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@oH/I OIIEHOYHBIX CPEJCTB IO JUCIHMIUIHHE «Banuaanus u Bepu(uKanus» npeJHa3sHa4eH
IUI KOHTPOJIS 3HAHWH MO IporpaMMe MarucTparypbl IO HampaBieHHIo nmoarotoBku 33.04.01
«[IpombiienHas Qapmamus» no npodumo «YNpaBleHHE TPOH3BOJACTBOM H KOHTPOIb
KauyecTBa JIEKapCTBEHHBIX CPE/ICTBY

1. IMacnopr dona oneHOYHBIX cpeacTB Mo Aucuumnae «Baanganua u sepupukannsg»

Komne- | Huouxamopot docmuscerun komnemenyuii | Buowt 3anamuit | Ouenounvie
MmeHuun cpedcmea
(k00)

VK-1 WUJI-1yk.1.1. KpuTHYecKkH OLeHHBAET HAAEXKHOCTD |JIeKuuH, TecToBBIE
HCTOYHHKOB HH(OpManuu, paboTaeT ¢ NPaKTHYECKHE  |3aJaHus,
MPOTHBOPEYHBO# HH(pOpMALIHEH U3 pa3HBIX 3aHATHA, KOHTPOJIbHBIE
HCTOYHHKOB CaMOCTOSTEIbHAS | BOITPOCHI,
WU1-2yk.1 ». Beibupaer meTons! kputHdeckoro  (pabora. cobecemoBanue
aHaJM3a Ha OCHOBE CHCTEMHOTO MOIX0/1a,
ajieKBaTHBIC ITPOOJIEMHON CHTYallHH
WJ1-3yx.1 3. PaspabaTsiBaeT cTpaTeruio u
000OCHOBBIBAET IJ1aH JACHCTBHSA 10 PEIICHHIO
npoOeMHO# CUTyalluH

YK-2 N-1yko 1 @opMmymmupyeT 1enu, 3a1a4u, Jlexinn, TecToBeIe
3HAYUMOCTB OJKUIaeMBIX PE3yJILTATOB IIPOEKTa |MIpaKTHYECKHe  |3aJaHus,
NU1-2yk.22. Onpenenser noTpeOHOCTH B 3aHATHS, KOHTPOJIBHBIE
pecypcax Ul peaau3alliH IpoeKTa CaMOCTOATEIIbHAS | BOIPOCHI,
W]1-3yx.23. PazpabaTteiBaet miian u pabora. cobeceioBanue
KOHTPOIMPYET PeanH3aiu MpoeKTa
U1-4yi.2.4. OrenuBaer 3 dEKTHBHOCTE
peanu3alMM NpOoeKTa W pa3paboTKM 1iaHa
JICHCTBHH 110 €r0 KOPPEKTHPOBKE

VK-3 W]1-1yk.3.1. BeipabaTsiBaeT cTpaTeruo Jlexnuu, TecroBbie
COTpPY/IHHYECTBa U Ha €e OCHOBE OpraHHu3yeT NpakTHYeCKHe  |3aIaHud,
0TOOP WICHOB KOMAH/IbI VISl JOCTHKEHHS 3aHATHS, KOHTPOJIbHBIE
MOCTaBJICHHOH 1LIE/TH; CaMOCTOATENbHAA (BOMPOCHI,
WU]1-2yx.32. [Inanupyer u koppektupyeT padoty |pabota. cobecenoBaHue
KOMAaH/Ibl C YY€TOM HHTEPECOB, 0COOEHHOCTEH
MOBeJeHHA H MHEHHH ee YJIEHOB;

W-3yk-33. Paspemaer KOHGIHKTEI B
IPOTHBOPEYHS IIPH AEJI0BOM OOIIEHHH Ha
OCHOBE y4eTa HHTEPeCOB BCEX CTOPOH;
WUi-4yk3 4. Opranusyer AMCKYCCUH TIO
3aJJaHHOM TeMe M 00CyXIeHHE pe3yIbTaToB
paboThl KOMaH/IbI C IPHBJICYEHHEM OIIIIOHEHTOB
pa3zpabOTaHHBIM HUIESM;

OIIK-1 |MU-lopk-1.1. UHTEpHipeTHPYET H NPUMEHSET Jlekiun, TectoBbie
MOJIOXKEHHUSI COOTBETCTBYIOIINX HOPMATHBHBIX  |MPAaKTHYECKHE  |3a/1aHHA,
MPaBOBBIX aKTOB M JIYYLIHX OTPACIEBBIX 3aHATHS, KOHTPOJIbHBIE
npakTHK (GXP), peryIapyionux Npouecchl H  |CaMOCTOSTeIbHAs | BOIIPOCHL,
3Tanbl )HU3HEHHOTO ITHKJIA JIEKAPCTBEHHOTO pabora. cobecenoBanue
cpencTBa B NpO(eCcCHOHATLHON e TeIbHOCTH
WU-20mk-1.2. BeiOupaer u npumMenser
[PUTOHBIE JUISl CHTYAIllMH METO/IbI 1




HHCTPYMEHTHI YIPaBJIeHHs IEPCOHAIOM

1nK-4 WU]1-11x4.1 Ynpasiset npoueccaMy Bamuaanud | Jlekuuwu, TecrToBble
(kBanmMpUKALMHK)IPOLECCOB; NpakTHYECKHE  [3aJaHus,
U/1-2px42 YrpaBaser pa3paboTkoi U 3aHATHUS, KOHTPOJIbHbBIE
ONTHMHM3ANHEH TpoLecca BaTA/IAIHH CaMOCTOSATETbHAS | BOTIPOCHI,
(kBaymduKanmm) pabora. cobeceioBaHue

MnK-5 WU]JI-11k.52 OcymecTBiseT BeaeHue paboT no Jlexun, TectoBrie
oTOOpy B yueTy 00pa3noB JieKapCTBEHHBIX NpaKkTHYeCKHe  |3a/IaHMs,
CPEeICTB, HCXOIHOTO CHIPbS H YIIAKOBOYHBIX 3aHATHS, KOHTPOJIbHBIE
MaTepHAaJIOB; CaMOCTOSITE/IbHAS | BOIIPOCHL,
WU]1-21k.5.1 PaspabaTeiBaeT TeXHONMIOTHYECKY0  |paboTa. cobeceioBanue

JIOKYMEHTAIHIO JIJ1 yueTa 00pasiioB
JIEKApPCTBEHHBIX CPEJICTB, HCXOIHOTO CHIPhS H
yIIAKOBOYHBIX MATE€PHATIOB, IPOMEXKYTOYHOMH
NPOAYKIIHH U 00BEKTOB MPOH3BOACTBEHHOI
CpeJsl;

Texymuii KOHTPOJIE NO AHCOHIUIHHE «Banuaanus v BepH(pHKanHa» OCYHIECTBIIACTCA B TEYCHHE
BCEr0 CpOKa OCBOEHHS JaHHOH JMCLMIUIMHBL BBIOOp OLIEHOYHOrO CpeacTBa Ui MPOBEACHHS
TEKYIIEro KOHTPOJIS Ha yCMOTPEHHE MPEenoaaBaTes.

[TpomexyTounast atrectanust oOydalomuxcs no AucuuiuimHe «Bamupmanus u Bepubukanusy
NPOBOAMTCA IO HTOraM OOy4YeHHs U ABJseTcs 00a3aTeIbHOMH.

2. Kputepnu H mKaJjia oeHHBAHHUS

HuaukaTopbl Kpurepun onennBannsn B
KOMIICTCHIHH He 3auTeHo 3agrTeno
YpoBeHsb 3HaHUI B 00BEME,
Y poBeHb 3HAHHIH HIKE COOTBETCTBYIOIIEM IPOrpaMMe
IMosHOTA 3HAHMI MUHHMATBHBIX TpeOOBaHHIA. MOATOTOBKH. MOTYT OBITH
HNmenu mecto rpyObie ommbky. JIOIYIIEHbI HECYIIECTBEHHBIE
OIIHOKH

[IponeMOHCTPHPOBAHEI OCHOBHBIE
yMeHHUsl. PelieHEs! THIIOBEIE 3a/1a4H,
BBINOJIHEHEI Bee 3aanus. Moryt
OBITH JOMYIIEHBI HECYIIECTBEHHBIE
OIIMOKH.

Ilpu pemieHUH CTaHAAPTHBIX 3a1aq
HE NPOJAEMOHCTPHPOBaHBI
OCHOBHbIE ymMeHHs. Mmenn mecTo
rpyOble OIMOKH.

Hannune ymennii

[TponemoncTpupoBanbl Ga3oBkIe
HABBIKH [IPH PELICHUH
CTaH/JapTHBIX 3a1a4. MoryT ObITh

ITpu pemieHun cTaHAAPTHBIX 3a1a4
Haymyue HABBIKOB | HE NPOAEMOHCTPHPOBAHEI 0a30BEIE

HaBbIkH. IMenmu mecTo rpyObie

(srapenne oneiToM) Py JIOTIY1IeHbI HECYIIECTBEHHbIE
OIUOKH.
OIHOKH.

Morupanss YueOHas akTHBHOCTD ¥ MoTHBanus | [IposBisercs yueOHas akTHBHOCTD
(EraocTHOR c1abo BBIpaXKEHBI, FTOTOBHOCTh H MOTHBALUS, JIEMOHCTPUPYETCS

pelnaTh NOCTaB/IeHHBIE 3312491 TFOTOBHOCTB BBINOJIHATE
OTHOMIEHHE) Ka4eCTBEHHO OTCYTCTBYIOT II0CTAB/ICHHbIE 3a/Ia4H.

Komnerenuus B nonHoi mepe e | ChHOpMHPOBAaHHOCTH KOMIETEHIIMA

cpopmupoBana. MMetonmHxcs COOTBETCTBYET TpeOOBAHHAM.
XapakTepHcTHKA 3HaHWH, YMEHHUH, HABBIKOB Wmeronmmxcst 3HaHui, yMeHHIA,
c(opMHPOBAHHOCTH HEJJOCTATOYHO ISl PeIIeHHUs HAaBBIKOB ¥ MOTHBAIINH B LIEJIOM
KOMIIETeHIIHH NPaKTHYECKHX JOCTaTOYHO IS PEIICHHAS

(npodeccuoHaTBHBIX) 3a1a4. NPaKTHYECKUX

Tpebyercs noBTOpHOE 00yUEHHE (npodeccHOHAIBHBIX ) 3a4a4.




