denepasibHbIM OPraHOM UCMNONAHUTENbHOM BNACTH, A
TaK)Ke Ha anddepeHumnaumnto onnatbl Tpyda no
pe3ynbTatam aTrectauunu;

5) ctTumynupoBaHue Tpyaa B COOTBETCTBUMN C
YPOBHEM KBannPuKaumm, co cneundpmKon u
C/I0OXKHOCTbIO PaboTbl, C 06 bEMOM M KAaYeCTBOM
TPYyAa, @ TAKKe KOHKPETHbIMWU pe3ynbTaTamu
NeATeNbHOCTH;

6) co3aaHne NpoPeccMoHaNbHbIX HEKOMMEPYECKUX
opraHu3auum;

7) ctpaxoBaHMe pUcKa cBoeu npodeccMoHaNIbHOMU
OTBETCTBEHHOCTM



* CratbAa 74. OrpaHuyeHuA, Hanaraemblie HA MeAULMHCKUX
paboTHUKOB U papmaueBTUUECKMX pabOTHMKOB npu
ocywiecTBAeHUn nmm nNpodeccMoHaibHOU AeATEeNIbHOCTU

1. MeduyuHcKue pabomHuKu u pykosooumesnu meduyuUHCKUX
op2aHuU3ayuli He snpasee:

- MpnHmaTb NoAAPKU, AeHEKHble cpeacTBa (3a
UCK/IIOYEHUEM BO3HarpaXaeHnim no g4oroeopam npu
NpoBeAEHUU KIMHUYECKUX UCCef0BaHNN /IEKaPCTBEHHbIX
npenapaTtoBs, KIMHNYECKNX UCNbITAHUN MeANLUNHCKNX
n3nenun, B CBA3U C OCyLLECTBAEHNEeM MeAULLMHCKUM
paboTHUKOM NneaarorM4eckou un (Mam) Hay4yHom
[eATeNbHOCTU), B TOM YMC/1e HA ONAAaTYy Pa3BACYEHUMU,
OoTAbIXa, Npoe34a K MecTy OTAbiXa, a TaKXe NPUHUMATb
yyacTue B pa3B/ieKaTe/ibHbIX MeponpUuaTuax, NpoBoANMbIX
3a cYeT CpeaAcTB KoMNaHUU, NpeAcTaBUTe/Ie KOMMNaHUMN.




5. Ocywiectenatb npuem npeacrasurenem OK,

33 UCK/IIOYEHUEM CIy4aeB, CBA3aHHbIX C NPOBeAEHNEM
KIMHUYECKNX UCCed0BaHMM NEKAPCTBEHHbIX NPenapaTos,
KIMHUYECKUX UCNbITAHUN MeAULNHCKUX N30eNNK, y4acTuA B
nopsaaKe, yCTaHOBZIEHHOM aAMUHUCTPALMEN MEeANLUHCKON
OpraHmM3auuu, B CObpaHmnAax meanumMHCKNX paboTHUKOB U
NHbIX MEPONPUATUAX, CBA3AHHbIX C MOBbILLEHMEM UX
NnpodeCcCcMoHa/IbHOTO YPOBHA WX NPeaoCTaBIeHUEM
MHPOpPMaLUU, NPeayCMOTPEHHOM YacTbiO 3 cTaTbh 64
denepanbHoro 3akoHa ot 12 anpena 2010 roga N 61-93 "0O6
obpalleHnn NeKapCcTBEHHbIX cpeacTB’ M YacTbio 3 cTaTbu 96
HacToAwero ®eaepasbHOro 3aKOHa;

- BbinucbiBaTb eKapCcTBEHHbIE NpenapaTtbl, MeaULUHCKUue
uspenua Ha bnaHkax, cogeprawmx uHopmaumio
PeK/IaMHOro XxapaKrepa, a TaKXe Ha peuenTypHbIX 6aaHKax,
Ha KOTOpbIX 3apaHee HaneyaTaHO HaMMeHOBaHue
NNeKapCTBEHHOro npenapaTta, MeAULUHCKOro usaenus.
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CratbAa 76. NMpodeccnoHanbHble HEKOMMeEpPUYECKue
OopraHusauum, co3gaBaemblie MeaULUHCKUMU PAabOTHMKamMK u
dapmaueBTUHECKUMU PAbOTHMKamMK

