EBPA3UNCKASI SJKOHOMUYECKASI KOMUCCHS
COBET

PEINEHHUE

«03» Hos106ps1 2016 T. Ne 85 r. Acrana

06 yrBep:kaennu [IpaBua npoBegeHns HecJie10BaHUH
OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX NPeNapaToB
B pamkax EBpa3uiickoro 5kKoHOMHYeCKOIo €0103a

B cootBercTtBuM ¢ nyHkToM 2 ctarbu 4 U cratbed 6 CorsamieHus
0 EIMHBIX TPHHIMIAX W TMpaBUiax oOpalleHus JIEKAPCTBEHHBIX CPE/CTB
B paMmkax EBpazuiickoro 3kOHOMHYECKOro coro3a oT 23 nekadbps 2014 roja,
nyHkToM 86 mpuioxeHus Ne 1 x Pernmamenty pabotel Epasuiickoit
HSKOHOMHYECKOH  KOMMCCHUH, yTBepxkIeHHoMYy Pemenwem  Bricuero
EBpasuiickoro skoHomuyeckoro coeta oT 23 gekabpsi 2014 r. Ne 98,
u Pemenuem Boicmiero  EBpasuiickoro  5KOHOMHYECKOTO  COBETa
ot 23 nexabpst 2014 r. Ne 108 «O peaymszanuu CornameHust 0 eAUHBIX
IPUHIMNIIAX W TIpaBUjax oOpallleHusl JEKapCTBEHHBIX CPEJACTB B paMKax
EBpasuiickoro 3KOHOMHUYECKOTO COHO3a» Coger EBpasuiickoii
AKOHOMMYECKOH KOMHUCCHU P € I H JI:

1. YTBepnuTe npuiiaraemelie IlpaBuna mnposefeHHss HCCIEN0BaHUN
OMOSKBHUBAJIEHTHOCTH JIEKAPCTBEHHBIX MpEnapaToB B paMmkax EBpasuiickoro

SKOHOMUHYECKOTO COHO3a.



2. Hacrosimee  Pemienue  BcTymaer B CWIIY [0 UCTEYEHUH
10 kanmeHjapHbIX JHEH C Jarel BCTyIuleHUus B cuity  IIporokoua,
nojanucangnoro 2 naekabps 2015 roga, o mpucoeauHeHMu PecmyOnuku
Apmenns Kk COrJalieHHI0 O €JMHBIX NPUHLMIAX U [IPaBUIAX OOpalleHUs
JIEKapCTBEHHBIX CPEJICTB B pamkax EBpa3zuilckoro sKOHOMHYECKOIO COr3a
ot 23 nexabps 2014 rona, HO He paHee yem 10 McTedeHUH 10 KaleHaapHBIX

JIHEH ¢ 1aThl 0UIHATIEHOTO OITyOIMKOBaHUS HacTosmero Pemenus.

Ynennl CoBeta EBpa3uiickoii 53KOHOMHYECKOH KOMHCCHU:
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YTBEPKXJIEHBI

Pemrennem CoBera

EBpa3niickoil 5KOHOMAYECKOW KOMUCCUH
ot 3 Hos10pst 2016 . Ne 85

ITPABUITA

NpoBeeHUs UcCIeT0BAHN OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX
npenaparon B pamkax EBpa3uiicKkoro 3k0HOMH4€CKOr0 cOK3a

|. OGune monoxeHus

1. Hacrosimue IlpaBuiia ycTaHaBiuBaroT TpeOOBaHUA K pa3padOTKe
nu3aiiHa HUCCIIEeN0BaHUI OMOXKBUBAJICHTHOCTHU (obmiero IUIaHa
UCCIICIOBAaHUM, OIKUCAHUS CIIOCOOOB TPOBEACHUS HUCCIEIOBAaHUN B
3aBUCUMOCTH OT 0TOOpa U (POpMHUPOBAHUS TPYIIN CYOBEKTOB MCCIEIOBAHUM,
MAaCKHPOBaHMS JTAHHBIX), TPOBEACHUIO HUCCIIECIOBaHUN OMO3KBUBAJICHTHOCTH
W aHaJM3y WX PE3yJbTaroB, a TAKKE OCHOBAHUS JJISl 3aMEHBI MCCIICIOBAHUI
IN VIVO ucciemoBanusiMH 1N Vitro.

Ilemp mpoBemeHHMS HCCICIOBAaHMK OMO’KBUBAJCHTHOCTH — J0Ka3aTh
HKBHUBAJICHTHOCTh ~ BOCIPOM3BEACHHOTO (TMOPHIHOTO)  JIEKAPCTBEHHOTO
npemnapara peepeHTHOMY JIEKapCTBEHHOMY Ipenapary Mo KauyeCTBY, YTOOBI
AKCTPANOIUPOBATh PE3YJIBTAThl TOKIMHUYECKUX MCTIBITAHUN M KIMHUYECKUX
UCCIICOBAaHNM, MMPOBEICHHBIX B OTHOIICHUH pe(epPEHTHOrO JICKAPCTBEHHOTO
npernapara, Ha BOCIPOU3BECHHbBIN (THOPUIHBIN) JIEKAPCTBEHHBIM Mpenapar.
[IpoBenenue ucciaenoBaHU OMOIKBUBAJICHTHOCTH TPEOYETCS MPU BHECEHUH
U3MEHEHUM B PErUCTPAIIMOHHOE J0Che 3apETUCTPUPOBAHHOTO
JECKapCTBEHHOIO IIpernapara (B YacTHOCTH, IpH HW3MEHCHHH COCTaBa

BCIIOMOI'aTCIIbHBIX BCIICCTB, TCXHOJIOTMH IIPONU3BOACTBA, MECTa
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IIPOU3BOJICTBA, YKPYITHEHUU WM Pa3yKPyTHEHUHU NMPOMBIIIIIEHHON CEPUU U T.
1.), Ha TMPEIpPEruCTPAlMOHHOM »JTale TMpU CYHIECTBEHHOM H3MEHEHUU
COCTaBa, TEXHOJIOTMU TMPOU3BOJCTBA JIEKAPCTBEHHOIO Tpenapara (eciu
OCHOBHbBIE€ JIOKIMHUYECKHE M KIMHUYECKUE HCCIEIOBAHUS MPOBEJICHBI C
HEU3MEHEHHBIM JIEKapCTBEHHBIM npenaparom u HE0O0XO0ANMO
HKCTPANOIUPOBATh MOJYUYEHHbIE JaHHbIE 0 0€30MacHOCTU U 3P (HEKTUBHOCTU
Ha MU3MEHEHHBIHN JIEKapCTBEHHBIN Mpernapar), Ipu U3MEHEHUH JIeKapCTBEHHON
dbopMBbI ¢ HEMEJIEHHBIM BBICBOOOXKIECHUEM Ha JIEKAPCTBEHHYIO (opMy C
MOAU(PUIIMPOBAHHBIM BBICBOOOXKICHHEM, pa3pabOTKe KOMOWHUPOBAHHBIX
JIEKapCTBEHHBIX MPENAPATOB U B UHBIX CITyYasix.

2.J]IBa  JIeKapCTBEHHBIX IIpenapara, CoIepXkalluX  OJUHAKOBOE
KOJIMYECTBO JCHCTBYIOIIETO BEIIECTBA, CUMUTAIOTCS OMOIKBUBAJICHTHBIMH,
€CIM  OHM  SBISIIOTCS  (DapMalleBTUUECKH  AKBUBAJICHTHBIMU  WIIH
(dbapMaleBTUYECKU AIBTEPHATUBHBIMU U UX OMOJOCTYIMHOCTH (10 CKOPOCTHU U
CTETNIEHH) TTOCJIE MPUMEHEHHUS B OJIMHAKOBOM MOJISIPHOM J103€ YKJIa/IbIBA€TCS B
3apaHee yYCTAHOBJIEHHBIE JOMYCTHUMbIE TMpeAeNbl. YKa3aHHbIE MPEAeIibl
yCTaHABIUBAIOTCS LTSt oOecreyeHus COMOCTaBUMOCTHU
OuodapMalieBTUYECKUX CBOMCTB JIEKAPCTBEHHOW (DOPMBI, B KOTOPOM
BBIIYCKAIOTCS JIEKAPCTBEHHBIC MTpernapathl iN VIVO (TO €CTh COMOCTaBUMOCTH
ux 10 3(HEKTUBHOCTU U OE€30MACHOCTH).

3. s onpesienieHusi CKOPOCTU U CTENeHH a0COPOLIMH B UCCIIEI0BAHUSIX
OMOSKBUBAJICHTHOCTH OOBIYHO HCIIONB3YETCS KpUBAsg «KOHIICHTPALUS —
Bpemsi». Crenyromue (papMaKOKMHETUYECKHUE TapaMeTphl W 3apaHee
YCTAHOBJICHHBIE TPAHUIIBI UX JIOMYCTUMBIX OTKJIOHEHHH MO3BOJISIOT CYJIUTh O
OMO’KBUBAJICHTHOCTH CPABHUBAEMBIX JIEKAPCTBEHHBIX MpENaparoB IMyTeM
OLICHKU WX CPABHUTEIHHOU OMOIOCTYITHOCTH:

TUIOINAb MO KpUBO# «koHIeHTparus — Bpemsi» (AUC), oTpakaromiast

BCIIMYMHY SKCIIO3UIINH,
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MakcHMalibHasi KoHUeHTpauus BemecTBa (Cmax) B KpOBH, IUIa3Me HIIA
CBIBOPOTKE (J1aJiee Takke — IuiazmMa, OMOXKUIKOCTh);

BpeMsl JOCTHMXKEHHUSI MAKCHUMaJIbHOW KOHIICHTPAllMd B OHOXHUJIKOCTH
(tmax)-

ITpr 3TOM Cpax U thax SBIAIOTCS MapaMeTPaMU, HA KOTOPBHIE OKA3bIBAET
BJIMSIHUE CKOPOCTh a0COpOLNMM JIEUCTBYIOIIETO BEIIECTBA U3 JIEKAPCTBEHHOU
bopMmBbI.

4. Hactosimue IIpaBuiia pacnpoCTpaHsilOTCSt Ha  JIEKapCTBEHHbIC
npenaparbl B BHUJIE€ TBEPJIbIX JEKAPCTBEHHBIX (OpM JJisi IpueMa BHYTPb C
HEMEJJICHHBIM BBICBOOOKJIEHUEM JICMCTBYIOIIErO BEIIECTBA, COAEpKaT
TpeObOBaHUSI K  IUIAHUPOBAHMIO W TPOBEACHUIO  HCCIEIOBAHUMU
OMOSKBUBAJICHTHOCTH TYTEM H3YyYECHHUS CPaBHUTEIBHOU OMOAOCTYMHOCTHU
Pa3HOBUJIHOCTEM  3TUX  JIEKAPCTBEHHBIX (POpM C  HEMEHJICHHBIM
BBICBOOOXKJIEHHEM, a TakXKe JPyruX BHUJOB JIEKapCTBEHHBIX (OpM B
COOTBETCTBUU C OOLIUMHU TPEOOBAHUSIMU COTJIACHO MPUIIOKEHUIO Ne 1.

Pa3pabGoTka nu3aitHa ¥ TpOBENECHUE HCCIEAOBaHUM, aHAIU3 JAHHBIX
CPaBHUTEIBHON OMOJOCTYIMHOCTH JJISI TOJATBEPKACHUS OMOIKBUBAJICHTHOCTHU
JIEKApCTBEHHBIX ()OPM TAaKUX JIEKAPCTBEHHBIX IPENapaToB MPOBOMASTCA B
COOTBETCTBUU C TpeOoBanusmu pasznena Il wacrosmux I[IpaBun. Eciu
OMO’KBUBAJICHTHOCTh HEBO3MOXKHO MOATBEPAUTH C MOMOIIBIO UCCIEI0BAHUM
OMOJOCTYIMHOCTH, MPOBOAATCS (DapMaKOAMHAMUYECKHE WIM KIMHUYECKUE
UCCJIEIOBaHUSI, B COOTBETCTBUM C TPEOOBAHUSIMU COTIACHO MPHUIOKEHUSIM
No 2 u 3.

5.B macrosmux IlpaBwiax  ycTaHaBIMBAaIOTCA  KPUTEPUHU, B
COOTBETCTBUHU C KOTOPHIMH IPOBEICHUE MCCICAOBAHUNA OMOMOCTYITHOCTH IN
VIVO He TpeOyeTcsl (U1 JOTOJIHUTEIIBHBIX J03HPOBOK — B COOTBETCTBUU C
nonpazaenoMm 7 pazgena |l nactosmux IlpaBuwi, A OTAEIBHBIX BUIOB

JIEKapCTBEHHBIX (OPM — B COOTBETCTBHHM C TIpuioxkeHueM Ne 1, s
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npoleaypsl OMOBEHBep, OCHOBAHHOW Ha OnogapManeBTUYECKON CUCTEME
KJ1accu(PUKalUu — B COOTBETCTBUU € TIpriokeHueM Ne 4).

6. [Ipu  moATBepKIeHWH  OWOSKBHUBAJICEHTHOCTH  JIEKAPCTBEHHBIX
MpenapaToB, KOTOpPbI€ BBIMTYCKAIOTCS B JIGKAPCTBEHHBIX (opmax C
MOAUGUIUPOBAHHBIM BBICBOOOKACHUEM, TPAHCAEPMAIBHBIX JIEKAPCTBEHHBIX
dopmMax M  MHTaJISUMOHHBIX  JIEKAPCTBEHHBIX  (opMmMax, a  Takxke
JIEKapCTBEHHBIX (opMax Jii MECTHOTO MPUMEHEHHUS M JIMIOCOMAaJIbHBIX
JIEKApCTBEHHBIX (hOpMax UCCIEAOBAHUS CIEIYyET TPOBOJAUTH B COOTBETCTBUU
C aKTaMH, BXOJAIIMMH B NpaBO EBPasHiCKOr0 3KOHOMHUYECKOTO COHO3a
(manee — Coto3), B cpepe oOpalleHus JIEKapCTBEHHBIX CPEJICTB.

7. Chepa npumeHenust Hactosmux [IpaBui orpaHnueHa cpaBHEHHEM
XuMu4Yeckux  coeauHeHuid.  [lopsgok  cpaBHeHUs ~— OMOJOTHYECKHX
JEKApCTBEHHBIX  MpenapaToB ¢  pepepeHTHBIMH  JIEKAPCTBEHHBIMU
mpernapaTaMy  YCTaHOBIIEHBI B IpaBWiIaX MPOBEICHUS HCCIEAOBAHUMN
OMOJIOTUYECKUX  JICKAPCTBEHHBIX CpEICTB B paMmkax EBpasumiickoro
DKOHOMHUYECKOIO COK3a, YTBEPKIAEMbIX EBpa3suiCKON HSKOHOMUYECKOU
komuccuert (manmee — Kommuccus). I[loarBepkaeHre OMOIKBHUBaJIEHTHOCTU
MOXET TMPOBOAWTHCI B OTHOIIEHWH PACTUTEIBHBIX JIEKAPCTBEHHBIX
IpenapaToB, HO OCHOBHBIE TpEOOBaHUS, W3JI0KEHHBIE B HACTOSIINX
[IpaBunax, HE TPUMEHUMBI K PACTUTEIIBHBIM JICKAPCTBEHHBIM ITpEraparam,
U1 KOTOpPBIX  JCHUCTBYIOIME  BELIECTBA HE B IIOJHOM  Mepe
OXapaKTEPU30BaHBI.

8. Hacrosimue IlpaBmia wWCMOnB3ylOTCS TpH MOJade 3asgBICHUN O
perucTpanuu JICKapCTBEHHBIX IPEnaparoB B pamkax Coroza.

9. Uccnemyemple J€KapCTBEHHBIE TIpemaparbl, HCIOIb3yeMbIE B
UCCJIEIOBAaHUM  OMOIKBUBAJICHTHOCTH,  JOJDKHBI ~ MPOU3BOAUTHCA B
COOTBETCTBUU C TPeOOBaHUAMM TMPABWI HaJJIeXalled MPOU3BOIACTBEHHON

IIPAKTHUKH EBpaBI/If/'ICKOFO 9KOHOMMNYCCKOI'O COI034a, YTBCPIKAACMBIX
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Komuccueit, ¢ mpencTaBlieHHMEM COOTBETCTBYIOLIETO JOKYMEHTaJIbHOIO
MOJITBEPKIACHUS B PETUCTPAIIMIOHHOM JIOCKE.

HccnenoBanus OMO3KBHUBAJIEHTHOCTH, NPOBEACHHBIE 32 NpeAeIamMH
Tepputopun Coro3a, T0HKHBI COOTBETCTBOBaTh HacTosuM [IpaBunam u apyrum
akTaMm, BxomgimuMm B TipaBo Coroza, B cdepe oOpalieHus: JeKapCTBEHHBIX
CpEICTB.

10. Ilo BompocaMm, He yperyJiMpoBaHHBIM B HacTosimux [IpaBuinax,
3asIBUTEJIM BIIpaBe O0OpalaThcsi B DKCIEPTHBIM KOMUTET MO JIEKAPCTBEHHBIM
cpeactBam npu Komuccun (nanee — DxcnepTHbid koMuteT nipu Komuccun)

3a KOHCYJ'IBTaI_[I/IGI\/JI.

Il. Onpenenenus

11. Jlns nenerd HacTosmux [IpaBuiT MCIIOJIB3YIOTCS MOHSTHS, KOTOPBIC
O3HAYAIOT CIIEAYIOIIEe:

«OnoBeiiBep» (biowaiver) — mpolienypa OICHKH OHO3KBHBAJICHTHOCTH
JIEKapCTBEHHOTO Ipernapara 0e3 MPOBEICHUS NCCIIeA0BaHus IN VIVO;

«OnoIornYecKas J0CTYIMHOCTR», «OnomoctynHocTh» (bioavailability) —
CKOPOCTh M CTENEHb, C KOTOPOW JICHCTBYIOIECEC BEIIESCTBO WM aKTHBHAS
4acTh  MOJIGKYJbl  JEHCTBYIOIIEro  BellecTBa  abcopOupyroTcs U3
JICKapCTBEHHOTO TIperapara M CTAHOBATCSA JIOCTYITHBIMH B MECTE€ CBOETO
NCHCTBHSA.  BHOMOCTYIMHOCTH  ONpENCNAOT Kak  aOCOJIIOTHBIA — HJIH
OTHOCHTEJIBHBIH ITOKa3aTelb.

AOCOIOTHYI0 OHMOJOCTYITHOCTh JEHCTBYIOIIETO BEIIeCTBa (aKTHBHOMN
YaCTH MOJIEKYJIbI IEUCTBYIOIIETO BEIIECTBA) B OMPENCIICHHOM JIEKAPCTBEHHOM
dbopMe OmIpenensoT TyTeM CpaBHEHHS ¢ OHOJOCTYIMHOCTBIO 3TOTO
JICHCTBYIOIIETO BEIIECTBA (AKTUBHOW YacTH JICHCTBYIOLIETO BEIIECTBA) MPHU

€0 BHYTPHUCOCYAHUCTOM BBCIACHHHU, IIOCIICOHASA ITPUPABHUBACTCA K 100
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IpoIeHTaM (HampuMep, pacTBOp Uil TMpUeMa BHYTPh B CPaBHEHUHU C
PacTBOPOM /ISl BHYTPUBEHHOTO BBEICHUA).

OTHOCUTENBHYIO OMOIOCTYITHOCTD JIEUCTBYIOIIETO BEIICCTBA
(aKTUBHOW 4YacTH MOJEKYJbl JEHCTBYIOLIEIO BELIECTBA) B ONPENEICHHOMN
JIEKapCTBEHHOU (hOopMe OMPEACIISIIOT MYyTeM CpPaBHEHUS C OUOAOCTYITHOCTHIO
JIPYroul JIeKapCTBEHHON (POpMBI, BBEACHHOW TE€M e WU JPyruMm (HO He
BHYTPUBEHHBIM) MyTeM (HalpuMep, TaOJIETKU B CPAaBHEHUH C PACTBOPOM JIJISI
npueMa BHYTPb).

OcHOBOIMf  TIPOBEJICHUS  HCCIEAOBAaHMN  OMOAKBUBAJICHTHOCTH U
OMOIOCTYITHOCTH OOJIBIIMHCTBA JIEKAPCTBEHHBIX IIPENapaToOB  SBIISETCS
ompeiesIeHHe OTHOCUTEILHON OMOIOCTYITHOCTH.

buonocTynHOCTh JIEKapCTBEHHBIX MPENAPATOB, HE MPEAIOIararoimmnx
BCACBIBaHUS B KPOBOTOK, JIOMYCKAETCS OLIEHUBATh C MOMOIIBIO apaMeTPOB,
CIIOCOOHBIX OTPa3UTh CKOPOCTh M CTENEHb JOCTYMHOCTU JIEUCTBYIOILIETO
BEIIIECTBA WJIM AKTUBHOW YaCTH MOJIEKYJIbI JIEMCTBYIOIIETO BEIIECTBA B MECTE
CBOETO JICUCTBUS;

«OHoJIoTHYEeCKas SKBHUBAJICHTHOCTDY, «OMOPKBUBAJICHTHOCTH»
(bioequivalence) — oTcyTcTBHE 3HAUUMBIX PA3TUYHKA 0 CKOPOCTH U CTEIICHH,
C KOTOPBIMH JICHCTBYIOIIIEE BEIIECTBO WJIM AaKTHBHAs 4YacTh MOJIEKYJIbI
JNEUCTBYIOIIETO  BEIIeCTBa  (papMarleBTUUECKUX  AKBUBAJICHTOB WM
(dbapMaleBTUYECKUX aJIBTEPHATUB CTAHOBSITCS JOCTYMHBIMU B MECTE CBOETO
JEUCTBUS TIPY BBEJICHUU B OJMHAKOBOW MOJIIPHOM J03€ B CXOXXHUX YCJIOBHSIX
B MCCJIEIOBAHUU C HAJICKAIUM Ju3alHOM. [Ipr Hammumm HaMEepEeHHBIX
pa3Iuyuii B CKOPOCTH (HAmpuUMep, HEKOTOpbI€ JIeKapCTBEHHBIE (POPMBI C
MOAU(PUITUPOBAHHBIM BBICBOOOK/ICHHEM), OTIPEICIICHHBIC
dbapMaleBTHYECKUE SKBHUBAJCHTHI U (hapMalleBTUUECKUE aJIbTEPHATUBBI
MOTYT OBITh IIPU3HAHBI OMOAKBUBAJICHTHBIMH, €CJIM OTCYTCTBYIOT 3HAUUMbIC

pa3indusga B CTCIICHHU, C KOTOpOfI I[eﬁCTBYIOIHee BCIICCTBO HJIM AKTHBHAasda
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4acTh MOJIEKYJIbI JICHCTBYIOIIET0 BEMIECTBA M3 KaXJOrO JIEKaPCTBEHHOIO
mpernapara CTaHOBSATCS JOCTYIHBIMH B MecTe cBoero neicrtBus. [IpaBuiio
MPUMEHNMO TOJBKO B CIIydae pa3jinudus B CKOPOCTH, C KOTOPOU JIEHCTBYIOIIEE
BEIIECTBO WJIM aKTHBHAS 4YacTh MOJIEKYJIbl JIEHCTBYIOIIETO BEIIECTBA
CTAHOBSITCA JOCTYIIHBIMH B MECTE€ CBOEro JEWCTBUS, 3allJIAHUPOBAHBI U
OTpaXX€Hbl B OOIIEW XapakTEpUCTUKE JIEKAPCTBEHHOIO Ipernapara,
HE3HAYUMBI JJI1 TOCTHXKEHUs 3()PEKTUBHOM KOHILEHTpALUU JEHCTBYIOLIETO
BEIIECTBA WJIM AKTUBHOW YacTH MOJICKYJIbI JCHCTBYIOIIETO BEIIECTBA B
OpraHu3Me IPH JUIUTEILHOM MPUMEHEHUU W C MEIUIIMHCKOW TOYKH 3PECHUS
PU3HAHBI HE3HAYMMBIMU TSI JIEKApCTBEHHOTO Mpernapara.

N3yyenue OMOSKBUBAIIEHTHOCTH MOXET OCYIIECTBIATHCS Kak B
ychnoBusix  in Vivo  ((papMakoKMHETHYECKUE, (hapMaKOIWHAMHYCCKHE,
KJIMHUYECKUE UCCIICIOBAHMS ), TaK | IN VItr0 (Harpumep, UCCIIeIOBaHMS TeCTa
CPaBHUTEIHHON KHHETUKH PACTBOPCHHS);

«bnodapmMarieBTHUYCCKas cucreMa kinaccudukanuu» (biopharmaceutics
classification system, BCS, BCK) — Hay4HBI IOIXOM, ITO3BOJISIOIIHIA
pa3lenauTh JIEUCTBYIOIIME BEIECTBA JIEKAPCTBEHHBIX MpENapaToB Ha
OCHOBaHWUM CTEMEHH WX PACTBOPUMOCTH B BOJAE W  KHUIIICYHON
MPOHHUIIAEMOCTH. BmecTe ¢ TECcTOM KHHETHKH PACTBOPECHHS IS
nexkapctBeHHoro nmpemnapara BCK  yuuthiBaeT 3 OCHOBHBIX (hakTopa,
BJIMSIIOIIUX HA CKOPOCTh U CTENEHb aOCOpOIMHU ACHCTBYIOMIMX BEIIECTB M3
JEKapCTBEHHBIX (OPM C HEMEIJICHHBIM BBICBOOOXKIEHUEM [IJIsl IpHeMa
BHYTPB: PACTBOPEHHE, PACTBOPUMOCTD U KHIIICYHYIO TIPOHUIIAEMOCTH;

«BOCIPOU3BEACHHBIN JICKAPCTBCHHBIN Mpenapar», «reHEPUK» —
JICKapCTBEHHBIM Tpenapar, HMMEIOIMIMKA TaKOW K€ Ka4eCTBEHHbIM U
KOJIMYECTBEHHBIN COCTaB NENCTBYIOIIUX BEIIECTB (aKTUBHBIX
dbapMaleBTHYECKUX CYOCTaHIIMI) U Ty JXK€ JIEKApCTBEHHYIO (OpMy, YTO H

pebepeHTHBIN JeKapCTBEHHBINM Mpenapar, 1 OHMO3KBUBAJIEHTHOCTh KOTOPOTO



pedepeHTHOMY JICKapCTBEHHOMY npermapary TIOJTBEPKIACTCS
COOTBETCTBYIOIIMMU UCCIICIOBAHUSIMU OMOIOCTYITHOCTH.

Pazmuuanbie comm, 3(uUphl, ©30MEphI, CMECH H30MEPOB, KOMITJIEKCHI HIIH
MIPOU3BOAHBIC JACHCTBYIOMIETO BEIIECTBA MPHU3HAIOTCS OJHUM H TEM IKe
JNENUCTBYIOIMM BEIIECTBOM, €CIU UX 0e30macHOCTh U (Win) 3(PhHeKTHBHOCTh
3HaYUMO HE OTJIWYaroTcs. Pa3nuuHble JekapcTBEHHBbIE (HOPMBI IS MIpUeMa
BHYTPb C HEMEJICHHBIM BBICBOOOXICHHEM NPHU3HAIOTCA B paMKax
WCCJIEIOBaHUN OMOIOCTYIMHOCTH OJTHOM W TOW JK€ JIeKapCTBEHHOUW (opmMoi
(c bmodapmalieBTUUECKON TOUKU 3PEHHUS);

«THOPWIHBINA JIEKapCTBEHHBIN Tpenapar» — JISKApCTBEHHBIH IMperapar, He
MOATNAIAIONIMKA  TIOX  ONpEAEJICHUE  BOCIPOU3BEICHHOTO  JIEKAPCTBEHHOTO
npenapara, npuBeaeHHOro B Hactosmux [IpaBunax, wim, Ipu HEBO3MOXKHOCTH
MOATBEPXKIACHUS €ro OMOPKBUBAJIEHTHOCTH C TOMOIIBIO  HCCIICIOBAHHUN
OMOJIOCTYITHOCTH, a TaKXe €CIM JCUCTBYIOIIEE BEIIECTBO (JCHCTBYIOIIUE
BEINIECTBA), TIOKa3aHUsI K MMPUMEHEHHUIO, I03UPOBKA, JICKAPCTBEHHAsT (hopMa WITH
IyTh BBEICHHUS TAKOTO JICKAPCTBEHHOTO TMpernapara OTIMYAOTCS OT TaKOBBIX
pedepeHTHOr0  JISKApCTBEHHOTO IMperapara, uTo TpeOyeT MpeicTaBICHsI
PE3YNBTATOB TOKJIMHUYECKUX U (WJIH) KIMHUYECKUX UCCIIEIOBAHMUIA;

«7103a JICKAPCTBEHHOTO Tpernapara» ((0Se) — KOTMYECTBO JCHCTBYFOIIETO
BEIIeCTBA JIGKAPCTBEHHOTO Tpermapara Ha | mpuMeHeHwe (OMHOKPATHOE WA
MHOTOKpaTrHOE MPUMEHEHHUE);

«I03UPOBKA JICKAPCTBCHHOTO TMpemnapara» (Strength) — konmdecTBeHHO
BBIPQKEHHOE COACp)KaHWE NEHCTBYIOIIMX BEIISCTB B CIUHHIIC IO3WPOBAHMS,
00beMa WJIM MacChl B COOTBETCTBUU C JIEKAPCTBEHHOM (hOpMOIif;

«UCTIBITAHUE «PAaCTBOpPEHHE» ISl KOHTpoyisi kadectBa» (quality control
dissolution test) — mnpemycmorpennoe ®apmaxoreeii Coro3a HCIBITaHHE,
IPOBOJIUMOE C TIETIhI0 PYTHHHOTO KOHTPOJISI Ka4ecTBa CEpPHU JIEKapCTBEHHOTO

nmpeiapara B BH/JAC HCIbITAHUA Ha PaCTBOPCHHUC C OJHMM KOHTPOJIbHBIM
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BPEMEHHBIM TIEPHOIIOM JUIsI OTOOpa Tpo0 Ui JISKAPCTBEHHBIX IPETapaToB C
HEME/IJICHHBIM BBICBOOOXKICHUEM M C 3 U 0ojiee KOHTPOJHHBIMA BPEMEHHBIMHU
nepuolaM  JUIS  JICKAPCTBEHHBIX — MpenaparoB ¢ MOAW(DUITMPOBAHHBIM
BBICBOOOKICHHUEM;

«KOMOMHHMpOBaHHBIA  JiekapcTBeHHBIM  mpemapar»  (fixed-dose
combination finished pharmaceutical product, FDC-FPP, KJIIT) — roroBbIii
JICKapCTBEHHBIN Tpemnapar, coaepkanii 2 u 0olnee ASHCTBYIONMUX BEIIECTB
(aKTUBHBIX (papMalEBTUUECKUX CYOCTaHIIN);

«jekapcTBeHHas popma» (dosage form) — cocrosiHue JeKapCTBEHHOTO
nperapara, COOTBETCTBYIOIIEE CIOCO0aM €ro BBEICHUS W MPUMEHEHHS U
obecrneunBaroIiee JOCTHKEHNE Heo0xoaumoro s dekra;

HAIOJIHUTEIN» — Pa3HOBUIHOCTh BCIIOMOTATEIbHBIX  BEIIECTB,
UCTIOIB3YEMBIX JUTS TIPUIAHUS TBEP/IbIM JICKApCTBEHHBIM (popMaM 3aJIaHHOTO
pasmMepa;

«OpHMTHMHAJILHBIN JIEKApCTBEHHBIN mpemnapar» (innovator pharmaceutical
product) — JlekapCTBEHHBIN Tperapar ¢ HOBBIM JICHCTBYIOIINM BEIECTBOM,
KOTOpPBI OBUT TEpPBHIM 3apETUCTPUPOBAH M pPa3MEIIeH Ha MHPOBOM
dapmarieBTHIECKOM pBIHKE Ha OCHOBAHWHM PETHUCTPAIMOHHOTO JOChE,
COZICpIKAIIETO PE3yIbTaThl MOJHBIX JOKIMHUYSCKUX (HCKIMHHUYECKHX) W
KIMHAYECKUX  WMCCIICOBAaHWM,  TMOATBEPKIAMOIIMX  €r0  KadecTBO,
6e3omacHOCTs M 3(PPEKTUBHOCTh, OSKBUBAJICHTHOTO TIO CONEPIKAHUIO
TpeOOBaHUsIM, YCTaHOBJICHHBIM 4YacThbio | mpunoxkeHuss Ne 1 k [IpaBunam
PETHCTpAIlMU W SKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB IS MEIUITMHCKOTO
IPUMCHCHHSI,

«peepeHTHBIM  JIEKApCTBEHHBIM  Mpermapar»,  «JIeKapCTBEHHBIN
npernapar CpaBHEHHS», KKOMIIApaTop», «KOHTpoab» (comparator product) —

HCKapCTBGHHBIﬁ IIpcIiapar, KOTOpBIﬁ HCIIOJIB3YCTCA B Ka4UCCTBC 3TAaJIOHA B
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UCCIICJIOBAHMSIX CPAaBHUTEIBHOW OHWOMOCTYMHOCTH JUII HOPMHPOBAHUS
UCCIIETyeMbIX MTapaMeTpPOB;

«TECT CPaBHUTCIILHOW KWHETUKH pacTBOpeHHs In vitro» (in vitro
equivalence dissolution test, TCKP) — wucmelTanme, BKIIIOYaromee B ceOs
CpaBHEHHME TpowiIeld pacTBOPEHHUS  HUCCIEIYeMOTo JIEKApCTBEHHOTO
npernapara U peQepeHTHOTO JIEKAPCTBEHHOTO Tperapara, Kak MpaBuio, B 3
cpenax — OydepHbix pactBopax ¢ pH 1,2; 4,5 u 6,8;

«(apmareBTHUECKAS 9KBUBAJICHTHOCTHY, «(apmareBTHUECKHEC
skBHBaJICHTHD (pharmaceutical equivalence) — nekapcTBeHHBIE Mpenaparsl B
UJCHTUYHBIX JIEKAPCTBEHHBIX (opMax, KOTOpHIE COJAEpKAT OJUHAKOBOE
KOJIMYECTBO  MJIGHTUYHOTO  JICHCTBYIOIIETO  BEHIECTBA  (aKTUBHYIO
dbapManeBTUUECKYI0 CyOCTaHIIMIO), TO €CTh OJWHAKOBYIO COJIb WU 3(up
OJTHOM U TOM K€ aKTUBHOM YaCTH MOJIEKYJIbI JICHCTBYIOIIETO BEIIECTBA UJIN B
JEeKapCTBEHHBIX (QopMax ¢ MOAUDUIIMPOBAHHBIM  BBICBOOOXKJICHHEM,
TpeOYIONINM CO3/IaHUs pe3epByapa WK U30BITKA, WK B TaKux (opMax, Kak
IPEIBAPUTENHHO 3aIlOJIHEHHBIE MMIPHUIIBI (B KOTOPBIX MOXET BapbHPOBATH
OCTAaTOYHBI 00BEM), KOTOPBIC JIOCTABJISIOT MJICHTUYHOE KOJIHYECTBO
JIEHCTBYIOIIETO BEIIECTBA B TECYCHUE WIACHTUYHOTO TMEPUOMA JTO3HPOBAHMSL.
dapmareBTUYECKHE SKBUBAJICHTHI HE0OS3aTEbHO COJAEpPKAT OJMHAKOBHIE
HEaKTHBHbIE  WHTpeaueHThl. OHH  YIOBIETBOPSIOT  HWACHTHYHBIM
dbapMaKoTIEHHBIM WM WHBIM MPUMEHUMBIM CTaHAApTaM IO TOJTHHHOCTH,
JO3UPOBKE, KAYECTBY M UYUCTOTE, BKIOYAS aKTUBHOCTh U B NMPUMEHUMBIX
CllyyasiX MO OJIHOPOJHOCTH COAEP>KMMOTO, BPEMEHU pacrnajeHus U (WIM)
CKOPOCTH PAaCTBOPECHHUS;

«(apmarieBTUYECKH  aJIbTepHATUBHBIE JICKAPCTBEHHBIE Iperaparsl
(pharmaceutical alternatives)» — nekapcTBeHHBIE MpernapaThl, COAEpIKAIIHE
OJIMHAKOBYIO aKTUBHYIO YacTh MOJICKYJIbI JCHCTBYIOIIETO BEUIECTBA WU €TO

MpEIIECTBEHHUK (MIpeKypcop), (HeoOs3aTeIbHO B OJUHAKOBOM KOJUYECTBE
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WM JICKapCTBEHHOW (opMe) WM OJMHAKOBYIO coiib Wiau ddup. Kaxmwrii
TaKOM  JICKApCTBEHHBIM  Mpemapar B  WHAUBUIAYyAIbHOM  TOPSIKE
YAOBJIETBOPSET UJICHTUYHBIM JIMOO CBOUM COOCTBEHHBIM COOTBETCTBYIOIINM
(dbapMakonelHbIM WU JPYTUM MPUMEHUMBIM CTaHJapTaM IO MOJJIMHHOCTH,
JIO3UPOBKE, KaYeCTBY W YHMCTOTE (BKJIOYAs aKTUBHOCTh M B MPHUMEHUMBIX
CJIy4dasiX OJTHOPOJHOCTB COJIEP>KUMOTO, BpeMs pacnajeHust U (UiIu) CKOPOCTh
pacTBOpEHUS);

«pukcupoBannas koMmOuuanms no3» (fixed-dose combination, FDC,
®KJI[) — koMOuHaiust 2 u 6ojee JeUCTBYIONIUX BEIIECTB C YCTAHOBICHHBIM
cooTHolleHreM  Jo3upoBok. DOKJI wucnons3yercss it 0003HAYEHUS
KOHKPETHOM KOMOHWHAIIMM JICUCTBYIOIIUX BEIIECTB BHE 3aBUCHUMOCTH OT
COCTaBa WM TOPrOBOIO HAWMMEHOBAHUs JIGKQPCTBEHHOTO Ipernapara.
KomOuHanusi [EMCTBYIONIMX BEIIECTB MOXKET HCIOJIB30BaThCS — Kak
COBOKYITHOCTb MOHOKOMITOHEHTHBIX JIEKapCTBEHHBIX npenaparos,
MIPUMEHSIEMBIX OJTHOBPEMEHHO, TaK M B BHJI€ TOTOBOTO MHOTOKOMITOHEHTHOTO
JIEKapCTBEHHOTO TIperapara.

