KOJI
HOMEP. UCTTIOJIb30BAHUE ®APMAKOIEMNHBIX METOAK

Obwas papmakoneiunas cmamvs npueoOUmMcs 0 ungopmayuu. B cmamoe
npeosiodcer N00X00 K UCNONb308AHUI0 (PAPMAKONEUHbIX MemoOuK, 6 npoyecce
KOMOPO20 NPOBOOUMCS NOOMBEPIHCOeHUE UX NPUSOOHOCMU 8 PEANbHbIX )CIIOBUSX
NpUMeHeHUs 6 UCnblmamenvHol Jjaabopamopuu. B coomeemcmeuu c oanuwvim
nO0X000M mepmuH «eepuuxayusy 0bo3Hayaem UCKAIOYUMENbHO
IKCNEPUMEHMANILHYIO  4aCMb  NOOMBEPHCOCHUSL NPULOOHOCMU  (DAPMAKONENHOU
MemoouKu.

Onucannvlli n00Xo0 OelicmeumesleH moJbKO Npu €20 NPUMEHEHUU 8
coOmeemcmeuy ¢ NPUHYUNAMU, U3N0NCeHHbIMU 8 pazdene 1. Obwue ceedenus,
BKIIOUASL NOOX00AUWUEe CUCTNeMbl Kayecmaa. Jlonyckaemcs ucnonib3o8anue opyaux
n00X0008 OJiIsi NOOMBEPHCOEHUSL NPULOOHOCU (PAPMAKONEUHOU MemoOuKu O
KOHKDEMHO20 UCNbIMYeMO20 00pasya.

Hannass cmamoesi pacnpocmpausiemcss Ha 6ce MUnbl  AHATUMUYECKUX
MemoOUK, NPUBLOCHHBIX 8 HACMHBIX (PAPMAKONEUHBIX CMAMbSIX.

BBEJIEHUE

dapmakoneitHbIe METOANKH SBIISTFOTCS BaTUANPOBAHHBIMU B COOTBETCTBHUH C
INPUHATOM HAy4YHOW IIPAKTUKOW M JECUCTBYIOIIMMHM PEKOMEHAAIUSAMH 10
aHajguTH4YecKor Bamupanuu (pasnuen /. Obwue ceedenus, obdmas GpapMakorneiHas
cratbs 2.3.14.0. Baruoayus anarumuueckux memoouk). [ToaToMy Baaumaius mpu
WX BBITIOJIHEHUU HE TpeOyeTcs, eciu He yka3zaHo mHoe. OHaKo, KakK ClIeIyeT U3
pasnena /. Obwue ceederusi, TIOIB30BATENb JIOJHKEH OLICHUTH, MOJIXOJUT JIU U B
KaKOW CTENeHW TMOAXOAUT (dapMakolelHas METOAWKa ISl TOATBEPKICHUS
COOTBETCTBUS TPEOOBAHUAM YACTHBIX M OOIIMX (papMaKOMEHHBIX CTaTel U CUCTEM
KauecTBa, TO €CTh IMOATBEPAUTH MPUTOIHOCTH (HAPMAKOIICHHONW METOAMKH IS
JAHHOTO HCTBITYEMOT0 00pa3lla B peajbHBIX YCJIOBUSX HCIBITATEIHHON
nabopatopuu. B mporiecce moaTBepKIECHUS TPUTOAHOCTH  (papMakomeHon
METOIMKH MOKET MOHAJ00UTHCS MPOBEACHUE €€ BEPUPUKAIIHH.

[ToaTBepkeHNEe NPUTOMHOCTH (PApPMAKOTICHHBIX METOAUK  SIBIIACTCS
OTBETCTBEHHOCTHIO HX TIOJIb30BAaTENs, a €ro pe3yibTaT [OJKEH OBITh
JOKYMEHTAJIbHO OTHMCAH JJISl TIOMyYeHUs] pa3pelieHus] yIoJIHOMOYEHHOTO OpraHa.
JI1sl TOHMMaHKS ¥ BBITIOJHEHUS (papMaKOTICHHBIX METOJUK B TIPOITMCAHHOM BHJIC
MI0JI30BATENH JIOJDKHBI IMETh COOTBETCTBYIOIINE OMBIT, 3HAHUS U TTOJTOTOBKY.