Yposensb
c¢(pOpMHPOBAHHOCTH
KOMIIeTeHIHii

Huskuii CpenHuii/BbICOKHH

3. Oneno4nsblie cpecTBa

3.1. IlpuMepbl OLEHOYHBIX CPEACTB A TeKymero kouTpoas (YK-1,2,3, OIIK-1, IIK-

4,5)
3.1.1 3ananus Ha JOoNOJIHEHHE
Nen/n | KomnereHuun | 3anaHue Ha yCTaHOBJIEHWE JOTIOTHEHHS [IpaBunbHEIif
npoBepseMble | (BONpOC — IOMOJHHTE....) BapHaHT OTBETa
NaHHBIM
3agaHHeM
1. VK-2,3 Banunaus AHATHTHYECKOH METOIMKH - 3TO | KOHTPOJIA KayecTBa
OIIK-1 IKCIEPHUMEHTAIbHOE [10Ka3aTelbCTBO TOrO, YTO METOIHKa,
ITK-4,5 npeaHa3HaYyeHHas IUTS
JIEKapCTBEHHBIX ~ CpPEACTB, [PUrofHa Ul pelieHHs
NipearnoJiaraeMbix 3anau.
2. VK-2,3 AnanuTHuecKas METOAMKAa — METOOMKA TPOBEICHHA | aHATMTHYECKOTO
OIIK-1 UCTIBITAHHH ~ JIEKapCTBEHHBIX ~ CPEACTB,  BKIIOYAKOLIAs | HCMBITAHHUA
I1K-4.5 noapobHoe  ONHCaHHE  [OC/IEN0BATENIbHOCTH  AeHCTBHI,
HeoOXO0IHMBIX s BBITIOTHEHHS
, B TOM YHCIE ONHCAaHHE
MOATOTOBKH HCMBITYEMBIX 00pa3iioB, cTaHAapTHRIX 00pa3LoB,
PEeaKkTHBOB, HCMONb30BaHHEe OOOpYIOBaHHA, TOCTPOSHHA
rpagyHpOBOYHOM KPHBOI, HCTIOIb3YEMBIX PACYETHBIX (hopMy
HT.IL
3. VK-2,3 Bepugmukauns  ( ) METOOHKH — | OIEHKa
OITK-1 IKCNEPUMEHTAILHOE 0Ka3aTe/IbCTBO TOr0, YTO METOAMKA | NPHMEHHMOCTH
IK-4,5 MPUTOAHA AN NOCTHXKEHHA TeX Lenei, i KOTOpBIX OHa
MpeIHa3HaueHa, ¥ MOXKeT ObITh KOPPEKTHO BOCMPOM3BEICHA B
YCIOBHAX KOHKPETHO# nabopatopnu.

3.1.2 3ananus ¢ BbIOOPOM HECKOJIbKHX 0TBETOB

[ Ne KoMmneTeHLHH,
n/n rpoBepseMble
NAaHHBIM
3alaHuEM

TecroBbie BONPOCHI K BAPDHAHTHI OTBETOB

TMpaBuibHbIH
BapHaHT OTBETA

1: ITIK-4,5

ITOKA3ATEJIb COOTBETCTBHMA ChIPBA/TIPEITIAPATA
TOMY HAMMEHOBAHHMIO, [10J] KOTOPBIM OHO
[MOCTVYIIMJIO HA AHAJIU3 - 2TO:

1) mnomnuHHOCTH

2) WACHTHYHOCTL

3) cneundpHIHOCTL

4) nNpaBHILHOCTE

2 IK-4

METOJHUKH [MTPOBEPKH MNOJIMHHOCTH
[MOABEPTAKOTCA BAJIMJTALIMH [TPHU
HEOBXOJIUMOCTHU IMOATBEPAUTH UX:

1) nuHelHOCTH

2) mNpaBWJIbHOCTH

3) cneun(pHIHOCTH

4) CcXO0IUMOCTh

3 OIIK-1
[1K-4

PEBAJIMIALIUIO (ITOBTOPHVIO BAJIMIALLINIO)
METOJIUK HE ITPOBOAAT ITPU U3MEHEHMWH:

1) ycnoeuit perucrpauuu JIC

2) TeXHOJOTHH MoJydyeHus 00beKTa aHaIu3a

3) cocTaBa neKkapcTBEHHOTO cpeacTBa (00beKTa aHaIn3a)




[ | 4) paHee yTBepKIEHHON METOIMKH aHAIN3A

3.1.3 3apanus HA coNOCTABJIEHHE

Neni/m Komnetenun 3ananne, BADHAHTBI OTBETOR ITpaBunbHbIi
H IUTA COTOCTABJIEHHSA BapHaHT O0TBETa
NpOoBEPAEMbI
e
JAHHBIM
3a7laHHeM
1. VK-2.3 CooTHeCHTE OTIpeieNIeHHAs: 1-Bb
OIIK-1 1. JKcmepHMeHTaNnbHOE [0Ka3aTeMbCTBO TOrO, HYTO METOAHKa, | 2— A
I1K-4,5 OpeaHasHa4Y€HHas [Uid  KOHTPOJIA KavecTBa JIEKAPCTBEHHBIX

CPeNCTE, NPUTOARA NA PElISHUS NPeATIONATaeMbIX 3a8ad;
2. JKCMepHMEHTAlbHOe [0KA3aTeNbCTBO TOrO, HTO METOIHKA
NpPUrofHa MANA [OCTHIKEHHS TeX Iened, I1d KOTOPBIX OHa
npeqHa3Ha4eHa, W MOXKeT ObITh KOPPEKTHO BOCTIPOM3BEeleHa B
YCJIOBHAX KOHKPETHO# 1aGopaTopun

A — BepuUKALMA METOAMKH
b — Banunauusa aHamuTHYECKOH METOINKHA

2. VK-2,3 CootHecure onpeneneHns: 1-A
OITK-1 |. HauMeHbIIEE KONHYECTBO (KOHLIEHTpalLKs) BemecTa B oOpasue, | 2—b
I1K-4,5 KOTOpOE MOKEeT ObITh KOJNMYECTBEHHO OMpeneneHo ¢ Tpebyemoii
NMPaBHIBHOCTBIO W BHYyTpHiabopaTopHOii  (TMpoMexyTO4HO#H)
MPELH3HOHHOCTBIO;

2. HauMeHblIEe KOJWYeCTBO (KOHLEHTpAalWsA) OIpenensieMoro
BemecTsa B obOpaslie, KOTOpoe MOKeT ObITh 0OHapykeHo, HO
Heo0A3aTeNbHO TOUHO KOJTHYECTBEHHO OIpedeNeHo;

A. npejieNl KOMHYECTBEHHOTO ONpeaeIeHHs
b. npenen obHapyxeHus

3. VK-2,3 CooTHecHTe OnpeIeNeHus:

OIIK-1 I. oueHuBaeTcs BHYTPH 1abopaTopWd NpH pa3HbIX YCIOBHAX
[TK-4,5 NpOBE/IeHHs UCTILITAHMI (pasHble IHH, pa3HbIE aHAHTHKH, pasHOe
obopynoBanue, pa3Hbie cepuH (ApTHH) PEakTHBOB H T.1.);

2. OUEHHBAETCA MpPH MNPOBEJEHHH MCMBLITAHHA B  pasHbIX
nabopaTopHsx;

3. olleHHBaeTCs BHYTPH 1abOpaTOpPHH MPH HAECHTHYHBIX YCIOBHAX
NpOBEJEHUS MCMbITAHUHA (OAMH [eHb, OIMH AHAJIMTHK, OIHO
obopyaoBaHHe H T.1L);

LFS I oS
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A. OBTOPAEMOCTB (CXOIHMOCTB)
b. mpomexyTounas (BHyTpunabopaTopHas) MpeLH3HOHHOCTh
B. mewxnaCopaTopas Npenr3nORHOCTE (BOCTIPOW3BOANMOCTE)

3.1.4. 3ananus ¢ pa3BepHYThIM 0TBETOM

Ne Komnerenuuu, | Bompoc oTKpeiTOrO | [IpaBunbHbIi BapuaHT OTBETA
npoBepseMbie | THMA
JaHHBIM
3afaHueM

1. IK-4 YT1o Takoe BanuAaLAA Banunauus AHATMTHYECKOH METOIHKH - 3TO
AHATUTHYECKOM JKCMEPUMEHTANLHOE 10Ka3aTelbCTBO TOrO, YTO METOAMKA,
METOJHKH B npenuaanaqenuaﬂ ana KOHTPOJISI Ka4yecTBa nexapcmeunux
COOTBETCTBHH C CpelCTB, MPHIOlHA Ul pellieH!s NpeanoiaraeMbix 3aaaq.
IocynapcTBeHHO#M
tapmakoneeii
Poccuiickoii




Denepaumn XV
H31aHua?

2. [TK-4 Yro Takoe Bepuduxaims aHATUTHYECKOH METO/IHKH =
BepHUKaLHA IKCNIEPHMEHTAIBHOE 0KAa3aTeNbCTBO TOr0, 4TO METOAMKa
aHAIHTHYECKO OpHrOfHA s JOCTIXKEHHMA TeX LeNel, Ansd KOTOphIX OHa
METOMKH? npeaHa3Ha4eHa, ¥ MOXeT ObITh KOPPEKTHO BOCTPOM3BEAEHA B

YCIIOBHAX KOHKPETHOIi 1TabopaTopuH.

3 VK-2 Jaiite onpenenexnue [IpeuM3NOHHOCTE —  BhIp@XKeHHWe Onu3ocTH  (cTemeHw
I1K-4,5 MOHATHIO pasbpoca) pe3ynbTaTOB  (3HAUEHWH) MeEKAY CepHAMH
«TPELM3UOHHOCTDY. H3MEPEeHHH, B3ATHLIX U3 OJHOH W TO¥ ke 0HOPOAHOH NMpoObl,
Yto ABaseTca Mepoi B MPEONHCAHHBIX  METOAMKOH  YCJIOBHSX. Mepoii
NpelH3HOHHOCTH? MPELM3HOHHOCTH  fBAAETCA  BEJMYMHA  CTAHIapTHOrO
OTKIOHEHHS ~ pe3ysibTaTa  OTAEJNbHOrO  OIpEeHesIeHHs,

nony4eHHas Ui BbIOOPKHM 10CTaTo4HO 60BIIOro 00bEMa.