B mensx wHacrosmux IlpaBuia 1mox 3HAYUMBIMH TIOHUMAKOTCS BCE
HCCIIeIOBaHUS JIKAPCTBEHHOTO Mpernapara, KOTOpble 0Ka3bIBalOT BIUSHUE Ha
uHpopmano 0 ero 0e30macHOCTH, KauecTBe, 3(P(PEKTUBHOCTH U 00JACTH
BO3MOXXHOTO  KJIMHMYECKOTO  NPUMEHEHMS, 3asBJICHHOW B  0OIIeH

XAPAKTCPUCTUKE JICKAPCTBCHHOTO IIPCIIapara.

I11. TpeboBaHus K AU3aiHY, MPOBEICHUIO U OLICHKE
HUCCIIEN0OBaHUIT OMOAPKBUBAJIEHTHOCTH

12. O0BeM U OQU3aiiH UCCIENOBAHNN OMOIKBUBAJIEHTHOCTH HEOOXOIMMO
000CHOBaTh (PU3UKO-XUMUYECKUMH U (DAPMAKOKMHETUYECKUMU CBOWCTBAMU
JEHCTBYIOIIETO BeIeCTBa u IIPONOPIIUOHATBLHOCTHIO cocTaBa
JIEKapCTBEHHOTO Mpenapara. B 4acTHOCTH, ClienyeT YYUThIBaTh JIMHEHHOCTD

(bapMaKOKI/IHeTI/IKI/I, H€O6XOI[I/IMO CTb IIPOBCACHUA HCCICAOBaHUA B
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3aBUCUMOCTH OT TMpueMa IIWIIM, aHaJIu3a »HHAHTHOMEpPOB, a TaKke
11e7I€CO00PA3HOCTh MPOBEACHUS UCCISIOBAHUM JOTOJIHUTENBHBIX JO3UPOBOK
(B COOTBETCTBHUU C TPEOOBAHUAMHU MOJIpa3ACiaoB 4 — 7 HACTOSIIETO pa3fiena).

13. B momyne 2.7.1 peructpaiioHHOTO J0Che B (Qopmare 0OIIero
TEXHUUYECKOTO JIOKyMEHTa HEOOXOJUMO TMPEJICTaBUTh TIEpeYeHb BCEX
3HAYMMBIX HCCIIE/IOBAaHUMN (HE3aBUCHUMO OT UX PE3YyJIbTAaTOB), MPOBEJACHHBIX C
JIEKapCTBEHHBIM npenapaTom, B TOM qyuclie UCCJICIOBAHUS
OMO’KBUBAJICHTHOCTH C IIEJBI0 CPAaBHEHUsI 3asBIISIEMOTO K PEruCTpaliuu
JIEKapCTBEHHOI'0 Mpernapara (TO €CTh MMEIOIIEro TOT K€ COCTaB U IPOIECC
MIPOU3BOJICTBA) Cc pedepeHTHBIM JIEKapCTBEHHBIM npenapaTomM
(B cooTBeTCTBHH C TPeOOBAaHUSIMH IOJIpa3jieiia 2 HaCTOAIICTO pa3iesa).

B oTHoOlIEeHNN BceX MPOBEICHHBIX UCCIIEIOBAHUN B COCTaBE MOJYJS S
PETUCTPAIIMOHHOTO JI0OChe HEOOXOAMMO MPEACTaBUTH IOJHBIE OTYETHI, 3a
HUCKJIIOYEHHEM TIWJIOTHBIX HMCCIAEIOBaHUM, JUISI KOTOPBIX, €CIM OHH
MPOBOJIMJINCH, JOCTATOYHO TIPUBECTH KpPaTKUE CHHOICHUCHI, KOTOpbIC
oQOpMIIIOTCS B COOTBETCTBMU C TpwioxkeHneM Ne 2 K TpaBuiIam
HaJUJIe)KAIIeH KIMHUYEeCKOW npakThku Coro3a, yTBepxkaaeMbiM Komuccuen.
[ToHBIN OTYET O MUJIOTHBIX UCCIIECIOBAHUX, B JAHHOM Cllydae, HEOOX0UMO
NpEJCTaBUTh MO TPEOOBAHUIO YIMOJHOMOYEHHBIX OPraHOB TOCYJapCTB —
yieHoB Coro3a (najiee — rocyaapctBa-wieHsl). B Moayns 2.7 HE0OX0auMO
TaKkKe BKJIFOUUTH CUHOIICUCHI OTYETOB 00 HCCIICIOBAHUSIX
OMO’KBUBAJICHTHOCTH U CPABHUTEIHLHON OMOJOCTYIHOCTH, MTPOBEJICHHBIX HA

CTaJuu pa3padOTKH JIEKAPCTBEHHOTO Tperapara.
1. In3aiiH ucciaemoBaHus

14. JInzaitH ucclienoBaHus HEOOXOJIUMO COCTaBUTh TAaKUM 00pa3oM,
qTOOBI BIIMSHHE JICKAPCTBEHHOTO IperapaTa Ha €ro (apMaKOKHHETHICCKUE
napameTpbl MOKHO OBLIO OTJIMYUTH OT BIUSHUS IPYTUX (PaKTOPOB.

15. CranaapTHBIN AU3aiiH OpeAnoJiaraet Cleayoiiee.
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[lpu cpaBHeHMH 2 JIGKAQpCTBEHHBIX TIPENApaToB PEKOMEHIYETCS
IPOBOJIUTh PAHIOMU3MPOBAHHOE, JIBYXIIEPHOJHOE, TIEPEKPECTHOE B 2
MOCJICIOBATENIFHOCTSAX HCCIEOBAHUE C TPHEMOM OJHOKPATHON O3B
[Teproapl TODKHBI OBITH pa3jielieHbl OTMBIBOYHBIM IIEPHUOJIOM, TOCTATOYHBIM
JUI CHWDKCHHUS KOHIICHTpAIIMKM JICHCTBYIONIETO BEIIECTBA HWXKE IOpOTa
OMOAHATUTHYECKOTO ONPE/CIICHUSI Y BCEX CYOBEKTOB B Hayajie BTOPOTO
nepuona wuccienoBanus. OOBMHO JUISI 3TOTO JOCTAaTOYHO S5 TICPUOJIOB
TIOJTYBBIBEICHUSI.

16. AnprepHaTUBHBIN AW3aliH MPEAIOIaraeT CIeayIomee.

B HekoTOpBIX CiiydasX, IpHU yCIOBHHM TOTO, YTO JU3aWH UCCIICIOBAHUS
¥ CTaTUCTHYCCKHI aHaJIW3 HaydyHO OOOCHOBAHBI, MOXHO pacCMaTpuBaTh
aJIbTepPHATUBHBIC OOICTPU3HAHHBIC TN3aHBI: TAPAJICIIbHBIA — JIJIs1 BEIICCTB
C JIUTUTENbHBIM ty,; TOBTOpHBINA (perumkaTuBHBIN, replicate design) — s
BEIICCTB C BBICOKO BapuaOeIbHBIMHU (hapMAKOKHHETHYECKHUMH TapaMeTpamMu
(B cooTBETCTBHHM ¢ TPpeOOBaHUAMU TOApaszeia 11 HacTosIero pasaena).

17. Eciu BclieCcTBHE HENEPEHOCHMOCTH TPHEM OJHOKPATHOW JT03BI
3JI0POBBIMU JIOOPOBOJIBIIAMH HEJIOMYCTUM, a HWCCIICOBAHUE OJHOKPATHOM
7036l y TAIIMEHTOB IIPOBECTH HEBO3MOXHO, JOIYCKAaeTCs IPOBEICHUE
UCCIICJIOBAHUSl y TAIIMCHTOB C MHOTOKPATHBIM IPHUEMOM JIEKaPCTBEHHOTO
npernapara.

B penkux ciaydasx, Korja HEJIOCTaTOYHAs YYBCTBUTEIBHOCTh
AHAJTUTHYECKOTO  METOoJa  TPEHSATCTBYET  TOYHOMY  OIPEICICHHUIO
KOHIICHTPAIIMK B OWOJIOTMYECKON KHJIKOCTH IOCIIe TpHeMa OJHOKPATHON
J03bI, & PABHOBECHAsI KOHIICHTPAIMs JOCTAaTOYHO BBICOKA JIJIS ITOTYYCHHS
TOYHBIX 3HAYEHUH, B KaueCTBE aJbTCPHATHUBHI HCCIICIOBAHUIO C TPUEMOM
OJTHOKPATHOM JI03bI JIOMYCTUMO MPOBEIICHUE HCCIICIOBAHMS ¢ MHOTOKPATHBIM
IPUEMOM JISKaPCTBEHHOTO npenapata. OHaKo, MPUHUMAas BO BHUMAaHHE, YTO

HCCIICIOBAHNA C MHOI'OKpPATHBIM IIPUEMOM MCHCC UYYBCTBUTCIIBHBI JJIA
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onpeneneHuss paziuduii B Cpax, UX MPOBEACHUE JOMYCTUMO TOJIBKO B TOM
cllydyae, €CJIM  3asdBUTEIb  CMOXET  OJHO3HAYHO  JIOKa3aTh, YTO
YyBCTBUTEIBHOCTh AHAIIMTUYECKOTO METOJa HE MOXET OBITh YJydIllleHa M
YTO IIOCJIE MpPUEMa OJHOKPATHOM 03Bl JIEKAPCTBEHHOI'O Mperapara TOYHO
M3MEPUTh KOHIIEHTPAILIMIO MCXOJIHOTO COCAMHEHUS HEBO3MOYKHO, YUUTHIBAS,
4TO B HCCIEIOBAHUSAX OMOIKBHBAJIECHTHOCTH JOIMYCTUMO, TMPEICTaBUB
COOTBETCTBYIOIIIME OOOCHOBAaHUS, WCIOJIB30BaTh JI03bl, IPEBBIIIAOIINE
TepaneBTUYECKUe (B COOTBETCTBUM C TpeOOBaHMSMM TMojapaszaena 7/
HacTosImero paszaena). IIpoBeneHue wucciaenoBaHUS € MHOTOKPATHBIM
MPUEMOM JICKAPCTBEHHOTO Mpernapara BMECTO OJHOKPAaTHOTO B CHIY
HEJIOCTAaTOYHOM YYBCTBUTEIBHOCTH AHAIIMTUYECKOTO METOAA JOMYCTUMO
TOJIKO B UCKJIFOUUTEIIBHBIX CITydasix.

B uccnenoBanusx paBHOBECHOM KOHIIEHTPAllMM OTMBIBOYHBIA MEPHO]]
MOCJIE  MpUeMa NOPEABIAYIIET0  JIEKAPCTBEHHOTO  Mpemnapara  MOXKET
MePEeKPHIBATh HAPACTAHUE KOHIIEHTPAIIMKA BO BTOPOM Iepuojie (IIpH YCIOBUH,
YTO TPOAOKUTEIBHOCTh TAKOTO HAPACTAHMUSI JOCTATOYHO UIMTEIbHAS U

COCTAaBJISIET HE MEHEE 5 KOHEUHBIX tl/z)

2. PepepenTHBIN JT€KapCTBEHHBIN TIpenapar
Y UCCIIENYEMbIN JIEKAPCTBEHHBIN Mpenapar

PedepenTHbI TeKapCTBEHHBIN Mpemnapar

18. Ilpu BBIOOpE pedepeHTHOTO JIEKAaPCTBEHHOTO Iperapara UCXOISIT
U3 CcIeayronleil mociie0BaTeIbHOCTH:

a) OpUTHMHAJIBHBIN JIEKAPCTBEHHBIN Ipenapar, KauecTBO, 0€30MacHOCTh
1 3¢ (PEKTUBHOCTh KOTOPOTO OBUIM YCTAHOBIICHBI MIpU peructpaiuu B Corose
(«3apeructpupoBaHHblii B COr03€ OpUTHHAIBHBIN MIpenapar»);

0) OpUTHMHAJIbHBIN JIEKAPCTBEHHBIN Mpernapar, 3aperucTpUpPOBaHHBIN B

rocyJapcTBe, I1€  ypoOBeHb  TpeOOBaHUU K  peryJupOoBaHUIO
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(dapmaleBTUUECKOr0 pblHKa HE HIKE YpOBHs, ycTaHoBJIeHHOTo B Corose,
IPU HEBO3MOKHOCTH BBITIOJIHEHHUS TOJIMTYHKTA «a» HACTOSIIETO MMyHKTA,

B) BOCHPOU3BEICHHBII JIEKapCTBEHHBIN rpenapar,
3apEeTUCTPUPOBAHHBIA B KXKIOM W3 TOCYIapCTB-WICHOB W TOJTBEPIUBIINAN
CBOI0 OMOSKBUBAJIEHTHOCTh OPUTHMHAIBHOMY JIEKAPCTBEHHOMY IIpernapary
(mpu omobpeHun ODKcnepTHbIM KomuTeroM npu Komuccuu) mpu
HEBO3MO>KHOCTH BBITIOJIHEHUS TIOJIMMYHKTOB «@» U «0» HACTOSIIIETO MYHKTA,

') IEKAapCTBEHHBIM TMperapar, HWMEKIMNWA OMNbIT TPUMEHEHUS Ha
TEPPUTOPUU OJIHOTO U3 TOCYAapCTB-YJIECHOB HE MeHee 25 ger (mpu
0JI00peHHH DKCHEPTHHIM KOMHUTETOM IO JIEKAPCTBEHHBIM CpPEACTBaM IpU
EBpa3uiickoit 5KOHOMHUYECKOW KOMUCCUH) MTPU HEBO3MOKHOCTHU BBINOJTHEHUS
MOJIMYHKTOB «@» — «B)» HACTOSIIETO MyHKTA.

19. Ilpu HCCJIEIOBAaHUM BOCITPOU3BEICHHOTO (rudpuHOTO)
JICKAPCTBEHHOTO Mpernapara WM BHECEHWM W3MEHEHUW W JOINOJHECHUU B
PErUCTPALIMOHHOE J0ChE JIEKaPCTBEHHOIO IMpernapaTa B YaCcTH JACHCTBYIONIUX
BEILIECTB, JIO3UPOBKH, JIEKAPCTBEHHOM (POpMBI U TyTH  BBEACHUS
UCCJIeyeMbIN JIEKapCTBEHHBINM IMpernapaT CPaBHUBAIOT C COOTBETCTBYIOLIEH
JEeKapCTBEHHOW (OpMON U JO3UPOBKOM pedEepPEeHTHOrO JEKAPCTBEHHOTO
npemnapara (eciau He MPUMEHUMBI MOJIOKEHUST ad3alia BTOPOro HACTOSAIIETO
IIYHKTA).

Ecniu  opurumHanbHBI ~ JIEKapCTBEHHBIM  Mpemapar Ha  pPbIHKE
NpEACTaBIeH B HECKOJbKHX JIEKAPCTBEHHBIX (opmMax, B KayecTBe
pedepeHTHOTO JIEKapCTBEHHOTO MpernapaTa peKOMEHYETCsl UCIOJIb30BaTh Ty
U3 HUX, B BUJE KOTOPOW OH OBUI BIEPBBIC 3aPETHCTPUPOBAH M KOTOpas
WCIIOJIH30BAJIaCh B KIMHUYECKUX WCCICIOBAHUSX IS TOATBEPKICHUS €T0
¢ PekTUBHOCTH 1 0€30TTACHOCTH.

20. 3asBuTenr  00si3aH ~ 00OCHOBaTh  BBIOOp  pedepeHTHOTO

JIEKApCTBEHHOr0 Mpenapara JJig HCCIEIOBaHUS OMOAKBUBAIICHTHOCTH C
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Y4ETOM  PEe3YyJIbTATOB  KOJWYECTBEHHOTO  ONPEICJICHUS  COJCpKaHUs
JNEUCTBYIOIIETO BEIIECTBA W JAaHHBIX O €ro pactBopeHuu. B cepuu,
MOJJIeXKAIe MCIOIb30BaHUIO B KA4€CTBE MCCIEAYEMOrO JIEKAPCTBEHHOIO
npernapara, KOJIMYECTBEHHOE CojiepKaHue (YCTAaHOBJIEHHOE C ITOMOIIBIO
AHAJIMTUYECKON METOJWKH, MPEIJIOKEHHOU ISl CTAaHAAPTHBIX HCIBITAHUN
KauyecTBa MCCJIEAyeMOro IIpernapara, BKIIOYEHHOW B  CHEIU(PHUKAIUIO
(HOpMaTUBHBIA JOKYMEHT IO KOHTPOJIIO Ka4eCTBa)) HE JOJKHO OTINYATHCS
Oojiee 4yeM Ha S5 TMPOLEHTOB OT cepuud PedEpEeHTHOTO JIEKAPCTBEHHOTO
npenapata (IpuU OTCYTCTBUU JIOJDKHBIX OOOCHOBaHUI). 3asiBUTENb C
noMmombto TCKP u KOJIMYECTBEHHOTO OMNPENCIICHUS JICHCTBYIOIIETO
BEIIIECTBA JIOJHKEH 000CHOBATh BHIOOP cepur peepeHTHOTrO JIEKApCTBEHHOTO
npermnapara, IJIAaHUPYEMOU K M3YYECHUIO B UCCIICIOBAHUU
OmonskBUBaJIeHTHOCTH. [Ipu BbIOOpE cepuu pedepeHTHOro JeKapCTBEHHOTO
npenapara il MCCIENOBaHUA OMO3KBUBAJIEHTHOCTH  PEKOMEH]IYETCS

U3YYUTh HECKOJBKO cepuil pe)epeHTHOTO JIEKAPCTBEHHOIO Mpernapara.
Uccnenyemeblii JiekapCTBEHHBIN Mpenapar

21. UccnemyeMblii JIEKApCTBEHHbBIN npenapar, IO JICKAIIA N
UCIIOJB30BAHUIO B  HUCCIEJOBAaHMM OHO3KBUBAJIEHTHOCTH, HE JOJDKEH
OTJIMYAThCA OT JIEKAPCTBEHHOro Ipenapara (MO COCTaBy, TEXHOJIOTHUU
MPOU3BOJICTBA, MPOU3BOJACTBEHHOMY 00OPYAOBaHHUIO), KOTOPBIM MOCTYUT HA
dapmaneBTrueckuii poiHOK Cor03a, YTO JOJDKHO OBITH PacCMOTPEHO U
000CHOBAHO 3asABUTEJIEM.

22. JIns  TBepABIX JIEKAPCTBEHHBIX (opM Mg mpuemMa BHYTPh
CUCTEMHOTO JIEUCTBUSA JICUCTBYIOT CIEAYIOIIME TpaBwia (MOJIHbIC
TpeOOBaHMS K BaJuJallMK IPOIEcca MPOU3BOJCTBA COJIEPKATCS B MPaBUIIAX
HaJJIeKaled MpOU3BOACTBEHHOM mpakTuku Cor3a W JApPYrux akTax,

BXOos1KX B rpaBo Coro3a, B chepe oOpallieHus JeKapCTBEHHBIX CPEACTB):
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a) B OTCYTCTBUE JTOJDKHBIX 000CHOBaHUM UCCIIe Ty MBI
JIEKapCTBEHHBIN TIpernapar J0JDKEeH ObITh OTOOpaH M3 CEPUH, COCTABJISIOINICH,
mo MeHbiieir mepe, 1/10 mpomsbinuieHHo cepum, uiad 100 000 exuHUIl
JIEKapCTBEHHBIX (hOPM, B 3aBUCUMOCTHU OT TOTO, KaKOW U3 00bEMOB OOJIBIIIE;

0) MPOU3BOJICTBO MCITOJIL30BAHHBIX CEPUM JICKAPCTBEHHOIO Iperapara
JIOJDKHO 00eCIeunBaTh BBICOKYIO CTENEHb YBEPEHHOCTH B TOM, 4YTO
JEKapCTBEHHBIM TpemapaT W MOpoIlecC ero MPOU3BOJACTBA  OyayT
BOCIIPOM3BE/ICHBI B IIPOMBIIIIJICHHOM MacIiTaoe.

O0BbeM cepuu, NpeIHa3HAYCHHOU TUISt MTOATBEPIKICHHS
ouoskBuBasieHTHOCTH, MeHee 100 000 eguHUIl BOBMOXKEH MPH YCIOBUH, YTO
9TO TMpejjiaraeMblii 00bEeM CEPUUHOTO TMPOM3BOJACTBA, M IOCIEAYIOIIEE
MaciITadUpoBaHUE MTPOU3BOJACTBEHHBIX CEPUN HE MPEAIOJaraeTcs;

B) ONMMCAaHUE CBOMCTB M COCTaBJICHHUE CHeHU(UKAIIMA Ha TaKHUe
KpUTHYECKHE TOKa3aTeld KadyecTBa JIEKapCTBEHHOIO IMpemapara, Kak
pPacTBOpPEHHE, CIIEYET OCYIIECTBIATh, MCIOJIb3Ys MCCIEIOBAaHHYIO CEPHIO,
T.e. CEPHUI0, M3YYCHHYIO B KIUHUYECKUX HCCICIOBAHUIX, B OTHOIICHUHU
KOTOPOU MOATBEPKI€HA OMOIKBUBAJICHTHOCTB;

r) oOpa3libl JIEKAPCTBEHHOTO Mpernapara U3 JOMOJHUTEIbHBIX OMBITHO-
IMPOMBINIICHHBIX M (WUIM) TPOMBINIJICHHBIX CEpHH, NPEIOCTaBICHHBIC Ha
perucTpaiui, HEOoO0XOAMMO CpaBHHTh C  oOpa3llaMud M3  CEpuH,
UCIIOJIb30BAaHHON B MCCJIEAOBAaHWU OMOIKBUBAJEHTHOCTH; OHU JIOJKHBI
UMETh COINOCTaBUMbIE NPOMHUIN pacTBOpeHHUs IN VItr0 B MOAXOASIIHMX
ycnoBusix TCKP (cormacHo npunnoxeHuto Ne 5).

23. B oTHOIEHNH KaXXKA0W U3 MEPBBIX TPEX MPOMBIIIJICHHBIX CEPHI 10
BbIllycka uX Ha pbiHOK Coroza HeoOxoammo mnposectu TCKP c cepueit,
UCIIOJBL30BAHHOW B  HUCCJIEJOBaHMM OMOSKBHBAJEHTHOCTH. B  ciydae
HUCTEUCHHUS €€ CpOoKa TOJHOCTH B KauecTBe pepepeHTHOW MOXKET OBITh

UCIIOJB30BaHa MPEAbIAyIas MPOMBIIUICHHAs cepus, TPOPUIb pacTBOPEHUS
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KOTOpOM  ObUI  comocTaBUM €  MNpodHUIEM  PACTBOPEHHS  CEpUH,
UCIIOJIb30BAaHHOM B MCCIIEAOBAaHUN OMO3KBUBAJIEHTHOCTH.

3asBUTENb NOJDKEH mpenctaBuTh pe3ynabrarel TCKP mepBbeix Tpex
MPOMBIIIJIEHHBIX CEPUM MO 3aIPOCy YIOJIHOMOUYEHHOIO OpraHa rocyiapcTBa-
ysieHa. [lpu HecoBmageHuu mnpoduiieil pacTBOPEHHUS 3asIBUTENb TOJDKEH
npencraButh pe3ynsratel TCKP mo coOcTBeHHON MHUIIMATHBE O€3 3armpoca
YIOJIHOMOYEHHOTO OpraHa M yKa3aTh KOHKPETHBIE MEPHI, PEAPUHSTHIE IS
MPEOAO0JICHUS BO3HUKILIEH CUTYalNH.

JI71st mpoYnx JEKapCTBEHHBIX (JOPM C HEMEJIJIEHHBIM BBICBOOOXKIECHUEM
CUCTEMHOTO  JEUCTBHUS,  HEoOXOAMMO  TMPEACTaBUTh  AHAJOTUYHOE
MOATBEPKACHUE SKBUBAJIEHTHOCTH KAa4€CTBA IPOMBILLUICHHBIX CEPHM TIO

OTHOIIICHHIO K I/ICCJ'IGI[OBaHHOI\/JI Ccpuun.
YnakoBka CpaBHHUBACMBbIX JICKAPCTBCHHLIX IIPCIIAPATOB

24. Uccnemyemblii  JIEKapCTBEHHBIM  mpemapaT W pedepeHTHBIN
JIEKapCTBEHHBIN TMpernapar HEeOOXOAMMO YIMAaKOoBaTh HWHAMBUIYAIBbHO s
KaXIO0ro cyObeKkTa M IMepuoja HCCIENOBaHUS Tepel HUX OTHPaBKOW B
UCCIIENOBAaTENbCKUI LEHTP WJIM B CaMOM HCCIIEOBAaTEIbCKOM LIEHTPE.
VYnakoBKy (BKJIFOYasi MapKUPOBKY) CIIETYET OCYIIECTBISATh B COOTBETCTBUH C
npaBWjIaMu  HaJJIeKalledl  NpoOM3BOACTBEHHOW — mpakTtukun  Corosa,
yTBepKIaeMbiMu Komuccuen.

25. Heo0xoaumo npeaycMoTpeTh BO3MOKHOCTh TOUHOTO YCTaHOBJICHUS
NOMJIMHHOCTU  JIEKAPCTBEHHBIX  IIPENApaToB, MPUMEHSEMBIX  KaXIbIM
CyOBEKTOM B Ka)JOM IE€pUOJIE€ UCCIeNoBaHusA. B cBsi3u ¢ 3TUM HEOOXOIUMO
noIpoOHO  JTOKYMEHTHpOBaTb YIAKOBKY, MapKHUPOBKY U  BBEICHUE
JIEKapCTBEHHBIX IpernapaTtoB cyobekraM. Takas TOKyMEHTalMs IOJKHA

COACPKATb OIIMCAHHUC BCCX MCpP, IMNPHUHATBIX JII HCAONYIICHHUA U
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O6Hap}I)KCHI/I$I OIITHOOK AO3UPOBAHU. PCKOMGHI[YGTCSI HCITIOJIB30BAaTh

9THKCTKH C OTPBIBHBIM KOPCIITKOM.

3. CyOBeKTHhI nccaeaoBaHms

KonuyecTBO CyOBEKTOB

26. KomnaectBo  CyOBEKTOB,  BKIIOYEHHBIX B  HCCJIEAOBaHUE
OMO’KBUBAJIEHTHOCTH, JOJKHO OCHOBBIBATHCS Ha JIOJHKHOM pacuere pazMepa
BBIOOPKU. KOJIMYecTBO BKJIIOUCHHBIX B aHAJIU3 CYOBEKTOB MCCIICIOBAHUS

OHMODKBUBAJICHTHOCTH JIOJDKHO OBITH HE MeHee 12.
Bb160p cyOBEKTOB

27. T'pynmna CyObEKTOB VIS MIPOBEJCHUSA HUCCIIEIOBAHUSA
OMO’KBUBAJICHTHOCTH JIOJDKHA OBITH TOMOOpaHa TakuM O0pa3oM, UYTOOBI
MOXXHO OBUIO OOHAPYXWUTh KIWHUYECKH 3HAUYUMbBIC Pa3Iudus MEXIy
JIEKapCTBEHHBIMU TpemapaTaMu, OOYCJIOBIICHHBIE pa3IMuusIMH B WX
npou3BojicTBe U (wiM) kKadectBe. C IEIbI0 CHIXKEHUSI BapuaOEIbHOCTH
pe3yiabTaToB, HE OOYCJIOBICHHOW PAa3IHYMsIMU MEXIy JIEeKapCTBECHHBIMH
npenapaTaMi, HCCIIEIOBaHUS HEOOXOJUMO TIPOBOJUTH CPEIU 3I0POBBIX
JOOPOBOJIBIIEB, 32 UCKIIFOUEHHEM CIIy4aeB, KOTJa JICKAPCTBEHHBIC Mperaparhl
HECYT OYEBHUIHYIO YTPO3y WX 370POBBIO, W JENAI0T TaKU€ HCCICIOBAHUS
HEATUIHBIMU. B OONBIIMHCTBE CllydaeB MPOBEICHHUE HCCICAOBAHUS CPEIu
3I0POBBIX JOOPOBOJIBIIEB 1N VIVO JJI1 YCTAHOBJIICHHS Pa3ivudid MEXITY
CpPaBHUBAE€MBIMU JICKAPCTBEHHBIMU IIpeIapaTaMy CUUTACTCS MPUEMIIEMbIM U
MO3BOJIIET DKCTPAIOJIMPOBATh PE3yJAbTaThl MCCIEAOBAHUA Ha JIMI, IS
KOTOPBIX OJOOPEHO MpUMEHEHHE pe(EepeHTHOTO JEKApCTBEHHOIO Mpernapara
(TuIa MOKMJIOTO BO3pacTa, JETH, MAIlMeHThl C MOYEYHOM WIIM TEeYEHOYHOM

HEJI0CTAaTOYHOCTHIO U T.1I.).
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28. B mnpoTokoiie UCCIENOBaHUS HEOOXOJMMO 4YETKO MPOIUCcaTh
KpUTEPHUU BKJIIOUYEHUS U HEBKIIOUEeHUsI. Bo3pacT cyObeKTOB JOJKEH ObITh HE
MeHee 18 J1eT ¢ HHAEKCOM Macchl Tejia, 0 BO3MOXKHOCTH, 18,5 — 30 Kr/M°.

29. CooTBeTCTBUE CYOBEKTOB  yCIOBHUAM OTOOpa  HEOOXOAMMO
NOJATBEPAUTh  JIAOOPATOPHBIMM  HCCIEAOBAHUSMHU,  aHAMHE30M U
MEAUIMHCKUM OCMOTpoM. B 3aBucuMoctu ot (apmakoTepaneBTUYECKON
rpynnsl ¥ npoduiist 6€30MacHOCTH JIEKAPCTBEHHOTO Mpernapara /10, BO BpeMs
U TI0 OKOHYAHWU HWCCIEAOBAaHUS HEOOXOAUMO TIPOBECTH CIEIUAIbHBIE
WCCJICIOBAaHUSI ¥ IPUHATH COOTBETCTBYIOIINE MEPHI TPEN0CTOPOKHOCTH. [Tom
CyObEKTOB HE MMEET 3HAYCHMS, OJJHAKO HEOOXOAMMO YUYUTBHIBATh PUCK JIJIs
KEHIIUH JeTOpoaHOro Bo3pacta. CyOBbEKTbI, MO BO3MOXHOCTH, JOJKHBI
OBITh HEKYPSIIMMU; aJKOTOJU3M M HapKOMaHWs (B TOM YHCJIE€ B aHaMHE3€)
SIBIISTFOTCSI KPUTEPHUSMU JIJIs1 X HEBKIIFOUCHHUS B MICCIIEIOBaHNEe. B HEKOTOPHIX
Cily4yasx U3 cCOOOpaKeHU O€30MaCHOCTU WM B CUITY (DApMAKOKMHETHYECKUX
0COOCHHOCTEH HEOOXOIUMO TMPEAYyCMOTPETh (EHOTUIMHMPOBAHUE | (WIIH)
T€HOTUIIUPOBaHUE CYOBEKTOB.

30.Ilpu mapasuiennbHOM JaM3aiiHE MCCIIEIOBAHUSA CpaBHUBAaEMbIC
TPYIIBI JOJMKHBI OBITHh COMOCTABHMBI TIO BCEM 3HAYUMBIM IIEPEMEHHBIM,
KOTOPBIE MOTYT TOBIHSTH Ha (PapMAKOKHHETHUKY JEHCTBYIOIIETO BEIIECTBA
(BKJIIOUas BO3pacT, Maccy TeJa, TMO0Jd, ATHUYECKYI MPUHAIJICKHOCTD,
KypeHue, TOPUHAIICKHOCTh K  «OBICTPBIM» WU «MEJICHHBIM»
Merabonuzaropam). OTO  BaXXHOE IMPEABAPUTENIBHOE  YCIOBHE IS
MOJITBEPKIACHUS JOCTOBEPHOCTH PE3YJIBTaTOB TAKUX MCCIICIOBAHMM.

31. Ecnu  wucciemyemoe — NIEHCTBYIOIIEE  BEIIECTBO  BBI3BIBAET
HEXenaTenbHble peakiuu U (uinu)  (dapmakoigornueckue  3PQEKThI,
MPEICTABIISIONINE HEMPUEMIIEMbIE PUCKH JIJISl 3A0POBBIX JTOOPOBOJIBIIEB, MPU

YCJIOBUH IIPHUHATUA HCO6XO,Z[I/IMBIX MCPp IMPCHOCTOPOKHOCTHU U YCTAHOBIICHHUA
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COOTBCTCTBYIOIICTO Ha6J'IIOI[CHI/I}I, AOITYCKACTCA BKIIIOYCHHUC B MCCICAOBAHUC

ITaIIUCHTOB.

4. ITpoBeneHue MCCIeI0OBaAHUS

ObecneyeHne CTaHAAPTHOCTH YCIOBHM MPOBEIEHUS HCCIIETOBAaHUS

32.B mensx cBemeHHWA K MHUHUMyMY BapuaOeIbHOCTH  BCEX
BOBJICUCHHBIX (PAKTOPOB, 3a HCKIOYEHHEM (PaKTOpOB, OOYCIOBICHHBIX
CBOMCTBAMU  CpPAaBHHUBAEMbBIX JIEKQPCTBEHHBIX  MpemnapaToB,  YCIOBUS
MIPOBEACHUS MCCIICIOBAHUSI HEOOXOUMO CTaHIaPTU3UPOBATH, B CBSA3H C UYEM
CTaHAAPTHU3AIMN TIOJUICKAT pAlMOH, TPHUEM JKUIKOCTH H (PU3HUECKUE
Harpy3KH.

33. Bpemss  mpuema  JeKapCTBEHHOTO  IIpemapara  HeOoO0XOJIUMO
YCTAHOBHUThL 3apaHee. B oTcyTcTBHE 000CHOBAaHMM CYOBEKTHI HE JOJIKHBI
NpUHUMATh THUIy KaKk MHUHAMYM 3a 8 d9ac 10 TpHema JIeKapCTBEHHOTO
npenapara. [IocKobKy TTpueM >KUIKOCTH MOKET TIOBJIHATH Ha MPOXO0KICHUE
NPUHUMAEMbIX BHYTPh JICKAPCTBEHHBIX IMpPEMapaToB dYepe3 KEIYIOK,
UCCIIeTyeMbIN JIEKApCTBEHHBIM MpenapaT ¥ pedepeHTHBIM JIeKapCTBEHHBIM
mpenapar HeoOXOIWMO 3aluBaTh CTAHJAAPTHBIM OO0BEMOM  KHIKOCTH
(150-250 mi). B Teuenue 1 gaca 10 1 2 9acoB MOCJIE ATOTO IPUEM KUIKOCTH
3ampeieH, B OCTAIHPHOM YCTAHABIMBACTCS CBOOOHBIN MHUTHEBOW PEKHM.
[locne mpuema JIEKapCTBEHHOTO Tpemapara MpPUEM NI OTPaHHYUBAIOT
Ha 4 yaca. Parmon u Bpems mpueMa IUIY MOoCJe TprueMa JEKapCTBEHHOTO
mpernapara HeOOXOJMMO CTaHJAApPTU3UPOBATh B TEUYEHUE JOCTATOYHOTO
nepuojia BpeMeHu (Hampumep, 12 gyaco).

Ecnm wucciaemoBaHme JODKHO TPOBOAMUTHECS TIOCHE €I, TPHUEM
JIEKapCTBEHHOTO TIpenapara W THUIIM OCYIIECTBISIIOT B COOTBETCTBUH C
oOIIe XapakTepUCTHKOW JIGKAPCTBEHHOTO TMpernapara HCMIOJIb3yeMOTo

pedepeHTHOro JIeKapCcTBEHHOTO mpernapaTta. Ecinu Takue cBeneHus B 0O0IIei
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XapaKTEPUCTUKE JIEKAPCTBEHHOTO IpernapaTta peepeHTHOr 0 JeKapCTBEHHOTO
npernapara OTCYTCTBYIOT, TO CYOBEKTBhl JOJKHBI HadyaThb MHPUEM MHILIU
3a 30 MUHYT J10 mpuema npenaparta (MpoJ0KUTEILHOCTh TpUEMa MUILIUA —
30 MUHYT).

34. IlockoapKky  OMOAOCTYMHOCTh AaKTUBHOM  YacTH  MOJIEKYJIbI
JIEUCTBYIOILIETO BEIIECTBA JIEKAPCTBEHHON (OPMBI MOMKET 3aBUCETh OT
JUIMTEIbBHOCTA TIPOXOXKJICHUSI Yepe3 JKENyIOYHO-KUIIEUYHBIA TpPaKT U
MHTEHCUBHOCTH PETMOHAPHOTO KpPOBOTOKA, TpedyeTcs CTaHAapTU3alus
MOJIOKEHUS Tea U (PU3UUECKON aKTUBHOCTH CYOBEKTa.

35. B Teuenue omnpeneneHHOTO MepUoaa A0 U BO BpeMs UCCIIETOBAHUS
CYOBEKTHI JTOJKHBI BO3AEPKUBATHCS OT MpHeMa MUILIKA U HATUTKOB, KOTOPbHIE
MOTYT TOBJIHATh Ha (YHKIMIO CEpACYHO-COCYAMCTOM, MHUIIEBApPUTEIbHON
CUCTEMbI, MEYEeHU U (WIu) TOYeK (HampuMmep, aJKOTOJIbHbIE HAMUTKUA WIIH
HEKOTOpbIE COKH, Hampumep rpeindpyrtoBbii). CyObekram He CIEAyeT
OpPUHUMATh Kakue-IMOO  COIMYTCTBYIOIIUE JIEKAPCTBEHHBIC Iperaparhl
(BKJIFOYAsl JIEKApPCTBEHHBIE Mpernaparbl PacTUTENIBHOTO MPOUCXOXKICHHUS) B
TEUEHHE COOTBETCTBYIOIIETO MEpPHoJa 0 W BO Bpemsi uccienoBaHus. [lpu
3TOM TNPUMEHEHHE  KOHTPALENTHUBOB  jJomyckaerca. Eciam  mpuem
COITYTCTBYIOILIMX JIEKAPCTBEHHBIX MpPENapaToB HEM30€KEH U OHU HAa3HAUYEHBI
CYOBEKTY JJIs KyIIMPOBAaHUS HEXKEJIaTeIbHBIX SIBJIEHUMN (HAIpUMep, FOJJOBHOM
001M), TO B CONPOBOJUTENBHBIX JIOKYMEHTAaX HEOOXOIUMO OTpPa3UTh
CBEICHUS O MpUMEHEHUW (J03a M BpeMsi MPUMEHEHHS) U BO3MOKHOM
BJIMSHUM HA MCXOJI HCCIENOBaHMUSA. B HCKIIOYMTENBHBIX Ciy4asx U3
coOOpakeHHII 0€30IaCHOCTM WJIM IEPEHOCUMOCTH BCEM CyOBbEKTam
Ha3HAYalOT CONYTCTBYIOIIME JIEKAPCTBEHHBIC Ipenaparbl (Hampumep,
AHTAroOHUCTHI ONMMOUHBIX PELENTOPOB, TPOTUBOPBOTHRIE cpeicTBa). B aTom

clIy4ac H€O6XO,I[I/IMO YYUTBIBATH BO3MOKHOCTD JICKaApCTBCHHOI'O
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B3aMMOJICHCTBUS WM BIMSHUS Ha OMOAHATUTHYCCKYIO METOIUKY, KOTOpPHIS
MOTYT CKa3aThCs Ha pe3yIbTarax UCCICTOBAHMS.