[TPOLIECC ITOJATBEPXIEHU S ITPUTOJJTHOCTU ®APMAKOITEMHOM

METOJUKHA

[Ipotiecc noaTBEPKACHUS IPUTOTHOCTH (PApMAKOTIEMHONW METOIUKU COCTOUT
U3 IBYX JTaIlOB.

HavanpHbIM 3Tanom mponecca siBIseTcst OLEHKa BO3MOKHOCTH BBITIOJIHEHHUS
dapmakoneHo METOAWKH Tepell MEPBBIM HCIOJIb30BAHHUEM B HCIBITATEIHLHOU
naboparopuu. llenblo TakoW OILIEHKH SIBIISIETCSl OIpeJeNieHHe He COOCTBEHHBIX
BO3MOXXHOCTEI METOAMKH, a BBISIBICHHE JIOOBIX (DaKTOPOB, CBSI3AHHBIX CO
CJIIO)KHOCTBHIO METOJUKHA U (PAKTUYECKUMHU JT1aO0OpaTOPHBIMHU YCIOBHUSIMHU, KOTOPbHIE
MOT'YT OKa3aTh BIMSIHUE HA BBINOJHEHUE METOIUKHU.

Ecnu Takue (GakTophl BBISBIEHBI, CIEIYIOUIUM 3TAloOM Ipoliecca sSBISIETCS
BepU(UKaLUs, OCYIIECTBIsIeMast JUIsl OLIEHKH XapaKTepUCTHK 3(PPeKkTUBHOCTU
aHanuTuyecko Mmetoauku (XDAM), KOTOpbIE CUUTAIOTCS 3HAYMMBIMU, HAllPUMeED,
MIPABWJIBHOCTU U MPELIU3UOHHOCTH.

[Ipu BecTymiieHMHn B cWily (apMakonedHOM CTaTb C HW3MEHEHHOU
AHAJIMTUYECKOW  METOJUKON  TpeOyeTcss MOBTOPHO  IPOBECTH  IPOLECC
IIOATBEPKACHUSA €€ IIPUTOAHOCTH.

OTAII 1. OIIEHKA BO3MOXHOCTHU BbITTIOJIHEHU A

®APMAKOIEMHON METOJIUKU

CootBerctBue XDAM HazHaueHHIO (hapMaKONEHHON METOJUKH OOBIYHO
MOJTBEPXKIAIOT B XoAe ee Bamupanuu. OIlleHKa BO3MOXKHOCTH BBITIOJHEHUS
dbapmakoneiHoil METONUKH WMEET IIENIbI0 BBISBICHUE KPUTUYECKUX (DAKTOPOB,
CBSA3aHHBIX C (DAaKTUUECKHUMH YCJIOBUSIMU €€ TPUMEHEHHUS B UCIHBITATEIbHON
7ab0paTOpUu M CIIOCOOHBIX TOBJIMATH HAa Hee. Takue (PakTopbl MOTYT BKIIIOUYAThH
crnenyromiee (HO He OrpaHUYUBATHCS UMH):

— COCTaB UCIBITYEMOTro 00pa3ua;

— CJIOKHOCTB MPOOOMOTOTOBKY;

— PpEeaKTHBBI, HEOOXOAUMBIC JUIsI BBITIOJTHEHUSI METOIUKH;

— Js1abopaTopHOE 000py0BAHUE, HEOOXOAUMOE JIJIS BBITIOJHEHUS] METONKH;
— J1a00paTOpHBIC YCIOBUS.