3.2 IlpomexyTouHslii koHTpo.s (YK-1,2,3, OIIK-1, I1K-4,5)
3.2.1 3aganus ¢ BbIGOPOM HECKOJbKHX 0TBETOB

Ne Komnereniun, | TecToBbie BONPOCH! U BAPHAHTBI OTBETOB TTpaBumbHbIiH
n/n npoBepsAeMble BapHaHT OTBETA
JaHHbIM
3a/laHHEM
1. [K-4,5 [TOKA3ATEJIb COOTBETCTBHA ChIPBA/TIPEIIAPATA 1

TOMY HAUMEHOBAHMIO, T10J] KOTOPbLIM OHO
TTOCTVIIMJIO HA AHAJIH3 - 3TO:

5) NOMIMHHOCTH

6) HIEHTHYHOCTh

7) cneunpHyHOCTD

8) npaBHIBLHOCTB

2. IK-4 METOJIHUKH [TPOBEPKH MNOIJIMHHOCTH | 3
INMOOBEPTAIOTCA BAJIMJJAILIMHA IPH
HEOBXO/IMMOCTH IMOJITBEPAUTH UX:

5) nuHelHOCTH

6) mnpaBUILHOCTH

7) cnewuduuHOCTL

8) cxoauMocTh

3. OIIK-1 PEBAJIMJALIHIO (IMOBTOPHY1O BAJIMJJALIMIO) | 1
IK-4 METOJIMK HE ITPOBOJAT ITPH U3BMEHEHHH:

5) ycnoBuit peructpauuu JIC

6) TEXHOJIOTHH NOJy4YeHHs 00BbEKTa aHaIn3a

7) cocTaBa JeKapcTBEHHOTO cpencTra (00bekTa aHanu3a)
8) paHee yTBEpKIEHHOI METOAMKH aHA/IN3a

4. TK-4 CIIOCOBHOCTBb AHAJIMTUYECKOU METO/IMKH | 4
OJIHO3HAYHO OLIEHUBATH OIPEIEIISIEMOE
BEILLECTBO B TIIPUCYTCTBMU COITYTCTBVIOLUMX
KOMITOHEHTOB - 3TO:

1) BOCHPOM3BOAUMOCTH

2) TIPABMIBLHOCTDL

3) CcXOOHUMOCTB

4) cneunpuIHOCTH

5. [K-4 HAUMEHBIIEE KOJIMYECTBO  (KOHLIEEHTPALIMA) | 2
OIIPEJNEJIAEMOI'O BEILIECTBA B OBPA3IIE, KOTOPOE
MOXET BbITb OBHAPYXXEHO (MJIM TMPHUBJIMXXEHHO
OLIEHEHO) C HWCIIOJIb30BAHUEM BAJIMJIMPYEMOM
METOJHKH - 3TO:




1) npenen KOMMYECTBEHHOIO ONpPEAEICHHA
2) npenen oOHapykKeHHA

3) npenen aHAIUTHYECKOH METOIHKH

4) mnpepmen BaTHAALMH

6. MK-4 HAHWMEHBIIEE KOJIMYECTBO (KOHLIEHTPAIIHMA)
BELIECTBA B OBPA3LIE, KOTOPOE MOXET BbITh
KOJIMYECTBEHHO OLIEHEHO C HCIIOJIb.30BAHHEM
BAJIMAUPYEMOM  METOIMKM C  TPEBYEMOW
ITPABHUJIbHOCTBIO H BHYTPUJIABOPATOPHOM
(MIPOMEXY TOYHOW) MPELIM3UOHHOCTBIO — 3TO:
1) mpenen KONMMYECTBEHHOTO OMpEeNeHHs
2) npenen oOHapyKeHHA
3) npenen aHAJIHTHYECKOH METOIHKH
4) npenen BaIHAALHH
7 IK-4 WUHTEPBAJl MEXJY BEPXHMM W  HWKHUM
3HAYEHUEM AHAJIMTUYECKHMX XAPAKTEPHUCTHK
OIMPEJEJNAEMOIO KOMIIOHEHTA B  OBBEKTE
AHAJIM3A (EI'O KOJIMYECTBA, KOHLIEHTPAIIMH,
AKTUBHOCTH U T.I1.) - 2TO:
1) npenen oGHapyXeHHUA
2) npeaen KONMYECTBEHHOrO ONpejeneHus
3) aHanuTHYeckas 001acTh METOAHKH
4) BanuaauUHOHHBIH AHANA30H
8. [TK-4 METOJHUKH KOJIMMECTBEHHOI'O  OIIPEIOEJIEHHMA
JOJDKHBI BbIThL TIPUMEHHMMbBI B HHTEPBAJIE (OT
HOMHHAJIBHOI'O 3HAYEHUA OIPEEJIAEMOM
AHAJTUTHYECKOM XAPAKTEPUCTUKH):
1) or 50 no 150%
2) ot 70 oo 130%
3) or80m0120%
4) o140 no 160%
9. K4 HAJIMYHE JIMHEMHOW 3ABUCHUMOCTH
AHAJIMTUYECKOI'O CHMI'HAJIA OT KOHLIEHTPALIMH
WKW KOJIMYECTBA OITPEJEJIAEMOIO BELIECTBA B
AHAJIM3UPYEMOM [MPOBE B MPEJEJIAX
AHAJIMTUYECKOM OBJIACTA METOIUKH — 3TO:
1) BocnpoW3BOAMMOCTH
2) TpaBHIBHOCTH
3) cxomMMocCTh
4) nuHEeHHOCTH
10. IK-4 BAJIMJUPYEMAA METO/JIHKA [MPU3HAETCA
[TPABWJIbHOM, ECJIM 3HAYEHHS, TPUHUMAEMBIE 3A
HUCTHHHBIE, JIEXKAT BHYTPU [IOBEPHMTEJIbHBIX
WUHTEPBAJIOB COOTBETCTBYIOULIUX CPEJJHHUX
PE3VYJILTATOB AHAJIM30B:
1) mnoIydYeHHBIX IKCTIEPUMEHTAIBHO MO JaHHOH METOINKe
2) mnoJyveHHBIX /U CTAHAAPTHBHIX 00pa3loB
3) yxazaHHbIX B (papMaKomneiiHO#H cTaThbe
4) ykasaHHBIX B TOCyIapCTBEHHOM CTaHIapTe
11. IK-4 JUIA OLIEHKH IMMPABHUJIbBHOCTH METO/HK

KOJIMYECTBEHHOI'O OITPEJEJIEHUA HE INMPUMEHMWM
IMOoAXOM:

1) aHanW3 ¢ WCMONB30BAHHEM BATUIMPYEMOH METOIHKH
CTaHIApTHHIX O0pa3lOB MM MOIENbHBIX CMeceif ¢
H3BECTHBIM coIepKaHHEM (koHLEHTpalmeii)
ONpeaeIEMOro BeMecTsa

2) paccMOTpeHHE pe3yJIbTaTOB M3yYeHHS CXOIHMOCTH
BaJIHAUPYEMOil METOOMKH

3) cpaBHeHHWe Pe3y/iLTaToB, TIOTYqEeHHBIX c
HCTMOJB30BAHHEM  BAJIHAMPYEMOH  METOAMKH H
00pa3uoBoii MeTOAMKH, MPaBUILHOCTh KOTOpPOH paHee
yCTaHOBJICHA
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4) paccMOTpeHHE pe3ylabTaTOB H3YydEeHHS JHHeHHOCTH
BaIHIMPYEMOH METOIHKH

12

BAJIMJIALIMOHHBIN TTOKA3ATEJIb, KOTOPBIY
XAPAKTEPU3YETCA PACCEAHHMEM PE3VJIbTATOB,
[MOJIVYAEMBIX C HCIIOJIbB30OBAHHMEM METOIWUKH,
OTHOCHUTEJIBHO BEJIMYHHBLI CPEJIHETO
PE3VJIbTATA, HA3SBIBAETCA:

1) cneunduuHOCTH

2) mnpaBHIBHOCTH

3) nNpeuM3MOHHOCTh

4) nWHEHHOCTH

13.

TK-4,5

[MPEU3MOHHOCTL JOJDKHA HMCCIIEJOBATLCA HA
OJJHOPOJHBIX OBPA3LIAX U MOJXET OILIEHUBATLCA
B TPEX BAPHAHTAX, HCKJTIOYAA:
1) mnoBTOpAEMOCTD (CXOAMMOCTE)
2) suyrpunaboparopHas (npoMexyTOouHas )
TPELU3HOHHOCTh
3) wmexnabopaTtopHas MPELM3HOHHOCTh
(BOCTIPOM3BOAMMOCTD)
4) cneuuHIHOCTH

14.

[MTOBTOPAEMOCTb AHAJIMTUMECKOU METOJIMKH
OLIEHMBAIOT ITO HE3BABUCHUMBIM PE3VJIbTATAM,
[MOJIYYEHHBIM:
1) B pa3HBIX periiaMeHTHPOBAHHBIX YCIIOBHSX B OJHOM
nabopaTopuu
2) B OIHHAKOBBIX PETNTAMEHTHPOBAHHBIX YCIOBHAX B
onHoif naboparopun
3) B pa3HBIX pErIAMEHTHPOBAHHBIX YCJIOBHAX B Pa3HBIX
nabopaTopHsx
4) B OJAWHAKOBBIX PErNaMEHTHPOBAHHBIX YCIOBHSX B
pasHeIX JabopaTopHuax

15,

VK-3
IK-4

[MTPOMEXYTOYHAS IMPEIIU3MOHHOCTDb
BAJIUJTUPYEMOM METOJIMKH HE MOXET
OLIEHUBATbHCA:
1) pa3HBIMH HCHOOTHHUTEIAMH B YCIOBHAX paboThbl pa3HbIX
naboparopuii
2) B pasHble IHH B YCTOBHAX paboThl 0HOI 1abopaTopru
3) pa3HBIMH HCTIONTHHUTEIAMHM B YCIOBUAX paboTh! OHOIM
naboparopuu
4) w©a pa3HOM 000pYZIOBAHHH B YCIOBHAX paboThl OMHOM
naboparopuu

16.

MK-4

TIOATBEPX/IEHHE TOTI'O, YTO METO/IMKA
[MO3BOJIAET UAEHTU®HULIMPOBATH UMEHHO
OIMPEJIEJIAEMOE BEIIECTBO — 3TO:

1) crnenupHIHOCTD

2) PaBUILHOCTh

3) OTKPBLIBAEMOCTh

4) MIeHTHHKALASA

17.

ITK-4

COOTHOILUEHHE MEXY INOJIYYEHHBIM CPEJJHUM U
HMCTUHHBIM/OITOPHLIM 3HAYEHUAMU C YUETOM
COOTBETCTBYIOIHUX TOBEPHTEJILHBIX
HHTEPBAJIOB — 3TO:

1) CXOIMMOCTB

2) OTKpbIBAEMOCTH

3) MPaBHILHOCTE

4) BOCIPOH3BOJAUMOCTh

18.

CIMOCOBHOCTb AHAJIMTUYECKOHW METO/IUKHU BbITh
YCTOMYUBOM K BJIMSTHUIO HEBOJIBLIHMX
3AJIABAEMBIX UBMEHEHUH B YCJIOBUSX
BBITIOJIHEHHU A UCITBITAHUS, KOTOPAS YKA3BIBAET
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HA EE HAJIEXXHOCTBG ITPH OBBIYHOM
(CTAHOAPTHOM) HCITIOJIb3OBAHHH — 3TO:
1) cnetHUIHOCTh
2) pobacTHOCTh
3) NPaBUILHOCTh
4) CXOIHMMOCTE

19.

TIK-4

COOTHOIIEHHE CUT'HAJI/IIYM JUUIA YCTAHOBJIEHHA
MPEJEJIA KOJIMYECTBEHHOI'O OIPEEJIEHHUA
JOJDKHO BBITh

1) 10:1

2) 7:1

3) 5:1

4) 3:1

20.

COOTHOWEHWE CHI HAJVILIYM /i YCTAHOBJIEHKS
TPEJIEJIA OBHAPYXEHMS JIOJDKHO BBITh

1) 5:1

2) 7:1

3) 10:1

4) 3:1

I1K-4

[1PU CIIEKTPO®OTOMETPHUUYECKOM OIPE/IEJIEHWH
JIPOTABEPMHA CPEJIHEE 3HAYEHUE TOTJIOLLEHUSA
COCTABHJIO 0.4, A CTAHHAAPTHOE OTKJIOHEHHE —
0,02. YEMY BYJIET PABHO RSD%?