36. JlekapcTBEeHHBIC TpemapaThl, KOTOPHIE B COOTBETCTBHU C OOIIEH
XapaKTEePUCTUKE JICKAPCTBEHHOTO TpemnapaTa pedepeHTHOTO JEeKapCTBEHHOTO
npemnapara JOJDKHBI TPHMEHSTBCS TOJBKO B KOMOWHAIIMHM C  JPYTUM
JICKapCTBEHHBIM IIperapaToM (HarmpuMmep, HEKOTOPbIe HHTHOUTOPHI IPOTEa3hl
BUY npuMeHSIOT TOJIBKO B KOMOWHAIIMM C PHTOHABHUPOM), pa3periacTcs
NpUHUMATh KaK OTIEIbHO, TaKk W B KOMOWHAIUM C PEKOMEHIYEMBIM
JICKapCTBEHHBIM MpeTrapaToM.

37.Ilpn wm3ydeHMH OWOSKBHUBAJICHTHOCTH OJHIOTEHHBIX COCTUHCHUN
HEOOXOAMMO KOHTPOJUPOBaTh (AKTOPhI, BIHSIONIME Ha HUX (QOHOBOE

coJiepkaHue (HalpuMep, CTPOTUH KOHTPOJIb IPUHUMACMOM TTHIIIH).
Bpems orbopa o6pasion

38. In1 TouHOTO OmNMUCAHUSA MPODHUIT «KOHIEHTpAMS — BpEMs»
HEOOXOJIMMO OTOOpaTh JOCTATOYHOE KOJIMYECTBO oOpasmnoB. B memsax
MOJTYYeHHSI TOYHOM OIEHKH MAaKCHUMaJIbHOW SKCIO3UIIMU HEOOXOJIUMO
IPEAYyCMOTPETh YacThlii 0TOOP 00pasIoB BOJM3M MPEANOaraeMoro tms. B
YaCTHOCTH, cxeéMa OoTOOpa o0paslloB JIOKHA OBITh COCTaBJICHA TaK, YTOOBI
Cmax HE SBIISJIaCh NMEPBOM TOUKON HA KPHUBOM «KOHIICHTpAIIAS — BPEMS.
KonmdecTBO 0TOOpaHHBIX 0O0pa3loB TakKe JOHDKHO OBITh JOCTATOYHBIM,
4TOOBl 00ECIEUUTh HAJEKHYIO OIEHKY JJIMTEIHBHOCTH SKCIO3UIUU. ITO
nocruraercs, korga AUC( ) mnepexpeiBacT He MeHee 80 IIPOLIEHTOB OT
AUCp.). C nenp0 TNOIy4eHHs HAASKHOH OLIEHKM  KOHCTaHTHI
CKOPOCTH TEPMHHAIBLHOM JSJIMMUHAIUK (HEOoOXoauMa JJIsi JOCTOBEPHOM
oueHkn AUC(_,)) B TeueHHE TEpMUHAIBHON (a3bl ciiegyeT oToOparh He
MeHee 3—4 o6pasuos. Eciu aza abcopO1inu JIeKapCTBEHHOTO Tperapara Jjist

IMpueMa BHYTPb C HCMCIJICHHBIM BBICBO60)KI[CHI/I€M HC IIPCBLIIIACT 72 qacCoB,
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TO IJi1 CPaBHEHMS JJIMTEIBHOCTH HKCIO3UIIMU B KAuye€CTBE AJIbTEPHATHUBBI
AUC oy mosxet ncnonb3oBarbess AUC, yecedennas 10 72 yacoB (AUC -7z o).
[ToaTomMy s JFOOBIX JIGKQPCTBEHHBIX TMPENaparoB C HEMEIJICHHBIM
BBICBOOOKIEHUEM HE3aBHCUMO OT ti, aKTUBHOI'O BEIIIECTBA OTOOP 00pa3IioB B
TeueHue Oosee 72 yacoB He TpeOyeTcsl.

39. B wuccrnenoBaHusx ¢ MHOTOKPATHBIM MPHUEMOM JIEKAPCTBEHHOIO
npenapara a1 TouHoro onpeneneHus AUC ) «upenno3oBblii» oOpaser
HEO0O0XO0IMMO 3a0paTh HEMOCPEACTBEHHO (B TEYEHHWE S5 MHUHYT) MeEpea
IPUEMOM JICKaPCTBEHHOTO TIperapara, a MOCIeAHU oOpasern — B TEeUEHUE
10 MUHYT B KOHIIE 3aJAHHOTO MHTEPBAJIA IO3UPOBAHUA.

40. Ecnm B kayecTBe OHMOJIOTMYECKOTO MaTepuana, B KOTOPOM
OTIpeIeIseTCsl Co/IepKaHrue NEHCTBYIONIETO BEIIECTBA, BEIOpaHa MOYa, TO €€
HE0OX0MMO cOOUpaTh B TeueHue He MeHee 3 ty,. OgHaKo B COOTBETCTBHUU C
PEKOMEHJAlUSIMU 110 0TOOPY 00pa3IoB IJIa3Mbl, COOp MOYHM B T€UeHUE Oosee
72 yacoB Takxe He TpeOyercs. [lnsi ompenesieHUsi CKOPOCTU HSKCKPELUU
WHTEPBAJIBI MEXKTYy 0TOOPOM 00pa3iioB B (paze abcopOIuu JOJKHBI OBITh, TIO
BO3MO>KHOCTH, KaK MOKHO KOpoue (C yueToM TpeboBaHuM noapasiesoB S u 6
HACTOSILIETO pa3jeiia).

41. JIns SHIOTEHHBIX COEIUHEHUM cxema OoTOopa 0o0pasIoB J0JDKHA
MO3BOJIUTh OMHCATh WX (POHOBOE CoNEepKaHUE IS KaXIOTO CyOBhEKTa B
KaxaoM nepuojae. Kak mpaBuio, Takoe OINpeeieHue BO3MOXKHO IyTeM
orOopa 2-3 o0pa3loB 10 mpuema JiIeKapCTBEHHOro mnpemnaparta. Muorna,
YTOOBI y4eCTh HUPKAIHBIE KOJIEOAHUSI (POHOBOTO COJACPKAHUSI SHIOTEHHOTO
COCIMHEHMS, TPeOyeTCs peryJsipHO OMPENeNsiTh €ro KOHIICHTPAIWIO B
TeueHue 1-2 pAHeW 10 mpueMa JEeKapCTBEHHOro Ipemnapara (C y4eTom
TpeOOBaHMIA TTOJIPA3/IEIIOB 5 U 6 HACTOSAIIETO Pa3/ena).

42. Ilpy OOBIYHBIX OOCTOSATEIBCTBAX OHMOJOTHUYECKON IKHUJIKOCTHIO,

oTOMpaeMoil i1 W3MEPEHUsS KOHIIEHTPAllUM JEWCTBYIOIIUX BEIIECTB,
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JOJDKHA OBITh KpOBb. B OOJIBIIMHCTBE CiIydyaeB HU3MEPSETCSl COJIEpIKaHUE
JEUCTBYIOIIET0 BEIIECTBAa MJIM €ro METabOJUTOB B CHIBOPOTKE WIIM ITIJIa3ME.
Ecam oTCyTCTBYeT BO3MOXKHOCTH HM3MEPUTh COJIEPHKAHUE JEHCTBYIOIIETO
BellleCTBA B IUIa3Me, a JCHCTBYIOIIEE BEIIECTBO OSKCKPETUPYETCS B
HEU3MEHHOM BHJIE C MOYOM M CYIIECTBYET MPOIMOPIIMOHAIbHAS B3aUMOCBS3b
MEXJy KOHIICHTpalUsIMHU JEWCTBYIOUIETO BEIIECTBA B KPOBU M MOU€, B
KadyeCcTBE OMOJIOTHYECKOTO MaTepralia MOXET UCIOIb30BaThcs Moua. O0beM
KaXJI0ro oOpaslia cieayeT Hu3ydaTh II0 BO3MOXXHOCTH HE3aMEIJIUTEIHHO
nocse coopa U BHOCUTDH pe3yibTaThl B oT4eT. KomnuecTBo 00pa3oB A0IKHO
OBITHh JOCTATOYHBIM, YTOOBI MPOBECTH pacueT (papMaKOKMHETHUECKUX
napaMmeTpoB. TeM He MeHee, B OOJIBIIMHCTBE CIIy4aeB CJEAYyeT u30erarb
UCIIOJB30BaHUS TOJIBKO JIAHHBIX O BBIJICJICHUU JIEUCTBYIOIIETO BEIIECTBA C
MOYOM, TaK KaK 3TO HE IO3BOJIIET PacCuuTarh {may M MaKCHUMAaJbHYIO
KOHIICHTPAIHMIO BEIIECTBA B CHCTEMHOM KPOBOTOKE.

43. O06pa3iibl OUOJOTUUECKOMN KHIAKOCTH HE0OX0IMMO 00pabaThiBaTh U
XPaHUTh B YCIOBUSIX, IPU KOTOPHIX paHEEe HE OOHAPYKUBAJIOCH PA3JIOKECHHE
aHAJTM3UPYEMbBIX BEIIECTB (B OOJBIIMHCTBE CIy4aeB MPUEMIIEMBIM SBISETCS
xpaHeHue 1npu Temmeparype He Bbimie -20°C). J[aHHbIE YCIOBHUS TOJKHBI
OBITH BKJIIOYEHBI B OTUET IO BaIMAAIUM (B COOTBETCTBHUU C TPeOOBAHUSIMU
nojapaszfena 9 Hacrosmero pasaena u npuioxkeHus Ne 6). Meromosorus

c60pa 06pa3u0B OT0BApPHUBACTCAA B IIPOTOKOJIC HCCIICAOBAHUS.

HpI/IeM JICKAPpCTBCHHOTO IIPCIIapaTa HaTOIIaK HUJIN ITOCJIC CIbI

44. UccnenoBanuss OHMOSKBUBAJIEHTHOCTH, KaK MPAaBUIO, MPOBOISAT
HATOINAK, TIOCKOJBKY CYHMTAETCS, YTO O5TO COOTBETCTBYET HamOOJbIIEH
YyBCTBUTEIHLHOCTH JUISl BBISBICHUS PAa3IMUMi MEXIY CpPaBHHUBAEMBIMU
JEKapCTBEHHbIMU  Mpenapatamu. Ecim B oOmeld  XapakTepUCTHKE
JIEKapCTBEHHOTO TpernapaTta peepeHTHOro JIEKapCTBEHHOTO Tpernapara ero
PEKOMEHIyeTCSl TPUMEHSATh HATOIAK WM HE3aBUCHMO OT TMpHeMa IHIIH, TO

HCCIICAOBAHUC OMOAKBHBAJICHTHOCTH IMpOBOJAT HATOHIAK. Ecan cormacHo
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oOlIel  XapakTepUCTHKE JIEKAPCTBEHHOro  Ipemapara pedepeHTHOro
JIEKapCTBEHHOI'0 TIpemnapara ero ciieayeT MPUMEHSATh UCKIIOYUTEIBHO TOCIE
€/1bl, TO UCCIEIOBAHNE OMO3KBUBAJIEHTHOCTH MPOBOJISIT MOCIIE MPpUEMa MHUIIIH.

OnHako [y HEKOTOPBIX  JIGKAPCTBEHHBIX  (popm  (Hampumep,
MHUKPO3MYJIbCUH, TBEPJIbIE TUCIIEPCUH) UCCIEAOBAHUE OMOIKBUBAJIEHTHOCTH
MPOBOJST KaK HATOIAK, TAK U MOCJE MpUeMa MUK, Y Ka3aHHOE MTPaBUIIO HE
MPUMEHSIETCS, €CJIM JICKApCTBEHHBIM IMpernapar HE0OXOJUMO MPUHUMATH
00 CTPOro HATOIIAK, TUOO CTPOTO MOCIIE €/Ibl.

45. Ecnu TpeOyercsi mpoBeleHHE O0OUX BHUJIOB HCCIEIOBAHUM, TO
JOTTYCTUMO TMPOBOAUTH 2 OTIAEIBHBIX IEPEKPECTHBIX HCCIICIOBAaHUS B 2
rpymnmnax cyObeKTOB WM | TMEepeKpecTHOe WuccienoBaHue B 4 rpymnmnax
CyOBEKTOB.

46.B ycnoBusAx, Korja MpHeM  JIEKQpCTBEHHOrO  IIperapara
OCYILIECTBIISIETCS TIOCJE MpUeMa MHUILHA, €€ COCTaB JOJDKEH COOTBETCTBOBATH
peKoMeHJalusIM  OOIIer XapaKTepUCTUKH JICKApCTBEHHOrO Mpernapara
pedepeHTHOrO JieKapCcTBEHHOTO NpenapaTa. Eciu B Hell OTCYTCTBYIOT KaKue-
aub0 pEKOMEHJAIMM IO 3TOMY TMOBOAY, TO MNHIIAa JOJDKHA OBITh
BbicOKOKanopuiiHon (800-1000 kkay), ¢ BBICOKMM COAEPKAHUEM KHUPOB
(oxkomo 50 mporeHTOB OT oOImiel KamopuitHOCTH). Ha Oenku  107IKHO
npuxoautbess 150 kkanm, Ha yrieBoabl — 250 KKal W HA KUAPBl —
500-600 xkain. HeoOxommmo ommcarb COCTaB MHUIMA OTHOCHUTEIHHO
COJIEp>KaHUSI B HEM OEJIKOB, KUPOB U YIJIEBOJOB B IpaMMax, aOCOIIOTHOM U

OTHOCUTENILHOM COJIEP’KaHUU KaJIOPUH.
5. Uccnenyembie mapaMeTpsl

DapMaKOKMHETUYECKUE CBOWCTBA

47.Tlpu omenke (papMaKOKHHETHUECKUX CBOMCTB HEOOXOIUMO
UCIIOJB30BaTh (PakTUYECKOe Bpemsi 0TOOpa oOpasioB. B wucciegoBaHusx

OMOAKBHBAJICHTHOCTH  IIOCJE OJHOKPATHOIo I1puemMa JICKApCTBCHHOI'O
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npenapata onpeneisitoT AUC oy, AUC o), ocTarounyro miomanb, Cmax U
tmax- Ecin oTOOp 00OpasmoB mpojaoKaeTcs B T€UeHHUE 72 4acoB M B TOUKE
72 daca KOHIIEHTpAlMS BCE CIe MOJMACTCS OIMPEICICHHIO, TO OIHUCHIBATH
AUC(.) ¥ OCTaTO4YHyI IUIOIAAb HET HEOOXOAUMOCTH, JOCTaTOYHO
nokymeHtupoBatb cBeaeHuss o AUC, ycedeHHOM B TOYKe 72 daca
(AUC(g_72)). JononmHuTenbHO MOTYT OBITH ONMCAHBI KOHCTAHTAa CKOPOCTH
TePMHUHAILHOMN dMuMUHAIUH (Kei) H tys.

JInst mekapCTBEHHBIX IIPENapaToB ¢ HEMEICHHBIM BBHICBOOOXKICHUEM B
UCCICOBAHUAX  OHMOSKBHBAJICHTHOCTH B  PAaBHOBECHOM  COCTOSIHHUH
HeoOoxoauMo onpenenatb AUC o_r), Cmaxss ¥ tmaxss-

48. Ilpu uCIoap30BaHUM B KaY€CTBE OMOJIOTUUECKOTO MaTeprajia MOYU
HEOOXOAMMO OIPENENATh A€ U, 10 BO3MOKHOCTH, Rmax.

49. llns OTIpeICIICHUS (hapMaKOKMHETUYECKUX CBOJMCTB B
WCCJICIOBAHUSIX OMOIKBUBAJICHTHOCTH HMCTOJIB3YIOT BHEMOICTHLHBIE METOJIBI.

Hcnons3oBaHue KaMCPHBIX MOI[eHeﬁ HCIIPHUCMIICMO.

6. HNcxonnoe coequHeHue UM €ro METa0O0INUTEI

OO011Me TPUHIIUIIBI

50. B OompmmHCTBE  ClIydaeB  OLEHKY  OHMOSKBHBAJICHTHOCTU
HEOOXOAMMO TIPOBOJUTH MYTEM OIPEACICHHUS KOHIICHTPAIIMH HCXOIHOTO
COCIMHEHMS,  TOCKOJBKY  JUIsl ~ OOHApYXKEHUS  pa3Iuduil  MEXIy
JIEKapCTBEHHBIMHU TIpernapaTaMu Mo CKOpocTH adbcopOIuu Cpax MCXOTHOTO
COCTUHEHUS] OOBIYHO SIBIISIETCSI OOJiee YYBCTBHUTEIBHBIM IOKAa3aTeleM, 4eM

Cinax €70 MeTadoInTA.
HeakTuBHbIE TpOIEKapCTBA

ol. Jlns HEaKTHUBHBIX MPOJICKApCTB HCCJIEIOBAaHHUE

OMOAKBHBAJICHTHOCTH caieayer mnpoBOAWTHL B OTHOHMICHHHM  HCXOIHOI'O
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coenuHeHus. OnpenensaTh KOHIIEHTPAIMI0 AaKTUBHOTO MeETa0olHuTa He
Tpedyerca. OIHAKO KOHLEHTpAIMs B OMOJIOTUUECKUX JKUJIKOCTSIX HEKOTOPBIX
MPOJICKAPCTB JOCTATOYHO HHU3Kas, U OHU OBICTPO DIUMHHUPYIOTCS U3
KPOBOTOKa, 4YTO 3aTpyAHSE€T MOATBEPKJICHHE OWOSKBUBAJIECHTHOCTU TIO
UCXOJHOMY COEIMHEHHI0. B 3TOM ciyyae JoIyckaercss NOATBEPXKAAaTh
OMOSKBUBAJIEHTHOCTD JIJI1 OCHOBHOTO aKTUBHOT'O MeTa0o0IuTa 0€3 U3MEPEHUs
KOHLEHTpAllMM MCXOJHOIO COEIWHEHHs. B HacTodmMx IpaBuiIax IO
VUCXOJHBIM COCOUHECHUEM, SIBIAIOMIMMCS HEAKTUBHBIM MPOJICKAPCTBOM,
MOHUMAIOTCSI COCJIMHEHUSI C OYE€Hb HU3KOU KIMHUYECKON 3(PEHEKTUBHOCTHIO

HJIA TTOJIHBIM €€ OTCYTCTBUCM.

Hcrons30Banye TaHHBIX O METAa0OJINTE BMECTO JAaHHBIX
00 aKTUBHOM HMCXOJHOM COCIMHEHUH

52. Uctionp30BaHue CBeIEHUIT O MeTadoJIMTE BMECTO HAHHBIX 00
aKTUBHOM HCXOJHOM COCIMHEHWW HE pEKOMEHIyeTcs. Takas 3ameHa
JOTyCTUMa JIMITh B TOM CIydae, €CIu 3asBUTEIh CMOXXET J0Ka3aTh, YTO
YyBCTBUTEIBHOCTh AHAJMTUYECKOTO METOJIa B OTHOIICHHH WCXOJHOTO
COCJIMHEHUs] HE MOXKET OBITh YJIy4IlleHa U YTO TMOCJI€ OJHOKPATHOTO IIpueMa
JIEKApCTBEHHOTI'O0 TIperapara TOYHO H3MEPHUTh KOHIIEHTPAIMIO HMCXOJIHOTO
COCIMHECHHUS HEBO3MOXKHO, YUYWTHIBagE TO, 4YTO B  HCCIEIOBAHUAX
OMOSKBUBAJIGHTHOCTH JOMYCTHUMO HCIIOJIB30BaTh JO3BI, IPEBHIIAIONINE
MaKCHMaJIbHBIE pa30Bble 1036l (C y4yeToM TpeOoBaHMIl ToApaszaena 7
HACTOSIIETO pazfena). 3aMeHa JaHHBIX 00 MCXOJHOM COCIMHEHUU JaHHBIMU
O ero MetaboJuTe JOMyCTUMa JIMIIhL B HMCKIIOUHUTENBHBIX chydasx. [lpu
OCYILIECTBIICHUM TaKOW 3aMEHbl, 3adBUTEIb O00s3aH MPEICTaBUTh BCE
UMEIOIIECS] CBEJCHMS, MOATBEPIKIAIONINE, YTO SKCIIO3UIMS METa0oJIMTa

(BeipakeHHas B Buje AUC) oTpakaeT SKCIO3HUITUIO UCXOIHOTO COCTMHEHUSI
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H YTO B TCPAIICBTUYCCKUX H0O3aX O6pa3OBaHI/I€ MeTa0oIuTa HE SBJISICTCS

HACBIIIAEMbIM MPOIIECCOM.
DHAHTHOMEPHI

53. Kak mpaBwiio, JOMYyCKAeTCsl MCIOJIb30BaTh HECTEPEOCeMPUIHBIC
OnoaHamuThyeckue  Meroabl.  OJHAaKO  TpW  BBINOJHEHHH  BCEX
HUKENIEPEUHCIICHHBIX YCIOBUM HEOOXOJUMO HU3MEPSATh KOHIEHTPAIUIO
Ka)XJIOTO SHAHTHOMEpA!

SHAHTHUOMEPHI  00JAJAIOT  PA3IMYHBIMU  (HaPMAKOKMHETUYECKUMHU
CBOMCTBAMU;

(dapMakoIMHAMUUYECKHE  CBOMCTBA HHAHTUOMEPOB  CYIIECTBEHHO
pazInyaroTcs;

OTHOIIICHHE JKCIO3MUIMK dHAHTHOMEPOB (BbIpaskeHHOH B Buue AUC)
MEHSIETCS IIPYU U3MEHEHUHU a0COpOLIHH.

54. Ecnu Bce yKa3aHHBIE YCJIOBUS BBITIOTHSIIOTCS WJIA CBEACHUS O HUX
OTCYTCTBYIOT, TO HEOOXOAMMO M3MEPATh KOHLEHTPALMIO KaXJOro
sHaHTMOMepa. Eciau  Tombko OAMH W3  DHAHTHOMEPOB  00OJIajaeT
(dbapMakoIOrUYecKo  aKTUBHOCTHIO  ((apMakojiornueckass aKTUBHOCTh
BTOPOTO PHAHTHOMEPA HU3KAS WU MOJTHOCTHIO OTCYTCTBYET), TO TOCTATOYHO

IOATBCPAUTD OMOAKBUBAJICHTHOCTH TOJIBKO JJIs1 aKTUBHOI'O DQHAHTHOMCPA.
Hcmonn30BaHne MOYH B KQ4ECTBE OMOJIOTHUECKOTO Marcpuajia

55. Ecnn gocToBepHO omnpenenuTh Npohuiib «KOHIICHTPAIU — BPEMS
B IUIa3ME€ HCXOJHOIO COEAWHEHHMS HEBO3MOXKHO, TO JUIS OIpeaeeHUs
BEIIMYMHBI OKCIO3MIIMM B Ka4eCTBE 3aMCHBI KOHIIEHTpPAllMM B ILIa3Me
JOMYCTUMO MCIOJIb30BaHUE JAHHBIX 00 OJKCKpenuuu ¢ Modoil. OJHaKo
HEOOXOJMMO YETKO OO0OCHOBaTh MCIOJIB30BAaHHE JAHHBIX MOYH IIpHU

OIIPpCACIICHNN MakKCUMaJIbHOM d3Kcno3unuu. Ecim yaacTcia IOJNYYHTH
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JOCTOBCPHBIC CBCICHUA o Cmax B I1J1a3MeE, TO JJIA OLCHKH
OMOSKBHBAJICHTHOCTH DTH JaHHBIC HCO6XOI[I/IMO npeacTaBuTb Hapsaay ¢
BEIIMYMHOM OKCIIO3UIIUH, HOqueHHOfI IIpru HCIIOJb30BAHHUHN MOYH. HpI/I
HCITOJIb30BAHNM MOYHM B KA4eCTBE OHMOJIOTMYECKOTO Marcpualia 3asiABHUTCIIb
00s13aH npeaAcTaBuTh BCHO HMMCHOIIUCCA CBCACHUA, IMOATBCPIKAAOIIUC, YTO

AKCKpPEIHs C MOYOM OTpa)kaeT IKCIO3UIIUIO B TIa3Me.
DHIOTEHHBIE BEIIECTBA

56. Ecmm  mccnemyeMoe  BEIIECTBO — SIBISIETCS  DHJOTCHHBIM, TO
u3MepeHne (HPapMaKOKMHETHUECKUX MMapaMeTPOB HEOOXOIUMO OCYIIECTBIISATh
C TompaBKo Ha ero (OHOBOE CoJepKaHUE, dYTOOBI HCCICTyeMbIe
(dapMaKOKHHETHYCCKHE TapaMeTpPhl OTHOCHIIMCh K  JOTIOJHUTEIHHBIM
KOHIICHTpAIlUSIM, TIIOJyYCHHBIM BCIICJICTBHEC TpHEMa JIEKApCTBEHHOTO
npenapara. [lpu  ycmoBuM TpUEMIIEMOW  TMEPEHOCMMOCTH U €CIU
KOHIICHTPAIIUIO, TTPEBOCXOAIIYI0 (DOHOBYIO M JOCTUTAEMYIO TOCIE TIpHeMa
JCKapCTBEHHOTO0  IIpemapara, MOXXHO  JOCTOBEpHO  H3MEPHUTh, B
WCCJICIOBAaHUAX OHO3KBHBAJICHTHOCTH OHIOTEHHBIX BEIIECTB JOITYCTHMO
IpUMEHEHNEe J103, IPEBBIIIAOIINX MaKCHMalbHBIC pa30oBble J103bl. Eciaun
MocjIe TpHUeMa pPa3IMYHBIX 03 JHJAOICHHOI'O BEIISCTBA pa3HUIA B
AKCITO3UIIUM paHee He OblIa MOKazaHa, €€ HE0OXOJAMMO OIPEACIUTh JIMOO B
MAJIOTHOM MCCJICAOBAaHHUM, JTUOO0 B paMKaxX OJHOTO M3 IEPHOJOB OCHOBHOTO
UCCIICIOBaHUSI OMOAKBUBAJIECHTHOCTH C WCIOJb30BAaHUEM PA3IMYHBIX 103
pedepeHTHOTO  JIGKQpCTBEHHOTO  Mperapara Ipd  YCJIOBUH,  YTO
WCITOJB30BaHUE ITHUX J03 TMO3BOJUT OMPEACIHTh MOTCHIINAIBHBIC Pa3IUUs
MEXy JIEKapCTBEHHBIMH TPETIapaTaMH.

B mportokone wmcciaenoBaHus HEOOXOAWMO 3apaHee OINPEACIUTh H
ONMKCaTh METOJ, HCIOJIb3yeMbIH A TONMPaBKW Ha (OHOBOE COJIEpKaHUE

OHIAOICHHOI'O  BCIICCTBA. B Ka4uC€CTBC IIOIIPaBKHU  MPCAIIOYTUTCIIBHO
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UCIOJIb30BaTh CTAHJAPTHOE BBIYMTAHUE: BBIYUTAETCA JUOO CpemHss
KOHILIGHTpAllUsl DHAOTEHHOTO BEIECTBAa, OMNpeJeJeHHas JI0 IpueMa
npenapara, Ju6o cpemuss AUC. MHMspenka, Korga KOHIICHTpaIHs
OHIOTEHHOTO BEIIECTBa TIOCIIe TIpHeMa JIEKQpCTBEHHOTO TIpermapara
CYILIECTBEHHO MpEBHIIaeT (OHOBYIO, TMOMpaBKka Ha ()OHOBOE COJIEpPHKAHUE
SHAOTEHHOT'O BEIlleCTBa HE TpedyeTcs.

57.B wuccnegoBaHusix OMOSKBUBAJIEHTHOCTH DSHJOTCHHBIX BEIIECTB
HalpsMYyI0 OIIEHUTh BIUsHUE 3(ddekTa MepeHoca HE MPeJICTABISAETCS
BO3MOXHBIM, IO3TOMY HEOOXOJAUMO COOJ0/IaTh 0COOYI0 OCTOPOXKHOCTh MPH

BBIOOPE JUTUTEIIBHOCTH OTMBIBOYHOTO TIEPHO/IA.
7. Uccnenyembie I03UPOBKH

58. Ecniu  perucTtpaiii  MOAJIeKaT HECKOJIbKO JO3UPOBOK, TO B
3aBUCHUMOCTA OT MPOMOPIMOHATBLHOCTH COCTaBa MEXIYy pPa3IuYHbIMU
JO3UPOBKAMHU U JIPYTUMH CBOMCTBAMHU JIEKAPCTBEHHOTO IIpernapara,
uccieloBaHre OMOSKBUBAJIIEHTHOCTU JIOCTATOYHO IMPOBECTH B OTHOIIECHUU
OJTHOM WM JABYX JIO3UPOBOK. BBIOOp MO3MPOBKHU (IO3MPOBOK) 3aBUCUT OT
JMHENHOCTH (PapMAaKOKMHETUKH JEHCTBYIOIIETO BEIIECTRA.

59. Ecm  ¢dapmakokunetnka ~ HenuHewHa — (yBenmuenme ~— AUC
HEMPOMOPIMOHATFHO NPUHUMAEMON  J103€), MPUTOJHOCTh Pa3TUYHBIX
JO3UPOBOK  JUISI  OMPEACICHUS  MOTCHIUMAIBHBIX  Pa3Iuduil  MEXIY
CpPaBHUBAEMbIMHM JICKAPCTBEHHBIMHU IMpenapaTraMud MOXKET OTJINYaThCA.
JIuneltHOCTh (PapMaKOKMHETHKUA MPU3HAETCS B TOM Cllydae, €CJIM pa3HHUIIa
MEXIY CKOPPEeKTUPOBaHHBIMH TI0 a03e cpemanmu AUC mis ucciaemyemon
JIO3UPOBKHU (103UpPOBKH, UCIIOJIb30BaHHOM B UCCIIEIOBAHUU
OMOPKBUBAJICHTHOCTH) MW  JO3UPOBKU  (O3UPOBOK), B  OTHOUICHUH
KOTOpOM(bIX) MpPOBENEHHWE  HCCIENOBAHUS  OMOIKBUBAJICHTHOCTH  HE

IUTAaHUPYETCS, HE MpeBbIIaeT 25 TpoLeHTOB. g OLIEHKHM JMHEWHOCTU
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3asBUTEIb JIOJDKCH W3YYUTh W KPUTHYECKH OIICHUTh BCIO JIOCTYITHYIO
HAyYHYIO JIATEPATyPy Ha IMPEAMET IPOIMOPIIMOHAIBHOCTH J103bI. JINHEHWHOCTH
KOHCTATUPYETCS, €CIH Pa3IHuusi MEXIAY CKOPPEKTHPOBAHHBIMU IO J03€
AUC nHaxopasarcs B ipeenax £25 nmporeHToB.

Ecnu OM03KBUBaICHTHOCTD JIJI IO3UPOBOK, 001a7at01el HanOoIbIIeH
qYBCTBUTEIHLHOCTBIO B OTHOIIEHWHW YCTAHOBIICHHS pa3lIduuil  MEXIY
CpaBHUBAaCMBIMH JICKQPCTBEHHBIMHU IIperapaTamMu, IIOATBEPXKJICHA, TO B
NPOBEJICHUN MCCIICOBAaHUN OWO3KBHUBAJICHTHOCTH INVIVO C JIpyrumMu

JAO3UPOBKAMH HET H€O6XOI[I/IMOCTI/I.

OO6uue kputepuun OMoBEKBEPa JI Pa3TUIHBIX
J03UPOBOK JIEKAPCTBEHHOTO Mpernapara

60. B caydae eciau 3asBieHME 00 OTCYTCTBHHM HEOOXOIUMOCTHU
OPOBEACHUS  HCCINEAOBaHUS  OMOAKBUBAJIEHTHOCTH B OTHOIIEHUU
JOTIOJIHUTENBHBIX ~ JIO3UPOBOK  (OMOBEWBEpP), JOJDKHBI  COOIOJATHCS
CIIEYIOIINE YCIOBHUS:

a) MPOM3BOJICTBEHHBIM  MpoOIlECC  JIEKAPCTBEHHBIX  MpENnapaToB ¢
Pa3IMYHBIMU J103UPOBKAMHU SBJISIETCS OJIUHAKOBBIM;

0) KaueCTBEHHBII COCTaB JIEKAPCTBEHHOI'O Ipernapara ¢ pa3iMuHbIMU
JO3WPOBKAMH COBIIaJlaeT (MaHHOE TpeOOBaHHME HE KacaeTcs KpacuTeleu u
apoMaTHU3aTOpPOB);

B) COCTaB JICKAPCTBEHHBIX MPEMAPATOB C Pa3IUYHBIMHU J1O3UPOBKAMU
JOJDKEH OBITh KOJIMYECTBEHHO MPOMOPIUOHANCH: OTHOUICHUS MEXIY
coJiepKaHuEM JEHCTBYIOIIETO BellecTBa (ACHCTBYIOLIMX BELIECTB) U
KOKJIOTO M3 BCIIOMOTATENIbHBIX BEIIECTB COBIMANACT JUISI BCEX TO3UPOBOK
(manHOE TpeboBaHME HE KacaeTcs 000JIOUEK JIEKAPCTBEHHBIX IMPEMapaToB C
HEMEJJICHHBIM ~ BBICBOOOKJIEHHEM, OOOJIOYEK KamcCyJs, Kpacureled u

apOMaTI/I3aTOpOB). Ecan konuuecTBeHHas MpONMoOpPHUOHAJIBHOCTL COCTaBa



33

OTCYTCTBYET, TO YKa3aHHO€ YCJIOBHE CUHMTAETCS BBIMOJIHCHHBIM, €CIH B
OTHOIIIGHUH HCCIIEAYEeMON JTO3UPOBKM M JO3UPOBOK, IS KOTOPBIX HE
IpeanoiaraeTcss  NPOBEACHHUE  HMCCICAOBaHUSA  OMOIKBHUBAJICHTHOCTH,
COOITIONAIOTCS YCTOBHS «I» U «ii» Wiy «i» 1 «iii»:

1) comeprkaHue JIEHCTBYIOIIETO BellecTBa (JICHCTBYIOIIMX BEIISCTB) HE
IPEBBIIACT 5 MPOICHTOB OT MACChl SApa TaOJCTKH, MAacChl COACPIKUMOTO
KarCyJibl;

Il) comepkaHre BCIIOMOTraTeIbHBIX BCIIECTB sapa TaOJETKH WM
COJICP’)KUMOTO KarcCyiabl COBIAAACT JIJII BCEX PETHCTPUPYEMBIX JIO3HPOBOK,
U3MEHSETCS JIUIIb COACPIKaHUE IEHCTBYIONIEIO BEIICCTRA,;

Ili) comepxaHue HAMOJHHUTENCH M3MEHSETCS B 3aBHCHMOCTH OT
COJCP)KAaHUs  JICHCTBYIONIEIO  BEIECTBA;,  COJCP)KAaHHE  OCTAJbHBIX
BCIIOMOTATEIIBHBIX ~ BEIICCTB sApa WM  COACPKUMOTO  KarcCyiabl IS
paccMaTpUBaEMbIX JO3UPOBOK OCTAE€TCS HEM3MEHHBIM;

r) nanaeile 0 TCKP mnoarBep:kmar0T OTCYTCTBHE HEOOXOIMMOCTH B

NPOBEACHUHN JOMOJHUTEIHLHOTO UCCIICIOBAHNUS OMOIKBHBAJICHTHOCTH IN VIVO.
JluneitHas (hapMaKOKHHETHKA

61. Eciu omumcannplie B myHKTe 60 Hactosmmx [IpaBmi ycioBus
BBITIOJIHSIFOTCA, JIOCTaTOYHO MPOBEACHUS VCCIIETOBAHUS
OMO’KBUBAJICHTHOCTH B OTHOIIEHUU OJHOU JT03UPOBKH.

62. Kak mpaBuio, uccienoBaHUE OMOIKBUBAJICHTHOCTH MPOBOJIUTCA
JUTsl HanOoJbIIed A03UPOBKU. J1Jis TeKapCTBEHHBIX MpEnapaToB C JIMHEUHOU
(hapMaKOKMHETHUKOM MPU YCIOBUU BBICOKOM PACTBOPUMOCTH JECHCTBYIOIIETO
BEIIIECTBA MCCJIEAOBAHUE OMOAKBUBAICHTHOCTH JIOMYCTUMO MPOBOAUTH C
UCIIOJB30BAaHUEM MEHBIINX J03UPOBOK. BBIOOp MEHBIIEH TO3UPOBKHU TAKXKE
MOET OBITh OOOCHOBAaH C TMO3UIIMI O€30MacCHOCTH WM TEPEHOCUMOCTH,

KOoraa HIpPpHUMCHCHHUC HanOOJIbIIIEH JAO3UPOBKU Y 3IA0POBLIX ,Z[O6p0BOJ'IBI_ICB
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Henpuemsiemo. Kpome Toro, ecim 4YyBCTBUTEIBHOCTh AHAIUTHYECKOTO
METOJa HE IMO3BOJSET TOYHO M3MEPUTh KOHUEHTPALMIO MpPHU MPUEME
HauOOJbIIEH JTO3UPOBKU JIOMYCKAETCS MPUMEHEHHUE O0Jiee BBICOKOUM 03I
(OpeAnOYTUTENBHO HCIOIB30BaTh HECKOJIBKO TaOJETOK C HauOOJIbIIEH
N03UpOBKOM). IIpeBhillieHHE MaKCUMalbHOW  TEPANEeBTUUYECKOW  JI03BI
JNOMYCKAETCS JIMIIb B TOM CIly4ae, €CJId OHA XOpOIIO MEPEHOCHTCS
3I0POBBIMH JIOOPOBOJIBIIAMUA W OTCYTCTBYIOT OTpPAaHUYEHUS IO CTENEHU
a0CcopOILMKM WM PACTBOPUMOCTH JIEKAPCTBEHHOI'O Npemnapara, MPUHSITOTO B

TaKoOU J03€.