OreHKy MPOBOAST B COUETAHUU C TIOJIOKCHUSIMU, U3JI0KEHHBIMUA B YaCTHBIX
¥ COOTBETCTBYIOIINX 00IUX (hapMaKOIEWHBIX CTaThsIX, HATPUMED, TPEOOBAHUSIMU
K IPUTOJHOCTH U IPYTUMH ITPOBEPKAMH IOCTOBEPHOCTH IMPOBOJIMMOTO HCTIBITAHHS.

B pe3ynbraTe mpoBeACHHOMN OIEHKH BO3MOYKHBI CIICYIOIINE BBIBOIBI:

1. Ecnu Hukakue (GakTopbl HE BBISBIECHBI Kak KpUTHYECKUE, (apMakonenHas

METOJMKa MOXET MCIOJIb30BaThCS B HCIMBITATENILHOM JabopaTopuu 0e3

JOTIOTHUTETHFHOU BEpU(UKAIIIH.



2. Eciu BbIsBICHHBIE (DAKTOPBI SBISIOTCS KPUTHUUYECKUMH, (papMakorenHas
METOJIMKa MOJKET HCIOJIb30BaThCS B HCIBITATEIHLHONW JabopaTopuu MpH
YCIIOBUU TPOBENCHUS BepU(PHUKAIMHU IS OICHKH BIUSHUS BBISBICHHBIX
KPUTHYECKHUX (aKTOpOB Ha BeIOpaHHBIE XDAM.

O06bemM paboT mO BepuUpUKAMM MOXKET 3aBUCETh OT CIO0XHOCTU
AHAJIMTUYECKOW METOAUKH, TpeOdyeMoro o0OpyI0BaHUS, MPUPObl HCIBITYEMOTO
obpasna u T.4. Kak npaBumo, Bepudukaims He TpeOyeTcs ISl MPOCTHIX METOIUK
UCTIBITAaHUS (HallpuMep, MOTeps B Macce MPH BBICYHUIMBAHUH, CyIb()aTHOU 30Ibl,
KauyeCTBEHHBIC PEaKIMU U T.N.) U HHCTPYMEHTAIBHBIX OMpEJCIICHNI (Hampumep,
u3MepeHue pH, mokaszarens mpeIoMIeHUS | T.11.).

OTAII 2. BEPUOUKALIUS ®APMAKOIIEMHOU METOJUKU

llens BepuduUKaMK COCTOUT B OIKCHEPUMEHTAIBHOM MOATBEPKICHUU
MPUTOAHOCTH (HhapMaKOIEHHONW METOJMKH [JIsl IAaHHOTO UCIBITYEMOTo o0Opaslia B
peabHbIX YCIOBUSX UCTIBITATEIIBHON JTA00paTOPHH.

Ecnu B pe3ynbrare OlleHKM BO3MOKHOCTU BBIMIOJIHEHUSI METOIUKHU (3Tam 1)
BBISIBIIIETCA HEOOXOAMMOCTh BepuduKanuu, BbOMparoT XOAM, Tpedyromue
MPOBEPKH B 3aBUCUMOCTH OT IMPEAINOIAraéMoro Ha3HAYEHUsS AaHAIUTHYECKOU
MeToauKu. PexomeHaamuu mno BeIOOpY cOOTBETCTBYIONMX XDAM copepkarcs B
tabnuie 2.3.15.0.-1 u ganHOM paznene oOuiel hapmMakoneiHol cTaThu.



Taéauna 2.3.15.0.-1. — Xapaxmepucmuxu 3¢h¢hekmuenocmu ananumuuecxkoi memoouku (XIAM), pekomenoyemoie 011