1) 2,5%

2) 5.0%

3) 10,0%

4) 100,0%

22.

ITK-4

TIPH CIIEKTPO®OTOMETPHUECKOM OIPEIEJIEHAN
®YPALIMJIMHA CPEJTHEE COIEP)KAHME
DYPALIIUHA COCTABUIIO 100,0%, A CTAHXAPTHOE
OTKJIOHEHME - 2,5%. YEMY BYJIET PABHO RSD%?

) 2.5%

2) 1.5%

3) 1.0%

4) 100,0%

23.

IK-4

TIPY OTIPEJIEJIEHMM AMJIOJIMITMHA METOJIOM B2XKX
CPEJHEE COJIEP)KAHHE AMJIOJTUITHHA COCTABHJIO
80,0%, A CTAHJTAPTHOE OTKJIOHEHHME — 4,0%. YEMY
BYJIET PABHO RSD%?

) 1.5%

2) 4,0%

3) 5.0%

4) 80%

24,

TP TUTPUMETPHYECKOM OIMPEJEJIEHHUH
AKTHBHOW ®APMALIEBTUYECKOM CYBCTAHLIMU
RSD% COCTABHIJIO 6,2%, A ITPH KOJIMYECTBEHHOM
OIMPEJIEJIEHUU METOJIOM B3XX — 0,9%. KAKOM
METO/] BYJIET LIEJIECOOBPA3HO HCITOJIb30BATDH
JUIA AHAJIU3A JIAHHOM AKTUBHOM
@APMAHEBTHHECKOﬁ CYBCTAHLIUK?

1) THTpUMeTpHYECKUt METON aHanu3a

2) wmerox BDXKX

3) oba mertona

25.

ITPU KOJTMYECTBEHHOM OTTPEJIEJIEHUU AKTUBHOU
®APMALIEBTHYECKOH CYBCTAHLIHHA
CIIEKTPO@OTOMETPUYECKHM METOZOM RSD%
COCTABMIJIO 1,9%, A TIPKH AHAJIU3E METOJIOM B3XX
- 1,1%. KAKOW METOJT BYJIET LIEJIECOOBPA3HO
WCIIOJIb30BATD JUUIsl AHAJIU3A JIAHHOU AKTUBHOWM
®APMALIEBTUMECKOM CYBCTAHLIMH?

1) cnekrpodoToMeTpHyuecKHii METOA aHATH3a
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2) wmetoa BOXKX
3) oba metona

26. [K-4 ECJIK [1PH CIIEKTPO@OTOMETPUYECKOM
ONPEJIEJIEHUM AKTHUBHOM ®APMALIEBTHYECKOM
CYBCTAHIIMH TTPEJEJI OBHAPVIKEHUSA PABEH 0,003
MI'/MIIL, TO [TPEJIEJI KOJIMYECTBEHHOI'O
OIMPEJEJIEHWA BYJIET PABEH:
1) 0,003 mr/mn
2) 0,009 mr/mn
3) 0,03 mr/mn
4) 0,09 mr/mn
27. IK-4 ECJIM IPH OINIPENEJIEHHUH AKTHBHOM
®APMAILIEBTUYECKOM CYBCTAHLIMKM METOJIOM
B3OXX IMPENEJ]l KOJIMYECTBEHHOI'O OITPEJEJIEHHWA
PABEH 1,0 MKI/MJl, TO TIPEAE]l OBHAPYXEHWA
BYIET PABEH:
1) 0,1 Mkr/ma
2) 0,3 Mkr/mn
3) 0,11 mr/mn
4) 0,33 mr/mn
28. MK-4 MPH OLEHKE TIPUTOAHOCTH CHCTEMBI JUIA
METOJIA B2XX HE IMTPOBEPAIOT:
1) pasneneHde MATEH Ha XpoMaTorpaMMe
2) cTaGHILHOCTh AaHATHTHYECKHX PacTBOPOB
3) pH noxsmxHOH da3bl
4) ckopocThb NMOTOKa
29. [K-4 COCTAB TIOJIBDKHOM ®A3bl B OPHUIMHAJILHOH
METO/IHKE: 30% AIIETOHHTPHUIJIA : 70%
®OCPATHOI'O BY®EPA (PH 6,8). B M3MEHEHHOH
METO/HKE: 29% ALIETOHUTPHUIIA 2 71%
OOCDATHOTO BYD®EPA (PH 7,1). HVAKHO 1M
MMPOBOZINTH  PEBAJIMJALIMIO  METOIOMKH, U
[NMOYEMY?
1) HyxHO, T.K. pH Oydepa usmeHseTcs CAMIUIKOM CHIIBHO
2) HYXHO, T.K. COOTHOIUEHME KOMIIOHEHTOB 3JII0EHTa
H3MEHAETCA CIMIIKOM CHIIbHO
3) wnyxHo, T.K. pH 6ydepa u cooTHOImEHNE KOMIIOHEHTOB
3MHOEHTA U3MEHAIOTCS CITULIKOM CHIBHO
4) He HYXKHO
30. ITK-4 ECIIM KODOOHUIMEHT KOPPEJIALIMKM |[R| IIPH
KOJIMYECTBEHHOM OIMPENEJIEHWHU METOIOM B3XX
PABEH 0988, COOTBETCTBYET JIM METOJHKA
AHAJIM3A MTOKA3ATEJIIO IMHEHHOCTb?
1) coorBeTcTBYET
2) He COOTBETCTBYET
31. I1K-4 ECIIH KODOOUILIMEHT KOPPEJIALIMK |R| [IIPH
KOJIMYECTBEHHOM OITPEJEJIEHHUH METOJJOM B3XX
PABEH 0,990, COOTBETCTBYET JIM METOJUKA
AHAJTH3A MOKA3ATEJIIO JIMHEUHOCTB?
1) cooTBeTCTBYET
2) He COOTBETCTBYET
32. TK-4 B KAKOM THAITA30HE MOXHO U3SMEHHUTH
KOHLUEHTPALIMKO COJIM B BY®@EPHOM KOMIIOHEHTE
MOJIBUXKHOM ®A3bI [TPH AHAJIU3E METOJIOM B2XX,
YTOBbLI HE ITIOTPEBOBAJIOCH [TPOBOJIUTH
PEBAJIMTALIHMIO METOJJUKH?
1) +10%
2) £15%
3) +20%
4) M3MEHEHHe HEJOMyCTHMO
33. ITK-4 B KAKOM JUATIA30HE MOXHO U3MEHUTL JUTUHY

BOJIHBI JIETEKTOPA TIPU AHAJIM3E METOJIOM B3XKX,
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YTOBBI HE ITOTPEBOBAJIOCH [TPOBOJIUTDH
PEBAJIMJALIUIO METOIUKH:

1) =l 8m

2) +2mm

3) +5uM

4) u3MeHeHHe HelOMmyCTHMO

34,

B KAKOM JIHUAITIA3BOHE MOXXHO U3SMEHHMTE JJJIMHY
KOJIOHKH IMTPH AHAJIM3E METOJIOM B2XX, UTOBEI
HE ITOTPEBOBAJIOCH ITPOBOIUTH PEBAJIMJIALIUIO
METOJIUKH:

1) +30%

2) +50%

3) £70%

4) H3MeHeHHe HeJOMyCTHMO

35.

B KAKOM JHMAIIABOHE MOXHO W3MEHMWTDL
TEMIIEPATYPY KOJIOHKH ITPH AHAJIM3E METOJIOM
B2XX, YTOBbl HE IIOTPEBOBAJIOCH ITPOBOJIUTH
PEBAJIMJALIMIO METOIUKHU?

1) £10%

2) +£10%, HO He Bhilne 60°C

3) +£20%

4) +20%, Ho He BoIme 60°C

36.

IK-4

B KAKOM THAIIA3OHE MOXHO H3MEHHTD
CKOPOCTbB [TOTOKA ITPHU AHAJIM3E METOJIOM B3XKX,
YTOBbI HE ITOTPEBOBAJIOCH ITPOBOJIUTH
PEBAJIMJALIMIO METOJIMKH:

1) +30%

2) +£50%

3) +70%

4) H3MeHEHHE HeJONMyCTHMO

37.

[TK-4

MPU TPOBENEHUW BAJMIAUWMKU UCILITAHUA
«PACTBOPEHHE®, ECJIH CIIELU®HUKAIIUH
[TPEITAPATA C MOJIHUPULIMPOBAHHBIM
BBICBOBOXJIEHHEM OXBATBIBAIOT OBJIACTH OT 30
% 3A TIEPBBI YAC JIO 100 % OT 3ASABJIEHHOI'O
COJIEPXKAHUA 3A 24 YACA, BAJIMIMPOBAHHBIM
JHUATIA30H IMMPUMEHEHUA TOJDKEH BbITh:

1) ot 0 1o 110 % oT 3agBIEHHOTO CONepPKAHHA

2) ot 10 1o 120 % ot 3a9BNeHHOr0 COAePKaAHHS

3) ot 0 1o 120 % oT 3a9BNEHHOTO COMIEPKAHHS

4) ot 10 1o 110 % oT 3asBIEHHOTO COAEpKaHHA

38.

I[P TMPOBEJEHHWHW BAJIMIOAIIMM  HCIILITAHHA
«PACTBOPEHHE», ECJIH CIIELITUDPUKALIMH
[TPEITAPATA C MOJIHW®HULIMPOBAHHBIM
BbICBOBOXIEHHUEM OXBATBIBAIOT OBJIACTH OT 10
% 3A TIEPBBIM YAC 0O 90 % OT 3AABJIEHHOIO
COIEPXXAHHMSA 3A 24 YACA, BAJIMIUPOBAHHBIN
JTHAITA3B0H IMPUMEHEHHWA TOJIXEH BbIThb:

1) ot 0 no 110 % oT 3as9BNEHHOr0 COAepKaHHs

2) ot 10 go 110 % OT 3a9BIEHHOTO CONEPHKAHUA

3) ot 10 1o 120 % OT 3aABICHHOTO COAEPIKAHHA

4) ot 0 1o 120 % oT 3a4BNEHHOIO COAEpKAHHUS

39.