Henuneitnas GapmMakoKHHETHKA

63. Ectu B TepameBTHUeCKOM Juarna3zoHe creneHb yBenuueHuss AUC
JICKApCTBEHHBIX TMPEMapaToB C HEIMHEWHOW (apMaKOKWHETUKOW OOJbIe
CTETICHU YBEIWYECHUS N03bl, UCCIEIOBAaHUE OWOIKBHUBAJIEHTHOCTH OOBIYHO
IIPOBOJUTCS C MCIIOJIb30BaHWEM HauOomblieil no3upoBku. Kak u B ciydae ¢
JICKApCTBEHHBIMHU TIpenapaTaMyd ¢ JUHEHHOW (apMaKOKWHETUKOW, BBIOOP
MEHBIIIEH TO3UPOBKU MOXKET OBITh OOOCHOBAaH C TO3UIMN 0€30MacCHOCTH U
NIEPEHOCUMOCTH, KOT/Ia TIPUMEHEHHWE HauOOJBIIECH TO3UPOBKH y 3OPOBBIX
T0OpOBOJIBIIEB  HEMpUeMieMOo. BceienacTBue HU3KOW UYyBCTBUTEIBHOCTH
AHATMTHYECKOTO METOAa AaHAJOTHYHO JIEKAPCTBEHHBIM TMperaparaMm ¢
JUHEUHOW (apMaKOKMHETUKON TakKKe [IOMYyCKAeTCs IpUMEHEHue Ooiee
BBICOKHX 7103 JICKapCTBEHHBIX npernaparoB C HEJIMHEWHON
(hapMaKOKHHETHUKOM.

64. HccnenoBanre OMO3KBUBAIICHTHOCTH JIGKAPCTBEHHBIX MPEMAPATOB,
y koTopbeix AUC B TepameBTHYECKOM IHAIa30HE YBEIMYUBACTCS MEHBIIIE,
YeM COOTBETCTBYIOILIEE YBEIMYEHUE [03bl, B OOJBUIMHCTBE CIy4yacB
TpeOyeTCsi IPOBOIAUTH JJIsI HAUOOJIBIIIEH U HAUMEHBITICH JTO3UPOBOK (MITH JIJIst

JO3UPOBKH, (PApMAKOKUHETHKA KOTOPOW HAXOJIUTCS B IMHEWMHOM JIHAIa30He),
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TO €CTh B 3TOM CiIy4yae MPOBOAUTCS 2 UCCIEAOBaHUS OMO3KBUBAJICHTHOCTH.
Ecnu HenuHelWHOCTh HE OOYCIOBIIEHa HHU3KOM pacTBOPUMOCTBHIO, a
OOBSICHSIETCS, HANpUMEP, HACBIIMIEHUEM TMEPEHOCYMKOB M COOJIOIAIOTCS
yCJOBUs, yKa3aHHble B myHkTe 60 Hactosimux [IpaBui) U cpaBHUBaeMmbie
JIEKApPCTBEHHBIE TIpENaparbl HE COJEpP’KAT BCIOMOTATEIIbHBIX BEIIECTB,
BIUSIOMIMX HAa MOTOPHUKY KEIYJOYHO-KHUIIEYHOIO TpakTa WM OeIKU-
NEePEHOCUUKH, JOCTATOYHO MPOBEACHUS UCCIe0BaHNS OMOIKBUBAIIEHTHOCTU
C HAUMEHBIIECH JTI03UPOBKOU (MU JTO3UPOBKOU, (hapMaKOKMHETHUKA KOTOPOM
HaXOJUTCS B TUHEUMHOM Juarna3one). BeiOop apyrux 103MpoOBOK MOKET OBIThH
00OCHOBAaH HM3KOW YYBCTBHUTEJIBHOCTBHIO AHAJUTUYECKOIO0 METO/a, KOTJa
MIPOBEJICHUE HCCIIEIOBAaHUA C HAWUMEHBIIEH TO3HMPOBKOM HEBO3MOMXHO WIIH
OpUMEHEHWE HauOOJbIIEeH JO3UPOBKHM Yy  3J0POBBIX  JOOpPOBOJIBIIEB

HEMPUEMJIIEMO C MO3UIUN 0€30ITaCHOCTH WK MEPEHOCUMOCTH.
HccnenoBanue kpailHUX BapuaHTOB (OPEKETUHT)

65. Ectu uccinegoBaHne OWOAKBUBAJICHTHOCTU TPeOYyeTCs MPOBECTU
Oonee ueM s 2 JO3UPOBOK, HANpPHUMEp, BCJCACTBHE pazIUYUi B
POMOPIIMOHAIBHOCTH ~ COCTaBa, HCIOJB3YIOT TIOJXOJ, ITO3BOJISIONIHI
OTPAHMYUTHCS TIPOBEJACHUEM WCCIICIOBAaHUN KpalHUX BapwaHTOB. Eciu
BBIOpaHHBIC TO3UPOBKHU MPEJICTABISIOT COOON KpaltHUEe 3HaUEHUSs!, HAIIpUMeED,
MaKCHUMaJlbHAs 1 MUHUMAJIbHAS JIO3UPOBKU WIIW JTO3UPOBKH, HAabOJIEe pe3KO
OTIUYAIOIIHUECS 110 COCTABY (TO €CTh OTIMYHUS 110 COCTABY JIPYTUX JTO3UPOBOK
YKJIQJIBIBAIOTCS B 3TY Pa3HOCTH), TO IOMYCTUMO TMPOBEJCHUE 2 UCCIIeI0OBaHUN
OMOPKBUBAJICHTHOCTH.

66. Ecmu orieHKy OWOSKBHUBAJICHTHOCTH HEOOXOIUMO OCYIIECTBUTH
HATOIIAK W TIOCTIE MpUeMa MUK TSl 2 JTO3UPOBOK BCIIEC/ICTBUE HEIMHEWHON

a6cop6u1/11/1 WA OTKJIOHEHUM OT MMPONMOPHHUOHAIBHOCTHU COCTaBa, 10CTATOYHO
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IIPOBECTH HCCJIEJOBAaHUE HATOIIAK W MOCJE MpHeMa MUIM | JO3WPOBKH.
OtcyTcTBUE HEOOXOAMMOCTH MPOBEACHUS HCCIEIOBAHUS HATOILIAK WU
nocyie TMpueMa MUIU A JPYTUX JI03UPOBOK MOXET OBITh 0OOCHOBAHO
JAHHBIMU Hay4YHOW nuTeparypbl W (WIM) NaHHBIMH O (apMaKOKHMHETHUKE,
MOJIYyYEHHBIMU TIPU  W3YYEHUU MCCIENYEeMOM JO3UPOBKH U3 JAPYIHX
UCCIIeI0BaHUM, TPOBEACHHBIX HATOIIAK U TIociie nmpuema nuuu. [Ipu Beidope
YCIIOBUM TPOBEACHUS UCCIEAOBaHUM (HATOINAK WJIM TOCJE MpUeMa MHUIIH)
JUISl U3yYEHHS] OCTAJbHBIX JTO3UPOBOK MPEANOUYTEHUE OTAACTCS YCIOBUSIM,
oOnafarouM HauOoJIblIed YyBCTBUTEILHOCTHIO B BBISIBICHUH BO3MOXKHBIX

paBJ'II/I“II/Iﬁ MCKIY CPAaBHUBACMbBIMHU JICKAPCTBCHHBIMU IIPCIIaApaTaAMU.

KOM6I/IHI/Ip0BaHHBIC JICKAPCTBCHHBIC IIPCIIapaThI

67.B oTHOomeHMH BceX KOMOMHHPOBAHHBIX  JIEKQPCTBEHHBIX
MpEnapaToB JOKHBI BBIIOJHATHCS YCIOBUS MPONOPIUOHAIIBHOCTH COCTABA,
npeaycMoTrpeHHble  HactosimuMu  [IpaBuiamu. Ilpu pacuere conepxanus
KaXJIOTO JICMCTBYIOIIETO BEHIECTBA KOMOWHAIIMU OCTAJIbHBIE JIEUCTBYIOIINE
BEIIECTBA JOJDKHBI pacCMaTpUBaTbCS B  KAyeCTBE BCIIOMOTAaTEJIbHBIX
BemiecTB. Kaxpiil c0il IBYXCIOMHBIX TAaOJETOK MOXKET paccMaTpUBATHCS

HE3aBHUCHUMO.

8. Merononorusa OMOaHAITUTHYECKON YaCTU UCCIIEIOBAHUS

68. buoananmuTryeckass 4YacTb HCCIECIOBAaHUI OHODPKBUBAJIEHTHOCTHU
JOJKHA OCYIIECTBIATHCS B COOTBETCTBUM C TIpUWJiokeHMEM Ne 6 K
HacTosAwmmuM [IpaBuiiam.

Jlst MOJIyYCHUS HaJIC)KHbBIX pE3yIbTaTOB, MOJTAOIINXCS

YAOBJIETBOPUTEILHON HMHTEPIPETAIMA, HEOOXOAUMO MOJAPOOHO OMNUCaTh
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UCIOJIb3yEMble OMOAHAIUTUYECKUE METOJIUKH, MTOJTHOCThIO UX BAJIMIUPOBATH
U JOKYMEHTHUPOBaTh. B KaXIoM aHaIMTHYECKOM IMKIE B paMKax
UCCJIEI0OBaHUSl HEOOXOJIMMO TMOATBEPAUTH IPUTOJHOCTh METOJIHUKU C
UCIIOJIb30BaHUEM 00Pa3LOB JUIsl KOHTPOJIS KauyecTBa.

69. OCHOBHBIMHU XapaKTEPUCTUKAMHU OMOAHATTUTUYECKOU METOIUKH JIJIsi
oOecreueHrs MPUEeMIIEMOCTH U IOCTOBEPHOCTH MOJYUYESHHBIX aHATUTUYECKUX
JAHHBIX SBJSIIOTCS CEJIEKTHUBHOCTh, HWKHUW Mpeles KOJUYECTBEHHOIO
omnpeneneHus, (QyHkuus OTKIMKAa (popma TpaayupoBOYHON KpPHUBOH),
PaBUIILHOCTh, IPELIM3UOHHOCTh U CTAOMIIBHOCTb.

70. IlockonbKy  moajmaromiasicss  OOHAPYXKEHUIO  KOHIEHTpalus
aHAJIM3MPYEMOTr0 BEILECTBA /10 MpUEMa JIEKApCTBEHHOTO Ipernapara J0JKHA
cocTaBisITh 5 % 0T Cpax M MeEHee, HWXKHUN TMpenen KOJIUYECTBEHHOTO
OIpEeJEICHUS METOUKH JOJDKEH 00ecieunBaTh ONPEAEIICHUE KOHIEHTPaIluu
<5 mpoteHTOB 0T Cpax (C ydeToM TpeboBaHWi mojpaszaena 9 HaCTOSIIETO
pazzaena).

71.B mpoTokoyie HCCIENOBaHUA HEOOXOAMMO MPEayCMOTPETh
BO3MO>KHOCTh MTPOBEJICHUS TOBTOPHOI'O aHAJIU3a UCCIETyEeMbIX 00pa3IoB 10
(haKTMYECKOT0 Hayajla Takoro aHanu3a. B OOBIUHBIX YCIOBHUSX MOBTOPHBIN
aHanu3 oO0pa3loB MO (apMaKOKMHETUUYECKUM NPHUYUHAM HE AOIYCTHUM, YTO
OCOOEHHO BaXXKHO JUISI UCCIENOBAaHNUN OMO3KBHBAJIEHTHOCTH, OCKOJIBKY 3TO
MOKET UCKa3UTh Pe3yJIbTaThl UCCIIEAOBAHUSI.

JIuna, ocCymIeCTBISIONIME aHaau3 O00pas3loB, HE JAOKHBI 3HATh O

MPUHUMAEMBIX CyObEKTaMH UCCIEAYEMBbIX MpenapaTax.
9. Onienka, aHaIM3 ¥ TIPEICTABJICHHUE PE3YJIbTaTOB UCCIEIOBAHUS

72. TlonmpaBky Ha pa3au4us B KOJWYECTBEHHOM OIPEIACICHUN MEKTY
CEpUsIMU UCCIEAYEeMOro M pe(epeHTHOro JIEKapCTBEHHBIX MpenapaToB B

HCCIICAO0OBAHUAX OMO’KBHBAJICHTHOCTH pIRIb | q)apMaKOKI/IHCTI/I‘ICCKI/IX
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nmapamMeTpoB BBOJUTh, KakK IIpaBWio, He Jjomyckaercs. OpHako B
UCKITFOUYHUTEIIbHBIX CIydasx, €CIU Pa3lIndus MEXIYy cepusMu pedepeHTHOTO
U HCCIIEAyEeMOT0 JIEKapCTBEHHBIX IMPENapaToB HE MPEBBIMIAIOT 5 MPOIEHTOB
(c yuetoMm TpebOBaHU TOApa3/eaa 2 HACTOSIIETO pa3jena), Takas MornpaBKa
nonyctuma. IlompaBkKy, Hapsay ¢ pe3yiabTaTaMd  KOJHWYECTBEHHOTO
OTIpeJICIICHUST UCCIIeyeMOro U pedepeHTHOro JIKapCTBEHHOTO Iperapara,

HEO0OXOIMMO OTPa3HUTh B IMPOTOKOJIC HCCIICIOBAHMUS.
OT60p CyOBEKTOB JIjIsl aHAIM3a PEe3yIbTaTOB UCCIIEI0BAHUS

73.B craructuyeckmii aHagIM3 HEOOXOJIMMO, II0 BO3MOJKHOCTH,
BKJIIOUHTh BCEX CYOBEKTOB, MPUHSBIIMX JICKAPCTBEHHBIN mpenapar. OIHaKO
CyOBEKTBHI, Y4aCTBOBAaBIIIME B TEPEKPECTHOM MCCIIEAOBAHUMU, y KOTOPBIX
OTCYTCTBYIOT JaHHBIE KaK MO HCCIEAyeMOMY JIEKapCTBEHHOMY Mpenapary,
Tak U 1O pedepeHTHOMY JIEKAPCTBEHHOMY IIpenapary, Wil CyObEKTHI,
y4aCTBOBABIIME B MAPAJJIETLHOM MCCJIEIOBAHUU, Y KOTOPBIX OTCYTCTBYIOT
JaHHBIC STMHCTBEHHOTO NIEPHO/ia, HE JTOJKHBI BKIIIOYATHCS B aHAJIN3.

O6paboTKy JaHHBIX BCEX CYOBEKTOB, MPUHUMABIINX JIEKAPCTBEHHBIN
mpernapar, HEOOXOJMMO  OCYIIECTBJISITh  OAWHAKOBBHIMH  METOJIaMH.
B npotokosie ucciaeqoBaHus HE JIOMYCKAeTCS MPeayCcMaTpUBATh BKIIOUECHHE
B aHaJU3 JAHHBIX O «IyOsiepax» JTOOpPOBOIBIEB TOJBKO C IEJIbI) 3aMEHBI
JTAHHBIX HUCKJIIOYEHHBIX CyOBEKTOB. Jlake eclii B XOJi€ MCCIIEIOBaHUS HE
ObLJIO  BBHIOBIBAHMI W3  MCCJIEJOBaHMS, HEOOXOIUMO MPETyCMOTPETh
BKJIIOUGHHE B aHalU3 BCEX CYOBEKTOB, MPHUHSBIIMX Ipenapar. Takum
o0pa3oM, BKJIIOYATh JyO0JIEpOB, MPOXOMSIIUX MPOLEAYPhl HCCIEI0BAHUS
OMO’KBUBAJIECHTHOCTH OTJIEJIBHO OT OCHOBHOW BBIOOPKH, HE JIOMTYCKAETCS.

/4. B uccnenoBanuu ¢ 0ojee 4eM 2 rpymniaMu CpaBHEHUS (Harpumep,
TPEXIEePUOAHOE HCCIeoBaHue C 2 peepeHTHBIMU JIeKapCTBEHHBIMU

npenaparaMu UM YCTBIPCXIICPUOAHOC NCCICAOBAHUC IIPpU ITPUCME HATOIMIAK
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H ITOCJIC ITpUCMa l'II/IH_II/I) aHaJIM3 10 KaXKJI0M CpaBHHBaCMOﬁ Imape HCO6XOI[I/IMO
OCYHICCTBIIATh JIMIIb ITIOCJIC IPCABAPUTCIIBHOI'O HCKIIIOUCHUA HTAHHBIX, HC

OTHOCAIIUXCA K CPABHUBACMBIM I'pYIIIIAM.

Kpurepun uckiiroueHus cyObeKToB
U3 aHAJIN3a pe3yJIbTaTOB UCCIEAOBAHUS

75. JIng OOBEKTUBHOM OLIEHKH pe3yJbTaTOB pPaHIOMHU3UPOBAHHBIX
UCCIIeI0BaHUN HE0OX0IMMO, YTOOBI HAOIIOICHUE U BEICHUE BCEX CYOBEKTOB
OCYILIECTBIISIIIOCH IO €IMHBIM MpaBUjiaM. DT MpaBUiia HE JOJKHBI 3aBUCETh
OT TPUHHUMAEMOIO JIEKAPCTBEHHOTO Mpenaparta WA MCXO0/a, MO3TOMY
pemieHue 00 UCKIIOYEHHM CyOBbEKTa M3 CTaTUCTUYECKOIO aHajau3a
HEO0OXOAMMO MPUHSTH 10 Hayasa J1abopaTopHOTo aHalIu3a 00pasIloB.

76. JIrobass mpUYMHA MOXKET SBIATHCS KPUTEPUEM HCKIIIOUECHUS
CyOBEKTOB, €CJIM OHa 3apaHee OIMCaHa B MPOTOKOJIE HCCIEIOBAHMS, a
pelieHre 00 MCKIIIOYEHUH TMPUHITO JI0 Hayana aHanu3a oopasnoB. OpHaKo
BCJICJICTBUE CHUXEHHSI CTATUCTUYECKON MOIIHOCTH MCCIEOBAHUS, a TAKXKE
opu HEoOXOoAMMOM MHUHHUMyME B 12 cyObekTOB cienyeT u30eraTh
UCKJIFOUEHMS TIOCIIETHUX U3 UCCIIEOBAHUA.

JloTyCTUMBIMU KPUTEPHUSIMHU UCKITIOYEHUSI CYOBEKTOB U3 UCCIIEOBAHUSA
SIBJISIFOTCSL pBOTA WM JUApesi, KOTOPbIE CIOCOOHBI HMCKa3UTh PE3YIbTAThI
U3MEPEHUS KOHIEHTPAIIMU aHAJTU3UPYEMOTr0 BEIIeCTBA. B HCKIIIOUUTENBHBIX
CUTYalMsIX KPUTEPUEM HCKITIOUEHHUS TaKKe MOXKET CIIYKUTh OJJTHOBPEMEHHOE
pPUMEHEHUE JPYTUX JIEKapCTBEHHBIX MPENapaToB.

/7.B mpoTOKOJie UCCIENOBaHMUs HEOOXOJMMO 3apaHee OIHUcaTh
KPUTEPUMN UCKITIOUEHHS] CYOBhEKTOB. ECIM BO3HUKAET CUTyalus, TpaKkTyeMasl
KaK KpPUTEpPUN WCKIIOUECHUS, CBEACHUS O HEH HEOOXOJAMMO 3aHECTH B
WHIUBUIYAIbHYI0  PETUCTPALlMOHHYIO KapTy B  XOJIe  MPOBEICHUs

HCCIICAOBAaHUAA. Hckmrouenue CY6’LCKTOB, OCHOBAHHOC Ha  3apaHcC
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IPEAYCMOTPEHHBIX KPUTEPUSIX, HEOOXOAUMO YETKO OTPA3UTh U MEPEUUCTUTH
B OTYETE 00 MCCIIEIOBAHUH.

/8. BBy HEBO3MOXHOCTH OTACIUTh BIHMSHUE JIEKAPCTBEHHBIX
mpenaparoB OT Apyrux (¢akTopoB, BIUAOIMMX Ha (HAPMaKOKWHETHKY,
UCKJIIOUEHHE JaHHBIX TOJHKO HAa OCHOBAHMM CTAaTUCTUYECKOIO aHAIM3a WUITU
no (papMakOKMHETHUYECKUM NPUYMHAM HE Jlonmyckaercs. VckitoueHusiMu u3
JAHHOTO TIpaBuJjIa SIBIISIOTCS:

a) CyObEKThl, B IUIa3ME€ KOTOPBIX KOHIIEHTpalus peepeHTHOro
JIEKQPCTBEHHOr'0 Tpernapara HE OMNpEeNeNseTcs] WM ONpPEAesieTCs JUIb B
HE3HAUUTENbHBIX KoinuecTBaxX. KOHIIEHTpalnu aHaIM3upPyeMOro BEIIECTBA
y cyOBeKkTa mpu3HaloTcs oueHb HU3kuMH, eciiu ero AUC He mpeBsImmaeT
5 mpomeHTtoB 0T cpenHert reomerpuueckoit AUC  pedepenTHOrO
JIEKapCTBEHHOr0 TpenapaTta (paccyuTaHHOW Oe€3 ydera JaHHBIX CyOBheKTa C
BbIOpOocamu). VckimroueHne JaHHBIX MO 3TOW MPUYWHE JOMYCTUMO JIUIIH B
CAMHUYHBIX CIy4asX, U B II€JIOM CTaBUT I0JI COMHEHHE JIOCTOBEPHOCTh
(BAIMIHOCTD) MPOBEACHHOTO UCCIIEIOBAHMUS;

0) CyOBEKTBI C HEHYJIEBOM MCXOAHOM KOHIIEHTpAI[MEH aHaM3UPYyEMOT0O
BCIIIECTBA, MpeEBbIMaomer 5 mpomeHToB 0T Coay. Takwe maHHBIC
HEOOXOJMMO HCKIIOYHUTh M3 MCCIAEI0BaHUS OMOIKBHUBAJICHTHOCTH (B
COOTBETCTBUU C TpeOoBaHusIMH Tmoapasnena «I(PdekTsl mnepeHoca»
HACTOSIIETO MOApa3iena).

79.B OTHOLIEHMH JIEKAPCTBEHHBIX IMpEenapaToB C HEMEJICHHBIM
BBICBOOOX/ICHUEM YKAa3aHHbIE B HACTOSIIEM MOAPA3JEIE CUTyalldd MOTYT
BO3HUKATh B ClIyyae HECOOJIIOAEHUS CyObeKTaMU PEXXUMa UCCIIC0BAHUS WU
HEJIOCTATOYHOM OTMBIBOYHOM Iepuojie. B mepBoM ciaydae HeEoOX0oaumo
OpPEeayCMOTPETh  OCMOTP  POTOBOM  TOJIOCTH  CyOBEKTa,  YTOOBI
yJAOCTOBEPUTHCS, YTO JIEKAPCTBEHHBINM Tpemapar ObUl MPOTJIOYEH, BO

BTOPOM —  OPEAYCMOTPETh  JOCTATOYHBIM  OTMBIBOYHBIA  IEPHUO/I.
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buonornueckue o00pasnpl CyOBEKTOB, HUCKIIOYEHHBIX M3 CTaTUCTUYECKOIO
aHaIM3a, HEOOXOAUMO MPOAHAIU3UPOBATh, @ UX PE3yJIbTaThl IPEACTAaBUTh B
oT4eTe 00 HCCiIenoBaHUU (B COOTBETCTBHM C TpeOOBaHMUSIMH I0Jpasjeia
«[IpencraBneHne TaHHBIX» HACTOAIIETO MOAPA3IENA).

80. CornacHo pasnmenry 4 «lIpoBeneHne HCCIIEIOBaHUA» HACTOAIINX
ITpaBun AUC o) nomxna nepekpbiBare He MeHee 80 mpoueHToB AUC o).
TeMm He MeHee, eclii 5TO MIPABUIIO HE BBINOJIHAETCS, UCKIII0YAaTh CyOBEKTOB M3
CTaTUCTUYECKOro aHanmu3a He ciuenyer. Opnako ecimu AUCy He
nepekpeiBaeT 80 mpoueHToB AUC o) B Oonee yeM 20 MpoLeHTax CIIydacs,
CIIelyeT YCOMHUTBCSA B PE3YyJIbTaTaX TaKOI'0 HCCIEAOBaHMA. DTO TpeOOBaHUE
HE INPUMEHUMO K HCCIEHOBAaHMAM C UIMTEIBHOCTBIO OTOOpa 00pasLoB,

paBHBIM 72 4 u Oosee, koraa BMecTo AUC o) ucnionb3yercss AUC o7 v).
AHanu3upyeMble MapaMmeTphl U JIOMYCTUMbIE MPEIEITbI

81. B nccnenoBaHusIX OMOAKBHBAICHTHOCTH C OJTHOKPATHBIM MPHUEMOM
JEKapCTBEHHOT0 TMpernapara K HCCIeayeMbiM  (papMaKOKUHETHYECKUM
napamerpam otHocsATcs: AUC gy mimm AUC 724 COOTBETCTBEHHO U Ciyax.
OTHoIIEHHE TaHHBIX TapaMeTPOB MCCIIEAYEeMOro JEKapCTBEHHOTO Iperapara
K peepeHTHOMY JIEKApCTBEHHOMY Ipenapary JOJKHO JIeKaTh B UHTEpPBAJIE
80,00-125,00 mporierToB mpu 90 IPOIEHTHOM IOBEPUTEIHFHOM HHTEpBAJIE.
['paHuIbl THTEPBAJIOB OKPYTJISIOTCS IO ABYX 3HAKOB IMOCJIE 3aMsTOM.

82. K m3ydaemMbIM mapameTpaM HCCIEIOBaHUN OMOIKBUBAJICHTHOCTHU
JEKapCTBEHHBIX MpernapaToB C HEMEIJICHHBIM  BBICBOOOXKJICHUEM C
onpeneneHreM paBHOBeCHOM KOHIEHTpauuu OTHOCATCS AUC ) B Chaxss,
KOTOPBIE JIOJIKHBI OBITh B TIpEJieiaX YKa3aHHbIX HHTEPBAJIOB.

83. Eciii B kayecTBE OMOJIOTHYECKOTO MaTepHaia UCIOIb3YyEeTCsS MOYa,
HoKa3aTenb A€o AOJDKEH JIEKaTh B MHTepBaie, onrcanHoM 1t AUC gy, a

Rmax — B uaTEpBajie sl Cmax.
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84. Cratuctuueckasi OIICHKA tma HE TpeOyerca. OjaHakKo eciu
yKa3bIBA€TCS, UYTO OBICTPOE BBICBOOOXKJICHHE MMEET KIMHUYECKYIO
3HAYMMOCTh M BIIMSIET Ha HA4ajio JEUCTBUS WM IPUBOJUT K HEXKeEJIaTSIbHBIM
peaKkiusaM, 3HAYUMBIX Pa3IUUUA B tmax M €r0 BapUAOEIBHOCTH MEXKIY
ucciaeyeMbIM U pedepeHTHBIM JICKAPCTBEHHBIMU TIperaparaMu ObITh HE
JTOJDKHO.

85. lonycTuMble mpenesibl  OMOAKBHUBAJICHTHOCTH  JIEKAPCTBEHHBIX
IpenapaToB ¢ Y3KUM TEpPaneBTUYECKUM JHANa30HOM CIEIyeT CYy3UTh
(B cooTBeTCTBUU ¢ TpeOoBaHUIMHM Hoapasaena 10 Hacrosiero pasaena). s
JIEKapCTBEHHBIX TMpernapaToB C BBICOKON BapuadeabHOCTBIO Cpax B clydae
HaJU4YUs COOTBETCTBYIOIIETO OOOCHOBAaHMS JTH TpPaHUIIBI MOTYT OBIThH

pacCIIMpPEHBI.
CTaTUCTUYECKUH aHAIU3

86. 'maBHOE 3HadyeHHWE [UII OLECHKA OWOIKBUBAJIECHTHOCTA WMEET
MHUHUMM3AIUS pHUCKa JIOKHOIIOJIOKUTEITBHOTO MPU3HAHUS
OMO3’KBUBAJIEHTHOCTH. CraTuctuyeckui aHaJn3 MCCIICIOBAHUS
OMO’KBUBAJIECHTHOCTH JIOJKEH TMOATBEPJIUTH MAJIOBEPOSITHOCTh KIMHUYECKH
3HQYUMOI'O  pa3Iuyusi MEXJAy OWOJIOCTYIMHOCTBIO  HCCIEIyeMOro |
pedepeHTHOrO JeKapCTBEHHBIX mpenapaToB. lIpoireaypbl craTucTUueckoi
00pabOTKH clielyeT OrOBOPUTH B MPOTOKOJIE MIEPE]] HaYajIoM cOopa JIaHHBIX.

87.B kauecTBe OCHOBHOrO  KpuUTepuUs  OHMOIKBHUBAJICHTHOCTHU
UCTIOJIB3YIOT 90 MPOILEHTHBIE JOBEPUTEIbHBIE WHTEPBAIbl JJisl OTHOLICHUS
FEOMETPUYECKUX CpPEIHHX WCCIIE Ty €MBIX (hapMaKOKMHETUYECKHUX
napaMeTpoB MCCIEAYEMOTO JIEKapCTBEHHOTO Ipernapara U pedepeHTHOro
JIEKapCTBEHHOTO Ipenapara. Takou moaxoj paBHOCWIIEH 2 OJHOCTOPOHHUM

IIPpOBCPKaM HYHCBOﬁ TUNOTE3Bl 00 OTCYTCTBHUU OMODKBHUBAJICHTHOCTHU
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(0 OMOHE’KBUBAJIECHTHOCTH) MPU S5 MPOLIEHTHOM YPOBHE 3HAUYUMOCTU JIJIS
KaXXJIOTO TeCTa.

88. CpaBHeHHe wuccienyeMbix (papMaKOKHHETHYECKUX TapaMeTpOB
OpPOBOAST C MOMOIbO AucnepcuoHHoro ananmusza (ANOVA). Jlns astoro
IpEeABApPUTENLHO TPOBOJAT JIorapu(pMUUYECKOe Mpeodpa3oBaHUe HAaHHBIX
(0 OCHOBaHUIO JECATUYHOTO WIM HaTypalibHoro jorapudma). Ilocie yero
POBOJAT JTUCIIEPCUOHHBIM aHAM3 M HA OCHOBE €ro pe3ysbTaTOB CTPOST
JIOBEPUTEIIbHBIE WHTEpPBaJIbl (B JOrapu(MHUYECKOW IIKaje) g IOuCKa
pasmuuus  MEXKIy CpaBHMBAaEMBIMH  JICKAPCTBEHHBIMH  TIpemapaTaMm.
[lony4yeHHble JOBEpPUTENbHBIE HWHTEPBAJIbl MOJABEPralOTCs OOpATHOMY
peoOpa30BaHUIO, YTOOBI MOCTPOUTH KEJTAEMbIE TIOBEPUTEIHHBIE HHTEPBAJIbI
JUIsl OTHOLIEHUS CPEJHUX B HCXOIHBIX (HE MpeoOpa3oBaHHBIX) €IMHMIIAX
n3Mepenus. Mcnonp3oBanne HemapaMeTPHIECKUX METOIOB CTATUCTHIECKOTO
aHaJu3a HE JIOMYCKaeTCsl.

89. B mpoTokoJie uccienoBaHusi HEOOXOAUMO 3apaHee MPeyCMOTPETh
BBIOOp KOHKPETHOM CTaTUCTHYECKOM Mojaenu aHanu3a. CTraTucTUuecKui
aHaIM3 JIOJDKEH MPUHUMATh BO BHUMaHWE HMCTOYHUKH BapuaOeNbHOCTH,
CIIOCOOHBIE TOBIWATh Ha H3y4aeMyl0 TiepeMeHHyr. B Takoit wmomenu
JTUCTIEPCUOHHOTO aHAJW3a TPHWHATO HWCIOJIL30BaTh Takue (HaKTOphI, Kak
MOCJICIOBATEILHOCTh,  CYOBEKT  MOCIAEAOBATEIBPHOCTH,  MEPUOA U
JeKapCTBEHHbIM TpenapaTr. B oTHomieHun Bcex 3THX (PAKTOPOB cleAyeT
UCIOJIb30BaTh (PUKCUPOBAHHBIE, a HE clTydaiiHbie 3 PEKTHI.

90. O0muii mpuHIMN 3aKaodaercs B moctpoeHnn 90 %-Horo
JOBEPUTEIHPHOTO WHTEpBaJia i BeAWYUHBI UT—UR, KOTOpHIN MO3BOJISIET
ClIeNaTh BBIBOJ O (DApMAaKOKWHETHUECKOW SKBUBAJICHTHOCTH, €CITU JAHHBIN
JIOBEPUTENIbHBIM WHTEPBA] HAXOAMUTCS B MPHUHATHIX TPAHUIIAX MNPUIHAHUSA

OMOSKBHUBAJICHTHOCTH.
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AHaNOTUYHYIO0 MPOUEAYPY CIEIYyeT HCIOJIb30BaTh [JIsi CpPaBHEHUS
napamMeTpoB, MOJYYEHHBIX B peE3yJbTaTe HCCIEIOBAHUS B PaBHOBECHOM
COCTOSIHMH WJIM CyMMAapHOTO BBIBEJICHUS C MOYOM, €CITH ATO TpeOyeTcs.

91. Cnemyer mpencTaBUTh TaK)Ke JaHHBIE IO ONMUCATEIILHOW CTAaTHUCTHUKE
i mokazarens tma. Eciu tha cuMTaercs KIMHUYECKH 3HAYUMBIM, CPEIHEE
3HAUEHUE M Juana3oH lpa CJIEIyeT CpPaBHUTh MEXIY HCCIEAyEeMbIM U
pedepeHTHBIM JIEKAPCTBEHHBIM MpENapaTtoM i UCKIIIOUEHHUS KIMHUYECKU
3HaYUMBIX paznuunii. DopMarbHOE CTaTUCTHYECKOE CpPaBHEHHE TpeOyeTcs
penko. OOBIYHO pa3Mep BBIOOPKM HE PACCUUTHIBACTCS, JUISl MOTYYEHUS
HEOOXOIMMOM CTaTUCTUYECKOM MOUTHOCTU s tmax. B mapamerp tmax Oyzaer
MOJBEPraThCsl CTAaTUCTUUECKOMY aHAJIM3Y, TO U3yYEHHUE OJKHO OCHOBBIBATHCS
HAa HemapaMeTpUYeCKUX METOAaX U TMPOBOIUTHCS C HUCHOJIb30BAHUEM
HernpeoOpa30oBaHHBIX JAaHHBIX. J[7IS TOBBIMIEHWS TOYHOCTH OICHKH {max
HEOOXOIMMO B3SITh IOCTATOYHOE KOJIMYECTBO 0OPA3IOB OJM3KUX K OKHAIAEMBIM
MaKCUMaJIbHbIM KOHIEHTpauusM. Jljig mokasarened, omuchIBarommx (asy
snumuHanm (ty,), TpeOyercst TOJBKO ONMcarelibHas CTAaTHCTHKA.

92. Pabota ¢ pe3ko BBIACIAIONIMMUCS 3HAYCHUSAMH (BBIOpOCaAMU)
MIPOBOJIUTCS B COOTBETCTBHM C TPEOOBAHWSIMH H3JIOKEHHBIMHU B TIOJIpa3ieiie
«Kputepun  uckimrodeHuss  CyOBEKTOB W3  aHalW3a  Pe3yJbTaToB
WCCJICIOBAHUS» HACTOAIIEro paszzena. VICKiIrodeHWe aHHBIX TOJBKO I10
OpUYMHAM CTaTUCTUYECKOTO U (AapMaKOKMHETHYECKOTO XapakTepa He

AOITYCTHUMO.
I/ICCHCI[OBaHI/IH B HCCKOJIBKHUX TI'PYIIIIaX

93. Eciiu  mepekpecTHOe WCCIIeIOBaHUE TIPOBEACHO B 2 ® Ooiiee
rpynmnax CyObEKTOB, T.e. pa30MEeHHE BCEW BBHIOOPKU Ha HECKOJIBKO TPy,
KaXJass U3 KOTOPbIX HAYMHAET y4YacTHE B HUCCJIEJOBAaHUU B pasHblEe [HU

(Hampumep, €eciau M3 JIOTUCTUYECKHX COOOpaKEHUW E€IWHOBPEMEHHO B
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KJIMHAYECKOM IIEHTPE MOKHO TIPOBECTH HCCIEIOBAHHE C Y4YacTHUEM
OTPaHUYEHHOTO 4YHCJIa CYOBEKTOB), B LIENSAX OTPAXKEHUS MHOTOTPYIIIOBOTO
XapakTepa HCCIeI0BaHUs HEOOXOIUMO MOIAUDUIIMPOBATH CTATUCTUYECKYIO
Mojenb. B wyacTHOCcTH, B MOJieId HEOOXOAMMO YuYecThb TOT (akT, 4TO
NepUobl JJIA MEPBOWM TPYMIbl OTIWYAIOTCS OT MEPUOAOB IJisi BTOpPOM (U
MOCJIETYIOIINX ) TPYTIIHIL.

94. Ecniu uccienoBaHre MPOBEACHO B JBYX W OoJiee Tpynmax u 3TU
TPYIIbl U3YYaIUCh B PA3JIMYHBIX KIMHUYECKUX LIEHTPAX WIK B OJHOM U TOM
XK€ IEHTpe, HO ObUIM pa3fiefieHbl OOJIBIIUM MNPOMEXKYTKOM BpPEMEHU
(Hampumep, MecsllaMH), BOZHUKAET COMHEHHE OTHOCHUTEIHHO BO3MO>KHOCTHU
OOBEIMHEHUS PE3yJIbTATOB, MOJYYEHHBIX 3THUX TpYIIMaxX, B OJWH aHaJIM3.
Takue cutyanuu He0OX0IMMO 00CY X AAaTh C YIIOJTHOMOYEHHBIM OPTaHOM.