eepuqbukauuu 6 3asucumocmu om npednonazaemozo HA3HAYEHUA AHATUMUYECKOU MEMOOUKU

Ipeamosaraemoe HNpenTuduxanus HUcenbiTanus KosnyecTBeHHOE onpeae/ieHue: Apyrue
Ha3HaYeHue HAa YUCTOTY (MPpUMeCH) - coJeprkaHne/aKTUBHOCTh KOJIHYeCTBEHHbIE
HUcnbiTanue KoimuecTBenHoe - pacTBOpeHHUE HCIIBITAHUHA
X9AM Ha npejejabHoOe HCIbITAHUE (ToJIbKO H3MepeHHe)
coJep:KaHue
IIpaBUIBHOCTH 0 0 0 ¢ ¢
[Ipenn3noHHOCTS:
— MOBTOPSIEMOCTD 0 o ° ° °
— MIPOMEXKYTOUHAS o o
NPEU3HUOHHOCTh
CnenuduyHoCTb / S ° ° ° S
CeneKTUBHOCTD
UyBCTBUTENBHOCTD o 0 S
JInneitHoCTh 0 0 0 S 'S
JlnanazoH NpuMEeHEHus 0 0 0 S S
(aHanmuTHYECKas 00J1aCTh)
Y CcTON4MBOCTE 0 0 S S S
(pobacTHOCTD)
Obo3nauenus. ® — XApaKTCPpUCTHKA, IMMoAJICKallas 3KCH€pHM€HT&J’IBHOﬁ ITPOBCPKCE, ¢ - XapaKTCPUCTUKA, ITOIJICIKAIIasa

HKCIIEPUMEHTAJILHON TPOBEPKE, €CIM Ha Hee BIUAIOT KpUTHYECKHUE (AKTOPhI, CBSI3aHHBICE C (HAKTUYECKUMHU YCIOBHUSMU

MPUMEHEHHUSI AaHAIMTUYECKON METOJMKU B UCIBITATEIbHON JTa0OpaTOpUU; O — XapaKTEPUCTHKA, OOBIYHO HE UCIOJIb3yemasi IS

1esnen BepuduKaIu.




JIJ1st OIIEHKM METOJIMKH B COOTBETCTBHH C €€ MPEANOIaraéMbiM Ha3HAUYCHUEM
COCTaBJIsI€TC IJIaH Bepu(PUKaIy, OCHOBaHHBIN Ha AJaHHbIX Ta0auiel 2.3.15.0.-1. B
IJ1aH BepuUKaIUU CIeAyeT BKIIOYATh MPOBEPKY KpUTHUYECKUX XDAM BMmecTe ¢
COOTBETCTBYIOIIUMU KPUTEPUSIMU IPUEMIIEMOCTH, OTIpeICICHHBIMU
noJyib3oBatenieM. Kpurepuu npueMaeMocT BepruOUKAIIN MOTYT OBITh OTIPEICICHBI
C TOMONIBIO TOJXOJAa, AaHAJOTUYHOTO HCIOJh3yeMOMY TIPH  BaJIAIAIIAN
AHATUTHYECKOW  METOAWKH, ¥  JOJDKHBI ~ COOTBETCTBOBAThH  IIpeneiiaM,
YCTAaHOBJICHHBIM JUISI HCTBITYyeMOro oOpasmna. COOTBETCTBHE MPEIBAPUTEIHHO
YCTAHOBJICHHBIM  KPUTEPHUAM IPUEMJIEMOCTH  TOJTBEPXKJIAa€T BO3MOXKHOCTH
HCIIOJIB30BaHus (papMaKOIEeHHON METOIUKH JJIsl JAHHOTO HCIIBITYEMOT0 00pasiia.

B HekoTOphIX ciydasx MCHBITaHWS, MPEANHUCAHHBIC ISl MOATBEPKIACHUS
MPUTOJHOCTH AHAIUTUYECKHX METOJUK B YaCTHOW W (MJIM) COOTBETCTBYIOIICH
oOmelt papmMakoneitHOW cTaThe, MOTYT HIPUMEHATHCS IJI1 YACTUYHON WIIM MOJHOM
MIPOBEPKH MOAXOAAINX XIAM.

Br10op n onenka X9AM

O6nactb  NMpPUMEHEHUS  WCIBITAaHUM, TPUBEICHHBIX B  paslenax
Hoenmugpuxayus, Hcnvimanus (Haripumep, WCIBITAHUS Ha TMPUMECH) U
Konuuecmeennoe onpedenenue 4dacTHOU (apMakoONeWHOW CTaThH, MU3JI0KEHA B
pasnene [. Obwue ceedenusi.