TP TIPOBEJEHHWHM BAJIMOALIMM  HUCIIBITAHUA
«PACTBOPEHHED», ECJIU CINELHUDHUKALIMH
[TPEITAPATA C MOJUOULIMPOBAHHBIM
BBICBOBOXKAEHHEM OXBATBIBAKOT OBJIACTb OT 20
% 3A TIEPBBIM YAC JIO 90 % OT 3AABJIEHHOIO
CONEPKAHUS 3A 24 YACA, BAJIUJIMPOBAHHBIN
JHATIA30H ITPUMEHEHHWA JJOJDKEH BbIThb:

1) or0 mo 110 % or 3asBIEHHOrO COAEPKAHHS

2) or 10 no 110 % oT 3asBIEHHOTO CONEPKAHUA

3) ot 10 1o 120 % oT 3asBIEGHHOIO CONEPKAHHA
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4) ot 0 10 120 % oT 3aABIEHHOrO COlePKaHHUA

40. ITK-4 ITPH OITPEJEJIEHUH IMOBTOPAEMOCTH | 1
(CXOIMMOCTH) KOJIMYHECTBEHHOI'O OITPEJIEJIEHHUA
METOJIOM BOXX IIBA HUCCIJIENOBATEJIA
AHAJIU3UPOBAJIHA AKTHUBHYIO
OAPMALIEBTUYECKYHK) CYBCTAHIIUMIO HA OJJHOM H
TOM XE OBOPYJIOBAHHWU B TEYEHUE OJJHOI'O JIHA.
ECTb JIA OLIMBKHM B TIPOBEJEHHWU JAHHOI'O
HUCCIIENOBAHUA?
1) ectb, TNOCKONBKY HCCNIEIOBaHME [OKEH Obin
MPOBOIUThL OIHH YeI0BEK
2) ecTh, TMOCKOJBKY HWCCNeNOBaHHE JODKHO ObLNO
NIPOBOJNTHLCSA B Pa3Hble THH
3) omubok HeT

3.2.2 3amanus HA COMOCTABJICHHE

Nen/n KomnerteHun 3anaHue, BapHaHThI OTBETOB [MpaBunbHBbIif
%} 11 COMOCTAaBIEHUA BApHaHT OTBETA
TIPOBEPAEMBI
e
JIaHHBIM
3aJaHHEM
L VK-2,3 CooTHecuTe OnpesieNeHns: 1-Bb
OIIK-1 1. JKCHepHMEHTANbHOE J0Ka3aTelbCTBO TOTO, 4UTO METOAMKa, | 2— A
[1K-4,5 npefHa3HauYeHHas I8 KOHTPOJIA KayecTBa JIEKapCTBEHHBIX
CPEICTB, IPHIOIHA /I PeIIeHHs NpeanoiaraeMelx 3a1ad;
2. D3KCepHMEHTalbHOE [0KAa3aTeNbCTBO TOTO, 4YTO METOIHKA
OpHrOAHAa s JOCTHKEHHMSA TeX LeneH, And KOTOphIX OHa
npeHa3sHa4YeHa, M MOMeT ObiThb KOPPEKTHO BOCIpOH3BeIeHa B
YCIIOBHAX KOHKpeTHOI 1abopatopun
A — BepH(UKALIMA METOIUKHA
b — Banupaums aHaNHTHYECKOH METOIHKH
2. VK-2,3 CooTHecHTE ONpeeNeHUs: 1-A
OIlK-1 1. HaumeHBLIee KOMHYECTBO (KOHLIEHTpalMa) BeliecTea B obpasue, | 2 —b
[K-4,5 KOTOpPOE MOMKET ObITh KOJMYECTBEHHO ompejeneHo ¢ Tpedyemoii
NpaBHIBHOCTBIO M BHYTpHIabopaTopHOW  (NPOMEKYTOUHOI)
NPEeUH3HOHHOCTHIO;
2. HauMeHbIIEE KOJWYECTBO (KOHLEHTpAlLMsA) OMNpeensieMoro
BemiecTBa B oOpasile, KOTOpoe MOkeT ObiTh OOHapy#eHO, HO
Heo0A3aTeTbHO TOYHO KOJTHYECTBEHHO OMNpPENeseHo;
A. npeJiesl KOJUYECTBEHHOTO OTNpeie/ieHus
b. npenen obHapyxeHHs
3. VK23 CooTHecHre onpeneneHus: 1-B
OIIK-1 |I. omeHmBaercs BHYTpH naGopaTopuH TpH pa3HbBIX YycnoBuax | 2—B
[TK-4,5 MpOBEJIEHHs MCTIbITaHHUI (pa3Hble IHH, pa3Hble aHAMHTHKH, pazHoe | 3 — A

obopynosanue, pasHbie cepyH (MapTHH) PeakTHBOB H T.1.);

2. OLEHMBAaeTCA MNpH MPOBEJCHMH HCMBITAHHHA B  pa3sHBIX
nabopaTopHax;

3. oueHuBaeTcs BHYTPH 1abOpaTOPUH NMPH HIEHTHYHBIX YCIOBHAX
NpOBEEHNS MCTbITAHWHA (OMMH [eHb, OOMH AHAIWTHK, OIHO
00opynoBaHHE U T.1L.);

A. MOBTOPAEMOCTH (CXOAHMOCTH)
b. mpomexyTouHas (BHyTpHiabopaTopHas) PeLH3HOHHOCTh
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B. mMeknabopaTopHas NPeLU3HOHHOCTE (BOCIIPOM3BOIHMOCTS)

VYK-2,3
OIIK-1
[IK-4,5

CooTHecuTe napaMeTphl BapHallMH M BalMIMPYEMBbIil METOA MpH
OlLIEHKe po0acTHOCTH:

1. wsmenenue pH noxsmxHOI hassr;

2. CKOpPOCTb ra3a-HOCHTEIA;

A. xunxocTHas Xxpomatorpadus
b. razoBas xpomarorpadus

2-b

VK-2,3
OIK-1
[K-4,5

CooTHecHTe onpeneneHH:

1. cooTHOmeHMe MEXIy TIOMYYEHHBIM CPEIHHM H HCTHHHBIM
3HAYEHWsIMM C Y4ETOM  COOTBETCTBYIOIIMX JOBEPHTE/IBHBIX
HHTEPBA/IOB;

2. DIM30CTh MONYYEHHOrO 3HAYEHHA K MUCTUHHOMY (OmopHOMY),
KOTOpas BhIpakaeTcs BETHYHHOH OTKphIBAaEMOCTH. XapaKTepH3yeT
CHCTEMaTHYECKYH0 OITHOKY

A. MpaBHIBHOCTh
b. oTKpbIBaEMOCTH

1-B
2-A

YK-2,3
OMNK-1
ITK-4,5

CooTHecHTe onpeneneHt:

1. uATEpBan Mex Iy HanOOMbLIEH H HAMMEHbIIEH KOHUEHTPAUHAMH
(KoNmMUecTBOM) OMpeseiieMOoTo BellecTBa B 00pasie (BKIOYas 3TH
KOHIIEHTpalUWH), ANs8 KOTOPOro MOKa3aHo, 4TO aHalIMTHYecKas
METOJMKa WMEeT TMpHEMJIeMblii YpPOBEHb NPELIM3HOHHOCTH,
MPaBUILHOCTH M THHEHHOCTH

2. npAMO MpPONOPUHOHAILHAS 3aBHCHMOCTh AHATHTHHECKOTO
CHrHANa OT KOHLEHTPaLUHK (KOJJMUECTBa) ONpeaenaeMoro BelecTBa
B aHanusupyemoil npobe B mnpenenax auana3’oHa NPHMEHEHHS
(aHamuTHYECKOI 00NACTH) METOIMKK

A. TUHEHHOCTH
B. nuanasoH npuMeHeHHs

VK-2,3
OIlK-1
IK-4,5

CooTHecHTe THN aHATHTHYECKOH METOOMKH M XapaKTepHCTHKY
METOIMKH, ONpeIeIAeMYIO TPH €€ BAIHAALIHK:

1. npenen conepxkanus npumecei

2. KOIMYECTBEHHOE ONpeleNleH’He OCHOBHOTO [eHCTBYIOLIETO
BELIECTBA, HOPMHPYEMBIX KOMIIOHEHTOB

A. npenen o0HapykeHUs
b. nuneitHocTh

VK23
OIK-1
TK-4,5

CooTHecHTe THIN aHAJWTHYECKOH METONMKH H HeoOXOIHMOCTh
NPOBEIEHHs OLEHKH NPaBHJIbHOCTH [PH €€ BaJIHIaLHA:

1. McMBITAHKE HA MOMIHHHOCTE

2. mpenesn coiepKaHus npuMecei

3. KONMYECTBEHHOE OMNpeNeJeHHWe OCHOBHOTO AeHCTBYIOLIErO
BEILECTBA, HOPMHUPYEMBIX KOMIIOHEHTOB

A. NpaBUJIBHOCTE MOKET ONPENENATCH NMPH HEOOXOMUMOCTH
b. oueHKa NpaBHILHOCTH HE MPOBOIHTCA
B. olieHKa NpaBMIbHOCTH METOIMKH MPOBOIHTCA 00A3aTENILHO

L B —
|
W >

YK-2,3
OIIK-1
IK-4,5

CooTHECHTE THN AHATATHYECKOH METOAMKM H HEOOXOIHMOCTB
NpoBeJieHHs OLIEHKH poOacTHOCTH NMPHU ee BaJuIalnH:

1. MCTIBITAHKE HA MOTHHHOCTE

2. mpenen coaepxaHus npumMeceit

A. ougHKka poDacTHOCTH HE [POBOAMTCH
B. pobacTHOCTh MOKET ONpeeNAThCs IPH HeOOXOIHMOCTH
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10. VYK-2,3 CoOTHECHTE THI AHAIHTHYECKOH METONMKH W HeoOxomumocTh | 1 —A
OTIIK-1 MPOBEJACHHA OLEHKH NpOMEXyTouHOH (BHyTpunabopaTtopHo#) | 2-b
[1K-4,5 MPELU3UOHHOCTH MPH €€ BATUJALINH:
l. KOnNMUeCcTBEHHOE OMNpeJeleHHe CHOBHOTO JeHCTBYIOLIETO
BENIECTBA, HOPMHPYEMBIX KOMIOHEHTOR
2. KomHYeCcTBEHHOE OTIpe/ieNleHHe JefiCTBYIOMIero BellecTna B TecTe
«PacTBOpeHHE»
A. npomexyrtouyHas (BHyTpunaGopaTopHas) MNpPeLM3HOHHOCTb
OLICHHBaeTCA
b. mpomexyTtouHas (BHyTpHnaOOpaTOpHas) MNPELH3HOHHOCTb HE
OLICHHBAETCA
11. YK-2,3 CooTHecHTe OnpeaeNeHuUs: 1-Bb
OIIK-1 L CBOWCTBO, XapakTepusyrouiee NPELH3HOHHOCTD B|2-A
[1K-4,5 Mex1ab0paTOPHLIX HCIBITAHUAX
2. cnocoOHOCTE aHATHTHYECKOH METOAMKH OJHO3HAYHO OLIEHHBATh
onpefiensdeMOe BEMIECTBO B MPHCYTCTBHH  COMYTCTBYHOIIMX
KOMIIOHEHTOB
A. cneun@UuHOCTB
b. BOCIIpOH3BOAHMOCTD
12. VK-2,3 CooTHecuTe onpeenseMylo BeTHdHHy 1 opmyny ans ee pacuerta, | 1 - b
OIIK-1 ecnu S — cTaHnapTHOE OTKIOHEHHWe aHANIWTHYeCKOro curHana; b — [ 2—A
[1K-4,5 KO(pHIMEHT YYBCTBHTENBHOCTH, MNpeacTaBnsomuit  coboii
OTHOIIEHNE aHAWTHYECKOr0 CHUTHANA K OmnpelenseMoil BelHunHe
(TaHreHC yria HaK/I0Ha KATUOPOBOUHOI KPHBOIi):
1. npenen oOHApYKEHHS
2. mpefien KONMUYECTBEHHOTO ONpeaeneHus
A. 10*(S/b)
B. 3,3*(S/b)
13. VK-2,3 B BamumumpoBanHyio wMetoaumky BD3XX nnanumpyercs BBecTH | | — A
OIIK-1 H3MEHEHHE. CooTHecHre MpPOBEIEHHOE H3MEHEeHHe ul|l2-b6
[1K-4,5 Heo0X0IUMOCTh MPOBENCHHA PEBANHAALNM NaHHON METOIUKH:
1. naHa KONMOHKH coctaBnsna 10 cM, MIaHupyeTcs HCMoNb30BaHHE
KOJOHKH [UTHHOMH 15 cM
2. pH BoxHoro kommoHeHTa noABWAKHOH (a3bl Obuto 6,8,
iaHupyerca uameHenue pH no 7,2
A. peBanuianys METOAMKH HE HyKHa
b. pesanunaums Metonukn HeoOXxonuma
14. VK-2.3 B BammaupoBannyro wmeroauky BDIXKX mimanupyercs BBectH | 1 - A
OIlK-1 m3meHenne.  CooTHecHTe — mpoBeleHHoe — M3MeHeHWe W |2-b
[K-4,5 He00X0AUMOCTE MPOBEeHHs PeBAIJALHN JTAHHOH METOAMKH:
1. iuHa KONOHKH cocTanana 20 cM, MIaHUpyeTcs HCMONb30BaHHE
KOJIOHKH JUTHHOH 15 cM
2. mI1aHHpYeTCA HCMONb30BAHHE KOJOHKH C Pa3sMEpPOM YacTHL, Ha
10% GonbiyM Mo CpaBHEHHUIO € MPOLINOH
A. pepanunauus METOIUKH He HYKHa
b. pepanuaauus metoauks HeoGxoanma
15, VK-2,3 B BamuaupoBanHywo wmetonuky BDOJKX mnanmpyercs BBectu | 1-D
OIIK-1 niMeHenwe.  CooTHecHMTE  MpOBEJEHHOE  H3MEHEHHE M | 2—-A
[1K-4,5 He0o0XO0IHMOCTh NPOBEICHUA PEBANTHIALIMH JaHHOH METOIHKH:

1. nnuHa KonoHkH coctasnana 10 cM, MIaHUPYETCH MCIOJIb30BaHHE
KOJIOHKH JUTMHOH 20 cM
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2. nnaHupyeTcs UCMONb30BAHHE KOJOHKHM C pasMEpPOM HacTHll, Ha
10% MeHBIIMM M0 CPaBHEHHIO C MPOILIOH
A. peBanuIanMsA METOIHKH HE HYXKHA
b. pepanunaums MeTonuku HeoGXoaUMa
16. VK-2,3 CooTHecHTe TOHATHS: 1-B
OI1K-1 1. noBTOPAEMOCTH (CXOAMMOCTE) 2-b
IK-4.5 2. pHyTpunabopaTopHas (MpoOMeKyTOUHas) PELH3HOHHOCTh 3-A
3. MeknabopaTopHas MPELU3HOHHOCTS (BOCTIPOM3BOIMMOCTE)
A. OLIEHHBAETCH npH NpeAnoIaraeMoM BKJIHOYEHHH
paspabaTbiBaeMOi MeToMKH B poekT ODC, ®C
B. ouenuBaeTca nmpH HeoOXOOMMOCTH BKIHOYEHUS pa3pabOTaHHOMH
METOIMKH B HOPMATHBHYIO JOKYMEHTALHUIO
B. ouenuBaetcs nmpu paspaboTke mo60ii OpHrHHATLHON METOIHKH
17. VK-2,3 CooTHecuTe BaNHIALMOHHYIO XapakTepucTHMKY W mnapameptp, | | —B
OIIK-1 KOTOPbIH PaCCYHTBIBAETCSA MPH €€ OLIEHKE: 2-A
IK-4,5 1. nuHeHOCTH
2. NpeLH3HOHHOCTD
A. OTHOCHTE/TbHOE CTARAAPTHOE OTKIoHeHHE RSD%
B. ko3pHumeHT KOppensiuyH
18. VK-2,3 Cootrecute npenen obHapyKeHHs W 3HAYEHHS IS ero pacyeTa: 1-Bb
OTIK-1 1.~1,2 2-A
IK-4,5 2.~06
A. cTaHIapTHOe OTKIOHEHWe aHAMTHYECKOTO CHTHama — 9;
kod(duument uyBcTBUTENEHOCTH — 50
b. craHmapTHOe OTKJIOHEHHE AHAIWUTHYECKOro curHama — 18;
KO03((HIHEHT YyBCTBHTETBHOCTH — 50
19. VK-2,3 CooTHecuTe mpejienl KONMYECTBEHHOTO ompenelieHus W 3HadeHus | 1 — b
OIK-1 JII8 ero pacuera: 2-A
[TK-4,5 1.0,02
2.0,05
A. CTaHOapTHOE OTK/IOHEHWE AHAJIMTHYECKOT0 CHTHala — [
KO2(pUIIHEHT YyBCTBUTENBHOCTH — 200
b. cramnaprtHoe OTKIOHEHHE aHaTWTHUecKoro curhana — 0,1;
K03(QHLHEHT 9yBCTBHTENBHOCTH — 50
20. YK-2.3 CootHecure BenwdyuHy Kkoo(duumenta KoppemsumH r H | 1-A
OIlK-1 3aKIIF0YEHHE O MapaMeTpe «THHEHHOCThY: 2-b
I1K-4,5 1. koadduumeHT Koppensunu pasex 0,996
2. ko3 duumneHT Koppensiuuy paseH 0,966
A. napameTp «JIHHEHHOCTBY COOTBETCTBYET TpeboranusM HJJ
b. mapamerp «IHHEHHOCTEY He COOTBETCTBYeET TpeboBanuaM HJ
3.2.3. 3anaHus HA 10TIOJTHEHHE
Nen/n | KommeTeHuuy | 3agaHMe Ha YCTAHOBJIEHHE [I0MOIHEHHN IpaBuibHbI
npoBepsemMbie | (BOMPOC — JAONOJIHHMTE. ...) BapHaHT OTBETA
JaHHBIM
3anaHHeM
l. | VK-2,3 Bannnauus aHATUTHYECKOH METOIHKH - 3TO | KOHTPOJISA KayecTBa
OIIK-1 SKCMEPHMEHTANbHOE NOKA3aTeNbCTBO TOFO, HTO METOIMKA,
ITK-4,5 npeaHasHadYeHHas s
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JIEKAPCTBEHHBIX CpeacTB, NpUroaHa s peICHuA
npeanojaracMbiX 3anad.