B uenax peaainsaumm 1 3aWmTbl NpaB MeANLNHCKUX paboTHUKOB

n dapmaueBTUYEeCKNX PaboTHMKOB, PAa3BUTUA MeANLMNHCKOW
AeATeENbHOCTU U papMaLEeBTMHECKON AeATENbHOCTHN, COAENCTBUA
HAY4YHbIM UCCNEA0BAHUAM, PELLEHNA UHbIX CBA3AHHbIX C
npodecCMoHaNbHOM AEATE/IbHOCTLIO MEeANLNHCKMX PabOTHUKOB U
dbapmaueBTUYECKNX PabOTHMKOB BOMPOCOB YKa3aHHble pabOTHUKHU
MMEIOT NPaBO HA CO34aHMe Ha AO06pPOBO/IbHOM OCHOBE

npodeccuoHa/IbHbIX HEKOMMEPYECKNX OpraHn3aumm, KOTOpPbIE
MOryT GopmmnpoBaTbCA B COOTBETCTBUN C KPUTEPUAMM:

1) npMHaaNeXHOCTU K MeANLMHCKUM PaboTHMKamM Uau
dbapmaueBTUYECKUM PabOTHUKAM;

2) npUHaaneXXHocTu K npodeccum (Bpaven, MeanLNHCKUX CecTep
(penbalwepos), nposmn3opos, papmaLeBTOB);

3) npuHaaneXXHOCTU K OAHOM BpauyebHOM cneuuanbHOCTM.




 Cratba 77. Ocob6eHHOCTM NOAroTOBKN MeANLUMHCKUX
paboTHMKoB n papmauesTnyecKMX paboTHUKOB.

- Yyactme obyyarowmxca no oCHOBHbIM 0bpa3oBaTe/ibHbIM NPOrpaMmmam
cpeaHero, BbiCLLEro M NOCNEBY30BCKOro meanuuHCKOro unm
dapmaueBTUUecKoro o6paszosaHmna 1 AONOJHUTE/IbHbIM
npodeccMoHanbHbiMm 06pa3oBaTe/ibHbIM NPOrPaMmMmam B OKa3aHUU
MeANLUMNHCKOWN MOMOLLM FrpaaaHam U B papmaleBTUYECKOMN AeATE/IbHOCTU
OCYLL,ECTB/IAETCA NOA, KOHTPO/1IEM PaboTHMKOB 06pa3oBaTeNIbHbIX U HAYYHbIX
OpraHmM3auum, KOTopble HeCyT OTBETCTBEHHOCTb 3a NpoBeAeHue
NPaKTUYECKON NOATrOTOBKU MeANLUHCKUX PA6OTHUKOB 1 papmMaLeBTUYECKUX
PabOTHUKOB, B NOPAAKE, YCTAHOBNEHHOM YNOJIHOMOYEHHbIM deaepasibHbIM
OpPraHOM UCNONHUTE/IbHOM B/1aCTH.

- Mpu oKazaHMM MegULMHCKOM NOMOLLU B PaMKaX NPaKTUYECKON NOATrOTOBKM
MeAULUHCKMX PabOTHMKOB NauueHT A0MXKeH 6biTb npouHPopmmpoBaH 06
y4yactum obyuyalowmxca B OKasaHUU eMmy meAULUHCKOM NOMOLLY U Bripase
OTKa3aTbCA OT yyacTua obyuyalowmxca B OKasaHUU emy meANLUHCKOM
nomowu. B asTom chyvyae megmumMHCKaa opraHM3aums oba3aHa oKasaTb
TAaKOMY NauUeHTy MeAULMHCKYIO NOMOLLb 6e3 yyacTua oby4datoLmnxcs.



Cratba 80. NMporpamma rocyaapcTBeHHbIX raApaHTUM
6ecnnaTHOro okasaHuA rpa*kgaHam meauuMHCKOU NOMOLLMU

Mpu oKkaszaHUKU MegULMHCKOW NOMOLLM B PaMKaX NPOrpamMmmbil
rocyAapcTBeHHbIX rapaHTUi 6ecnanaTHOro oKasaHuaA rpaXkgaHam
MeANLUHCKON NOMOLLMU N TEPPUTOPUANBHBIX MPOrPamMm rocyaapCcTBEHHbIX
rapaHTUiM 6ecnnaTHOro oKasaHusA rpaxkaaHam MeguLMHCKOM MOMOLLU He
noa/sexart onsare 3a CYeT JIMYHbIX CPeACTB rpaXKaaH:

1) oKa3zaHWe MeanLNHCKUX YCAYT, Ha3HaYeHUe N NPUMEHEeHne NIeKapCTBEeHHbIX
npenapaToB, BK/IIOYEHHbIX B NepevyeHb }XM3HEHHO Heob6XoAUMBbIX U
Ba)KHeMLMUX NeKapCcTBEHHbIX NpenapaTos, MeANLNHCKUX U3e/NA,
KOMMOHEHTOB KPOBU, Ie4e6HOro NUTaHUA, B TOM YMC/e CneLnanm3npoBaHHbIX
NPOAYKTOB Ne4yebHOoro NnMTaHusA, N0 MegULMHCKUM NOKa3aHUAM B
COOTBETCTBMM CO CTaHAAPTaMU MeANLUNHCKON NOMOLLK;

2) Ha3Ha4vyeHNne U npumeHeHne No mMeanumMHCKUM NOKa3aHNAM NEeKapPCTBEHHbIX
npenapartos, HeE BXOAALWUX B nepevyeHb KN3HEHHO HEO6XO,£I,VIMbIX 7
Ba*KHEMNLINX NeKapCTBEHHbLIX MNPENapaTos, - B CZ1Iy4aAX UX 3aMEHbl U3-34
MH,D,MBM,EI,yaﬂbHOVI HeENepeHOCMMOCTU, NO KU3HEHHbIM NMOKA3adHUAM;,



PenepanbHbIY 3aKoH oT 12 anpens 2010 r. Ne61-P3
«O0 obOpalleHnn fnekKapcTBeHHbIX CpeacTB»

KnuHu4eckue uccnedosaHus 1eKapcmeeHHbIX npenapamoe

OJOCTOBEPHbIE OOKA3ATEJIbCTBA 3®DPEKTUBHOCTU U
BE3OMNACHOCTU NEKAPCTBEHHOI'O NPEMAPATA MOXHO
NMOJIYUNTb TOJIbBKO C YHETOM NONYNAUNOHHbIX
OCOBEHHOCTEW HACEJIEHUSA

NMPOBEOEHUE KIMTMHWYECKUX NCCNEQOBAHUA B POCCUUCKOU

PEOEPALUUN — TAPAHTUA SALLUNTBI MHTEPECOB INrPAXKOAH HA
KAYECTBEHHOE N 3®PEKTUBHOE JIEHEHUE




focypapcTBeHHasi NOLWISIMHA 3a cCOBepLUeHUue AeUCTBUMN,
CBA3aHHbIX C KIIMHNYECKMMM UCCcrea0oBaHUSAMMU
rleKapCTBEeHHbIX NpenapaTtoB

y

.

Mo ecmynneHusi 8 delicmeue PedepasnibHO20 3akoHa «O6 obpaweHuUuU
JlekapcmeeHHbIX cpedcmey» 83uMaHue njamabl 3a rnposeodeHuUe 3KCMepPMmMHbIX
pabom ocywecmernssniocb Ha 002080PHOU OCHOB8Ee

rOCYOAPCTBEHHAA MOLWITUHA YIITIAYHUBAETCA 3A NPOBEAEHUE 3KCIMNEPTU3bI
AOKYMEHTOB A5A NoJ1YYEHUA PASPELUEHNA HA NPOBEAEHUE KITMHUYECKUX
WCCINEQOBAHUA N 9TUYECKOW 3KCMNEPTU3bI NPU OGPALLEHUN HA
rOCYAAPCTBEHHYIO PETMCTPALIUIO JIEKAPCTBEHHOIO MNPEMNAPATA B PA3SMEPE
75 000 PYB.

FOCYOAPCTBEHHASA NMOLWJTUHA YIMJTAHYUBAETCA 3A BblAAYY PA3PELLEHUA HA
NMPOBEAEHME MEXOYHAPOOHOIMO MHOIMOUEHTPOBOI'O KITMHUYECKOI'O
UCCIIENOBAHUA NEKAPCTBEHHOIO NPENAPATA And MEAULUHCKOIO
NMPUMEHEHWUA B PA3SMEPE 200 000 PYE.