Ecnu mnpenmnonaraeTcs NOpoOBEAEHUE MCCIEAOBAHUS B HECKOJIBKUX
rpynmnax w13 JOTHUCTUYECKUX COOOpakeHUuM, 00 3TOM HEOOXOJAUMO SIBHO
yKa3aTh B MPOTOKOJIE MCCIIEIOBAHUS; IPU ITOM, €CJIM B OTUETE OTCYTCTBYIOT
pe3yibTaThl CTAaTUCTMYECKOTO AaHaIN3a, YYUTHIBAIOIIUNE MHOTOTPYMHIIOBOM
XapakTep MCCIe0OBaHUsI, HEOOXOIMMO MPE/ICTaBUTh HAy4YHOE OOOCHOBAHUE

OTCYTCTBUSI TAKUX PE3YJIbTATOB.
DddekTrl mepeHoca

95. He nmomyckaeTcsi MCIOIB30BaTh PE3yAbTaThl MPOBEPKH HA d(PeKT
nepeHoca JyUisi MPUHATHS KaKUX-TUOO PEIICHHUH, BIMAIONIMX Ha aHaIU3
(HampuMep, aHalu3 JAaHHBIX, TMOJYYEHHBIX TOJIBKO M3 IEpPBOro Mepuoja
uccienoBanus). BeposTHOCTh mepeHoca MOXKET OBITh HAMPSIMYIO YUTEHA MPHU
orbope o0Opa3iia OHOJIOTMYECKONW >KHAKOCTU JI0 TpHUEMa JIEKApCTBEHHOTO
mpemnapara BO BTOPOM TEpHOJE HCCIeAOBaHUS (M, €CIM TPUMEHUMO, B

MOCJIEAYIONTNX ).
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96. Eciiu  KOHILIEHTpauusi [0 TpuUeMa JIEKapCTBEHHOTO Iperapara
npeBbIIaeT 5 % OT Cpax, TO CBECHUS, MOJyYEHHBIE OT CyOBhEKTa B IAHHOM
NEepUOJIe, UCKIIYAIOTCS U3 CTATHCTHYECKOTO aHajiu3a. JTO 3HAYWUT, YTO B
paMKax JABYXIEPUOJHOTO UCCIEJOBAHUSI TaKOW CYOBEKT BBIOBIBA€T W3
aHanmu3a. [lpomomkeHue ucCCIeIOBaHUS CUUTAETCS HENPUEMIIEMbIM, €CIU
YHUCJIO TOJICKAIUX aHaIM3y CyOBEeKTOB oOKa3zaloch MeHee 12. J[aHHbBIN

MI0JIXO/T HE TIPUMEHUM K MCCIICIOBAHUIO SHIOTEHHBIX COEAUHEHUM.
JIByX3TanHbli TU3aiiH UCCIIeIOBAaHUN OMOAKBUBAIICHTHOCTH

97. UccnenoBanne OWOSKBUBAIIGHTHOCTH JOMYCKAETCS MPOBOAWTH B
nBa framna. Ha mepBoM 3Tame MpOBOAUTCA HCCIEIOBAHUE HA HAYAIBHOU
(mepBUYHOM) rpymne CyObEKTOB C aHAJIM30M TMOJYYEHHBIX pe3yJbTaTOB.
Ecnu OHMOSKBUBANIEHTHOCTh HE TMOATBEPKAAETCS, TO MOXHO HaOpath
JTOTIOJIHUTEIBHYIO TPYNNy U OOBEUHUTH PE3YJIbTaThl, MOJYYEHHBIE B 00EUX
rpynnax Jjis OKOHYATeNbHOTO aHaiu3a. Ecnum BbIOpaH Takod MOAXOM, TO
HY’)KHO TIPUHSTH ONpPENENEHHbIE Mepbl, YTOObI COXPAaHUTh HEU3MEHHOU
BEPOSITHOCTh OMMUOKM | poma nns BCero MCCIENOBAaHUS, MPU ITOM
CTaTUCTUYECKHE KPUTEPUU OCTAHOBKHM HCCIEAOBaHUS HEOOXOAUMO YETKO
OMNpEeNIUTh JO €ro Havyaia. AHaIu3 JaHHBIX, TOJYYEHHBIX B X0JI€ TIEPBOTO
JTana, MOXHO paccMaTpuBaTh KakK TMPOMEXKYTOYHBIM, KW o00a aHamu3a
HEOOXOJIMMO TPOBOJUTH MO CKOPPEKTUPOBAHHBIM YPOBHSIM 3HAYUMOCTH.
Hns JIOBEPUTEIIbHBIX WHTEPBAJIOB CleayeT UCIIOJIb30BaTh
CKOPPEKTUPOBAHHYIO BEPOSITHOCTh, paBHYr0 He MeHee 90 %. Hampumep,
ucnons3oBanue 94,12 %-HpIX JOBEPUTEIBHBIX HMHTEPBAIOB JUIsI 000UX
aHAJIM30B HAa TEPBOM HdTame U sl OObEAMHEHHBIX JAHHBIX TEPBOTO H
BTOPOTO 3TamoB OyJeT NOpPUEMJIEMBIM, OJIHAKO CYIIECTBYET MHOXKECTBO
JIPYTUX BapUaHTOB, U BBHIOOP, KAKOH YPOBEHb 3HAUYMMOCTH (0.) UCIIOJI30BATh

Al IMIPOMCIKYTOYHOI'O aHalIn3a, SABJIACTCA HpCpOFaTHBOﬁ CIIOHCOpa. B
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MPOTOKOJIE  HEOOXOJMMO  3apaHee  OmucaTh  JIBYXOTalHBIM  JIU3aiH
HCCJIEIOBAHUS HAPSALYy CO CKOPPEKTUPOBAHHBIM YPOBHEM 3HAUYNMOCTH.

98. Ilpu anamm3e OOBEAWHEHHBIX JAHHBIX, MOJYYEHHBIX B XOJE IBYX
ATaIoB, (PakTop «3Tam» HEOOXOIUMO BKJIIOYUTH B MOJACIL JTUCIEPCUOHHOTO

dHaJIn3a.
HpCI[CTaBJ'ICHI/IC JaHHBIX

99. llns KaxJ0oro W3 CpPaBHUBAEMBIX JICKAPCTBEHHBIX MpernapaToB
HEO0OXO0JIMMO MPEJCTABUThH BCE 3HAUYCHUSI UHAUBUAYAIbHBIX KOHIICHTPAIIUN U
(bapMaKOKMHETUYECKUX MapaMeTpoB, HapsIy C JIaHHBIMU ONHUCATEIbHOU
CTAaTUCTHUKHU, BKIIFOYAsi TEOMETPUUECKOE CpeIHEe, MeIMaHy, apudMeTHIecKoe
cpenHee, CTaHJapTHOE OTKJIOHEHUE, ko3 durmeHT BapHUaI,
MaKCHMaJIbHbIE ¥ MHWHHUMAaJbHbIC 3HaueHus. VHIUBUIyalbHBIE KpPUBBIC
CKOHIIEHTpALIUSI—BpPEMs»  CJIEAyeT  MpEeJCTaBUTh HA  JIMHEHHOW W
gorapupmuueckor mkanax. HeobOxoaumo onucaTe METOA MOIYYEHHS
(bapMaKOKMHETUYECKUX TapaMeTpOB M3 HMCXOJHBIX JAHHBIX U KOJHUYECTBO
TOYEK B TEPMHHAILHOM Jorapudmuyeckoil ¢ase, HCHOJb30BAHHBIX IS
OIICHKM KOHCTAHThI CKOPOCTH TEPMHUHAJIBHOM »JIMMHUHAIMU (KOTOpas
ucronb3yercs 1 noctoBepHoi oteHKH AUC g_o)).

100. B xauecTBE OCHOBHBIX PE3yJIbTATOB CTATUCTHUYECKOTO aHaIM3a
U3YUYCHHBIX (PAPMAKOKMHETUYECKHX MapamMeTpoB CIEAyeT YKa3bIBaTh
To4YeuyHbIe OlleHKH U 90 %-Hble TOBEpUTEIIbHBIE HHTEPBAJIBI JJISI OTHOIIICHUS
CpEeIHUX 3HAUYCHUH.

Crnenyer Tak»e mpuiiaratb CTaHJAPTHBIE PE3YJbTUPYIONIUE TAOIUIIbI
JUCTIEPCUOHHOTO aHajn3a, BKIII0Yasi Pe3yJbTaThl CTATUCTUYECKUX TECTOB Ha
Bce 2 (PEKThI B HCTIOIL30BAHHON MOJIETIH.

101. OTtyer HEOOXOAWMMO  JETATM3UPOBATH  HACTOJIBKO,  YTOOBI

q)apMaKOKI/IHCTI/I‘ICCKI/Iﬁ U CTAaTUCTUYECKWH aHaJM3bl MOKHO  OBLIO
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BOCIIPOM3BECTH, TO €CTh BKJIIOUHUTH TOYHOE BpeMs oTOOpa oOpasIioB IOCIE
npueMa JICKapCTBEHHOI'O0 IIpernapara, KOHIEHTpAllMK aHaJM3UPYEMBbIX
BEIIECTB, 3HAYCHUS (PApMAKOKHHETHYECKUX MapaMeTPOB KaXKIOTO CyObEeKTa
B K)KJIOM TIEPUOJIC UCCICIOBAHUS U CXEMY PaHIOMHU3AITUH.

102. Heo6xoquMo TmOApOOHO OMHUCaTh BCE CiIydyad BBIOBIBAHUS U
UCKJTFOUCHUSI CyOBEKTOB M3 HccieaoBaHus. [10 BO3MOXKHOCTH, TSI KaXI0TO
TAaKOTO CYObEKTa B OTACIBHOM JOKYMEHTE HEOOXOIUMO MPECTABUTD JTaHHBIC
0 KOHIICHTpAIUU U (papMaKOKHMHETHYSCKHX TapaMeTpax, HO He BKJIIOYATh MX
B OOIIIMU CTAaTUCTUYECKUN aHAJIN3.

buoananuTuyeckyro METOIWKY HEOOXOAUMO JOKYMEHTHPOBATh O
Hayajga HccieaoBaHus (MpeaBapuTebHAs BaJUIAIMSA) NI TTOCIEAYIOIETO
dbopMUpoOBaHHMS  BaJUJAIIMOHHOTO oTdeTra. HeoOxoaumMo mpeacTaBUThH
OMoaHATUTUYECKUH OTYET B COCTAaBE HTOTOBOIO OTYETAa MCCICIOBAHUS
OomoskBuBaeHTHOCTH. OH  JODKEH  BKIIOYATh  KPAaTKOE  OIMHMCAHUE
UCIIOJIb30BAaHHONW OWOAHAIUTHYECKOM METOJIUKH, PE3yIbTaThl IO BCEM
I'palydpOBOYHBIM pacTBopaM (CTaHaapTaM) M oOpasiaM JJisg KOHTPOJIS
kadecTBa.  HeoOxoauMo  mpeacTaBuUTh  JIOCTAaTOYHOE  KOJIMYECTBO
XpOMAaTOTpaMM WM APYTHUX HWCXOJHBIX JIaHHBIX, OXBAaTHIBAIOIINX BECh
JIWAana3oH  KOHIIEHTpAmWil IS BCEX TPaAyHpPOBOYHBIX  PACTBOPOB
(ctangapToB) M 00pA3IOB ISl KOHTPOJII KAueCTBA, a TAKXKE HCIBITYEMBbIX
(akTMBHBIX) 00pa3loB (BCE XpoOMaTorpaMMbl U APYTye MEPBUYHBIC JTAHHBIC
He MeHee yeM OT 20 % CcyOBeKTOB ¢ COOTBETCTBYIOIIMMHU OOpaszlaMu IS
KOHTPOJIS KaueCcTBa U IPayHPOBOYHBIMHA PACTBOPAMHU/CTAaHAAPTAMH IIUKJIOB,
OTHOCAILIUXCS K YKa3aHHBIM CyOBbEKTaM).

103. Eciti B OTHOIICHHWH ONPEACICHHON JIO3UPOBKH ONPEIACICHHOTO
JIEKapCTBEHHOT'O TIpernapara MpoBeJIeHO HECKOJbKO HCCIETOBaHUM, YacTh U3
KOTOPBIX TMOJTBEP)KJIAaeT €ro OMO’KBUBAJIEHTHOCTh, a YacTh HET, BCIO

COBOKYITHOCTh JAaHHBIX HEOOXOJIMMO paccMaTpuBaTh Kak eauHoe Ilienoe. B
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pacueT He0OXOIMMO MPUHUMATH TOJIBKO MCCIEOBaHMs, yKa3aHHbIE B 4acTU
1l wacrostmux IlpaBun. Hamuume wuccrneqoBaHuid, MOATBEPHKIAIOIINX
OMOPKBUBAJIEHTHOCTh, HE  SIBISETCA IOBOJAOM HE  paccMaTpHUBaTh
UCCIIEIOBAaHUSI, B KOTOPHIX OHA HE MOATBEpPXKACHA. 3asBUTENb JOJKEH
TIIATEIbHO MPOAHAIM3UPOBATh BCE pE3YyJIbTaThl M OOOCHOBATH HAIMYHUE
OMODKBUBAJIEHTHOCTH. B KauecTBe aibTEpHATUBHI B JIONOJHEHHE K
OTIENbHBIM HCCIEIOBAaHMIM, 1O BO3MOXKHOCTH, JOIMYCKAETCs IMPOBEICHHE
00O00OIIIEHHOTO0 aHaln3a BcexX HccienoBanuil. Hemomyctnmo 0000maTh
UCCIIEIOBAHUS, HE MOJTBEPXKIAIOIME HAIUYUE OMOIKBUBAJICHTHOCTH, €CITU

HCCIICAOBAHUS, ITOATBCPIKAAOIINC 6I/IOC-)KBI/IBaH€HTHOCTB, OTCYTCTBYIOT.

10. JIexapcTBeHHBIE TIpeapaThl
C Y3KUM TEpareBTUUYECKUM JUATIa30HOM

104. Tomyctumsiii uatepBan st AUC jekapcTBEHHBIX TMPEnapaToB ¢
Y3KUM TEpPANeBTUUECKUM AHana3oHoM cienyer cy3uth 10 90,00-111,11 %.
[Tockombky Cax 3aHUMaeT 0c000€ MECTO C TOYKH 3peHHS d()(PEKTUBHOCTH,
0€30MacHOCTH U MOHUTOPHHIA KOHIEHTpAIlMU aHAJTM3UPYEMOIO BEIIECTBA,
JOMYCTUMBIA MHTEpBAJI JJIsl IaHHOTO TMapameTpa TakXKe CIEAyeT Cy3UTh J0
90,00-111,11 %. IIpuBectn HcuepnbIBaIOIIee OMpPENENCHUE JEKAPCTBEHHBIX
penapaToB ¢ Y3KMM TEPANeBTHUYECKUM JIUANIa30HOM HEBO3MOXKHO, TOITOMY
pernieHne o0 OTHECEHWH ACHCTBYIOMIETO BEIMIECTBA K ATOW TPYIIE CIEAyeT
OpUHUMATh, UCXOJA U3 KIMHUYECKUX OCOOEHHOCTEH JeUcTBUS U
NPUMEHEHHUS JIEKapCTBEHHOTO MpemnapaTta (mpu HEoOXOAUMOCTH MpUBJIEKas
HKCIIEPTOB YMOJHOMOUYEHHBIX OPraHOB rocynapcts — ujaeHoB Coro3a u (Win)
DKCHEPTHBIA KOMHTET IO JIEKAPCTBEHHBIM CpPEACTBAM Ipu EBpasuiickou

SKOHOMHYECKOW KOMUCCHUN).
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11. JlekapcTBeHHBIE MpPENapaThl C BRICOKOW BaprabeIbHOCTHIO

105. Ecnun BHYTPUUHIUBUIyaIbHAs BapuaOeIbHOCTh
(dhapMakOKMHETHYECKOTO MapameTpa mnpesbimaet 30 %, Takue JeKapCTBEHHbBIE
npemaparsl TPU3HAIOTCS BBHICOKO BapuaOeNbHBIMU. ECI 3asBUTENb CUHTACT,
4TO JIEKAPCTBEHHBIN Mpenapar MOKET o0sagarh BHICOKOW BapuabeTbHOCTHIO
0 CKOPOCTH WU (WIM) CTEeNeHUu al0copOluu, PEKOMEHIYETCS IPOBOIUTH
UCCJIEIOBaHUS C IOBTOPHBIM (PEIUIMKATUBHBIM ) IEPEKPECTHHIM JIU3ANHOM.

106. JlekapcTBeHHBIE TIpemaparbl C BBICOKOW BapHaOEIbHOCTBIO, IS
KOTOpBIX Oombitiee pa3muuue B Cpa CUMTACTCS KIMHUYECKH HE3HAYMMBIM
(MONTBEP>KIAEHHOE CTPOTUM KJIMHUYECKUM OOOCHOBAaHHEM), €€ OLIEHKAa MOKET
OCYIIECTBIISITHCS HA OCHOBAaHWMHU PACIIMPEHHBIX MHTEPBAJIOB. B aToM ciyuae
KpUTepHi pueMiaeMocTH JiJist Cmax MOXKET OBITH paciiupeH 10 69,84-143,19 %.
B mensx pacmmpeHuss KpUTEpUS TPHEMIIEMOCTH JU3allH HWCCIICIOBaHUS
OMOSKBUBAJICHTHOCTH JIOJDKEH OBITh TOBTOPHBIM M B HEM HEOOXOJUMO
HNOATBEPAUTh, YTO BapualOeNbHOCTh Crax pPehEepeHTHOro JIeKapCTBEHHOTO
nperapara B HCCIENOBaHUM JeWcTBUTENbHO TpeBbiaer 30 %. 3asBuTenb
JIOJKEH JI0Ka3aTh, YTO BBIUMCIICHHAS BHYTPUMHIUBUIYalbHAsI BApUaOETbHOCTD
JIOCTOBEpHa, a He oOyclioBIeHa BhIOpocamMu. BO3MOXHOCTH pacimpeHus
JOIyCTUMOTO HMHTEpPBaJia HEOOXOMUMO 3apaHee OTOBOPUTH B TPOTOKOJIEC
WCCIICZIOBAHUSI.

107. OnpeneneHue CTENEHU pACIIMPEHUs] MHTEpBaJia OCHOBAHO Ha
BHYTPUUHIUBUyAIbHOU BapuaOENbHOCTH, MOJYYEHHON MO pe3yiabTaTaM
UCCIICIOBaHUSI  OMOIKBUBAJICHTHOCTH C  HUCIOJB30BAHHEM  METOJIa
OMOSKBUBAJICHTHOCTH B CpeAHEM ¢ MaciuTabupoBanwem (Scaled average

bioequivalence) cormacao dpopmyie:
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[U L] = e(ikXSWR)’

rae:

U — BepxHsis TpaHUIla HHTEpBaIa TPUEMIIEMOCTH;

L — HUKHSASI TpaHUIlAa MHTEPBAJIa MPUEMIIEMOCTH;

K — perynsropHas koHcTaHTa, ipuHsTast 3a 0,760;

Swr — BHYTPUUHIUBUTYTHHOE CTaHJapPTHOE OTKJIOHEHHE
Jorapu(MUUECKH TpeoOpa3oBaHHBIX 3HAUCHHH Cpa JIEKApPCTBEHHOTO
npernapara CpaBHEHUS.

108. B nmpuBeneHHOM TaOWIle TPEACTABICHBI TPAHUIIEI MUHTEPBAJIOB
pU3HAHNS OMOSKBHBAJICHTHOCTH, PACCUNTAHHBIC HA OCHOBAHMH OIHMCAHHOM
B myHkre 107 wHacrosmux IIpaBwyi MeETOZOJIOTMM B 3aBHCHUMOCTH OT
Pa3IMYHOM CTEIEeHW BapHaOEIbHOCTH (PapMaKOKMHETHYECKHX MapamMeTpPOB

JICKAPpCTBCHHOTO IIPCIIapara.

BuyrpunsmuBrayanssbiii CV (%)* ‘ HwxHsas rpanuna BepxHss rpanuna
30 80,00 125,00
35 77,23 129,48
40 74,62 134,02
45 72,15 138,59
>50 69,84 143,19

Tpumeuanue: * CV(%) = 100V eSwvr — 1

109. OTHomIcHNEe TEOMETPUUYECKUX CPeaHUX (HapMAKOKMHETHUSCKUX
napaMeTpoB JIOJKHO HaxoauThes B npeaenax 80,00-125,00 %.

Pacmpenne mpuemiieMbIX TpaHUI] OMOJOCTYITHOCTH Ha OCHOBAaHUH
BHYTPUUHIUBHIyaIbHOW BapuaOelbHOCTH He pacrpocTpansercs Ha AUC,
TPaHUIIBI KOTOPOM BHE 3aBHCHMOCTH OT BapHaOCIbHOCTH JOJDKHBI OBITH
orpannueHsl nHTEpBaoM 80,00-125,00 %.

110. I[Ip1 TTOBTOPHOM JW3aiHE HMCHOJB3YIOT 3-X WIH 4-X MEPHUOTHYIO

MNCPCKPECTHYIO CXCMY UCCIICOAOBAHUA.
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IV. Tect cpaBHUTEIBHON KHHETHKH PACTBOPEHHUS IN Vitro

111. Metonuka BbinoaHeHuss TKCP u ocHOBHbIE TpeOOBaHUS TI0
UCIIOJIb30BaHUIO (hakTopa momoous (cxoaumoctH, fr-kpurepuit) AOKHBI
COOTBETCTBOBaTh TPEOOBAaHWSAM, YKa3aHHBIM B TMpUokKeHHH NeS5 K

HaCTOAIIIUM HpaBI/IHaM.

1. TecT cpaBHUTEIILHOW KMHETUKH PAaCTBOPEHUs iN Vitro
KaK JIOTIOJTHEHUE K UCCIEOBAaHUAM OMOIKBUBAJIEHTHOCTHU

112. Heo6xomumo  mpencraButh  pesyiabTatel TCKP  cepwmit
UCCIIEyEMOTO JIEKAPCTBEHHOTO TMpemnapara U pehepeHTHOro JEKapCTBEHHOTO
npernapara, UCIoJIb30BaHHBIX B UCCIEJOBAHUN OMOIKBUBAJIEHTHOCTHU, B TPEX
paznmnuHbIXx OydepHbix cpemax (oobryno mpu pH 1,2; 4,5 u 6,8) u cpene,
noJJIeXxaIieu UCIIOJIb30BAHUIO B BBIITYCKAIOIINX UCIIBITAaHUSIX
JIEKapCTBEHHOI0 Tpemnapara (cpena A KOHTPOJIs KayecTBa, BKIOYaeMas B
cneruukanuio (HOPMAaTUBHBIA JOKYMEHT IO KOHTPOJIO KadecTBa
JIeKapCTBEHHOr0 Iipemaparta)). MccienoBaHue HEKOTOPBIX JIEKApCTBEHHBIX
dbopm, Hanpumep, TaOIETOK, NTUCTIEPTUPYIOMINXCSI B TIOJIOCTU PTa, IPOBOJISAT
B pa3au4HbIX ycloBUsX. OTY4eT O pe3yibTarax HCCIEAOBaHUS CIEAyeT
OpEeACTaBIATh B BHAE Npodusied oM PaCTBOPEHHOTO KOJUYECTBA BO
BPEMEHU C YKa3aHUEM CPEJIHUX 3HAUYCHUN U 0000IIAIONINX CTATUCTHUK.

113. B oTcyTcTBUE MHBIX 000CHOBaHUH crienupUKaiy (HOPMAaTHBHOM
JOKYMEHTE MO KOHTPOJIIO KadecTBa JIEKQpCTBEHHOTO TMpernapara) s
KOHTpOJII KayecTBa 10 Tokazatento «PacTBopeHue» wuccienyeMoro
JIEKapCTBEHHOI'0 Tpenapara ClIeQyeT COCTABJISITh HA OCHOBAHUU MPOoduis
pacTBOPEHMSI  CEpUM  HCCIEAYEeMOro  JIGKApCTBEHHOTO  Mpemnapara,
MOATBEPJUBIICH ONOPKBUBAIIEHTHOCTh PEPEPEHTHOMY JIEKAPCTBEHHOMY
npenapary (B COOTBETCTBUH C TpeOOBaHUAMU HpuiiokeHuss No 5 Kk HacTOAIUM

[IpaBuiiam).
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Ecnmu pesynbrarel TCKP, 1poBeAE€HHOTO C pa3jiMuHBIMU CEPUSIMHU, HE
NOJATBEP)KIAIOT ~ paHee  JOKAa3aHHYd B HCCICIOBaHUAX 1N VIVO
OMOAKBHBAJICHTHOCTh, TO OTMHPAIOTCS HA PE3yNIbTAaThl UCCIIEIOBAHUH IN VIVO.

OI[HaKO HGO6XOI[I/IMO HU3Yy4YUThb U OOBSICHUTH IIPUYHUHBI TAKOI'O PACXOKICHUA.

2. TecT CpaBHUTEIBHON KUHETUKU PACTBOPEHHUS
B 1IeJIsIX OMOBeiBepa JOMOIHUTENBHBIX JO3UPOBOK

114. O60CHOBAaHHOCTH HEMIPOBEACHUS JIOTIOTHUTEIBHBIX UCCIICIOBAHUIN
OMOAKBHBAJICHTHOCTH IN VIVO HEOOXOIUMO TOATBEPAUTH BBITTOJHEHHBIM
HajexanuM oopazom TCKP. Ecnu He ykazaHO MHOE, HEOOXOIMMO U3YUYUTh
pacTBOpEHUE MpHU pa3IUYHBIX 3HaueHusix PH (oObruno mpu pH 1,2; 4,5 u
6,8). g Bcex TPEACTABICHHBIX CEpUHA HEOOXOIMMO TOJATBEPAUTH
COIMOCTaBUMOCTh MPOQHIICH pacTBOpEHUs IN VIIro MeXay JOMOTHUTEIBHBIMH
JIO3UPOBKAMH U JIO3UPOBKAMHU U3 CEPHUH, UCIOJIH30BAHHON B HMCCIIEIOBAHUU
OMOSKBUBAJICHTHOCTH, BO BCEX YCJIOBUAX (C yd4eTOM TpeOOBaHUM
npuiioxkenus Ne 5 k HacrosiiuMm [IpaBunam).

115. Ilpu 3HaueHussx PH, mpu KOTOPHIX HU JIJIs1 OJHON U3 JO3UPOBOK HE
yJAaeTcsi JOCTUYb MOJHOTO pacTBOpeHus, yciosus nposeaeHuss TCKP mexay
JO3UPOBKAMHM MOTYT paziaudarbcsi. OgHaKo JUisi TOATBEPKIAEHUS TOTO, YTO
3TO  OOYCJOBJIEHO CBOMCTBaAaMU JEHUCTBYIOLIETO  BEHIECTBA, a  HE
JeKapCTBEHHOM  (opmbl,  HEOOXOAWMO  TMPOBECTH  CpaBHEHHE  C
COOTBETCTBYIOIIEH T03UPOBKON pedepeHTHOTO JIEKapCTBEHHOTO Mpernapara.
Kpome Toro, 3asiBUTeNb BIpaBe MOATBEPAUTH COMOCTABUMOCTH Mpoduiei
JUIsl OIMHAKOBBIX J103 (HampuMep, MEXIy ABYMs TabJieTKaMu C JO3UPOBKOU

S MTI' ¥ OIHOM Ta0JIeTKOMU ¢ 103upoBKOM 10 Mr).

V. Otuer 00 Ucciie10BaHNHU

1. Ortuer 00 uccie0OBaHUM OMOIKBUBAJIECHTHOCTHU
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116. Otyer 00 WHCCIEOOBAaHUM  OHODKBUBAJIECHTHOCTH  JIOJDKEH
COJIep’KaTh BCE HEOOXOJIMMBbIE CBEICHHUS O TMPOTOKOJIE HCCIIeI0BaHNUS,
MIPOBEJACHUM UCCIIeIOBAaHUS 1 ero aHaiau3e. OTUeT JOJDKEH ObITh COCTaBIICH U
MOJIMUCAH HCCIEA0BAaTeIEeM B COOTBETCTBMM C mnpuioxkeHneM Nel k
MpaBujaM HaJJIeXalle KIMHUYEeCKOM MNpakThuku Coro3a, YTBEpPKIaeMbIM
Komuccuerr u npunoxenuem Ne 7 k nHacrosmuM [IpaBunam. CTpykrypa
oTYyeTa 00 MCCIICJOBAaHMH OMOAKBUBAJIEHTHOCTH JOJKHAa COOTBETCTBOBATH
npuinoxxeHuto Ne 7 k HactosiiuuM [IpaBumnam.

B otuere HeoOXxomumo ykazaTh (paMUJIMM U HUMEHA OTBETCTBEHHBIX
HccaeoBaTeNie, uX MecTo padoThl, MECTO M JIMTEILHOCTb IPOBEIACHUS
UCCIeIOBaHMs, cepTUUKATBl WM  3aKJIIOYEHHUs, COCTaBJICHHBIE TIO
pe3ysbTaram ayauTta (Mpu HAJTUYWH).

117. OtueT HOOMKEH CcoJiep)KaTh MOATBEP)KJACHHUE TOTO, 4YTO BBIOOP
pedepeHTHOTrO JIEKapCTBEHHOI'O IIpenapara COOTBETCTBYET TPEOOBaHUIM
noapaszaena 2 pazaena |l macrosmux IlpaBun. B wactHOCTH, HEOOXOAMMO
yKa3aTh €ro TOProBOo€ HAaMMEHOBAHHUE, TO3MPOBKY, JICKAPCTBEHHYIO (DOpMY,
HOMEp CEpHH, MPOU3BOAUTENS, CPOK TOJHOCTH U CTpaHy, B KOTOPOH ObLI
npuoopeTeH pedepeHTHBIN JIEKaPCTBEHHBIN penapar.

118. B oT4uere HEOOXOMMMO yKa3aTh HAMMEHOBaHWE, COCTaB, pa3Mep |
HOMEp CEepHM, JaTy MPOU3BOJCTBA W, MO BO3MOXKHOCTH, JaTy HCTECYEHUS
CpPOKa roJIHOCTH UCCJIEAYEMOTO JIEKapCTBEHHOIO Mpemnapara.

CeptudukaTsl aHaJin3a HCCIIETYEMOTO " pedepenTHOTO
JEKapCTBEHHBIX  IIpemnapaToB,  HCIOJb30BAHHBIX B  HMCCJIEIOBaHUH,
MPUKJIA/IBIBAIOTCS K OTYETY B BUJIC IPUIIOKEHUS.

119. Cenenus o KOHIIEHTpAIUAX, (hapMAKOKHHETUYECKHUX IMapaMeTpax
U pe3yibTaTax CTaTUCTUYECKOTO aHaju3a HEOOXOAUMO NPEACTaBUTh B
ob0beme, TpeaycMOTpeHHOM Tmoapazaenom «lIpeacTaBiieHue JaHHBIX

noapaznena 9  pasgmena Il mactosuux  [lpaBun.  CoxkpailieHue
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q)apMaKOKI/IHCTI/I‘ICCKI/IX mapaMCTpoB YKa3bIBACTCA B COOTBCTCTBHHU C

npuioxenueM Ne 8.

2. [Ipoune TpeboBaHUS K MPECTABICHUIO PE3YyJIbTaTOB UCCIEIOBAHUS
OMOSKBUBAJIGHTHOCTH B COCTaBE PETHCTPAIIMOHHOTO JIOCHE

120. 3asBuUTEND TOKEH MPEICTABUTH MOAMUCAHHBIN UM O(HUITHATBLHBIN
JIOKYMEHT, MOJTBEPKAAIOUIUN, YTO KOJIMYECTBEHHBIM COCTaB U TEXHOJOTHUSA
OPOU3BOACTBA  M3YYEHHOTO B  HCCIEJOBAHWU  OMOIKBUBAJICHTHOCTU
JICKapCTBEHHOTO Tperapara W JICKAPCTBEHHOIO Mperapara, MOJaHHOTO Ha
pEerucTpanuio, He OTIMYarTCA. HeoOXoIuMo MPHUIIOKUTH CPaBHUTEIHHBIC
npoduiau pacTBopeHus (B cOOTBETCTBUU ¢ paznenoM |V Hactosmux [IpaBuin
U npuitokeHuem Ne 7).

Otyer 0 BaMIauUM OHWOAHATUTHYECKOTO METOJAa U aHATUTHYECKUU
OTYET, NOJATOTOBJIICHHBIA B COOTBETCTBUU C TPEOOBAHUAMHU MPUIIOKEHUS Ne 6,
HEOOXOAMMO  BKJIIOYHUTh B  MOIAYJIb 5  PETUCTPAIMOHHOTO  JIOCHE
JIEKapCTBEHHOTO Mperapara.

121. Tlo 3ampocy HEOOXOIUMO TMPEJICTaBUTH JIaHHbIC (HAmpuMep, B
BUJIE DJIGKTPOHHOTO TEKCTOBOro (haiila C JaHHBIMHU, pa3/eleHHbIMU
3alAThIMH WM TpoOenamu, win ¢aitna B ¢opmare Excel, wim B nHOM
dbopmaTe MO COTJIACOBAHUIO C YIOJTHOMOYEHHBIM OpPTaHOM), JTOCTATOYHBIE
JUTsl BOCTIpOUM3BeIeHMs (HapMaKOKHHETUYECKOTO M CTATUCTUYECKOTO aHaIn3a,
BKJIIOYAash JaHHbIE O BpeMEeHM oTOopa 00pas3loB, KOHILEHTpalUU
JIEKapCTBEHHOIO Tpenapara, 3HaueHUsIX (apMaKOKHHETUYECKUX MapaMeTpOB

KaXa01o CY6’LCKTa B KaXXIO0M IICpUOJAC U CXCMC PAHAOMU3AIINN.

V1. O0beM uccieoBaHuil MPU BHECEHUU U3MEHEHUM
B PETUCTPALIMOHHOE JTOChE

122. llpn u3meHeHUU paHee OJO0OPEHHOTO COCTaBa WM TEXHOJOTHUHU

IMPpON3BOACTBA, KOTOPBIC MOI'YT IIOBJIMATH Ha 6I/IOIIOCTy1'IHOCTB, IMPOBOIATCA
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UCCIICIOBaHUsI OMO3KBUBAJICHTHOCTH IN VIVO, €ClIM HE MPEJCTaBICHO WHBIX
obocHoBaHmii.  Bcskoe — mpencraBieHHOE — OOOCHOBAaHUE  JIOJDKHO
OCHOBBIBAaThCS Ha OOIMMX TPUHIWINAX, B YaCTHOCTH, YKa3aHHBIX B
npwiokeann Ne 4 k HacrosmuMm IlpaBwiaM, WM NpU yCTAaHOBJICHUU
npuemiieMoit (ypoBas A) in vitro — in vivo xoppessiuu (IVIVC).

Ecin  OMOIOCTYITHOCTH HM3MEHEHHOTO JIEKApPCTBEHHOTO Ipernapara
paHee M3y4yeHa U yCTaHOBJICHA mpuemiieMast (YpoBHS A) KOPPEIAIUs MEKIY
(apMaKOKMHETHYCCKUMHU IMapaMeTpaMu IN VIVO ¥ KHHETUKOW PacTBOPCHHSI
invitro, mpum comocTaBUMOCTH TPOGUIS pacTBOpeHHUs N Vitro Mexmy
W3MEHEHHBIM JICKaPCTBEHHBIM TIpErapaToM M paHee OJ0OPEHHBIM B TEX XKe
YCIIOBUSAX HCHBITAHUS, KOTOPBIE WCIOJIB30BAINCH JJIsi yCTAHOBJIICHUS
KOPPEJAINH, HCCleoBaHe OMOIKBUBAIEHTHOCTH MPOBOJIUTH HE TPeOyeTCs
(B cOOTBETCTBUU C TIpuiiokeHueM Ne 5).

123.Ilpyu BHeceHMM HW3MCHEHHMH B  PETHUCTPAllMOHHBIE JOChE
JICKapCTBEHHBIX TPENapaToB, KOTOpPbIE HE SBISIOTCS BOCIPOW3BEICHHBIMU
JCKapCTBEHHBIMU  TpenaparaMud  (HampuMmep, OpPUTHHAIBHBIE, HOBBIE
KOMOMWHAIIMKM, XOpPOIIO H3yYeHHOE TNPHUMEHEHHE), JUIS TPOBEICHUS
uccienoBanuss OnoskBuBasieHTHOCTH W TCKP B kauecTBe pedepeHTHOTO
JICKapCTBEHHOTO TMpernapara CIy)KUT paHee OJOOPCHHBIH JIeKapCTBEHHBIN
nperapar ¢ MPeKHUM COCTaBOM, MECTOM IIPOU3BOJICTBA, YITAKOBKOH H T. TI.

124. Tlpu BHECEHMH W3MEHEHHH B JIOChE BOCIPOW3BEACHHOIO WIIN
THOPUIHOTO JIEKapCTBEHHOTO nperapara IS WCCIICIIOBAHMSI
OMOPKBUBAJICHTHOCTH B Ka4yeCTBE IIperapara CpaBHEHHUs (KOMIaparopa,
KOHTPOJISI) HCIIOJIB3YETCS MMEIOIIAsCSd Ha PpBIHKE cepus pPePEpeHTHOTO
JICKapCTBEHHOTO Tpenapara. Ecim JiekapCTBEHHBIN IIpermapar OTCyTCTBYET Ha
PBIHKE, TO CpaBHEHHE JIOMYCKAETCS OCYIIECTBIATh C paHee OJ00pEHHBIM
COCTaBOM  (BOCHPOM3BEIEHHOTO  WJIW  THOPUAHOTO  JIEKAPCTBEHHOTO

mpernapara) ¢ TMPEICTABICHUEM COOTBETCTBYIOIET0 oOocHOoBaHuA. Ilpu
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M3MEHEHUSX, He TPEOYIONMX UCCIeI0BaHUsl OMODKBUBAJIEHTHOCTH, CIIELYET

PYKOBOJICTBOBATHCSI PEKOMEHJALMAMHE U TPeOOBAHUSAMH aKTOB, BXOISIIUX B




[MTPMJIOKEHUE Ne 1

K [IpaBunam nposeneHus
UCCIeI0BaHNN OMOIKBUBAIEHTHOCTHU
JIEKapCTBEHHBIX MPENApaTOB B paMKax
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a

OBIINE TPEBOBAHUA
K MCCJIeJOBAHUIO OMOIKBHBAJEHTHOCTH Pa3IHYHBIX
JIEKaPCTBEHHBIX (JOPM JIEKAPCTBEHHBIX IIPEnapaToB

|. OGune monoxeHust

Ecmu wuccrnenyemplil JIGKAPCTBEHHBIM Mpenapar COAEPKUT APYTYIO
COJIb, CIIOXHBIN 3(Up, CTEPEOU3OMEP WIH UX CMECH, JPYroe KOMIUIEKCHOE
COCIMHEHUE WM MPOU3BOJHOE JIEMCTBYIOIIETO BEHIECTBA MO CPABHEHUIO C
pedepeHTHbIM JIEKapCTBEHHBIM MpernapaToM, TO OHO’KBUBAJICHTHOCTD
HEO0OXOAMMO MOATBEPAUTH C MOMOIIBIO UCCIIEIOBAHUN OMO3KBUBAJIECHTHOCTU
invivo. OpHako eciau  JIEHCTBYIONIEE  BEIISCTBO  HMCCIEAYEMOTO
JIEKapCTBEHHOIO  Mpenapara HMJACHTUYHO  JICUCTBYIOIIEMY  BEILECTBY
pedepeHTHOrO JEKapCTBEHHOIro Tmpenapara (WM COJEPXKUT COJH  CO
CXOXXMMHU CBOMCTBaMH, ycTaHOBJIEHHBIMU B yacTu |l mpunoxenuss Ne 4 x
paBujIaM MPOBEJEHUS HCCIIEIOBAHUM OMOIKBUBAIIECHTHOCTHU JIEKAPCTBEHHBIX
mpenapatoB B pamMkax  EBpa3wiickoro  SKOHOMHYECKOIO  COH03a,
yTBEepKJIaeMbiM  EBpa3uiickoil  SKOHOMHYECKOW  KOMHUcCcHeW  (nanee
COOTBETCTBEHHO — IMIpaBWJIa HUCCIEIOBaHUS OMO3KBUBaJEHTHOCTH, (0103,
Komuccust)), To B HEKOTOPBIX ClIy4asiX, OMMCAHHBIX HUKE U B MPUIOKEHUU
Ne 4 x [IlpaBunam mnpoBelneHUs] HCCIEAOBAHUNA OMOIKBUBAJICHTHOCTH,

MPOBEJICHUE UCCIIEA0BAaHUM OMOPKBUBAJIEHTHOCTH 1n Vivo HE TpeOyeTcsl.
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Il. JlekapcTBeHHBIE (DOPMBI IS pHieMa BHYTPb
C HEMEJICHHBIM BBICBOOOKIEHHUEM CUCTEMHOTO JEHCTBUS
B orcyrcTBue ycnoBuM Uit OuoBeiiBepa (B COOTBETCTBUU C
TpeboBanusiMu nipuwinoxkenus Ne 4 k IlpaBunam mpoBeneHUs] UCCIIETOBAHUN
OMO’KBUBAJICHTHOCTH) B OTHOIICHUM TaKUX JIEKAPCTBEHHBIX (OpM, Kak
TaONEeTKW, KamCyidbl W CYCHEH3WH JJisi TpueMa BHYTPh HEOOXOAMMO
IPOBOJIUTh HCCIEAOBaHUS OMOSKBHUBAJIEHTHOCTU. B OTHOIIEHWH TabIEeTOK,
JUCTIEPTUPYIOIIMXCSA B TOJOCTH pPTa, M PACTBOPOB [JIsi TMpHUEMa BHYTPb

IMPUMCHAKOTCA CIICHHHUAJIBHBIC, OIIMCAHHBIC HUKC TpC6OBaHI/I}I.