2. VK-2.3 AHanWTHYecKas METOAWKA — METOJAMKAa [NpOBENEHHS | AaHAIWTHYECKOro
OIIK-1 HCMBITAHHA ~ JIEKapCTBEHHBIX ~ CPENACTB,  BKJIKYAKOLIAs | MCIBITAHHA
MK-4.,5 noapoOHOe  OMHMCaHWe TOCNeJ0BaTeNbHOCTH  JeHCTBHIA,
HeOOXOAUMBIX ans BBITTOIHEHHA
, B TOM 4YHCIE OMHCaHHE
MOArOTOBKH MCMBITYEMbIX 00paslioB, CTAHIAPTHRIX 00pasioB,
PEakTHBOB, HCMONb30BaHWE O000pYJOBaHWA, MOCTPOEHHUS
rpagyupOBOYHON KPUBOH, HCTIOJIB3YEMBIX Pacu&THBIX (hopMyn
HT.I.
3. VK-2,3 Bepuguxamms  ( ) MEeTOOMKH — | OLEHKa
OIIK-1 IKCNIEPHMEHTANBHOE [0KA3aTeNbCTBO TOTO, 4YTO METONAMKA | MPUMEHUMOCTH
TK-4,5 NpUrofHa ANf OOCTHMKEHHA TeX LeNeH, 1A KOTOpBIX OHa
npeHa3HAYEeHa, H MOXKET ObITh KOPPEKTHO BOCNPOM3BE/ICHA B
YCIOBHAX KOHKpETHOH abopaTopuu.
4, VK-2,3 BocnpomseoauMocTe  —  CBOMCTBO,  XapakTepH3ywowled | MexnadopaTopHBIX
OIIK-1 MPELN3HOHHOCTE B HCIMBITAHHAX.
I1K-4,5
5. VK-2.3 JnanazoH npUMeHeHNs (aHaTUTHIecKas o0nacTk) — WHTepBan | HaubGonbuIek,
OIK-1 MENKITY 7 KOHUEHTPALMAMH | HaWMEHbINei
[K-4,5 (KonMYecTBOM) ONpedenseMoro BemecTea B obpasiue
(BK/IHOYAs 3TH KOHLEHTpALMK), 111 KOTOPOTO MOKa3aHo, ¥To
aHanmWTHYECKas MeETOJHKa HMEET T[pPHEMIIEMbiii YPOBEHb
MIPELIM3HOHHOCTH, NPABHIBHOCTH ¥ IMHEHHOCTH.
6. VK-2,3 JluneifHocTe  — 3aBUCHMOCTh | TIPAMO
OIIK-1 AHATMTHYECKOrO CHIHAla OT KOHLEHTPaUWH (KONW4YecTBa) | MPONOpPLHOHANILHAS
[K-4,5 OMpene/seMOro BelIeCTBA B aHATM3Mpyemoil mnpobe B
TpeAenAX AWAnalona NpuMencHua (ananuruueckol obnactw)
METOIHKH.
7 VYK-2,3 OTKpBIBaEMOCTE — COOTHOIIEHHWE MEXAY MONYyYEeHHBIM | HCTHHHBIM
OIlK-1 CpenHuM H 3HAYEHUAMH C  y4&TOM
I1K-4,5 COOTBETCTBYIOIIMX NOBEPHTENBHBIX HHTEPBAJIOB.
8. VK-2,3 ITosTOpsAeMOCTh (MPEUM3HOHHOCTE BHYTPH METOIHKH) — | OJMHAKOBBIX
OIK-1 MPELN3HOHHOCTE METOIMKHM TPH BBITIOJHEHHWH TOBTOPHBIX
I1K-4,5 HCNBITaHNH B PErNaMeHTHPOBAHHLIX YCIOBHAX
B 071HOi1 1abopaTopuH.
9. VYK-2,3 IlpaBunbHOCTE — ONH30CTH MONYYEHHOIO 3HAYEHHS K | OTKPLIBAEMOCTH
OIIK-1 HCTHHHOMY (OMOpHOMY), KOTOpas BbIP@KaeTcs BelHYHHOM
ITK-4,5
10. YK-2,3 IMokasarens «NpaBWILHOCTEY XapaKTepuU3yeT CHCTEMATHYECKYIO
OIIK-1 OIIHOKY.
I1K-4,5
11. VK-2.3 Ilpenen  KONMMYECTBEHHOrO  OMpEAENeHHA  — HaUMeEHbIlIEe
OIlK-1 KOMMYecTBO (KOHLEHTpauws) BemiecTsa B o0pasie, KoTopoe
IK-4,5 MOXKET OBITh KOJMYECTBEHHO oOmpeneneHo ¢ TpebGyemoii
NPaBHILHOCTBIO H BHYTPHIA00PaTOPHO# NPeLM3HOHHOCTBIO.
12. VK-2,3 BryTpuinabopaTopHyl0 TNpeLM3HOHHOCTE MOXHO Ha3BaTh | MPOMEXKYTOYHOM
OIK-1 TaKxKe NPEUH3HOHHOCTHIO.
I1K-4,5
13. VK-2,3 — HAWMEHBIIEE KOJHYECTBO (KOHUEHTpaUHA) | npeaes oOHapyKeHus
OIlK-1 onpezenseMoro BellecTsa B o0pasie, KOTOpoe MOMKET OBITh
[1K-4.,5 o0HapyxeHo, HO Heo0s3aTe/lbHO TOYHO KOJHYECTBEHHO
OMpeeNeHo.
14, VK-2,3 IMpeunsnonHoCcTE —  BeIpaKeHWe ONH30CTH  (CTENEeHH | CepHAMH H3MEpeHHH
OIIK-1 pa3bpoca) pe3y/ibTaToB (3HAuEHMIT) MewIy ,
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ITK-4,5 B3ATHIX W3 OAHOH W TOH JKe OOHOpOAHOH TpoOLI, B
MpEeANHCAHHBIX METOIHKOM YCIOBHAX.
15. VK-2.3 Mepoii npeH3MOHHOCTH ABIAECTCH BEJIHYHHA CTaHIapTHOTO
OIIK-1 pesynbTata OTOENBHOINO ONpeleieHus, MNOJdy4eHHas Ui | OTKIOHEHHs
IK-4,5 BbIOOPKH J0cTaTOuHO 60JBIIOro 06bEMa.
16. VK-2,3 BuytpunaGoparopHas —  BIHAHHE | MPELH3HOHHOCTDb
OITK-1 Bapualmii BHYTpH nabopaTopuu (pa3Hble [HH, pa3HbIe
ITK-4,5 AHAIINTHKY, pa3Hoe 0o0OpyJOBaHHWe, pa3Hble CEpHH (TIAPTHH)
PEaKTHBOB M T.1.) Ha PEe3yJbTaThl HCIBITAHHH HIEHTHYHBIX
00pa3uoB, 0TOOpaHHbIX H3 OJHOH U TOH e CepHH.
17. YK-2.3 — CrMocobOHOCTh aHANMTHYECKOH MEeTONHKH | CHeUH(HUIHOCTH
OIIK-1 ONIHO3HAYHO  OLEHHBATH  OMPEIENAEMOE  BEHIECTBO B
K45 UPUCYTCTRUK CONYTCTRYIOWIWX KOMIIOHEHTOR,
18. VK-2,3 PobacTHOCTE — cOCOGHOCTE AHATUTHIECKOH METOMMKH ObITh | M3MEHEHHI
OTIIK-1 ycTOiuHBON K  BIMAHHIO HeGOIBIIMX ;
IK-4,5 3a/IaBaEMbIX B YCIOBHAX [POBENEHHS HCMBLITAHUSA, KOTOpas
yKa3bIBaeT Ha €€ HalEKHOCTb MPH OOBIYHOM (CTaHIApTHOM
HCIO/Ib30BAHHH).
19. VK-2,3 IMokazatens «poOacTHOCTH) TakKe MOXKeT ObITh Ha3BaH | YCTOMYHMBOCTHIO
OITK-1 MEeTOIHKH
IK-4,5
20. VK-2,3 MexnabopaTopHas NPELM3HOHHOCTD BaJIMMPYEMOH | BOCIIPOU3BOJHMOCTBIO
OIIK-1 METOJMKH OLEHHBAeTCS TNpPH TMPOBEJEHHH HCMBITAHHN B
I1K-4,5 pa3HeIX nabopatopusx, M MoxeT ObITh Takke Ha3BaHa
3.2.4. 3aganud ¢ pa3BepHYTBHIM 0TBETOM.
Ne Komnerennuu, | Bonpoc OTKpBITOro | IlpaBHIbHBII BADHAHT OTBETA
npoBepseMble | THIMA
JTAHHBIM
3aJaHHEM
ITK-4 YTo Takoe BaTHAALMA Banmupanus aHaIMTHYECKOM METOIHKH - 37O
aHATUTHYECKOH 3KCMNEPHMEHTAIbHOE J0Ka3aTelbCTBO TOTO, YTO METOIMKA,
METOIMKH B npeqHasHauYeHHad 174 KOHTPOJsA KadecTBa JIEKapCTBEHHbIX
COOTBETCTBHUH C Cpe/CTB, MPHTroHA /U1 PEIICHHS NPEAnonaraeMbix 3anaq.
Tl'ocynapctBenHo#t
(apmakoneeii
Poccwniickoit
Denepaunn XV
H3aHuA?

2. [K-4 Yro Takoe Bepudukamms aHATMTUYECKOH METOIHKH -
BepUdUKaLMA JKCIEPHMEHTAIBHOE J0KA3aTeNbCTBO TOrO, HTO METOJHMKa
aHATHTHYECKOH NpUTOJIHA Ui JOCTHKEHHA TeX Leelf, Ind KOTOPBIX OHA
METOIHKH? npeaHa3HaueHa, H MOXKeT ObITh KOPPEKTHO BOCIIPOM3BEIEHA B

YCTIOBHAX KOHKpeTHOii tabopaTopun.

3. VK-2 JlaiiTe onpenenexHure [lpeumsHOHHOCTE —  BhIpameHHe ONM30CTH  (CTeneHH
IK-4,5 MOHATHIO pasdpoca) pe3yibTaToB (3HAueHWH) Mexay CepuUsMH
«TIPELH3HOHHOCTBY. M3MEpeHHi, B3ATHIX M3 ONHON H TOMH ke 0AHOPOAHOH NpobsI,
Yro ABnseTCS Mepoii B TpEeONHCAaHHBIX  METOAHMKOH  ycnoBHAX.  Mepoii
MPEeHH3HOHHOCTH? MNPEeHH3HOHHOCTH  ABJIACTCA  BEAWYHHA  CTAHAAPTHOIO
OTKJIOHEHHA  pe3ynbTaTa  OTAEJABHOTO  ONpeleNeHus,

NoJy4eHHas /uis BRIGOPKM 10CTaT04HO Gosbiioro obbéma.
4. VK-2 Kaxwue Tpu Buaa Ilpn Bamumalu¥ aHATUTHYECKOH METOJMKM OLEHHBAIOT —
[1K-4,5 NPELH3HOHHOCTH NOBTOPAEMOCTh (cxomumocCTh), NPOMEXYTOUHYIO
MOTYT OBITh OLIGHEHBI (BHyTpHIab0OpaTOPHYIO) MPeLH3HOHHOCTE "
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TPH BaTMAALHH
AHATUTHYECKOH
meroauku? [laiire
onpeJeneHus.

BOCITPOH3BOIHMOCTb.
IToBTOpsieMocTb (MPELM3HOHHOCTE BHYTPH METOIHKH) —
NPEUM3HOHHOCTE METOJHKH TPH BBITOJHEHHUH TOBTOPHBIX
MCMbITAHUIi B OMHAKOBBIX PErTAMEHTHPOBAHHBIX YCIIOBHSAX B
0/1HO# 1abopaTopuH (OHH H TOT K€ HCTIONHUTEN OTHO H TO
#e obopylnoBaHHe, ONMH M TOT ke HAOOp peakTHBOB) B
npenenax KOPOTKOTO MPOMEyTKa BPEMEHH.
IIpomexyTounasn (BHyTpHIabopaTopHas)
NpeuH3HOHHOCTL — BIMAHNE BapHalli BHYTpH nabopaTopuu
(pasHele 1OHW, pa3Hble aHAIWTHKH, pa3Hoe 00OpyIOBaHHE,
pasHble cepuM (MApTHH) PeaKTHBOB W T.1.) Ha pe3YJbTaThl
HCIBITAHHH HICHTHYHBIX 00pa3LoB, 0TOOpaHHBIX U3 ONHOMN H
Toi ke cepuH. Bocnpom3sBoaMMocTb —  CBOHCTBO,
XapakTepu3yloleé NPEeLH3HOHHOCTE B MexknabopaTopHbIX
HCTMBITAHHAX.

5. VK-2,3 Kak npoBoautcs [TosTOpsieMocTs onpenenseTcs MyTéM BhIMOJHEHHA HE MEHee
IK-4 OLEHKa 9 onpeneneHui KOHUEHTPALM, BXONAIIMX B IHANA30H

MOBTOPAEMOCTH NpHMEHEHHA aHATUTHIECKON METOMNKH (3 KOHUEHTPaLMH | 3
metoauku? Kak MHOro | moBTOpa s KaxIOH KOHLEHTpallMH), Wi He MeHee 6
HCMONHKTENEH ompeneneHUH KOHUeHTpauuu mana obpasuoB co 100 %
NOJKHEI ObITH COJIEP/KAHHEM OMNPE/ENAEMOro BellecTBa. AHAIN3 MPOBOIHT
3a1efCTROBAHbI MPH ONHH H TOT K€ HCTONHHUTENb, MCTIONL3YA OJHO H TO JKe
OUeHKE obopyrosatine, 0AHH H TOT ke Habop peaKTHBOB.
MOBTOPAEMOCTH
METOIHKH?

6. VK-2 Kakas xapaktepuctuka | [Ipu BamMaauMu MCTILITAHWI HA MOLIHHHOCTh NOJDKHA OBITH

MK-4 METOIUKH OLIEHEHA TOJIBKO crnelUpHIHOCTD METOIHUKH.

OLIEHHBAETCH NMPH Crneundu4HOCTE — COCOOHOCTE AHAMHTHYECKOH METOMHKH
BaJHIAllHH HCTILITAHWH | OJHO3HAYHO  OLEHMBATH  OMNpEIENAEMOE  BEIIECTBO B
Ha NMOUTMHHOCTH? NPHCYTCTBHH COMYTCTBYIOLHX KOMIOHEHTOB.