HopmMaTuBHGIe NpaBOBbLIe akThl B chpepe perynupoBaHud
KIMTMHNYeCKNX nccrieqoBaHUM fieKapcTBeHHbIX npenapaTtoB (|)

lNMpuka3z M3CP om 31.08.2010 Ne774 H «O Coseme rno amuke»

lNMpuka3z M3CP om 26.08.2011 Ne750H «O6 ymeepxdeHuu rnipaeurs npoeedeHus
3Kcrnepmusbi ieKkapcmeeHHbIx cpedcme Os1si MeOUUUHCKO20 NMPUMEHEHUsT U ¢hopm
3aK/1r04YeHUs1 KOMUcCcUU 3Kcriepmoe rno pesysibmamam 3Kcrnepmu3bl JIeKapCcmeeHHbIX
cpedcme»

lNpuka3z M3CP om 26.08.2011 Ne753H «O6 ymeepxdeHuu rnopsidka op2aHusauyuu u
rnpoeeodeHUss aMu4YecKoll 3Kcrepmu3bl 803MOXHOCMU MpPoeeodeHUs KITUHU4Y€CKO20
uccrsiedoeaHus JiekapcmeeHHOo20 fnpenapama 0siss MeOQUUUHCKO20 rnpuMeHeHUs1 u ¢hopMbI
3aKJIr0YeHUs1 KCriepmoe rno 3muKe»

lNMpuka3z M3CP om 26.08.2011 Ne748H «O6 ymeepxdeHuu rnopsidka ebidaqdu paspeuwleHus
Ha npoeedeHuUe KJIUHUYECKO20 uccsiedosaHusi jiekapcmeeHHOo20 npenapama ans
MeOUUUHCKO20 NMpUMeHeHUSsI»

lNMpuka3z M3CP om 26.08.2011 Ne754H «O6 ymeepx0eHuu rnopsioka eedeHun
ony6siuKoeaHusi u pasMeuweHuUs1 Ha ogpuyuasibHoM calime Mumdpaecoupaseumun
Poccuu e cemu «MMHmepHem» peecmpa ebiOaHHbIX pa3peuweHull Ha nNpoeeodeHuUe
KJIUHUYeCcKuUX uccriedogaHull JlekapcmeeHHbIX npernapamos 0Jisi MeQUUUHCKO20
npuMeHeHus» -



HopmaTuBHbIE NpaBoBble akThbl B cdhepe perynupoBaHus
KNMUHUYECKNX UccrneaoBaHUM NieKkapCcTBeHHbIX npenapatoB (I1)

« [lpuka3-M3CP-om 26:08.2011 Ne752H «O6 ymeepxdeHuu nopsioka onybnukoeaHusi u
pa3meuwjeHusi Ha ogpuyuanbHom caiime MuH3dpascoupazeumusi Poccuu e cemu
«MAlHmepHem» nepeyHsi MeOQUYUHCKUX op2aHu3ayull, uMerow,ux rnpaeo rnpoeooums
K/TUHUYEeCKue uccsie008aHUus1 JIeKapCmMeeHHbIX ripenapamoe 0Jisi MeQUUUHCKO20
npuMeHeHUs1» 2

* [lpuka3 M3CP om 26.08.2011 Ne751H «O6 ymeep:xOeHuu rnpasusl ee0eHuUsi peecmpa
uccnedoeamerieu, nNpPoesodsiwiux (RPo8oOUBWIUX) KITUHUYECKUe uccriedo8aHusl
JilekapcmeeHHbIX rnpenapamoe 0Jisi MeOUUUHCKO20 rNpUMeHeHUs1 U NopsidoK e2o
pa3meuw,eHuUsi Ha ogpuyuanbHoMm catime MuH3dpaecouypa3eumusi Poccuu e cemu
«AHMepHem»

» [Tpuka3 M3CP om 26.08.2011 Ne775H «O6 ymeepxOeHuu rnopsioka paccMompeHusi
coobuweHull o Heob6xoAuMoOcmu 8HeCceHUs1 USMEeHEeHUU 8 NMPOMOKOJ1 KJIIUHUYECKO20
uccriedogaHusi JiekapcmeeHHO20 rnpenapama 0Jisi MeOUUUHCKO20 MPUMeHeHUs»

« [lpuka3z M3CP om 26.08.2011 Ne748H «O6 ymeepxdeHuu nopnéxa’ ebldayqu pa3peweHus
npogedeHue KITUHUYECKO20 uccriedoeaHusi JIeKapcmeeHHO20 npefRapama ons
MeOUUUHCKO20 MpPUMeHeHUs1»

« [lpuka3 M3CP om 26.08.2011 N2703H «O6 ymeepxOeHuu ¢hopMbl cOO6UWEHUST O
3aeepuweHuu, npuocmaHoesIeHUU_uslu fnpeKpaweHuU KnuHU4ecKkozo uccnedoeaHusi
JiekapcmeeHHo20 npernapama 05151 MeOUUYUHCKO20 MpUMeHeHUsT» '