I1l. TabneTku, nucneprupyronmecs B MOJIOCTH pTa

Tabnetku, nucneprupyromuecss B nojgoctu pra (manee — THII),
npeAHa3HaueHbl i1 OBICTPOrO pacTBOpeHUst BO pTy. Ecim aeiicTByroiee
BEIIECTBO TAKXKE PACTBOPSIETCS B CIIOHE M CHOCOOHO BCACHIBATHCSA 4Yepe3
CJIIM3UCTYI0 000JIOYKY POTOBOM MOJIOCTH, TO BpEMs IIpUEMa JEKaPCTBEHHOIO
npernapara U €ro KOHTakTa CO CIM3UCTON OOOJIOUKOM SIBIISIOTCS Ba)KHBIMU
daktopamu. Ilocine mpornarbiBaHusi BBICBOOOJUBIIETOCA JIEUCTBYIOUIETO
BemectBa u3 T/II, mOKpBHITBIX 000JOYKOHM, B 3aBUCHUMOCTH OT COCTaBa
JIEKapCTBEHHOTO Tpernapara, BCaChlBAHUE TAK)KE MPOUCXOJIUT U B HKEITyIOYHO-
KHUILIEYHOM TpakTe. Eciii MOXKHO TOATBEPAUTH, YTO JEHCTBYIOIIEE BEIIECTBO
HE BCAChIBAETCS U3 MOJOCTU PTa, a TpeOyeT MpomiaTbiBaHus JJisl abcopOLUU
U3 KEITYJAOYHO-KUIIIEYHOTO TpPakTa, TO JIEKAPCTBEHHBIN Mpemnapar MOXKET
YIOBJIETBOPSTH KpUTEPUSIM OunoBeliBepa Ha OCHOBaHHUU
ouodapmarnieruieckoi cucremsl kinaccudukaiuu (BKC) (B cooTBeTcTBUU €
TpeboBanusiMu nipuinoxeHuss Ne 4 k IlpaBuinaMm mpoBeleHUs UCCIIETOBAHUN
OMOAKBUBAJIEHTHOCTH). ECIM 3TO HEBO3MOKHO MOATBEPAUTH, TO HEOOXOAUMO

IIPOBOAUTH UCCICAOBAHNUC OMO’KBUBAJICHTHOCTH Y 4CJIOBCKA.
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Ecou T/III sBnsroTcs OMOMHUTEILHOW (HOBOM) JIEKapCTBEHHOMU
dbopmoii U (WM) paclIMpEeHUEM JIMHEUKH JO3WPOBOK JUIsi MHOTO COCTaBa
JEKapCTBEHHOTO  Tpemapara Uil [OpueMa BHYTPb, TO  MPOBOIAT
TPEXIIEPUOIHOE HCCIIEOBAHUE C IIEIbI0 OIECHUTh MPUMEHEHHUE TaOJIETOK,
JTUCTIEPTUPYIOLIUXCS. B MOJOCTU PTa, IPU OJHOBPEMEHHOM IPUEME C BOJOM
unu 6e3 Hee. OniHaKo eciau OuoskBUBaIEeHTHOCTh Mexay T/IIL, npunsitoit 6e3
BOJIbI, U pe(EepeHTHBIM JIEKAPCTBEHHBIM IpenaparoM, 3alUTOr0 BOIOM,
MoKa3aHa B JBYXIIEPUOJHOM HCCIIEOBAaHUU, TO OMO3KBUBAIIEHTHOCTH T/II1,
3alIMBaeMOM BOJIOM, CUMTAETCS JOKa3aHHOM.

Eciu THII mo oTHomeHuto K pedepeHTHOMY JIEKAPCTBEHHOMY
npenapary, npeacrasisonieMmy cooor T/II, siBnsercs BoCHpoU3BEICHHBIM
WIM THUOPUIIHBIM JIEKAPCTBEHHBIM IMIpemaparoM, IMpH IUJIAHUPOBAHUU
UCCJIEIOBAHUS CIIEYET MPUIEPKUBATHCS CIENYIOIIUX TPEOOBAHMIA:

a) ecnu pedepeHTHBIN JEKapCTBEHHBIM IMpenapar JOMyCTUMO Kak
3anuBaTh, TaK U HE 3allMBaTh BOJAOW, TO UCCIIEIOBAHUE OMO3KBUBAJIEHTHOCTH
JOJDKHO TIPOBOJIUTHCS 0€3 mpHeMa BOJbI, IOCKOJIbKY 3TO OOJbIle
COOTBETCTBYET CIOCOOy TPUMEHEHHMsI JICKapCTBEHHOIO IIpenapara B
peanbHBIX YCIOBHSIX. DTO OCOOEHHO Ba)KHO, €CJIM JICUCTBYIOIIEE BEIECTBO
pacTBOPSIETCA U BCACBIBAETCA M3 MOJOCTU pTa. Ecin OMO’KBUBAaIEHTHOCTH
0e3 mpuema BOABI  TMOATBEPXKJEHA, TO  OHMOAKBUBAIIEHTHOCTH C
OJTHOBPEMEHHBIM MTPUEMOM KUJIKOCTH CUUTAETCS JIOKA3aHHOM;

0) ecnu pedepeHTHBIN JIEKapCTBEHHBIN Mpernapar Ju00 3almuBaroT, JTU00
HE 3alMBalOT BOJIOM, TO MCCIENOBaHHE OMOIKBUBAJICHTHOCTH MPOBOIUTCA B
COOTBETCTBYIOIIMX  YCJIOBUSIX  (CO  CTaHJAPTHBIM  JIBYXII€PUOIHBIM
MEPEKPECTHHIM JTU3AITHOM);

B) eciii peepEHTHBIN JIEKAPCTBEHHBIH Ipernapar Ju00 3anuBaroT, JIHU00
HE 3amuBalOT BOJOW, a HCCIEAyeMblid JIEKapCTBEHHBIM Ipemnapar

MNpECaAHA3HAYCH JJIA obonx cnocoboB InpueMa, TO CpPABHCHHC IIPOBOIAT,
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3anvBas U HE 3alliBasl UCCJEIYEMbIN JIEKAPCTBEHHBIN Mpernapar BOAOM, MPHU
OTOM JICKAPCTBEHHBIM Mpernapar IPUMEHSETCA B  COOTBETCTBUU C
PEKOMEHIOBaHHBIM CITIOCOOOM (TPEXIIEPHUOIHOE HCCIIeIOBaHKE B 3 TPyIINax B
6 MOCJIEeI0BATENLHOCTSIX ).

B uccnenosanusax no uzyuenuro T/II, ecnu nocnequss He 3anuBaeTcs
BOJIOW, PEKOMEHIYETCSI HEMOCPEACTBEHHO IEPEN MPUEMOM JIEKAPCTBEHHOTO
npernapara CMOYUTh CIIM3UCTYIO 000J10UKy TosiocT pTa 20 mut Bojsl. [Ipuem
JKUJIKOCTH B TedyeHue | yaca mocie mpueMa JIEKapCTBEHHOIO IMpernapara
3aIpeIieH.

HUccnenqoBanne  OMOSKBHUBAJICHTHOCTH B OTHONIICHHMHM  IUICHOK,
JTUCTIEPTUPYIOIIUXCSI B TOJIOCTH PTa, IJICHOK WM 3all€YHBIX TaOJETOK,
Ta0JIETOK MOAbSI3bIYHBIX M TA0JIETOK JKEBATEIbHBIX MTPOBOIUTCS 0 aHAJIOTUH
c THII. HccnenoBanue OHMOAKBHUBAJICHTHOCTH HEOOXOJAMMO IPOBOAUTH B
COOTBETCTBUU C PEKOMEHJYEMBIM CIIOCOOOM MPUMEHEHUSI HUCCIETYEMOTO

JICKApCTBCHHOI'O IIpCliapara.

V. PacTtBOpbI 17151 TpueMa BHYTPh

Ecnu uccnemyeMplil JIeKapCTBEHHBIN Mperapar MpeacTaBiseT coOoi
BOJHBIN pacTBOp UIsl MPHEMA BHYTPb U CONEPKUT Ty K€ KOHLEHTPALUIO
JNEUCTBYIOIIETO BEIIECTBA, YTO U 3apETUCTPUPOBAHHBIA paCTBOpP, TO
MPOBEJCHUE WCCIIEAOBAaHUI OMO’KBUBAJICHTHOCTU HE Tpedyercs. OpHako
€CIM BCIIOMOTATEJIbHBIE BEILIECTBA CIOCOOHBI TMOBIUATH HAa MOTOPHUKY
KEJTYJIOYHO-KUILIEYHOTO TpakTa (Hampumep, COpOWTON, MAaHHUTON U T.I.),
abcopOiuio  (Hampumep, TMOBEPXHOCTHO AaKTHUBHBIE  BEIECTBA  WIIU
COCIMHEHMSI, BIUSIONIME Ha OETKHU-TIEPEHOCYUKH), TPOILIECC PACTBOPEHUS U
BCAChIBAaHUS (Harpumep, COPacTBOPUTEIIH) WJIN CTaOMJIBHOCTh
JCHCTBYIOIIETO BEIIeCTBA INVIVO M eClTU pa3Iudus MEXAy COACpKaHUEM

BCIIOMOTI'aTCJIBHBIX BCIICCTB AOJIX)KHBIM 06pa30M HEe 00O0CHOBAHBI MpoYnMu
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JTAHHBIMH, TO TIPOBOAUTCS UCCIEA0BAaHNE OMOAKBHUBAIICHTHOCTU. TpeboBaHMs
K BCIIOMOTaTEJIbHBIM BEIIECTBAM PACTBOPOB JIJISI IPUEMA BHYTPh aHAJIOTUYHbI
yCIOBUsM OuoBeliBepa (c ydeTtom TpeOoBaHui mpuiiokeHuss Ne4 K
[TpaBmiTaM poBeICHUS UCCIICTOBAHNN OMOIKBUBAJICHTHOCTH).

Ecnu 6MosKBUBaICHTHOCTH MCCIIEIYEMOT0 JIEKAPCTBEHHOTO Mpenapara,
SIBJISIFOIIIETOCS PACTBOPOM JIJIsI TIpUE€Ma BHYTPb, JOJDKHA OBITh MOJITBEPKICHA
[0 OTHOIICHUIO K JIPyroMy JIEKapCTBEHHOMY Mpenapary ¢ HEMEIJICHHBIM
BBICBOOOKICHUEM, TO HEO0O0XO0IUMO MPOBECTHU HCCIICIOBAaHUE

OMOAKBUBAJICHTHOCTH.

V. KoMOuHUpOBaHHBIE JIEKAPCTBEHHBIE MTpENapaThl

TpeOoBaHusT 1O TPOBEACHUIO UCCIEAOBAHMS TMPEJCTABICHH B
nokymente Cors3a 10 KIMHMYECKOW pa3paboTke KOMOMHUPOBAHHBIX
JIEKapCTBEHHBIX  TpenapaTroB. YcloBUs OuoBeliBepa B  OTHOILIECHUU
KOMOWHHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB H3JIOKEHb B dYactu V
npuwioxenuss Ne 4 x  IlpaBunaMm  TpoOBEACHUS  HUCCIENOBAHUU

OMOAKBUBAJICHTHOCTH.

V1. JlekapcTBeHHBIE (POPMBI C HEMEJICHHBIM BBICBOOOKICHHEM
CHUCTEMHOTO JICHCTBUS, HE MpeHa3HAYEHHBIC /IS IPUEMa BHYTPb
Hacrosmuit = pasmen, B~ YacTHOCTH,  KacaeTcs  PEKTaJIbHBIX

JeKapCTBEHHBIX (opM. B OTHOIIEHWM HUX, KaK MPaBUIO, IPOBOASTCA
UCCJICIOBaHUSI OMOAKBUBAJICHTHOCTH. Eciam nexkapcTBeHHBIM Tpemapar
IPECTaBISIET COOO0M PacTBOP, KOTOPBIM CONEPIKUT IEHCTBYIOIIEE BEIIECTBO B
TOW K€ KOHIICHTPAIlMM, YTO W 3aperHCTPUPOBAHHBIN JICKAPCTBEHHBIN
mpermapar ¢ TeM K€ KA4eCTBEHHBIM M CXOXXHM  KOJMYECTBEHHBIM
COJZIEp’)KaHMEM BCIIOMOTATEIBHBIX BEIIECTB, BOBMOXEH OHOBEWBEp (IIpU 3TOM

MOT'YT HPUMCHATBCA Tpe6OBaHI/I$I, AHAJIOTUYHBIC IJIs1 paCTBOPOB AJIA IIPpUCMaA

BHYTpB).



ITonoxeHuss HaHHOTO nmoapasaciyia HE OTHOCATCA K JICKAPCTBCHHLIM
npenaparam i I/IHTaJ'ISII_II/II\/’I, IMPUMCHACMBIX I JICHCHUA 6p0HXI/IaJIBHOI>'I
ACTMbI W XPOHHYCCKHC 06Cpr1(TI/IBHBIC 00JIe3HU JCTKHNX, a TaKXC K

TOPMOHAJIbHBIM CIIPCAM JIA HA3aJIbHOI'O IIPMMCHCHU .

V1. PacTBOpHI [J151 TapEHTEPATILHOTO BBEACHUS

Ecnmu wuccnemyemplil JIEKAPCTBEHHBINM Mpenapar SABJISETCS BOIHBIM
pacTBOPOM Il BHYTPUBEHHOIO BBEIACHUS U COAEPKUT TO KE JAECHUCTBYIOLIEE
BEIIECTBO, YTO U 3aPETUCTPUPOBAHHBIA JIEKAPCTBEHHBIM MpEIapar, To
MPOBEJCHUE MCCIEAOBAaHUS OMOAKBUBAJICHTHOCTHU, KaK IMPaBWIO, HE
TpeOyercsa. OJHAKO €clii OJAHO M3 BCIOMOTAaTENIbHBIX BELIECTB CIIOCOOHO
B3aMMOJICHICTBOBaTh C  JCHUCTBYIOIIMM  BEIIECTBOM  (HAapUMEp, C
0o0pa3oBaHMEM KOMIUIEKCOB) WM JPYrUM 0Opa3oM BIHUSTH Ha €ro
pacmpeneneHue, MeTabOIM3M U BBIBEIEHHE, TpeOyeTcsi IPOBEECHUE
UCClIeIoBaHUsl  OMOAKBUBAJEHTHOCTH. FEro MoxHo wu30exarb, eciu
CpaBHHUBAEMbIE JIEKAPCTBEHHBIE MPEIAPaAThl COAEPKAT MIPUMEPHO OAUHAKOBOE
KOJINYE€CTBO BCIIOMOTATENbHBIX BEIMIECTB U JIOJHXKHBIM 00pa3oM JI0Ka3aHO, UTO
UMEIOIHECS Pa3linuvs B UX COACPKaHUM HE BIUAIOT Ha (apMaKOKHHETUKY
JEUCTBYIOIIETO BELIECTBA.

IIpy 1Opyrux nDapeHTEepalbHbIX MYTSAX  BBEACHUs, HApUMeED,
BHYTPUMBIIIIEYHOM U TOJKOXHOM, €CIIH MCCIECIYEMbI JIEKapCTBEHHBIN
npenapat UMMeeT OJMHAKOBBIM THI PacTBOPUTENs (HampuMmep, BOJHAS WIH
MacisiHasg cpeia), COAEPKUT TO K€ JEHUCTBYIOIIEE BEIIECTBO B TOW Ke
KOHLIEHTPALMU U TE K€ BCIIOMOTaTEbHBIX BEIIECTBA B CXOKUX KOJIUYECTBAX,
YTO M 3apETUCTPUPOBAHHBIM JIEKAPCTBEHHBIW IIpernapar, TO IPOBEICHUE
UCCIIeI0BaHU OMO3KBUBAJICHTHOCTH HE TpeOyercs. boiiee Toro, nmposeneHne

UCCIIEIOBAaHUSl OMOIKBHBAJIEHTHOCTH BOJIHBIX PAacCTBOPOB C MOPUMEPHO
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OAHNHAKOBBIM COACPKAHUCM BCIIOMOI'aTCIIbBHBIX BCHICCTB HC Tp€6yeTC}I, CCJIN

IIOCJIICAHUEC HC BJIMUAIOT HAa BA3KOCTD.

VIII. JIunocomanbHble, MULICIUIIPHBIE U SMYJILCUOHHBIC
JIeKapCTBEHHBIE (DOPMBI JIJI1 BHYTPUBEHHOTO BBEJCHUS

1. JIunmocoManbHbI€ TEKAPCTBEHHBIE (POPMBI

(DapMaKOKI/IHeTI/I‘-IeCKI/Ie OCOOEHHOCTH JIUIOCOMAJIbHBIX IpciaparoB
JJs1 BHYTPUBCHHOI'O BBCICHUA Tp€6YIOT 0COOBIX MoAXO0A0B IMOATBCPIKACHU A

OMOPKBHBAJICHTHOCTH B COOTBETCTBHUH ¢ npaBoM Coro3a.
2. OMyJbCUU

OMyJIbCUH, KaK MPABUIIO, HE MOJJIEXKAT MpoIeaype OnoBeiBepa.

OnHako mpu COOJIOJICHUN HUXKEMEPEUUCICHHBIX YCIOBUN MpoIeaypa
OuoBeliBepa BO3MOXKHA!

a) JIekapcTBeHHas (opMa He TMpeHa3HauYeHa IS KOHTPOJIUPYEMOTO
BBICBOOOXKEHUSI W (WJIM) KOHTPOJHMPYEMOTro pacrpesneiaeHust (BeKTOPHOM
JIOCTaBKH);

0) cmoco0 M CKOpPOCTh BBEACHHUS COBHAJAIOT C TAKOBBIMU JIJIA
3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

B Ttakux cnydasx KayeCTBEHHBIH U KOJMYECTBEHHBIM COCTaB
JIEKapCTBEHHOTO npenapara HE JTOJKEH OTJINYAThCS oT
3apPEruCTPUPOBAHHOT0; HEOOXOJIUMO TPEJACTaBUTh OOOCHOBAaHHBIC IaHHBIC,
MOATBEPKAAIONINE BBICOKYIO CXOXECTh (DU3UKO-XUMHUUYECKUX CBOMCTB,
BKJItO4asi (DpaKIMOHHBIA COCTaB JUCIEPCHON JIHUOUAHON da3pl U JpyTHE
3HAYMMBbIC XapaKTEPUCTUKH DSMYJIbLCUM, B TOM 4YHCIE IIOBEPXHOCTHBIC

CBOMCTBa (Hanpumep, C-MOTEHINANT U PEOJIOTHYECKUE CBOMCTBA).
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3. JlekapcTBEeHHbIE TTpenapaThl JUMUIOB
IUIsl BHyTPUBEHHOTO TAPEHTEPATLHOIO MUTAHUS
Ecnu B OTHOIIEHMM 3TUX JIEKAPCTBEHHBIX MPENapaToB MPEACTaBICHBI
00OCHOBaHHbIE JTAHHBIE O COMOCTaBUMOCTU (PU3UKO-XUMHUYECKUX CBOICTB,
BO3MOXXHaA TIpoileAypa OuoBeiiBepa. Paznmuunss B cocTaBe MOTyT OBITh
O00OOCHOBaHbl CBOMCTBAMHU M TOKa3aHUSIMU K TIPUMEHEHUIO TaKHUX

JICKapCTBEHHBIX (hOPM.
4. Munemioo0pasyroIue mpenaparhl

Munemisipaple  pacTBOPbl IS BHYTPUBEHHOT'O BBEACHHUS MOTYT
paccMaTpuBaThCsl KaK «KOMIUIEKCHBIE» PacTBOpPHI, IO3TOMY OHHM HE
MOJIMaIat0T Mo OMOBEUBED.

Opnako mpu COOJIOIEHUH HUKETIEPEUUCIICHHBIX YCIIOBUM OHMOBEUBED
BO3MOKEH:

a) MpU Pa3BEJICHUU JIEKAPCTBEHHOI'O IIpernapara B COOTBETCTBUU C
PEKOMEHJIALIUSIMU TI0 €0 CMoco0y MPUMEHEHUS MPOUCXOJIUT ObICTPHIN
pacmaa  MULIeNJI, a JIeKapcTBeHHass ((opMa He TMpeaHa3HauyeHa Jyis
KOHTPOJIUPYEMOTO BBICBOOOKICHUS UK PacpeIeTICHUS;

0) crmocod M CKOpPOCTh BBENIECHMS COBIAJAIOT C 3apErMCTPUPOBAHHBIM
JIEKapCTBEHHBIM IpEnapaToMm;

B) BCLIOMOTATEJIbHBIE BEIIECTBA HE BIUSAIOT Ha paClpeJiesiCHHE,
MeTa00JIU3M U BbIBEJICHUE JEHCTBYIOIIETO BEIIECTBRA.

B Takux caydasx KayeCTBEHHbIH U KOJUYECTBEHHBIH COCTaB
MULIEJUISIPHOTO pPacTBOpa HEMOCPEJICTBEHHO TMEpes BBEJACHUEM HE JOJIKEH
OTJIMYAThCA  OT  3apErUCTPUPOBAHHOTO  JIEKAPCTBEHHOI'O  Ipernaparta;
HEOOXOJIUMO TMPEJICTAaBUTh OOOCHOBAHHBIE JIAHHBIE, MOATBEPHKIAOIINE
CXOXECTh  (PU3MKO-XMMHUYECKUX  CBOWCTB. Hampumep, kpuTuueckas

KOHLIEHTpaLXs MULEUI000pa30BaHus, CIIOCOOHOCTh JIEKAPCTBEHHOU (hOPMBI
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K CONIOOMIU3AIMK (HanpuMep, MaKCUMalibHas J00aBOYHAs KOHIIEHTPAIIHS
(Maximum Additive Concentration)), cBoOomHas W cBsi3aHHas (pakKiys
JIEWCTBYIOIIETO BEIIECTBA M Pa3Mep MHUIIEILI.

OTH TIpaBuUa TaK)Ke MPUMEHHUMBI NMPU HE3HAUYMTEIBHBIX M3MEHEHHUSIX
Ka4eCTBCHHOTO WU KOJUYECTBCHHOTO COCTaBa JICKAPCTBEHHOTO IMperapara,
NP YCIOBHHM TOTO, YTO TaKWe M3MEHCHHS HE 3aTparMBalOT KauyeCTBEHHBIH

WA KOJIMYECTBEHHBIM COCTaB MMOBCPXHOCTHO-AaKTUBHBIX BCUICCTB.

| X. JIekapcTBeHHBIE (POPMBI ¢ MOTUPUITUPOBAHHBIM
BBICBOOOKICHUEM CHCTEMHOTO JICHCTBUSA

1. JlekapcTBeHHbBIE POPMBI C MOJTUPUIIUPOBAHHBIM
BBICBOOOK/ICHUEM JJIsl IPUEMA BHYTPb WM TPAHCACPMATBLHOTO IPUMEHEHHS.
JlekapcTBeHHBIE (DOPMBI C MOJIU(PUIIMPOBAHHBIM BBICBOOOKICHUEM JIJIS
npyueMa BHYTPh WIH TPAHCACPMAIBLHOTO MPUMEHEHHS TPEOyIOT MPOBEIACHUS
HCCJIe0BaHNl OMO’KBUBAJIECHTHOCTH B COOTBETCTBUHU C aKTaMH, BXOIAIIMMU

B npaBo Coro3za.

2. JlexapcTBeHHBIC (DOPMBI C MOTUPHUITIPOBAHHBIM
BBICBOOOXJIEHUEM J1JIsI BHYTPUMBIIIIEYHOTO U MOJIKOKHOTO BBEICHUSL.
[Ipu moaTBepKaeHUM OMOSPKBUBAJIEHTHOCTU B OTHOUIEHUM CYCIIEH3UM
WIN WHBIX JIEKAPCTBEHHBIX (OpM, MpeIHa3HAYEHHBIX s MOIudHUKaUU
BBICBOOOJK/ICHUSI IEUCTBYIOIIETO BEIIECTBA MIPU €r0 BHYTPUMBIIIIEUHOM HIIU
MOJKOXXHOM BBEJICHUM, MPUMEHSIOTCS TPEOOBaHUS K MOATBEPKICHUIO
OMO’KBUBAJICHTHOCTH  BHECOCYJUCTBIX  JIGKAPCTBEHHBIX  QopM  C
MOJU(DUITMPOBAHHBIM BBICBOOOXKJICHUEM (HANIpUMEp, TpaHCAEPMAIbHbIX),

COINIaCHO aKTaM, BXOJAIIMUM B IIPABO Coro3a.
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X. JlekapcTBeHHBIE TpenapaTbl MECTHOTO JIEHCTBUS,
MPUMEHSIEMBIE MECTHO WJIM HAPYKHO

[IpaBuna 10 H3YyYEHUIO JIEKAPCTBEHHBIX IIPENApaToB MECTHOIO
NEeUCTBUA (MPU NEPOPATBHOM, HA3IBHOM, JIETOYHOM, INIA3HOM, HAKOKHOM,
PEKTaIbHOM, BarMHAJbHOM U T.JI. BBEICHUH), OTPAXEHbI B JAPYIUX aKTax,
cocraBisitonux npaso Coroza.

Ecimn wnccnenyeMblil  JIEKAPCTBEHHBIM Mpenapar, IPeACTaBISIOIINT
co0oi pacTtBOp (HampuMmep, Karuld TJa3Hble, COpell Ha3aibHBIA (32
UCKIIIOUEHHEM TOPMOHAIBHBIX HA3aJbHBIX CIPEEB) WM PacTBOp IS
Hapy>XHOTO MPUMEHEHHUsI), HE OTJIMYAETCS MO BHUJY CpEIbl PacTBOPEHUS
(BogHAsT WM MacisiHasg) U COJIEPKUT Ty K€ KOHIEHTPALMI0 TOTO K€
JNEUCTBYIOLIETO BEIIECTBA, YTO W 3apPErMCTPUPOBAHHBINA JIEKAPCTBEHHBIM
npenapar, To MOATBEP>KIATh KBUBAICHTHOCTh MEXIY HUMHU HE TpeOyeTcs.
He3HnauutenbHble pa3nuuus B COAEPKAHUU BCIIOMOTATENIbHBIX BEIIECTB
JIOITYCTUMBI, €CJIM 3HaUYUMbIe (papMalleBTUUECKUE CBOMCTBA UCCIEyEMOIO U
pedepeHTHOro JIEKapCTBEHHOI0 Mpenapara WACHTUYHBI WM aHAJOTUYHBI.
JItoOble KauyecTBEHHBbIE WIIM KOJIMYECTBEHHBIE pa3iUuvsg B COJACpPKaHUU
BCIIOMOTaTeNIbHBIX BEIIECTB TPEOYIOT 0OOCHOBAHUS C MO3UIUN UX BIUSHUSA
Ha TEPareBTUYECKYIO SKBUBAICHTHOCTD. [Ipy OTCYTCTBUU OCHOBaHUI CIIOCOO
U TYTH BBEICHUSA JOJDKHBI COOTBETCTBOBATH 3aPETHUCTPUPOBAHHOMY
JIEKapCTBEHHOMY Ipenapary.

Ecnmu mocne MecTHOro mpuMEHEHHS JIEKapCTBEHHBIX IPEnapaToB I
MECTHOTO TMPUMEHEHHUS B CHJIy CHCTEMHON aOcopOlMU BO3HUKAET PHUCK
CHUCTEMHBIX HEXEJAaTeNIbHBIX peaKIui, HEOOXOJUMO H3MEPUTh CUCTEMHYIO
sKkcno3unn. HeoOXonumo MOATBEPIUTh, UYTO CHUCTEMHAs HSKCIO3UIIUS
HCCIIEYEMOTO JIEKAPCTBEHHOTO Mpenapara HE TMPEBBIIAECT TAKOBYIO

JIEKapCTBEHHOI'0 TMperapara CpaBHEHHUS, T.e. BepxHss Tpanuma 90 %
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JIOBEPUTEIIHLHOTO HWHTEpBaJia HE JOJDKHA MPEBBINIATh BEPXHIO TPAHHILY
IpHEeMIIEMOCTH Ono3kBHuBasieHTHOCTH (125,00 %).

Hu omuH W3 II€KapCTBEHHBIX IMpenaparoB MECTHOTO JACHCTBHS,
MPUMEHSEMBIX MECTHO WM HApPYXHO, HEIb3S pacCMaTpUBaTh B Ka4deCTBE
BOCIPOM3BEICHHOTO  JIEKAPCTBEHHOTO  TpemapaTra, IMOCKOJIbKY  OHHU

MOANAJAI0T MOJ1 ONPE/EIeHE THOPUIHOTO JIEKAPCTBEHHOTO TIpernapara.

Xl. T'a3el

Ecimn HeKapCTBCHHBIﬁ npemnapar ABJCTCA Ta30M I HHT&HHHHﬁ,

HCCJICAOBaHUA OMOAPKBHBAJICHTHOCTH HE Tpe6YIOTC$I.




[TPUJTIOXEHUE Ne 2

K IIpaBuiiam nposeneHus
HCCIJIEAOBAHUN OMOSKBHBAJICHTHOCTH
JIEKapCTBEHHBIX IpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TPEBOBAHUJ
K ¢papMaKoaAUHAMUYECKUM HCCJIeI0BAHUSIM
B paMKax U3yYyeHusi 0M0OIKBHBAJIEHTHOCTH

1. ®apmakoAMHAMHUYECKHUE HCCIIEIOBAHUS Y 3J0POBBIX JIOOPOBOJIBIICB
WM  TaIMEHTOB MOTYT OBITh  HCIIOJIB30BaHBl IS YCTAHOBJICHUS
SKBUBAJIEHTHOCTU MEXIY JBYMs JIEKAPCTBEHHBIMU MpEIaparamyd B CIydae,
ecnmd  (apMaKOKMHETHMYECKUN Moaxol He mnpumeHuM. McciaemoBaHue
(hapMaKoOIMHAMHYECKON HSKBUBAJICHTHOCTH MOXET MOHAI00UThCS, KOTJa
KOJIMYECTBEHHOE OIPEACICHUE COACPKaHUS JEHUCTBYIOIIETO BEIIECTBA U
(W) MeTaboJIMTOB B IUIA3ME€ KJIM MOYE HE MOXKET OBITh IPOBEACHO C
JOCTAaTOYHOM YYBCTBUTEIBHOCTBIO M MNPEUU3UOHHOCTHIO. Kpome Toro,
(dbapMakOAMHAMUYECKHE HUCCIEIOBAaHMUS HSKBUBAJICHTHOCTH Yy YeEJIOBEKa
HEOOXOAMMBI, €CJIM U3MEPEHNE KOHLIEHTPALMI AEHCTBYIONIETO BEIECTBA HE
MOXXET OBITh HCIIOJIB30BAaHO B KAUE€CTBE CyppOTaTHBIX KOHEYHBIX TOUEK IS
noaATBepkaeHUs  d(PPEeKTUBHOCTH W OE30MAaCHOCTH  KOHKPETHOTO
JIEKQpCTBEHHOIO TIpernapara, HampuMmep, Jis JEKapCTBEHHOIO Ipernapara,
OKa3bIBAIOIIET0 MECTHOE AciicTBUE. BMmecTe ¢ TeM HcCclIeoBaHUS MECTHOM
JOCTYITHOCTH, OCHOBaHHbIE Ha ()APMAKOKMHETHUUYECKUX HCCIICIOBAHUSX,
MPOBEJICHHBIC OT/ACIBHO JIMOO COBMECTHO C HMCCIIEIOBAHUSMH PACTBOPEHUS
IN Vitro, Moryt paccMarpuBaThCs B Ka9eCTBE CYpPPOraTHBIX KOHCUHBIX TOYCK
JUTS MOATBEPKICHUS SKBUBAJICHTHOCTH c TOUYKH 3peHUs

onodapmMaleBTHYECKOTO KauyeCTBAa U BBICBOOOKIACHUS B MECTE JEUCTBUS IS
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HEKOTOPBIX JIEKAPCTBEHHBIX MPETNapaToB, OKA3hIBAIOIINX MECTHOE JCHCTBUE.
Kpome Toro, wuccienoBaHuss OHMOSKBHBAJCHTHOCTH TaKXke HEOOXOIUMBI,
4TOOBI MOATBEPAUTh HKBHBAJICHTHOCTh CHCTeMHOW oskcno3uiuu (AUC)
JIEKapCTBEHHBIX MIPENapaToB MPU U3yYEHUU CUCTEMHON O€30MMacHOCTH.

2. ®apMakOAMHUMHUYECKHE MCCIEAOBAaHUS HE PEKOMEHJOBaHBI B
OTHOIIIEHUH JIEKAPCTBEHHBIX MPEMapaToB, ACHCTBYIOIIEE BEIIECTBO KOTOPBIX
IIPOHUKAET B CUCTEMHBIM KpPOBOTOK. [Ipum 3TOM 171 OLIEHKH CUCTEMHOM
OKCIIO3UIIUM ¥ YCTAHOBJICHUS OWOSKBUBAJIECHTHOCTH MOKHO HCIIOJIb30BaTh
bapMakKOKMHETUUYECKUM  TOAXoJ.  ODTOo  OOYCIOBJIEHO  TE€M,  4YTO
dbapMakoAMHAMUYECKHE U KIMHUYECKUE KOHEYHBIE TOUKH XapaKTePU3YIOTCS
O0ojee HU3KOW YYBCTBUTEIHLHOCTHIO K BBISIBICHHIO PA3HHUIBI MEXIY
JIEKapCTBEHHBIMU TIpeTnaparaMi B OTHOIIEHWH WX OnodapMarieBTHIECKUX
CBOMCTB, BBICBOOOXKJICHHS U aOcopOIuu. [1oCcKoIbKy KpUBBIE 3aBUCHMOCTHU
«qo3a — ahdexr» i PpapMakOIMHAMUYECKUX U KIMHUYECKUX KOHEYHBIX
TOYEK OOBIYHO O0JIee MOJIOTHE, YEM COOTBETCTBYIOIINE KPUBBIC 3aBUCUMOCTH
(hapMaKOKHHETUYECKUX TapaMeTpoB OT J03bl, HEOOXOOWMO JOKa3aTh
JOCTAaTOYHYI0 aHAJTUTUYECKYI0 YYBCTBHUTEIBLHOCTh HCCIEAOBAaHUSA, TO €CTh
CIIOCOOHOCTh pa3M4aTh PEAKIMIO, MOJIYUYCHHYIO MPH MPUMEHEHUU Pa3HBIX
1n03. BaxkHO mNpoOBOAWTH CpaBHEHUS B J03aX, BBHI3BIBAIOIIMX HauOosee
3HAYMMYIO PEaKIUIo, JJIs OMNPEAeTeHUs] KOTOPBIX MOXKET IMOTpe0oBaThCs
MIPOBENICHNE MIJIOTHOTO HCCienoBanus. dapmMakoquHaMUUECKHEe TTOKa3aTen
UMEIOT Bceraa OOoJblIyl0 BapuabeNbHOCTh, 4eM (HapMaKOKMHETHUECKUE
nanaple.  DapMakogMHAMUYECKHE  TMOKAa3aTeM  9acTO  TOJBEPIKCHBI
3HAYUTENIbHOMY BIUSHUIO d(dekrTa maanedo, KOTOPBIM 100aBiIgeTcs K
BapralOeIbHOCTH M CIIOKHOMY JIM3aifiHy HMCClieoBaHus. B pe3ynbTaTte MOXeT
noTpedoBarbCs HA0Op OOJBIIOIO0 4YHCIAa MAIMEHTOB JJIS JIOCTHIXKECHUS

JIOCTaTOYHOU CTaTUCTUYECKOUN MOIITHOCTH. B CpaBHUTEIbHBIE
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(dbapMakoAMHAMHUYECKHUE HUCCIIEAOBAaHUS CIEAyeT BKIIOYATh TPyNMy IUIAaedo
(TpeThs TpyIIa).