Ilpeyusuonnocms. Eciv M3BECTHO, YTO MpPU MPOBEACHUM HUCIHBITAHUI B
pa3Hble JHU, pPa3HbIMU aHAJUTUKAMHM, Ha pPa3HOM OOOpPYIOBaHUU U Jp.
CYIIIECTBEHHOE BJIMSHUE M3MEHEHUU Ha TMPEIU3HUOHHOCTh MaJoOBEpOsTHO, Ooliee
MPUEMJIEMBIM SIBISIETCS OIPENIETICHUE MOBTOPSIEMOCTH; B MPOTUBHOM XK€ Ciy4ae
0oJee MOIXOIAIIUM SIBIIIETCS ONPEICIICHUE MPOMEKYTOUHON TPEIIM3UOHHOCTH.

Cneuyughuunocms. OneHka cnermupuIHOCTH SBIsAETCA KitoueBo XOAM B
MPOBEPKE TMPUTOJHOCTU METOAUKH JUIsl UCHOBITAaHUN  (papMaleBTUYECKUX
cyOCTaHUMI U JIEKapCTBEHHBIX MTPENapaTos.

AHaluTHYecKass METOJMKA, TpeAHa3HauYCHHas IS uaeHTUPUKaAIIN
JIEKapCTBEHHBIX MPENapaToB, JOJKHA ObITh CIIOCOOHA MOATBEPAUTH MOIJIMHHOCTh
JNEWCTBYIOIIErO0  BEIIECTBA B  NPUCYTCTBUM  BCIIOMOTaTEbHBIX  BEIIECTB.
BcnomorarenbHble  BelmIECTBA MOTYT 3HAYUTEIBHO OTIMYAThCS Yy Pa3HbIX
MPOU3BOJIUTENIEM M OKa3bIBaTh HEMOCPEACTBEHHOE MENIAOIIEEe BIUSIHUE Ha
METOJMKY WJIM BbI3bIBATH OOpa3oBaHUE NPHUMECEH, KOTOPBIE HE OIpPEACINIAIOTCS
dapmakonieiiHoil  Meroaukoil. Kpome TOro, JexkapCTBEHHbIE Ipenaparsl,
collepKalllue  pas3jidyHble  BCIIOMOTraTeibHbIE  BEHIECTBA, B TOM  YHUCIE
AHTUOKCUIAHTHI, Oy(depHble areHThl, WM BEIIECTBA, JOKCTparupyeMbie U3
Marepuajia YINaKOBKM, MOTYT BO3/IEMCTBOBATh HA BEJIMYHMHY OTKPHIBAEMOCTHU



KOJIMYECTBEHHOIO COJEpXAaHUsl JIEWCTBYIOIIETO BEIIECTBA B JIEKAPCTBEHHOM
npenapare.

AHanoruyHo,  mpuemiieMas  CHeHU(PUYHOCTb  XpPOMATOrpaPuuecKoit
METOJMKHA MOXET OBbITh TMOATBEPKIECHA COOTBETCTBUEM TpeOOBaHUAM IS
BEJIMYMHBI Pa3pelieHHs] MpU HIPOBEPKE MPUTOJHOCTH cHcTeMbl. OpHako
dapmaneBTHUECKHE CyOCTAHIIMU Pa3HBIX MOCTABIIMKOB MOTYT MUMETh Pa3IHYHBIHI
npoduiab MpUMeEcei, KOTOPBI HE COOTBETCTBYET (HhapMaKOMEHHONW METOINKE
UCIIBITAHUS.