T. TIK-4 [Nepeuncnure [pu BanumalMK KOMUYECTBEHHOTO OMPENENeHUsi OCHOBHOTO
XapakTepHCTHKH JEWCTBYIOIIETO BEIIECTBA, HOPMHPYEMbBIX KOMIIOHEHTOB
METOIHKH, KOTOpBIe ouennpaoTes CneunduyHocTh, AHaNIMTHYECKas o00/1acTh,
OLIEHHBAKOTCA MPH Jluneiinocts, IIpaBunbHOCTE, [TI0BTOPAEMOCTS (CXOAUMOCTS),
BaHIaLUHH IMpomexyroynas (BHyTpuIabopaTopHas) NPELM3HOHHOCTE H,
KOJIHYECTBEHHOTO npH HeoOX0OIUMOCTH, Y cToMuHBOCTE (poGacTHOCTS).
onpeneneHus
OCHOBHOTO
IeHCTBYHOILErO
BEILECTRA,
HOPMHPYEMBIX
KOMTIOHEHTOB.

8. IK-4 [epeuncnure [lpyn BanmuaauW¥ KONMYECTBEHHOTO OINpEeIeNeHHs mpeaena
XapaKTepHCTHKH conepkaHusi rnpuMeced ouneHmBarTCA CrelMHUYHOCTS,
METOIHKH, KOTOpBIE Ipenen oOHapyxeHus, a TaKkkKe 0OpH HEOOXOAHMOCTH
OLIEHHBAKOTCS TIPH ITpaBuneHOCTL H YCTOHYHBOCTD (pOBACTHOCTS).
BATHIALHH
KOJIMYECTBEHHOTO
onpeneneHus npezuena
colepKaHusd
npuMecei.

9. IK-4 Vkaxure tpeboanus | [Ipn  ouenke JIHHEHHOCTH aHAIMTHYECKMX METOAMK B
K Koo dHIMeHTY OONBIIMHCTBE CITy4aeB HCMONb3YIOT THHEHHbIE 3aBHCHMOCTH,
KOppenAluH |r| mpu oTBeuaollke yciaosuio |rf = 0,99, B Tonbko mMpu aHammze
OLICHKE TIOKa3aTens CITeI0BbIX KOJIMYECTB paccMaTpHBAKOT NHHEelHBIe
«JInHeHOCTEY NpH 3aBHCHMOCTH, UTA KOTOpBIX [rf = 0,9.
BaTHOALNH
AHATMTHYECKOM
METOJIHKH.

10. IK-4 Kaxk nposoautcs | Jlns MeTOOMK C BH3yalbHOH OLEHKOH pe3ysibTaTa aHaumsa
OLIEHKa Ipenena | MpOBOAAT HCHBITAHHA OOpA3LOB C Pa3TMYHBLIMH H3BECTHBIMH

o0HapyXeHHsA s

KOJIMYeCTBAMM (KOHLEHTPALUAMH) ONPEAeNseMoro BelecTsa
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METOIMK C BU3YaNbHOM

H YCTAHABJIHBAKT MHHHUMA/IbHOEC 3HA4YCHHE, MPH KOTOPOM

OLEHKOH  pesyibTaTa | pe3y/ibTaT aHalH3a MOXKET ObITh OLEHEH BH3yaldbHO. 3TO
ananusza? 3Ha4YeHHe ABJIAETCSA OLUEHKOMH npejena oGHAPYKeHHS.

i I ITK-4 Kakne noaxons! | JIna ouneHkd [IpaBUIBHOCTH METOAMK KONHYECTBEHHOTO
NPUMEHUMbI AnA | OMpENeNeHHsA NPUMEHAMBI CIELYIOLMIHE MOIX0IbL:
oueHKH [IpaBUIBHOCTH | a) aHANM3 C MCTONB30BaHHEM BaMAMPYEMOl MeTONMKH
METOIHK CTaHJAapTHHIX 00pa3slioB HMIM MOIEJNBHBIX cMecell ¢
KOJIM4ECTBEHHOTO H3BECTHBIM COIepkaHHeM (KOHLIeHTpallHeli) onpejenseMoro
onpeaeneHun? BELIECTBA;

0) cpaBHEeHHEe pe3yJbTATOB, MOJYYEHHBIX C MCMOJIB30BAHHEM
BIMIMpYyeMOil MeTOAMKM W  00pasLoBOi  METOIMKH,
TPaBHJIBHOCTh KOTOPOH paHee yCTaHOBJIEHA.

12. IK-4 Yro Takoe | PepamMpanms — 3TO MOBTOpHas MpOBEpKa YTBEPKISHHOTO

peBanuaanHa? npouecca (MM €ro yacTu) 4aa obecreyeHHs NOCTOAHHOTO
COOTBETCTBHA YCTAHOBIEHHBIM TpeDOBAHHAM.

13. [K-4 Ykaxkure cnydan | Pepanmumauus aHATHTHIECKON METOIMKHM HEOOXOIMMA, eciu:
HEOoOX0IMMOCTH Kpurepnu npueMneMoCTH, 3alaHHbIE B IUIAHE BATHIALWH [UIA
peBanuaal|n TO4YHOCTH, Oonblme He BhIMONHAOTCA; Meron Oonblie He
AHAIUTHYECKOH ABJIAETCA NOCTATOYHO CTELH(HIHEIM.

METO/IMKH.
14. VK-1 B kakoil  oOmeit | TpeGoBaHud K BATHJALNHM aHATUTHYECKHX METONHK YKa3aHbl
ITK-4 thapmakoneiiHoit B ODC.1.1.0012 «Banupaums aHATUTHYECKHX METOIHKY
cTaree FocynapcrBenHo# grapmakonen Poccuifckoi Penepaunn XV
I'ocynapcTBeHHOIH mw3nanua. B TOCT P 52249-2009 «[lpaBuna npou3soiacTea u
(apmaxonen KOHTPO/IA KauecTBa JIEKAPCTBEHHBIX CPENCTB» YKasaHbI
Poccniickoii TpeboBarus GMP, B COOTBETCTBHH ¢ KOTOPHIMH HEOOXOAUMO
Denepauun XV | npoBoIuTE BalTHIAUMI0 H BEPHOHKALHIO aHAIMTHYECKHX
W3IaHKS TEPEYMCIeHbl | METOIHK.
TpeboBaHuA K
BaTHAALINH
AHAMUTUUECKHX
METOIHK? Vkamure
HasaHue ['OCTa, roe
yKasaHel TpeOOBaHHA
GMP, B coorsercTBHH
c KOTOPBIMH
HeoOXoInMo
MPOBOANTEL BaTHIALHIO
H BepUDHKALNIO
AHATHTHIECKHX
METOIHK.

15. OIlK-1 Yto Takoe Banupauus | Banmunanms = KOMOBIOTEPW3HPOBAHHBIX CHCTEM —  3TO
KOMBIOTEPH3HPOBAHHBI | MOATBEPHKIEHHE TOCPEICTBOM OLEHKH M MNPENOCTaBICHUA
X cHcTeM? O0OBEKTHBHBIX JOKa3aTeJbCTB TOTO, HTO XapaKTePHCTHKH

KOMIIBIOTEPU3HPOBAHHOI CHCTEMBI COOTBETCTBYIOT
NOTPeOHOCTAM MOJIB30BaTENsA H CBOEMY Ha3HAYEHHIO, @ TAKKe
Bce TpeboBaHusA cTaOMIbHO BBIMOIHAIOTCA.

16. VK-1 B Kakoi obmeii | MeToasl cTaTHCcTHUECKOH 06paboTKH pe3ynbTaToB yKa3aHsl B
thapmakoneiHoii O®C.1.1.0013 «CratucTHueckas oOpaloTka pe3ynbTaToB
cTaThe ¢usngeckux,  QU3HKO-XHMHYECKHX W XHMHYECKHX
['ocynapcTBeHHOMH ucneiTauuiiy TocynapcTBeHHoit dapmakonen Poccuiickoi
(apmakoneu Denepauun XV uznanus.

Poccuiickoii
Denepaunn XV
H3J1aHHUA OMHCAHBI
METOIbI
CTATUCTHYECKOIH
ob6paboTku
Pe3y/IbTaTOB aHanu3a’
17. [K-4 Kax paccuntbiBaercs | OTHOCHTE/IbHOR CTaHAAPTHOE OTKJIOHEHWE PacCYMThIBAETCH

OTHOCHTCJIBHOE
CTaHAAPTHOE

no dopmyne: RSD% = (s/x)*100%, rae s — craHmapTHOe
OTKJIOHEHHE BEIOOPKH, X — BEIGOpOUHOE CpefiHee.
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oTknoHeHHe (RSD%)?

18. IK-4 Kak  ornocurensHoe | IIpu ouenke [IpelH3HOHHOCTH METOIOB KOMWYECTBEHHOIO
CTaHIapTHOe aHanM3a MPOBOIAT HECKOIBKO MOBTOPOB KOIMHMECTBEHHOTO
OTKJIOHEHHE MO3BOJIAET | onpeseneHust (o0bMHO He MeHee 5), H pPacCYMTHIBAIOT
OLIEHHTh OTHOCHTE/IbHOE cTaHAapTHoe oTkiaoHeHue. [Ipn RSD < 2,0%
[Tpenu3noHHOCTE CYMTAETCA, HTO METOAMKA KOIMYECTBEHHOIO OIpeleeHHs
METOIOB ABJIAETCA NPELM3HOHHOI.
KOJIHYECTBEHHOTO
aHanuza?

19. ITK-4 [lepeuncnure Ilpu BaTHIALHH KOJIMYECTBEHHOTO onpeaeneHus
XapaKTepHCTHKH meficTyromero  BemectBa B Tecte  «PacTBopeHHe»
METOHKH, KOTOpbIE oueHuBaoTcs CrennduaHocTh, AHamWTHYECKas o06macTh,
OLIEHMBAIOTCSA NPH JIuneiinocts, IIpaBunbHoCTh, [TOBTOpPsiEMOCTE (CXOMMMOCTE)
BaTHAALHH H, IpH HeobxonuMocTH, Y cToiunBOCTS (pobacTHOCTS).
KOJTHYEeCTBEHHOTO
onpeneieHus
AEHCTBYIOLIErO
BEIIECTBa B TeCTe
«PacTBopenue».

20. TIK-4 Kakue TtpeboBanus k | MeTOAMKM KOJIMHECTBEHHOIO OMpENeNeHHUs, HCIOJIb3YyeMbIe

IHana3oHy
NMpUMEHEHHA
(aHanuTHYEeCKOH
obnacTv)  METOOHKH
JUIl  WCTIBITAHMA 1O
NoKa3aresio
«PacTBopenne»?

Npy NPOBEICHHH UCNLITAHUS 110 MoKasaTemo «PacTBopeney,
O0BIYHO NOMKHBI ObITh NMpHMeHMMBI B mpenenax +20 %
(abcomoTHBIX) OT HOMHHATLHOTO [HAMA30HA MPUMEHEHHA.
Hanpumep, ecnim  cneungukaunu npenapara  C
MOIU(HLHPOBAHHBIM BLICBOOOMKICHHEM  OXBaTHIBAIOT
obnacte ot 20 % 3a nepebiii wac 10 90 % oT 3asABIEHHOTO
comepkaHus 3a 24 wuaca, BaNMIMPOBAHHBIN JIMANa3oH
npHMeHeHns JomkeH Obith 0T 0 g0 110 % ot 3aseneHHOrO
COepIKaHHs.