3.[lpu mnyaHupoBaHWM, TPOBEJECHUU U  OLEHKE PE3yJbTaroB
UCCJIEIOBAHUSI TOJKHBI COOTIONATHCS CIIEAYIONTUE TPEOOBAHMUS:

a) u3mepsiemas peakius JOJIKHA PEICTABIISTh coOoit
dbapmakonoruueckuit 3pdekt, xapakrepusyromuii 3PGHEeKTUBHOCT U (WIIH)
0€30MacHOCTh JIEKAPCTBEHHOTO TMPEIapara;

0) MeToMKa OIIEHKU (hapMakojgorudeckoro 3¢gdexra momkHa OBITh
BaJUAMPOBAHA C TOYKU 3PEHHUS MPaBUIBHOCTH, MPEHU3HMOHHOCTH,
BOCIIPOM3BOAMMOCTH U CHEIU(PUIHOCTH;

B) HCCIEIyeMbId JIEKAPCTBEHHBIM mpenapar ©W  pedepeHTHBIH
JICKapCTBEHHBIN MpernapaT He TODKHBI BBI3BIBATh MAKCUMAJILHYIO PEAKITUIO B
XO/I€ MCCIIeIOBAaHUA, MOCKOJIbKY MOXXET OKa3aThCsd HEBO3MOXKHBIM BBISIBUTH
paznuuus MEXIy NEWCTBYIOIIMMU BEIIECTBAMHU, MPUMEHSEMBIMU B 032X,
KOTOpble  BBI3bIBAIOT  3(P(eKThl, OIM3KMEe K MaKCUMaJbHBIM  WJIU
MaKCUMaJbHbIE, IPU 3TOM H3yUYEHHUE 3aBUCHUMOCTU «703a — 3PHEKT» MOXKET
OBITh HEOOXOANMOM YaCTHIO TAKOTO MCCIICTOBAHMUS;

) peakiusi JIOJDKHA HU3MEPATHCS KOJIMYECTBEHHO, MPEANOYTUTENHHO
JBOMHBIM CIIENIBIM METOJAOM M PE3yJbTaThl AOKHBI PETUCTPUPOBATHCS C
MOMOILBIO MOAXOSIIET0 000pYAOBaHUSs, MO3BOJISIONIETO BOCIPOU3BOAUTE U
PETUCTPUPOBATh  PE3YJIBTAThl  MOBTOPSIOMIUXCS  W3MEPEHHH,  YTOOBI
obecnieunTh  (Pukcauioo  (JIOKyMEHTHpOBaHHE) (hapMaKOAMHAMHYECKHUX
3¢ (}HEeKTOB, KOTOPHIE 3aMEHSIOT M3MEpPEHUs KOHIIeHTpanuu B Iuiazme. Ecmum
TaKue W3MEPEHUS HEBO3MOXKHBI, MOKHO IIPOBECTH PErUCTpaIUIo IO
BaJMAMPOBAHHBIM OLIGHOYHBIM IIKalaM. Eciau JgaHHbIE OrpaHUYeHbI
Ka4eCTBEHHBIMU TIOKa3aTelIIMH (KaTeTOPHAIBHBIMA JTaHHBIMU), TPeOyeTcs

BBIITOJIHCHUEC CIICHHUAJIBHOI'O CTATUCTHYCCKOI'O aHaJINn3a,
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1) CYyObEKTHI, HE pearnupyromiue Ha JIEKapCTBEHHBIN npenapar, J10KHBI
OBITh MCKJIFOUEHBI U3 KCCIIEIOBAHUS TIOCIE MPEIBAPUTEIHLHOIO CKPUHUHTA, U
B MPOTOKOJIE JIOJDKHBI OBITh  YKa3aHbl KPUTEPUHU, IO  KOTOPBIM
UJIEHTU(PUIUPYIOTCS pearupyroIme U Hepearupyromue CyoObeKThI;

€) B IM3aifiHEe UCCJICIOBAHUS JOKHBI ObITh YUTEHBI JIeKaIlas B OCHOBE
MaTroJiorusi W  aHaMHe3 OOJie3HM W [OpuBeleHa HuHQoOpManUs O
BOCITPOM3BOANMOCTH UCXOTHBIX YCIOBHH;

) CJIeyeT MCIIOIb30BaTh MEPEKPECTHBIN AU3aiiH, OJHAKO, €CIIM OH HE
MPUTOJIEH, MOXKHO HKCIIOJIb30BaTh MapauieNbHbIM Jau3aiiH. OTMBIBOYHBIM
Mepro MEXIy MepuogaMyu MPUMEHEHHS Mpernapara JO0JDKeH COCTaBIISTh HE
MEHEE O TMEPHUOJIOB MOMYUCUE3HOBEHUSI OCTPOro (hapMaKoIOoruuecKoro
addekta. IIpomaomKUTENBPHOCTh U3MEPEHHUS OCTPOro (hapMaKoIOTHUYECKOTO
ahdexra MOoKHA COCTaBIATH HE MEHee 3 TEePUOJOB TMOJYHCUE3HOBEHUS
ocTporo dapMakoigoruueckoro 3¢ hexra.

4, ]Jlna  BOCHPOM3BEACHHOTO  JICKAPCTBEHHOTO  IIperapara U
pedepeHTHOTO JIeKapCTBEHHOTO TIpemapara MPUHIUMBI  (HOPMHUPOBAHMUS
BBIOOPKHU JIOJKHBI OCTaBaThCsl TAKUMU K€, KaK OMHCAHO B pasjiesie 3 4acTu
11 [IpaBun IPOBECHUS HCCJIET0OBAHUI OMODKBUBAJIEHTHOCTH
JIEKapCTBEHHBIX TIperapatoB B paMkax EBpa3suiickoro 3KOHOMHYECKOTO
COI032a, YTBEPKAaeMbIX EBpa3suiiCko 3KOHOMHYECKON KOMHUCCHUEH.

5. B wuccnemoBaHmsIX, B KOTOPBIX PETUCTPUPYIOT HEMPEPHIBHBIC
nepeMeHHbIe, W3MEHEHWE WHTCHCUBHOCTH JCHCTBUS  JIEKAPCTBEHHOTO
npemnapara, HaONoAaeMoe B TEUEHHWE HEKOTOPOTO MPOMEXKYTKa BPEMEHH,
MOXXET OBITh ONMHCAHO TAaKHUM € 00pa3oM, YTO M B HCCICIOBAHUHU IS
U3MEPEHUsT KOHIICHTPAIIMU JICHCTBYIOIIETO BEIIeCTBa B ILIa3Me. MOKHO
BBIBECTH TIapaMeTpPhl, OMHUCHIBAIONIME IUIOMIAAb MO KpHBOW <«dddext —
Bpems» (AUEC), MmakcuManbHYIO peakIMio U BpeMsl, KOTa MMPOUCXOANUT 3Ta

peaxIusl.
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6. CpaBHEeHHE BOCTUPOM3BEACHHOTO JICKAPCTBEHHOTO IMpernapara u
pedepeHTHOTO TIpenapara MOXeT OBITh BBITIOJIHEHO My TEM:

NPOBEICHUS] aHaJlh3a J030BOM 3aBUCUMOCTH WM OTHOCHUTEIIbHOU
aKTUBHOCTH, KOTOpas  OMpeNeisieTcs Kak OTHOIIEHHWE aKTHUBHOCTHU
UCCJIEyEMOTO JIEKAPCTBEHHOIO TIpernapara K aKTUBHOCTH pedepeHTHOro
JIEKapCTBEHHOTIO Mpenapara;

MPOBEJICHUSI aHaIu3a 3aBUCUMOCTH 3(ddekra, KOTOPBIM COCTOUT U3
MOJITBEPKIACHUSI SKBUBAJEHTHOCTU (KaK MUHUMYM Jisi 2 ypOBHEH /103) 1O
dbapmakoquHAMUYECKOW KOHEUHOM TOUKE.

MuHUMaNbHBIM TPEOOBaHUEM JJIA JIOOOTO M3 YKa3aHHBIX CHOCOOOB
SBIISICTCSL OIICHKAa YYBCTBUTEIBHOCTH. JIJIT OIEHKH YyBCTBHTEIBHOCTH
HEOOXOAMMO HM3yYWTh HE MEHEE JBYX HEHYJEBBIX yYPOBHEH 103, TIPU ITOM
HEO0OXOAMMO MPOAEMOHCTPUPOBATH, YTO OJMH YPOBEHb MPEBOCXOIUT JPYTOM.
B cBsi3u ¢ 3TUM TpU OTCYTCTBHM JIOJKHOTO OOOCHOBAaHMSI HEOOXOIHUMO
U3Y4YUTHh OOJiee ONHOM J103bI 0OOMX JIEKAPCTBEHHBIX MpemnaparoB. BaxkHo,
9TOOBI OBUTM W3y4YEHBI 103bI, PACIOJIO)KCHHBIC B BEpXHEW 4YacTH KPUBOU
«mo3a — 3¢ dexr». J{03bl, HAXOAAINECS HA HIDKHUX YYacTKaX KPUBOH, MOTYT
ObITh HEYOETUTEIBHBIMU JUIsl TOATBEPKIACHUS SKBUBAJICHTHOCTH, TaK Kak
MOTYT ABIATBHCS cyOTepanmeBTHYeckuMU. B  paBHOWl cTenmeHu [1103a,
pacroyio)keHHasi Ha BEpIIMHE KPUBOM, MOXKET OKa3bIBaTh PaBHO3HAYHBIM
3 deKT 1Mo cpaBHEHUIO ¢ 00Jie€ BHICOKUMH JI03aMM, YTO TaK)Ke HE MOXKET
CIIY’KUTh TIOJITBEPKICHUEM SKBUBAJICHTHOCTH.

HeoOxonumo mpencTaBuTh pe3yibrarbl € HUCIOIb30BAHUEM 000X
noaxoaoB. B oOoux ciydasx s TOATBEPKIEHUS SKBUBAJIEHTHOCTU
MOJIyYCHHBbIE  JIOBEPUTEIbHBIE  HMHTEPBAJIbI (apmMakoquHAMUAYECKUX
napaMeTpoB HCCIEAyeMOro U pedepeHTHOro JIEKapCTBEHHOIO Mpenapara
JOJKHBI ~ OBITh  PACTONIOKEHBI B TIpelesiax  BBIOPAHHBIX  TPAHUII

O9KBHUBAJICHTHOCTH. I[J'ISI OTHOCHUTEJIbHOU AKTHNBHOCTH HGO6XOI[I/IMO
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paccuutatb 90 % 10OBepUTENIbHBIE WHTEpPBAIbl (KaK U B HCCIICIOBAHUSIX
OMO’KBUBAJICHTHOCTH), B TO BpeMs Kak 95 % noBepuTeNbHbIE WHTEPBAIbI
PacCUMTHIBAIOTCS JJIsI aHAJIU3a 3aBUCUMOCTH 3 dexTa.

JlomycTumbIi JAarnas3oH, KOTOPBIN MIPUMEHSIETCS B
(bapMaKOKMHETUYECKUX HCCIEAOBAHUSAX, B JAaHHOM CiIydyae MOXET OBbITh
HenpuMeHuM. {151 000uX MOX0M0B BEIOPAHHBIN AMANa30H SKBUBAJIECHTHOCTH
JNOJDKEH OBITh MPENyCMOTPEH U TIIATEIbHO OOOCHOBAaH B IPOTOKOJIE
UCCIIEAOBAHUA.

7.0Tyer o0 npoBeAcHUU (PapMAKOAMHAMUYECKOTO HCCIEAOBAHUS
HKBUBAJICHTHOCTH COCTaBJIIETCS B COOTBETCTBUU C TPeOOBAHUSIMU
MIPUIIOKEHUS No 7 K [IpaBunam IIPOBEIAECHUS MCCIIEIOBAHUI
OMO’KBUBAJICHTHOCTH JICKAPCTBEHHBIX MpeEnapaTtoB B pamkax EBpazuiickoro
PKOHOMHUYECKOTO COK03a, YTBEPXKIAEMBbIX EBpasuiickol 3KOHOMHYECKOU

KOMMCCHEM C Y4CTOM 0CcoOeHHOCTEH (I)apMaKOI[I/IHaMI/I‘ICCKI/IX HCCJICIOBAaHU.




I[TPUJTOXEHUE Ne 3

K [IpaBuiiam nposeneHus
HCCIIEAOBAaHUN OMOSKBHBAJICHTHOCTH
JIEKApCTBEHHBIX IIpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TPEBOBAHUA
K CPaBHUTEIbHbIM KJIHHHYECKHM HUCCIEAOBAHUAM
B PaMKaXx H3y4YeHUS IKBUBAJIEHTHOCTH

1. ITpu HEKOTOPBIX OOCTOSITENbCTBAX (HAIPUMED, JJIS1 JTUTIOCOMAIIBHBIX
JIEKAPCTBEHHBIX MPENaparoB) KPUBBIE 3aBUCHUMOCTH  «KOHIIEHTpALHs
B IUIA3M€ — BPEMA» HENPUTOAHBI JJISI OLEHKUM SKBHUBAJIEHTHOCTH
2 JIeKapCTBEHHBIX MpemnaparoB. HecMoTpst Ha To, 9TO hapMaKoTUHAMUYECKHE
UCCIIEOBAHUSI MOTYT ObITh MOJAXOASIIUM HHCTPYMEHTOM JJIsl YCTAHOBJICHUSI
HKBUBAJICHTHOCTH, WHOIJIAa YKa3aHHbIE MCCIEIOBAHUSI HE MOTYT OBITh
UCIOJIb30BaHbl ~ M3-32 OTCYTCTBUSI 3HAYMMBIX  (papMakoAMHAMUYECKUX
napameTpoB, KOTOpPbIE MOTYT OBITh TOCTOBEPHO M3MEpPEHbI. B 3TOM cityuae
JUTST TIOATBEPXKICHHSI OSKBUBAJICHTHOCTH 2 JIGKAPCTBEHHBIX IMpEraparoB
HEOOXOJIUMO TMPOBEJICHUE KIMHUYECKUX HcclienoBanuil. [Ipeanouturensuee
OLICHMBATh SKBUBAJICHTHOCTb, IPOBOJIS (hapMaKOKHHETUYECKHE
UCCJIEIOBaHMUSI BMECTO KJIMHUYECKHX, TaK KakK TMOclIeqHue 00aagaoT
MEHbIIIEH YyBCTBUTEIBHOCTBIO W  MOTYT TMOTpPeOOBAaTh  BKIIOYEHUS
3HAQUUTEJIBHOTO KOJUYECTBA CYOBEKTOB [IJIi JOCTHMIXKEHHS JIOCTAaTOYHOM
CTaTUCTUYECKON MOIIHOCTH (Hampumep, s JOCTHMKEHHS JIOCTaTOYHOM
CTaTUCTUYECKOM MOIIHOCTH, TIO3BOJISIIOIIEH OOHApY>KUTh TIOBBIIIEHUE
pEaKUUH HAa HCCIENYEMBIA JIEKAPCTBEHHBIA IMIPENapar IO CPABHEHHIO C

miane6o Ha 20 %, TpebOyercs 8600  manmMeHTOB, a  YTOOBI
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MPOJICMOHCTPUPOBATh CHUXKEHHE pucka Ha 16 %, HEoOXOaUMO NpPHUBIICYD
2600 mareHToB ¢ HH(GAPKTOM MHUOKapAa).

2. CpaBHUTENIbHBIE KIMHUYECKHE HCCIEIOBaHMS, OIHMCAHHBIE B
HacTosux TpeOoBaHMAX, MPOBOJATCS MO 2 OCHOBHBIM JW3aiiHaM: JHW3aiiH
KJIIMHUYECKON AKBUBAJICHTHOCTHU U JIU3aiH HE MEeHbIeH 3(PEeKTUBHOCTH.

3. Ecim 1EbI0 KIIMHUYECKOTO UCCIIEOBAHUS SIBJISIETCSI
MOATBEPXKACHUE KIMHUYECKOW SKBUBAJIEHTHOCTH, JIOJKHBI PUMEHSIOTCS TE€
K€  CTAaTUCTUYECKHWE  TPUHIMIBL, YTO W JUIS  HWCCIEI0BaHMS
Ouod’KBUBAJIGCHTHOCTU. [lpum  »sToM g (dapMakoguHAMUYECKUX U
KIMHUYECKUX KOHEUHBIX TOUYEK BMECTO OOBIYHO TMPUMEHSIEMBIX B
(dbapMakokuHeTHUUEeCKUX HucchenoBaHusx 90 % J0BEpUTENbHBIX HWHTEPBAJIOB
HEOOXOAMMO HCMOJIb30BaTh 95 % moBepuTeNnbHbIE HWHTEPBAbl. YHCIO
MAIMEHTOB, BKIIFOUEHHBIX B KIIMHUYECKOE HCCIlIeJOBaHNuE, OyJeT 3aBUCETh OT
BapralOeIbHOCTH HM3MEPSEMBIX IMapaMeTPOB M JIOMYCTUMOTO JHara3oHa HMX
KoJiecOaHU W OOBIYHO HaMHOTO OoJblle, 4YeM 3To Tpedyercs mpu
UCCIE0OBAHUM OMO3KBUBAJIEHTHOCTH.

B npotokone uccneqoBaHW SKBUBAJIEHTHOCTH JIOJKHBI OBITH YETKO
OTIpeJIeNICHbI CIAEAYIONTNE MOT0KEHUS:

B KauyeCcTBE KOHTPOJIbHBIX TapaMETPOB BBIOMPAIOT 3HAYHMMBIC
KIMHUYECKUE KOHEYHBbIE TOYKH, Ha OCHOBAaHUM KOTOPBIX MOTYT OBIThH
paccyuTaHbl HA4ajio MPOSBICHUS PEAKIIUM OpraHu3Ma (€CJM 3TO MOJJICHKUT
U3MEPEHUIO U KIIMHUYECKHU 3HAYMMO) U €€ UHTEHCUBHOCT;

pa3Mepbl TpaHull IPU3HAHUS SKBUBAJIEHTHOCTH CJIENYET OMpPEAEsaTh Ha
OCHOBE aHajiM3a CHUTyallud, TMpPUHUMAs BO BHHMaHHUE KOHKPETHBIC
KIIMHUYECKUE YCIIOBHS, HAlpUMEp, €CTECTBEHHOE Te4YeHue 3a0o0JIeBaHUs,
3 (PEKTUBHOCTh JOCTYMHBIX METOJIOB JICYEHUSI W BBIOPAHHBIE HMCKOMBIE
napameTrpsl. B orauume oT  uccnegoBaHUs  OMOSKBHUBAJIECHTHOCTH

(rnie ucmonb3yercsl CTaHAAPTHBIM JOMYCTUMBINM JMAMa30H) JIOMYyCTUMBIMA
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JUAaIa30H B KIMHUYCCKUX HCIBITAHUAX HE MOXXET OBITh CTaHAAPTHBIM IS
BCEX TPYII JICKAPCTBEHHBIX MPEMAPATOB W OMPEACNsIeTCsS I KaKI0Tro
TEpareBTUYCCKOro Kinacca (M moka3aHus K IPUMEHEHHIO) B MHIUBHIYaIbHOM
MOPSIKE;

B HACTOSIIEe BpeMs OOIIECHPHUHSATHIM IS yKa3aHHBIX KIMHUYECKUX
HCCIICAOBAHNM YKBUBAJICHTHOCTH SIBJISIETCS MCIIOIL30BaHUE CTATHCTUYECKUX
METO/JOB, OCHOBAaHHBIX Ha OIPEACICHUN JOBEPUTEIBHBIX HHTEPBAJIOB.
OcHoBHas 3ajJ1a4a 3aKJIFOYaeTCs B TOM, YTOOBI UCCIEAYEMbIN JIeKapCTBEHHBIN
mpernapar He oTihyalcs oT pedepeHTHOro 6ojee 4eM Ha CTPOTo 3aJaHHYIO
BEJINYHHY.

4.B nmzaiiHe Takux wuccienoBaHui (IO BO3MOXXHOCTH) CJCIyeT
IPEIyCMOTPETh IPUMEHEHUE TIIareoo.

B HekoTopeIX chydasx 1e1eco00pa3HO BKIOYUTh, B  (PUHAIBHBIN
CPaBHUTEJILHBIN aHAJIN3 KOHEUHbIC TOUKH IO OI[EHKE 0€30MacHOCTH.

5. TpeboBanus K BOCIPOM3BEIECHHOMY JIEKAPCTBEHHOMY Ipenapary u
pedepeHTHOMY JIE€KapCTBEHHOMY TMIperapary JJODKHBI COOTBETCTBOBATH
yKa3aHHbIM B mojipasnene 2 pasaena |1l [IpaBun npoBeneHus ucciieoBaHuit
OMO’KBUBAJICHTHOCTH JICKAPCTBEHHBIX IperapaTtoB B pamkax EBpaszuiickoro
PKOHOMHYECKOTO COI03a, YTBEp)KIaeMbIX EBpasuiickoi SKOHOMHUYECKOM

KOMUCCHUEU.




[TPUJTOXEHUE Ne 4

K [IpaBuiiam nposeneHus
HCCIIEAOBAaHUN OMOSKBHBAJICHTHOCTH
JIEKQpCTBEHHBIX IpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TPEBOBAHUA
K OMoBeiliBepy, 0OCHOBAHHOMY Ha OMo(papManeBTHYeCKOT
cucTeMe Kiaaccupukaumu

|. O0wue monoXeHus

1. buogeiliBep, OCHOBaHHBIH Ha OMOGapMalEBTUIECKON CHCTEME
kinaccupukanuu  (BKC), HampaBieH Ha  yMEHBIICHHE  KOJWYECTBA
UCCIICIOBAaHWA OMOSKBUBAJICHTHOCTH IN VIVO, TO €CTh OH MOXET CIYXHTh
3aMCHOM OMOAKBHUBAJICHTHOCTH IN  VIVO. IlpoBemeHus wuccieqoBaHUN
OMOA’KBUBAJICHTHOCTH IN VIVO MOXXHO W30€KaTh, €CIM SKBHUBAJICHTHOCTH IN
ViVO moxaTBepkaaeTcss 000CHOBAHHBIMH JJAHHBIMU, ITOJTyYEHHBIMH 1N Vitro.

buogseiiBep, ocHoBanHbii Ha bBKC, orpaHuueH jaeKapCTBEHHBIMH
npenapataMu Jiii MpUeMa BHYTPh B TBEPJbIX JIEKApPCTBEHHBIX (hopmax
CUCTEMHOT0 JEHCTBUSI C HEMEJICHHBIM BBICBOOOXIEHUEM, COJEPHKAIUMHU
BBICOKO  PAacTBOPHMMBIE  JIEUCTBYIOIIME BENIECTBA C  MPEACKA3yeMOM
abcopOruet y denoBeka, MpHU YCIOBUM, YTO 3TH JCHCTBYIOIIME BEIIECTBA
UMEIOT IMIUPOKUM TepareBTUUEeCKUN Jrana3oH (¢ y4yeToM TpeOOBaHUMU
noapazaena 11 pasgena Il IlpaBunm mnpoBeaeHuss  HCClaeqOBaHUMN
OMO’KBUBAJICHTHOCTH JICKAPCTBEHHBIX MpernapaTtoB B pamkax EBpazuiickoro
PKOHOMHUYECKOTO COK03a, YTBEPXKIAEMBbIX EBpa3suiickol 3KOHOMHUYECKOU
xKocmuccueit). [Ipy 3TOM OH HENPUMEHUM K TOABA3BIYHBIM, 3alllCYHBIM

JIEKapCTBEHHBIM (pOpMaM U JIEKAPCTBEHHBIM (hopMaM ¢ MOIUDUIIIPOBAHHBIM
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BBICBOOOXKICHUEM. B OTHOIIEHUH JIEKapCTBEHHBIX bopm,
TUACHEPTUPYIOIIUXCS B TOJOCTH PTa, NAHHBIA MOAXOA TPUMEHUM, €CIIH
UCKJIIOUeHa abcopOIvs U3 MOJOCTH pTa.

2. buogeiiBep, ocHoBaHHBIN Ha BKC, mpegHasHaueH s yCTaHOBJICHUS
OMOSKBUBAJICHTHOCTH  MEXKAY  OINpPEACIICHHBIMU  MCCIEIYEeMBIMH U
peepeHTHBIMU JIEKAPCTBEHHBIMU TIpenaparaMu. [IpUHIMIBI KOHIETIUU
OuoBeliBepa MOTYT IPUMEHSTHCS JIJIsl TOATBEPKIACHUS OMOAIKBUBAJIEHTHOCTH
BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX Ipenaparos, paclMpeHuit
OpPUTMHAJIBHBIX JIEKAPCTBEHHBIX MPENApaToB, NP BHECEHWH W3MECHEHUU B
J0Che, TPEOYIOIMNX YCTAHOBJICHUSI OMOIKBUBAJICHTHOCTH, JJIsl YCTAHOBJICHUS
OMO’KBUBAJICHTHOCTHU MEXKITY JIEKapCTBEHHBIMU npenaparamy,
NPUMEHSBIIUMUCS B HAYaJbHBIX (a3ax KIMHUYECKUX HCCIEIOBaHUM, a

TAKKC JICKAPCTBCHHBIMU IIpCIIaparaMu, BbIBOAMMBIMHA HA PBIHOK.

I1. O6mme TpeboBanus

3. buogeiiBep, ocHoBanHb Ha BKC, mpumeHuM K JIeKapCTBEHHOMY
npemnapary ¢ HEeMEIJECHHBIM BBICBOOOKICHHEM TMPHU YCIOBUH BBIMOTHEHUS
BCEX CJIEIYIOLIUX TPeOOBaHUIA:

a) IEUCTBYIOIIEE BEIECTBO XOPOIIO PAaCTBOPUMO U TOJIBEpraeTcs
nojHoi adcopoumu (I ximacc mo BKC) ¢ yuerom TpeOoBanuii pasmena |l
Hacrosiux TpeboBaHwmii;

0)c yuyeToM cCHelUalbHBIX TpeOOBaHWK (B COOTBETCTBHHM C
noapasnesniom 1 pasmena IV wHactrosmumx TpeOoBaHMi) XapaKTEPUCTHKH
pacTBopeHHs N Vitro wuccienqyeMoro M pedepeHTHOro JIEKapCTBEHHBIX
IpernapaToB ONPEICNIAIOTCS Kak oueHb ObicTpeie (>85% B TeucHHe

15 munyt) nnm osictphie (85 % B Teuenune 30 MUHYT);
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B) KQYECTBCHHBII W KOJWMYECTBEHHBIH COCTaB BCIIOMOTATEIbHBIX
BEIECTB, CITIOCOOHBIX MOBIUATH Ha OMOKBUBAJICHTHOCTD, OJIMHAKOBHIN. [Ipn
ATOM, 1IeJIeCOOOpa3HO  UCIOJIb30BaTh OJIMHAKOBBIE  BCIOMOTAaTeNbHbIC
BEIIECTBAa B COTIOCTAaBUMBIX KOJUYECTBaX (B COOTBETCTBUU C TPEOOBAHUSIMHU
noapasnaena 3 pasaena |V Hacrosmux TpeOoBanuii);

T') OTCYTCTBYIOT PHUCKH, CBS3aHHBIE C BEpPOSTHOCTBIO TMPHUHATH
OIMMMOOYHOE 3aKITIOYCHHE O BO3MOKHOCTH WCIOJIB30BAHUS TIPOLETYPHI
OvoBeiiBepa, C€ y4YeTOM BEJIMYMHBI TEPANeBTUYECKOTO HWHIEKCa U
KJIMHAYECKUX TIOKa3aHUM K NPUMEHEHUIO JJIsi JEWCTBYIOIETO BEIIEeCTBa
B COCTaBe JIEKAPCTBEHHOTO Mpernapara.

4. buoseiiBep, ocHoBaHHbIi Ha bBKC, Takxke mnpumMeHuM K
JEKapCTBEHHOMY TIpemapaTy ¢ HEMEMIJISHHBIM BBICBOOOXKIECHUEM TpHU
YCJIOBHH BBITIOJTHEHUS BCEX CIEAYIOMNX TPEOOBAHUM:

a) IEUCTBYIOIIEE BEIECTBO XOPOIIO PACTBOPUMO U TOJIBEpraerTcs
orpannueHHoi abcopormu (Il xmacc mo BKC) ¢ yuetom TpeboBaHMit
pazzaena |11 HacTosIIETO MPUITOKECHHS);

0)c yueroM cHOeHUalbHBIX TpeOOBaHUN (B COOTBETCTBUU C
TpeOoBaHusMu Tnoxapazaena 1 pasmena IV mactosmux TpeOGoBaHmiA)
XapaKTEPUCTHUKU PACTBOpEHUs IN VItro wuccieayeMoro u pedepeHTHOro
JIEKapCTBEHHBIX TPENapaToB OMNpPEACNIIOTCsS Kak o4eHb ObicTphie (>85 %
B T€UECHHE 15 MUHYT);

B) KQYECTBCHHBII W KOJMYECTBEHHBIH COCTaB BCIIOMOTATEIbHBIX
BEIECTB, CITIOCOOHBIX MOBIUATH Ha OMOKBUBAJIEHTHOCTh, OJIMHAKOBHIN. [Ipn
3TOM, I1IeJIeCOOOpa3HO  UCIOJIb30BaTh  OJIMHAKOBBIE  BCIIOMOTAaTeNIbHbIC
BEIIECTBA B COMOCTAaBUMBIX KOJIIMYECTBAX (B COOTBETCTBUM C TPEOOBAHUSIMU
noapasnaena 3 pasaena |V Hacrosmux TpeboBanuii);

I') OTCYTCTBYIOT PHUCKH, CBS3aHHBIE C BEpPOSTHOCTHIO TMPUHATH

OIMMOOYHOE 3aKIOYCHHE O BO3MOXKHOCTH WCIIOJIB30BAHUS mpoucaypbl



OWoBeiiBepa, C Y4YETOM BEJIMYHHBI TEPANMEBTHYECKOTO HWHIEKCA U
KIIMHAYECKUX TMOKa3aHWUN K MPUMEHEHHIO IIJIs JICWCTBYIOIIETO BEIIECTBA B
COCTaBe JIEKAPCTBEHHOTO IMpemnapara.

5. Cnenyer Oonee KpPUTHYHO TMOAXOAWTh K OIIEHKE BBIOJIHECHUS
yCIIOBUH (HaIIpUMeEp, MECTO abCOpOIHH, BO3MOXKHOCTh B3aWMOJICHUCTBUS C
OenmKaMH-TIEpEeHOCYMKAMH B MecTe abCcopOIMHu, COCTaB BCIOMOTATEIHHBIX
BEIIECTB W TEPANEBTUYECKUE PHUCKH) B OTHOIIECHUU JIEKAPCTBEHHBIX
npenapatoB |l kmacca mo BKC, wem k mpenaparam | kmacca mo BKC.
BO3MOXXHOCTh perucrpanuu JEKapCTBEHHOTO IIperapara, JICUCTBYIOIIee
BemecTBO kotoporo mnpuHamiexkutr Il kmaccy mo BKC, 6e3 mpoBenenus
UCCIIEIOBAaHN OMOAKBHBAJICHTHOCTH IN VIVO HEOOXOMUMO COIJIacoBaTh C
OKCHEPTHBIM KOMHUTETOM IO JICKQPCTBEHHBIM CpeACTBaM Tpu EBpasmiickoit

AKOHOMHYECKOM KOMHUCCHH.

I11. [{eticTByroIII€€ BEIIECTBO

6. B memsx omnucaHuss ~ CBOMCTB  JICMCTBYIOIIETO  BEIIECTBA,
MOJNAAAIONIETO MO/ KOHIENIUI0 OWOBEiBEpa, MTOCTATOYHO JHUTEPATyPHBIX
JAHHBIX O COEIMHEHUSX, M3JI0KEHHBIX B pedepupyeMbix (LUTHUPYEMBbIX)
HAay4YHBIX  HM3JaHUSIX U JOKYMEHTax  YyINOJHOMOYEHHBIX  OpPraHoB
(opranu3zanuii) B cepe oOpalieHus JeKapCTBEHHbBIX CPEACTB.

7. Ecnu nelcTBylolllMe BEHIECTBA HCCIEAYEMOro M pedepeHTHOro
JICKapCTBEHHBIX IMpEnaparoB OJMHAKOBEIE, BOBMOXEH OnoBeliBep. bruoseiiBep
TaKXe€ BO3MOXEH, €CIIM MCCIEAYyeMbIi U pPedEpEeHTHBIN JIEKAPCTBEHHBIE
npenaparbl COAEpKaT Pa3IMUHbIE COJIU MPU YCIOBUM UX MPUHAIIEHKHOCTH K
| wmaccy mo BKC (BeicOkas pacTBOpUMOCTh M TIONHAs abcopOoIus
B COOTBETCTBHUU ¢ TpeOoBaHusMU noapaznenoB 1 u 2 pazaena |l nacrosmmx
TpeOoBanuit). Ecnau wuccienyeMblil JIEKAPCTBEHHBIM Tpenapar COACPKUT

CIOXKHBIE A(UPBI, CTEPEOM3OMEPHI W HUX CMECH, KOMIUIEKChl HJIHU
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MIPOU3BOIHBIC JICHCTBYIOIIETO BEMIECTBA PEePEPEHTHOTO JEKAPCTBEHHOTO
npenapara, OMOBEMBEp HEBO3MOXKEH, MTOCKOJIBKY Pa3IHUMsi MOTYT TPHBECTH
K pa3InyHON OMOJOCTYITHOCTH, HE BBISBIISIEMOH C IIOMOIIBIO SKCIIEPUMEHTOB,
WCITOJIb3YEeMBIX B KOHIICTIITUN OMoBeiiBepa, ocHoBaHHOro Ha BKC.
JleficTByroliee  BEIMIECTBO  HE  JOJDKHO  00jamarh  Y3KHM
TEpPANleBTHYCCKUM  JUANa30HOM (B COOTBETCTBHHM C  TPEOOBaHUSIMHU
noapazfaena 11  pasgena |l IlpaBunm  mpoBeneHuss — MCCIEIOBaHUM
OMOSKBHUBAJICHTHOCTH JICKAPCTBEHHBIX IpEapaToB B pamMkax EBpa3uiickoro
SKOHOMHYECKOTO COI03a, YTBEp)KIAaeMbIX EBpa3suiickol SKOHOMHYECKOU

KOMHCCHUEH).

1. PactBopuMOCTh

8. HeoOxomquMo  yCTaHOBHTH W MPOAHAIM3UPOBATh  MPOdHIb
pH-pacTBopuMocTH JAeHlCTBYIONIEr0 BemiecTBa. JleicTByroliee BEMIECTBO
MIPU3HAETCSI XOPOIIO PacTBOPUMEIM, eciau mpu Temmeparype 37+1 °C ero
MakcUMajibHas OJHOKpaTHas Jo3a (I JICKapCTBEHHOTO Ipenapara
C HEMEUICHHBIM BBICBOOOXKJICHHEM) ITOJHOCTBIO pacTBopsieTcs B 250 M
OoydepHoro pactBopa B auanazone pH or 1 go 6,8. Jlmsa atoro Tpebdyercs
IIPOBECTH HCCIIEIOBaHNEe HE MeHee deM ¢ 3 OydepHbIMH pacTBOpaMH C
pazmuHbiIMM  PH,  HaxomdmuMMcs B BBIINIEYKa3aHHOM  JIMAra30He
(npenmoututensHo mipu pH 1,2; 4,5 u 6,8) u, mo Bo3mMoxkHocTH, npu PKa,
ecnu pKa HaxonuTcs B ykazaHHOM jguanaso”e pPH. B mensx omHo3HauHOTO
omnpe/iesiecHUs] KIacCCU(PUKAIMOHHON TNPUHAIJIKHOCTU IO PACTBOPUMOCTH
MOTYT MOHAJ00UTHCSI TTOBTOPHBIE MCHBITAHUS NpU KaxaoMm PH (Hampumep,
METO/ BCTPSXHUBAHUSA WIM Apyrod mnoaxonsmuii). PH pactBopa ciemyer

OTIPENIEIIATH 10 U MOCJIe T00aBIeHUs ACHCTBYIONIETO BelecTBa B Oydep.
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2. BcacwriBanue (mpoHUKaroIas CrnocoOOHOCTH)

9. Ilpu 3asBIeHWH Ha PETUCTPAIUIO JIEKAPCTBEHHOTO Mpernapara Kak
ouogeliBep, ocHoBaHHBI Ha BKC, pexkomeHayeTcs MOATBEPAUTH IOJTHYIO
abcopOIuIo JeCTByIOMET0 BemiecTBa y uenoBeka. C ATOM 1EIbi0 MO
TIOJTHBIM BCachIBaHHEM IMOHHMaloT abcopOmmio >85 %. IloxHoe BcackiBaHmE
OOBIYHO  OOYyCIIOBJIEHO  BBICOKOM  NPOHUKAIOIIEH  CHOCOOHOCTHIO
JICHCTBYIOIIETO BEIIECTBA Yepe3 KUIIEUHBII Oaphep.

10. Hanmnuyne 110MHOTO BCACBIBAHUS HOJDKHO OBITH 0OOCHOBAHO
UCCJIEIOBAaHUSIMU Y YenoBeka. B kadecTBe 00OCHOBaHMS JOMYCKaeTCs
UCIIOJIb30BaTh PE3yJIbTAThl UCCIIEIOBAHUM!

a0COJIIOTHOM OMOJOCTYITHOCTH;

MaTepualibHOTO OaJlaHca.

[Ipu uconb30BaHUHM METO/IA MAaTEPUATILHOTO OalaHCca JJI BHIYUCICHUS
BCOCABIIIEHCS (Ppakuuu HEOOXOAMMO YAOCTOBEPUTHCS, UTO METaOOIUTHI,
YUYT€HHbIE TpU pacdyeTe BcocaBiueics ¢Gpakiuu, o0pa3oBalMCh MOCIE
abcopOuuu. B cBsi3u ¢ 3TUM Tpu pacuere oOIIel paguoaKTUBHOCTH,
HKCKPETUPYEMOU C MOYOH, HEOOXOAUMO YIOCTOBEPUTHCS, YTO B KEITYIOUHOM
WIM KUIIEYHOM COKEe HE TMPOM30IUIa YacTUYHAs Jerpajanus WIn
ouoTpaHcopmalss HEU3MEHEHHOTO JCHCTBYIOIIETro BellecTBa. Peakiuu
| daszer (Hanmpumep, okuciacHue) wim |l das3er (Hampumep, KOHBIOTALHS)
MeTaboau3Ma MOTYT TPOUCXOAUTH JIMIIb Tocie abcopOuum (HE B
KEITYIOYHOM WJIM KHUIIEYHOM Ccoke). Takum o00pa3oM, OCHOBBIBAsCh Ha
JaHHBIX HMCCIIEAOBaHUI MaTepUaabHOTO OajaHca, BCAChIBAHWE MPHU3HACTCS
MOJIHBIM, eclid oOllee CoAep>KaHhe HCXOIHOTO COEIMHEHHS B MOYE U €ro
meTaboauToB (mpomenmux | u (wiun) Il ¢a3sr MeTabomu3Ma) B Moue U Kaje

cocTasisieT =85 % oT MPUHATOM JT035I.
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11. Kpome TOrO, BBICOKO pacTBOPHMBIC JEHCTBYIOIIME BEIIECTBA C
HenonHbIM BcacbiBaHueM (ll1 kmacc mo BKC) Takxke moryt nmoamaaarh moj
OuoBelBEp, €CJIM BBIMOJIHSAIOTCSA OIpe/eieHHbIe TPeOOBaHUS K COCTaBY
JEKapCTBEHHOIO Ipemapara © HOpoduiao pacTBopeHus in  vitro (B
COOTBETCTBHUH ¢ mojpasnesioMm 3 pazaena |V nacrosux Tpeboanuii). [lpu
otHeceHun coenuHeHuil Kk | kmaccy no BKC u orcyrcTBUM 000CHOBaHHBIX
JIOKa3aTeIbCTB B TOJIb3y WX TOJHOTO BCAaChIBaHUS K HHM TaKXKe
NpEeAbSABISAIOTCA Oojiee JKecTKue TpeboBaHUs (HAmpuMep, IMPOBEICHUE
UCCIICIOBAaHMM  OMOSKBUBAJICHTHOCTH IN  VIVO, WHBIX KIMHUYCCKHUX
HCCIICAOBAHUM ).