Yyecmeumenvnocms. YyBCTBUTENHLHOCTh TNpEIHA3HAUYCHA ISl MPOBEPKU
HUOKHErO TMpejiesia JIhana3oHa TMPUMEHEHHS aHAJIUTHUYECKOM METOJUKH U
UCIIOJIB3YETCSl BMECTO TMpejiesia OOHapyKeHUsi M TIpejeia KOJIUYECTBEHHOTO
OINpPEENICHNs], YCTaHABIMBAEMbIX B XOJI€¢ BalWJalMH. B ciaydae MCOBITaHHNA Ha
npuMecu HanOosee HU3KUM YPOBHEM BAMIUPYEMOIO AMana3zoHa SBISIETCS MOPOT
MH()OPMUPOBAHMS UM HEYUUTHIBAEMBIN MpEeIl, KOTOPBI MOKET HE COBNAAATh C
(aKTUYEeCKM  JOCTUTa€MbIM  MPEAEIIOM  KOJUYECTBEHHOTO  ONpEeNeTeHUs
aHAJIUTUYECKOU METOJIUKHU.

Ycemoiiuueocmo (pob6acmunocms). Y CTOMUMBOCTD MOXKET OIICHUBATHCS B
KaXJIOM KOHKPETHOM Cllydae, €CIM Ha Hee BIIMAIOT KPUTHYECKHUE (PaKTOpHI,
CBSA3aHHBIE C (PAKTHUECKUMU YCIOBUSAMH UCIIOJIb30BAHUS AaHATTMTUYECKON METOTUKHI
B UCTIBITATEJILHOM JIa0OpaTOpUH.

Jpyrue Koiu4ecTBeHHbIE UCTILITAHUS

Jpyrue KOau4ecTBEHHBbIE UCHBITAHUS (HAIPUMED, UCTIBITAHUS (HU3UUECKUX
WM XUMUYECKUX CBOMCTB WJIM OINPEJECICHHBIEC UCIBITAHUS, YKa3aHHbBIEC B pa3zelie
IIpouzeoocmeo (HhapMakoNeHON CTaTbU) PACCMATPHUBAIOT B KaXXJOM KOHKPETHOM
Cllyyae B 3aBUCHMOCTH OT XapakTepa aHaJMTUYECKON METOJIMKU W IMpeaena
cnenudukanuu (Hanpumep, OJHOCTOPOHHUM WU JIBYCTOPOHHUM mpenen). Eciau
YyBCTBUTEJILHOCTh METOJIUKHU SIBJISIETCA KPUTUUYECKOM, TO €CTh Korja Mpeien
cnenudukanuu  OJIM30K K HWXKHEMY Tpefeiay Juamna3oHa PUMEHEHUS,
Bepu(dUKAIUs MPOBOJAUTCS TaK )K€, KaK W MPHU UCTIBITAHUSAX HA MPUMECH; B APYTHUX
CJIy4asiX €€ pacCMaTpUBalOT aHAJIOTUYHO KOJIMYECTBEHHOMY onpeAeneHnt0. OqHako
JUISL HEKOTOPBIX HWCIBITAHUN (HampuMep, ONpeleseHue pa3Mepa YacTHil,
KHCIIOTHOTO YKCJIA I BSI3KOCTH) CHEIU(DUIHOCTH MOKET HE TPeOOBAThHCA.



HEYJIOBJIETBOPUTEJILHBIE PE3VJIBTATHI IIOATBEPXX/IEHU S
[IPUT'OJTHOCTU ®APMAKOIIEMHOU METOJIUKU

[Ipy HEyIOBIETBOPUTENBHBIX PE3YyJbTAaTaX IOJATBEPKICHUSI MPUTOIHOCTU
dbapmakoneiiHoil MeToAMKH Tpedyercs pa3padoTaTh W BaJIMIUPOBATH IPYTYIO
MOAXO/ISIIYI0 METOJUKY.

Nudopmanus o Takom ciayyae cooOIIAeTCs YIMOJIHOMOYEHHOMY OpraHy U
MOXXET CIY)KUTb OCHOBaHHEM [Jii BHECEHHS HW3MEHEHHH B (apMakomeiHyro
METOJUKY.