12. OnarM  ©3  yCIOBHH OWOAKBUBAJIECHTHOCTH MEXIY BOJHBIMHU
pacTBOpamMu W TBEPABIMHU JICKAPCTBEHHBIMHU (popMamMu JIF0OOTO COETUHEHHS,
MPUHUMAEMOTO BHYTpPb, SIBJIIETCS OTCYTCTBUE CYIICCTBEHHBIX Pa3JIMuUil B
npoduiie abcopOiuu, 0O0yCIOBICHHBIX PA3IUYUSIMH B JICKAPCTBEHHON (Gopme
C OBICTPBIM BBICBOOOK/ICHHEM.

YcraHoBiieHHas: OMOKBUBAJIEHTHOCTh MEXAY BOJHOM U TBepAOM
JEKapCTBEHHBIMUA (opMaMH HEMENJICHHOTO BBICBOOOXKICHHUSI HEKOTOPOTO
COCMHEHUsl, TPUHUMAEMOTO  BHYTPhb, IIPUHUMAETCI B  KauyeCTBE
MOATBEPXKACHUS, TOCKOIbKY CBHJIETEIBCTBYET O TOM, UYTO OTpPaHUYCHHE
abcopOumu,  OOYCJIOBJICHHOE  CBOMCTBAMH  JIEKAPCTBEHHOU  (hOPMBI
JIEKApCTBEHHOIO Mpenapara (¢ HEMEJIEHHBIM BBICBOOOXKICHUEM), SIBISETCS
HE3HAYHMTEIbHBIM. KauecTBeHHBIC MCCIIEOBaHUsS MTPOHUIIAEMOCTH IN Vitro, B
TOM 4YHCI€ C HCHOJB30BAaHMEM CTaHJAPTHBIX  OOpasloB, TaKXke

CBUACTCIILCTBYIOT B I10JIB3Y PC3YJIbTATOB, ITIOJTYYCHHBIX in vivo.
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IV. JlekapcTBeHHBIN Mpemnapar

1. [IpoBeneHue TecTa CPaBHUTEILHOW KUHETUKHU
pacTBOpeHHs in Vitro

13. Ilpu u3ydyeHHM CBOWCTB JIEKAPCTBEHHOIO Mpernapara HEOOXOIUMO
JI0Ka3aTh HEMEMJICHHOE BBICBOOOXKICHUE M COMOCTABUMOCTH HMCCIEIYEMBIX
JIEKapCTBEHHBIX MPENapaToB, TO €CTh NOATBEPAUTH COIOCTABUMYIO KUHETUKY
pacTBopeHus In  VItro  Mexay  HccleayeMbiM B pedepeHTHBIM
JICKapCTBEHHBIMU TIpernaparaMu Tpu (U3HOJIOTUYECKUX 3HadeHmsx PH B
yCIOBUSIX JKcrepuMeHTta. (OJHAaKO 3TO HE TMO3BOJAET YCTAaHOBUTH
Koppemsuuto in vitro/in vivo. Kunetuky pactBopeHus in Vitro ciemyet
n3yuuth B auamnazone PH 1,0-6,8 (ue menee yem npu 3 3HadueHusix pH: 1,2,
4,5 n 6,8). lononHUTENBHBIE UCCIIEIOBAHUSI MOTYT IOTpedoBaThes npu PH ¢
HAWMEHBIIICH  PACTBOPHMOCTBIO  JCHCTBYIOIIETO  BemecTBa  (Claemyer
OpencTaBuTh  OOOCHOBaHME  OTCYTCTBHUS ~ HEOOXOAUMOCTHM  TaKHX
uccienoranuii). Mcmonb3oBaHue Kakux-1vMOO MOBEPXHOCTHO-aKTHBHBIX
BEIIECTB HE JIOMYCKaeTCsl.

14. Uccnenyembiii U pedepeHTHBIM JIEKQpPCTBEHHbIC IMpENaparhl
JOJKHBI COOTBETCTBOBAaThH TPEOOBAHUSAM, H3JIOKEHHBIM B TMoapasuene 2
paznena |lI TlpaBunm mpoBeaeHUs HCCIEIOBaHUN OMOIKBUBAIEHTHOCTH
JIEKapCTBEHHBIX TIpenaparoB B paMmkax EBpa3uiickoro 3KOHOMHYECKOTO
COI03a, YTBEPKAAEMbIX EBpa3WMCKOM 3KOHOMHYECKOM KOoMHCcHUer. B
COOTBETCTBHM C OTHUMH TPEOOBAHHSAMHU PEKOMEHAYETCS IPOBOIUTH
WCCJICIOBAaHNE B OTHOIIEHWW Ooiee dYeM 1 cepud HCCIETyeMBbIX
JIEKapCTBEHHBIX MPEMapaToB.

15. CpaBHUTENbHBIC WCIBITAHUS PACTBOPEHHUs (N VItr0 JIOJDKHBI
COOTBETCTBOBaTh TpeOoBaHusIM Dapmakorien EBpa3zuiickoro 5KOHOMUYECKOTO
coro3a. B cBs3m ¢ 3THM HE0oOXOMMMO MPEACTaBUTH MOAPOOHOE OIMHCAHUE

YCJ'IOBI/If/'I HCCJICAOBAHUA U aHAJIUTHYCCKUX MCTOAHK, BKJIIOUAsA JAHHBIC 110 UX
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BanuIanuu. JlJisi CTaTUCTUYECKOW JTOCTOBEPHOCTH KaX/bIM JSKCIIEPUMEHT
pPEKOMEHIyeTcsl MpoBOJAUTH ¢ 12 mpobamu (oOpasiiamu) JIEKapCTBEHHOTO
npenapara. CTaHaapTHbBIE YCIOBUS UCCIIEAOBaHUS, BKIIFOUAIOT:

npuOOp: JIOMACTHASI MEIlIaJIKa UK KOP3UHKA;

00beM cpenbl pacTBopeHus: 900 M1 uiIu MeHee;

Temmeparypa cpeanl pactBopenus: 37t1 °C,

CKOPOCTh BpAIlIEHUS: JIOMACTHAsI Mellaika — 00bidHO 50 000pOTOB B
MUHYTY, KOp3uHKa — 00619HO 100 000pOTOB B MUHYTY;

cxema oroopa nmpo0: Hanpumep, Ha 10, 15, 20, 30 u 45 MuHyTaX;

oydepubie pactBopsl: pPH 1,0 — 1,2 (00bruno 0,1 M HCI nau umuranus
KEITYA0YHOTro coka 0e3 (pepmeHToB), 4,5 u 6,8 (WK UMHUTAIUST KUIIEYHOTO
coka ©0e3 d¢epmentoB), PH [momkHA PErynsipHO KOHTPOJIUPOBATHCA.
PekoMennyercst wucnons3oBarh OydepHbsie pacTtBopel 1o Dapmakxoree
EBpa3uiickoro 5kKOHOMHYECKOTO COI03a,;

OpOYME YCJOBUS: OTCYTCTBHE TOBEPXHOCTHO-aKTUBHBIX BEIIECTB.
[Ipumenenue GepMEHTOB JOMYCKAETCS B OTHOUIEHUM KEIAaTMHOBBIX KarcCyi
WJIU Ta0JNETOK, TOKPBITHIX JKETATUHOBOW 00O0JIOUKOM.

16. HeoOxomuMo TIpeACTaBUTh TIONHBIA AHATUTUYECKUH OTYET O
IIPOBEJCHUHU T€CTa CPaBHUTEIIbHON KuHeTuku pactBopeHus (TCKP) in vitro,
BKJIIOYask MPOTOKOJ HCCJENOBAaHUS, CBEACHUS 00 HCCIEAYEMBIX CEpHUsiX U
CEepUsX CpaBHEHMS, MOJPOOHOE OMUCAHHE SKCIEPUMEHTAJBHBIX YCIOBHIA,
pe3ynbTarbl BadUJAllMA HUCIOJB30BAHHBIX METOJIOB, WHIUBUAYaJbHBIE U
CpEeIHUE 3HAYEHUS, a TAKKE COOTBETCTBYIOIINE O000OOIIAIONINE CTATUCTUKU U
ap. B coorBeTcTBUM ¢ mpuioxkeHueM Ne 7/ k IlpaBuwiam mnpoBeneHus
UCCJIEIOBAaHUM OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPENaparoB B paMKax
EBpa3uiickoro 3KOHOMHYECKOTO CO103a, YTBEPXKIAeMbIX EBpasuinickon

HYKOHOMHYECKOU KOMHCCHEMH.
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2. O1ieHKa pe3yabTaToB TECTa CPABHUTEIILHOM
KHHETHUKH pPacTBOPEHUS IN Vitro

17. JlekapcTBeHHBIE  mOpemaparbl  MPU3HAIOTCA  OYE€Hb  OBICTPO
pacTBOpUMBIMH, ecid 85 % 3asBIEHHOTO COJEPXKAHUS JIEUCTBYIOIIETO
BEIIECTBA pacTBOpsAeTCcs B TeueHue 15 mMuHyT. B 3TOM cnydae mpoduiu
PacTBOPEHUSI UCCIEAYEMOT0 M pedepEeHTHOro JIEKAPCTBEHHBIX IPENapaToB
MPU3HAIOTCS COMTOCTAaBUMBIMU 0€3 TabHEUIIINX MaTEMAaTUUYE€CKUX PACYETOB.

Ecan mpomecc pacTBOpeHHS CO CTENEHBIO BBICBOOOXKIeHHS 85 % ot
3asIBJICHHOTO COZIEp>KaHUsl IEUCTBYIOIIETO BEIIECTBA JUIUTCS OoJiee 15 MUHYT,
HO He mnpeBblmaer 30 MHUHYT, TO HEOOXOIWMO JOKa3aTb OTCYTCTBUE
3HAQUUMBIX pa3inuvii  (COMOCTaBUMOCTh). B  1ensiX MoaTBEpKICHUS
COMOCTaBUMOCTH MNpOo(uiIeil pacTBOPEHUS] HCCIEAYEeMOro U pedhepeHTHOTrOo
JICKApCTBEHHBIX IPernapaToB HCHONB3YIOT Kputepuid f, (B cooTBeTcTBHH C
TpeOOBaHUSIMU  YCTAHOBJIEHHbIMU mnpuiokeHuem Ne 5 k I[lpaBunam
NPOBEACHUS  MCCIEAOBAaHUU OMOAKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX
npernapatoB B paMkax  EBpasuicKOro  3KOHOMHYECKOTO  COO3a,
yTBEpPXKIaeMbIX EBpa3suiicKol SKOHOMUYECKOW KOMHUCCHEH) WIH JIpyTHE
noaxoadmue TecThl. llpu »3ToM O0OBACHEHHE pazIuuuii B NpoPUIIsIX
pacTBOpEHHSI C  KJIMHUYECKHX WM  TEPANEBTUYECKUX  MO3ULMUHI
Helenaecoo0pa3Ho, TMOCKOJAbKY HCHIBITAHHE PACTBOPEHHUS HE OTpakaer

Koppesuo in vitro/in vivo.

3. BcriomoraresnpHbIe BemecTsa

18. HeCMOTpH Ha TO, 4YTO BIIMAHHUC BCIIOMOI'aTCIBbHBIX BCHIICCTB,
COACPKAIMXCA B JICKAPCTBCHHBIX (bOpMaX C HEMCAJICHHBIM
BBICBO60)KI[€HI/ICM, Ha 6I/IOI[OCTy1'IHOCTB XOpomo paCTBOPUMBIX U IMOJHOCTBIO
BCACBhIBAIOIINXCs HCﬁCTBYEMHX BCIICCTB (TO CCTh OTHOCAIIUXCA K I KJIacCy

no BKC) cuurtaercs mManoBEpOSITHBIM, €r0 HEJb3s MOJHOCTHIO HCKII0YATh.
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B cBsi3u ¢ 3TUM BO Bcex ciaydasx (B TOM YKCIIE C ACHCTBYIOIIUM BEIIECTBOM
| xmacca mo BKC) B wcciaemyemMoM — JIGKapCTBEHHOM — Iperapare
PEKOMEHYETCSI UCTIOIb30BATh CX0KHE KOJIMYECTBA TEX YK€ BCIIOMOTaTEIbHBIX
BEIIIECTB, YTO U B pe(hEePEHTHOM JICKAPCTBEHHOM Ipenapare.

19. B 1mensx UCKIIOUEHHUS PAa3IUYHOTO BIUSHHUS Ha MEMOpaHHBIE
MEPEHOCYUKHU OJIHMM U3 YCIOBUM OMOBENBEpa B OTHOILICHHUU JICHCTBYIOIIETO
BemectBa |ll kmacca mo BKC sBisercs oOTCyTcTBHE pa3iuyuid 1O
KaYE€CTBEHHOMY M BBICOKAsl COMOCTaBUMOCTh MO KOJIMYECTBEHHOMY COCTaBY
BCIIOMOTATEJIbHBIX BEIIECTB B COOTBETCTBUM C KPUTEPUIMU, MPUBEICHHBIMU
B TaOJIHAILIE.

Pexomentyembie kputepuun
JUJIs1 yCTAHOBJICHUSI BBICOKOM COMTOCTABUMOCTH JIEKAPCTBEHHBIX MTPEMApaToOB
10 KOJIMYECTBEHHOMY COCTABY BCIIOMOTATEIIbHBIX BEIIECTB

Twum BcioMoraTeIsHOrO BEIIECTBA OTau4uns B IPOLIEHTAaX
(o Macce) ot 001IIeH MacChl
JICKApCTBCHHOTO Mperapara He

Ooiee

Hanomaurenu +5,0 %
Pazperxmnurenu

Kpaxmai +3,0 %

WHBIE BEIIECTBA +1,0%
Cas3yromye BemecTa +0,5 %
Bemectna, CIOCOOCTBYIOIIINE CMa3bIBaHMIO
(JTFOOpUKAHTHI)

cTeapar MarHusl WJIA KaJIbITHs +0,25 %

WHBIE BEIIECTBA +1,0%
BemecTBa, ctocoOCTBYIOITHE CKOTBKCHHUIO

TaJbK +1,0%

WHBIE BEIIECTBA +0,1 %

[Ipumeuanus. 1. Ecnu  BcoMoraTenbHbIE  BELIECTBA  BBIMOTHSIOT — HECKOJIBKO  (DYHKITHIA
(HampuMep,  MHUKPOKpHCTANIMYecKas  IEJUII0JIO3a  BBINOJHAET  (YHKIHIO
HATOJHUTENA M Pa3pBIXIUTENs), TO JOJDKEH ObITh BHIOpaH Hauboliee KeCTKUM
KPHUTEPHiA (B Cllydae ¢ MUKPOKPHCTAITHUECKOM IEIIT0I0301 — + 1 %).

2. KoHLIeHTpaIisi BCIIOMOTATEILHOTO BEIIECTBAa B 2 BOJHBIX pacTBOpax
JIEKapCTBEHHBIX IPENapaToB CUMTAETCS CXOXEW, €CIM pa3HULA COCTaBISIET HE
oonee £10 %.
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3. Paznuuus B colepKaHWM JAPYTHX BCIIOMOTATEIbHBIX BEIIECTB, WMEIOIINX
(GyHKIMOHATPHOE Ha3HAu€HHE, HE YINOMSIHYTOE B BBIIICIIPUBEICHHON TalnuIe,
TpeOYIOT HAyYHOTO 0OOCHOBAHUS.

20. Kak npasuino, ¢ aeiictByromumu BemectBamu | uinu 1l kimacca mo
BKC HeoOXoauMO HCHOJIb30BaTh CTAHJAPTHBIE KOJIMYECTBA  XOPOIIIO
U3YYEHHBIX BCIOMOTATEIbHBIX BEIECTB, a TAaKXKe MNPOAHAIM3UPOBATH M
OOBSICHUTHP HMX BO3MOXKHOE BIHWSHHEC Ha OWOMOCTYMHOCTH U (WIIN)
pactBopuMocTh. HeoOxomumo  omucarh  Ha3HAYEHUE  KaXJIOTo W3
BCIIOMOTaTEIbHBIX BEIIECTB C 000CHOBAHHEM TOTO, YTO KOJIMYECTBO KaXIOTO
M3 HUX HaXOAWTCS B IpUemMieMOM Juana3oHe. HeoOxomuMo ommcarh Bce
BCIIOMOTaTEIbHbBIE BEIIECTBA, CHOCOOHBIE MOBIUITH HA OHOJOCTYINHOCTH
(HampuMmep, COpPOMTON, MAHHUTOJN, HATpUsl Jaypuicyiabar u mpouue
MTOBEPXHOCTHO-aKTUBHBIC BEIIECTBA), C YKa3aHUEM UX BIUSHUS Ha:

a) MOTOPHUKY KeTyJOYHO-KUIIIEUHOTO TPAKTA;

0) MOJBEPKEHHOCTh B3aAUMOJICCTBUIO C JIEUCTBYIOIIUM BEIIECTBOM
(HampumMep, KOMIIEKCOOOpa30BaHUE);

B) MPOHUKAIOIIYIO CIOCOOHOCTD JIEUCTBYIOIIETO BEIIECTRA;

I') B3aMMOJICUCTBHUE C MEMOPAHHBIMU ITEPEHOCUHKAMH.

21. KauecTBEeHHBIW M KOJWYECTBEHHBIM COCTaB BCIIOMOTATEIbHBIX
BEIIECTB, JOKAa3aHO CIOCOOHBIX TMOBJIHATH HAa OHOAPKBHUBAJIEHTHOCTD,
UCCIIEAYeMOT0 U Pe(EPEHTHOTO JIEKAPCTBEHHBIX MpPEenaparoB JOJKHBI ObIThH

OJMHAKOBBIMMU.

V. KoMOrHHUpOBaHHbBIE JIEKAPCTBEHHBIE MpETapaThl

22. buogetiBep, OCHOBAHHBIN Ha BKC, B OTHOIICHUHU
KOMOWHUPOBAHHBIX  JICKAPCTBEHHBIX  IIperaparoB ¢  HEMEIJCHHBIM
BBICBOOOXK/JICHUEM  BO3MOXKEH, €CJIM BCE€ JICUCTBYIOIME  BENIECTBa

npuHagnexar | wim Il kmaccy mo BKC, a BcrmomorarenbHble BeliecTBa
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COOTBETCTBYIOT TpeOOBaHUSM, W3JIOKEHHBIM B moxapaszmene 3 pasmena |V
Hactosimux TpeOoBanuii. B ocTanbHBIX cliydasix TpeOyeTcsi MPOBEJICHUE

HCCIICOOBaHUA OMODKBHBAJIEHTHOCTH N VIVO.




[TPUJTOXEHUE Ne 5

K [IpaBuiiam nposeneHus
HCCIIEAOBAaHUN OMOSKBHBAJICHTHOCTH
JIEKApCTBEHHBIX IIpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TECT
CPABHUTEJIbHON KHHETHKH PACTBOPEHHS M CONIOCTABUMOCTh
npoduiiein pacTBOpeHust

|. OGmIue acmeKkThl TecTa CpaBHUTEIHHOM
KHHETHKH PACTBOPECHHS BO B3aHMOCBSI3H
¢ OMO’KBUBAJIEHTHOCTHIO

1.Ilpu pa3paboTke cocTaBa JIEKApCTBEHHOIO IIperapara TecT
cpaBHUTENbHON KuHeTHKH pacTBopeHust (TCKP) cayXuT HHCTpyMEHTOM
YCTaHOBJICHUSI OMO(apMaIleBTUUECKUX CBOMCTB JIEKAPCTBEHHOTO Ipernapara,
TO €CThb CBOWCTB, CIOCOOHBIX TIOBIUATH HA  OUOIOCTYIHOCTD.
[To 3aBepmieHMU pa3pabOTKU COCTaBa JICKAPCTBEHHOTO TMpemapara M
npousBoacTBeHHOro nporecca TCKP ucnons3yercst 111 KOHTPOJIST KauyecTBa
MacIITaOMpOBaHUS U MPOMBIIIICHHBIX CEepHUil, YTOOBI 00ECIEeUHUTh Kak
MOCTOSIHCTBO ~ KauecTBa CEpUH, TaK M COMOCTAaBUMOCTb Mpoduiieit
pacTBOPEHHSI C CEpHUSIMH, HCIOJIb30BAHHBIMA B ONOPHBIX KIMHAYECKUX
uccienoBanusx. Kpome toro, B otnenbHbix ciaydasx TCKP mMoxeT ciayXuTh
3aMEHOM UCCIIeIOBAHUSAM OMOSKBUBAJICHTHOCTH.

2. TCKP MoxeT npeciaeaoBaTh pa3andHbIe TEIIH:

a) IPU SKCIIEPTU3E KaueCTBA JICKAPCTBEHHOTO Mpenapara:

I TIOJIYYCHUS  XapaKTEPUCTHK  CEpHUM, HKCIOJb30BAHHOW B

HCCIICAOBaHUAX 6I/IO,Z[OCTy1'IHOCTI/I (6I/IOC-)KBI/IBaJICHTHOCTI/I) N OIIOPHBIX
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KIMHUYECKUX  MCCJEAOBaHUAX, 4YTOObl  00OCHOBaTh  crenupUKaluu
(HOpMATHUBHBIN JOKYMEHT MO KOHTPOJIIO Ka4e€CTBA);

KaK MHCTPYMEHT KOHTPOJISI Ka4eCTBA CEPUMN JIEKAPCTBEHHBIX CPENCTB B
LEJSAX TOATBEPKACHUS MMOCTOSHCTBA TPOU3BO/ICTBA;

IUISL  TIOJYyYEHMsI XapaKTePUCTUK PpePEpeHTHOro JIEKApCTBEHHOTO
npenapara,  MCIOJIB30BAHHOTO B KCCIEIOBAHUSAX  OMOJOCTYMHOCTH
(OMOAKBUBAJIEHTHOCTH ) ¥ OMIOPHBIX KIIMHUYECKUX UCCIICIOBAHUSX;

0) KaK 3aMeHa MCCJIeIOBAaHUNUIM OMOAKBUBAJIEHTHOCTH:

4TOOBl TOATBEPAUTH (B OMNPEHCICHHBIX CIydasX) aHaJIOTMYHOCTD
pPa3IMYHBIX COCTAaBOB HCCIEIYEMOIO JIEKAPCTBEHHOIO Mpenapara |
pedepeHTHOrO JIEKapCTBEHHOTO Mpenapara (OMOBEUBEPHI, HANpUMEp, MpPU
BHECEHMM W3MEHEHUM, W3MEHEHMUM COCTaBa B XOJA€ pa3pabOTKH
JIEKApPCTBEHHOIO  Mpemapara ¢  BOCIPOMU3BEAECHHBIE  JIEKAPCTBEHHBIE
npenaparbl, B COOTBETCTBMHU C TpeboBaHusiMu pazaena |V IlpaBun
OPOBEICHUS]  MCCIECNOBAaHUNM  OMOIKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX
mpenapatoB B paMkax  EBpa3uiickoro  3KOHOMHYECKOTO  COH03a,
yTBEpPKAaeMbIX EBpa3niiCKON SKOHOMHYECKOW KOMHUCCHUEN U MPUIoKeHus No
4 k [IlpaBuiam mpoBeneHHS  HCCIAENOBaHUM  OHMOSKBHUBAJIEHTHOCTU
JIEKAPCTBEHHBIX IIPENapatoB B paMKax EBpasuiicKOro 3KOHOMHYECKOTO
CO03a, YTBEPKAaeMbIX EBpa3uiickoii 5KOHOMUYECKON KOMUCCUEH );

YTOOBl YCTAHOBUTH IMOCTOSHCTBO KauecTBa CEpPUM JIEKAPCTBEHHBIX
npenaparoB (MCCIeNyeMOro U peepeHTHOro JEKApCTBEHHOIO Ipemnapara),
Ha KOTOpPBIX OYy/J€T OCHOBBIBATHCS BBIOOP COOTBETCTBYIOIIUX CEpUM IS
UCIIOJIB30BaHMUS B UCCIICIOBAaHUAX IN VIVO.

3. Metonpl ucnbITaHUN HEOOXOIAMMO pa3padoTarh MPUMEHUTEIHHO K
KXKJIOMY JICKAPCTBEHHOMY TIperapary Ha OCHOBaHUM OOmMX U (UiIn)
yacTHbIX (papmakoneiHbix TpeOoBanuil. Ecnu ykazanHbie TpeOOBaHUS HE

YIOBJIETBOPUTEIbHBl M (WJIM) HE OTpaXaroT MPOILECC PACTBOPEHUS U
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BcachiBaHWS IN  VIVO (OMOPENEeBaHTHOCTH), JOMYCTHMO HCIOJIb30BaTh
albTEPHATUBHBIE METOJbI, MPU YCIOBUM HAIWYUS y HUX JIOCTaTOYHOU
JUCKPUMHUHAIIMOHHOM CIIOCOOHOCTH, TO €CTh CIOCOOHOCTH YJIaBJIMBATh
pa3HUIly  MEXKIYy CEpUSMH C  TPUEMIIEMOM W  HENPHUEMIIEMOMN
OMOIOCTYITHOCTBIO  JIGKAPCTBEHHOTO Tpenapara B YCIOBHSAX N VIVO.
HeoOxonmumo Bcerjma NpUHUMATh BO BHUMAHHE COBPEMEHHBIE CBEICHUS
(BKJIFOUAsl B3aMMOJICHCTBUE XapaKTEPUCTUK JIEKAPCTBEHHOIO Mpenapara,
OCHOBaHHBIX Ha OMOQapMalleBTUUYECKOM cucTeMe KiacCU(pUKAIMu U BU
JIEKapCTBEHHON (hOPMBI.

4. Ins Toro 4ToObl MOJYYUTH MOJHOIIEHHBIE NMPOQPUIN PACTBOPEHHS,
UHTEpPBAJIBl MEXAY OTOOPOM MpoO MOKHBI OBITH JOCTATOYHO YACTHIMHU
(He pexe dyeM uyepe3 Kaxiable 15 MuHyT). B mnepuosg MakcuMaibHOTO
U3MEHEHHUs Tpouisi pacTBOPEHUs OTOOpHl Mpod  pPEKOMEHAyeTCs
OCYHIECTBIIATh emie dvaime. Jasg mnocTpoeHus MNpaBWIBHOTO MpOoQuiIs
pacTBOpeHUs OBICTPO  PACTBOPSIOLIMXCS JICKAPCTBEHHBIX MPEMapaToB,
MOJIHOE PACTBOPEHUE KOTOPBIX YyKJaabiBaeTcss B 30 MUHYT, OTOOpHI MpoO
HEOOXOJIUMO OCYHIECTBIISITh Kaxble 5 uiau 10 MuHyT.

5. Eciu peiicTByromee BEHIECTBO SBISIETCS XOPOIIO PacTBOPUMBIM,
JOTYCKAaeTCsl TMPEAINOJIOKEHHE, 4YTO MpoOJeMbl ¢ OHMOAOCTYMHOCTBIO HE
BO3HHMKHYT, €CIU B JIONOJHEHHE K 3TOMY JieKapcTBeHHas (opma OBICTPO
pactBopsieTcss Tipu (PU3MOJOTUUECKUX 3HaYeHusiXx PH, a BcmomorareiabHbIe
BEIIIECTBA HE BIMSIOT Ha OMOIOCTYMHOCTh. HampoTuB, ecinu AeicTByOIIEe
BEILIECTBO OrPAHUYEHHO PACTBOPUMO WJIM MaJIOPaACTBOPUMO, (PaKTOPOM,
JUMHATHUPYIOIIMUM CKOPOCTh BCACBIBAaHUSA, MOXET CTaTh PacTBOPUMOCTh
JeKapCTBEHHOW (GopMbl. AHAJIOTMYHAs CHUTyallusi BO3HHUKAET, €CJIU
BCIIOMOTaTEIbHBIE BEIIECTBA BIUSIOT HAa BHICBOOOXKJECHHE U MOCIEIYIOIIEE

pacTBOPEHHUE JICHCTBYIOIIETO BElIeCTBA. B Takux ciaydasx HE0OXOquMO
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npoBoguTh TCKP B pa3iInuHbIX YCIOBHUSX C COOTBETCTBYIOLIECH CXEMOH

otbopa mpooO.

I1. ConocraBuMOCTh Tpoduiield pacTBOPEHUS

6. Pesynbratet TCKP u ocHOBaHHBIE Ha HHUX BBIBOJBI (HAIpUMeEp,
B 000CHOBaHUE OMOBEBepa) MPU3HAIOTCS MPABUIbHBIMU, €CIIA MOCTPOCHUE
npodusis PacTBOPEHHUS OCHOBBIBAJIOCH HA JOCTATOYHOM KOJIMYECTBE
BPEMEHHBIX TOYEK.

/.B npomomHeHWe K TpeOOBaHMUSAM, HW3JI0KEHHBIM B paszaene |
HACTOSIIIETO TMPWJIOKEHHs, B OTHOIICHUM JIEKAPCTBEHHBIX (opMm ¢
HEME/UICHHBIM BBICBOOOXKJIEHHEM HEOOXOIUMO TIPOBECTH CpPAaBHEHHE BO
BpPEMEHHON Touke «15 MHUHYT», 4TOOBI BBISICHUTH, MPOU3OILIO JIK MOJHOE
pacTBOPEHHE A0 OMOPOKHEHUS JKEITYIKA.

Ecnu B Teuenue 15 munyT pactBopuiock 0onee 85 % JeUCTBYIOLIETO
BelecTBa (OT HOMUHAJIBHOTO  KOJIMYECTBA), NPOPUIM  pPacTBOPEHUS
MPU3HAIOTCSI COTIOCTAaBUMBIMU 0€3 NalibHeHIel MaTeMaTH4eckoil 00padoTKu
JTAHHBIX.

Ecmu 85 % pericTByromiero BemecTsa pacTBOPUIIOCh B TeueHue 30, a He
15 MuHyT, TO HEOOXOAUMBI 3 BPEMEHHbBIE TOUKH: JI0 UCTECUCHUS 15 MUHYT, Ha
15-i1 MUHYTE U B TOUYKE, KOIJIa CTETIEHb BBICBOOOXKJEHHUS COCTABISIET OKOJIO
85 %.

8. Pexomennaruu o JIEKapCTBEHHBIM npenaparam C
MOAU(GUIIMPOBAHHBIM BBICBOOOXKJIEHUEM H3JI0KEHBI B COOTBETCTBYIOIIUX
nokymeHTax Coro3a.

9. ConocraBuMOCTb MpoduiIeii pacTBOPEHUS MOXKET ObITh ONpeieseHa

¢ ucnoib3oBanueM (akropa f, mo cienyromeit popmyie:



100

f, =50 X log

j 220 [or® - o)’

n

rJe:

f, — hakTOp MOIOOMS (CXOAUMOCTH);

N — KOJIMYECTBO BPEMEHHBIX TOUEK;

Qr(t) — cpenHee 3HaueHuUe CTENEHU BHICBOOOXKIEHMS (B MPOIEHTaX)
JNEUCTBYIOIIETO BellecTBA B Touyke t [mocie Havana wucclienoBaHUs| W3
pedepeHTHOrO JEKapCTBEHHOTO Mperapara;

Qr(t) — cpenHee 3HaueHHe CTENEHU BHICBOOOXKIEHMS (B IPOIEHTAX)
JEUCTBYIOIIETO BellleCTBA B TOuke 1 [mociie Havyana WCCIEAOBaHUA| U3
UCCIIEyeMOTO JICKApCTBEHHOTO Tperapara.

[Ipy wucmonb30BaHWM JA@HHOW (OPMYNIBI HEOOXOIMMO OIPEISTUTh
CTENICHb BBICBOOOXKJICHHUSI JEWUCTBYIOIIETO BEIIECTBA W3 HCCIEIYEMOIO
JIEKApPCTBEHHOTIO Mpenapara 1 peepeHTHOI0 JISKAPCTBEHHOTO IIpernapara.

10. Onenka ¢akropa momooust (CXOAMMOCTH) OCHOBAaHA HA CIIEIYIONINX
YCIOBUSIX:

a) MUHUMaJIbHOE KOJMYECTBO BPEMEHHBIX TOuek — 3 (He cuMTas
HYJIEBOU TOYKU O0TOOPA);

0) 11 000MX CpaBHUBAEMBIX JICKAPCTBEHHBIX MPEMapaToB BHIOUPAIOTCS
OJINHAKOBBIC BPEMEHHbBIC TOUKH;

B) JIJISl KQXKJI0M BPEMEHHOW TOYKU HEOOXOJMMO MUHUMYM 12 3HaYeHUi
CTEIIEHH  BBICBOOOXKJCHHUS  JICMCTBYIOIIETO  BelIecTBA  JJII 000X
JIEKapCTBEHHBIX IpEMaparosB;

') i1 KaXJIOTO0 W3 COCTaBOB JOMYyCKaeTcs HEe Ooyiee OAHOTO cCliiydas

MPEBBIIICHUS CPEAHETO 3HAYCHUS CTEIIEHU BBICBOOOXKIeHUS 85 %0;
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1) OTHOCUTEIBHOE CTaHJAApPTHOE OTKJIOHCHUE (ko3 durmeHT
BapHUaIi) JJI CTETICHN BRICBOOOKICHUS JICHCTBYIOIIETO BEIIECTBA B MIEPBOM
BPEMEHHOM TOYKE JIO00OTO M3 JIEKAPCTBEHHBIX MPEMApaTOB HE JIOJKHO
npesbimath 20 %, a Bo Bcex nocineayromux — He 6oiee 10 %.

11. Kputepuii npuemiemoctu st ¢akropa momoodus (f,) cocrabmser
ot 50 g0 100, yTo MOATBEPKIAET COMOCTABUMOCTD NMPO(UIIeii pacCTBOPEHUS.

B ciyyae HECOOTBETCTBUS KpUTEpHIO mpuemiemMoctu 1o f, mpodunm
pacTBOpPEHUSI MOXKHO CpaBHHUBATh, HCIONb3Ysl aJIbTEPHATUBHBIE METOIbI
(Hanpumep, pacuyer dakropa pasznuums fi, QyHKIHIO pacnpenencHHs
BeiiOysia uiny cpaBHeHHE CTeNeHEH BBICBOOOXKIEHUS B Pa3HbIX BPEMEHHBIX
Toukax (Hampumep, no t-kputeputo CThIO/IEHTA)).

12. Metoasl, anpTepHaTHBHBIE  pacuery 1o f,,  cumrarorcs
IPUEMIIEMBIMH, €CITM OHU CTAaTUCTUYECKH KOPPEKTHBI, a UX UCIOJIb30BAaHUE
JIOCTATOYHO 0OOCHOBAHO.

13. HeoOxomumo 3apaHee ONpeneluTh W OOOCHOBaTh IPEIEIIbI
MPUEMIIEMOCTH KPUTEPHUSI COTIOCTABUMOCTH, HO TIPH 3TOM OHHM HE JIOJDKHBI
npesbimath 10 %. Kpome Toro, BapuaOenbHOCTh PACTBOPEHUS MEXKTY
JAHHBIMU HUCCIEAYEMOro U pedepeHTHOTO JEKAPCTBEHHOTO Mpernapara Takxke
JOJIKHA OBITH COMOCTaBMMOM, OAHAKO Oojiee HU3Kas BapuaOeIbHOCThH A
HCCJIEIyEMOTO JIEKaPCTBEHHOTO Mpenapara sSBIseTcs] IPUEeMIIEMOM.

HeobOxonumo  mpencTtaBuTh OOOCHOBAaHHUE, YTO  CTAaTUCTUYECKOE
mporpaMMHOe o0ecTiedeHre MPOIIIO BaJIHIAIIHIO.

HeoOxomumo gate moapoOHOE omnucaHue U OOBSCHEHHE BCEM
JNEUCTBUSIM, TPEANPUHITHIM B XOJI€ MCCIENOBaHUS, C TMpEACTaBICHUEM

COOTBETCTBYIOIIHNX 0000IIAONTUX TAOIHII.
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K [IpaBuiiam nposeneHus
HCCIIEAOBAaHUN OMOSKBHBAJICHTHOCTH
JIEKApCTBEHHBIX IIpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TPEBOBAHUSA
K BAJIUAAIUN OM0AHATMTHYECKUX METOAMK UCTILITAHUI
M AaHAJIU3Y UCCJIeyeMbIX OM0JI0THYECKUX 00pa31oB

|. O01re monoXeHus

1.B mnactosamux TpeOoBaHMsIX TPENCTABICHBl  YKa3aHUS IO
MPOBEICHUIO BAIMJIAIMK OMOAHATUTHUYECKUX METOAMK, MCIOJIb30BABIIMXCS
JUIL  ONpPENENICHUsT  KOHLEHTpaluh  JEHUCTBYIOIIEr0  BEIIECTBA B
OMOJIOTUYECKUX KUJKOCTAX (MAaTpuilax), MOJIYYEHHBIX MO pe3yJbTaTraMm
TOKCUKOKMHETUYECKUX  HUCCIAEAOBAaHMM W  Bcex (a3  KIMHUYECKUX
uccienoBanuii. [IoCKOIbKY METOAMKHM CBSI3bIBAHUS JIMTAHJIa CYIIECTBEHHO
OTJIMYAIOTCS OT XpOMAaTrorpauuecKux aHAJIUTUYECKHUX METOMAOB, IS
BaJUAAIMU TIOJMMEPCBSI3BIBAIONINX METOJUK (HalpUMeEp, CO CBSA3BIBAHUEM
JUTaHJI0B) NPUMEHSIOTCS OTJ/CNIbHBIE TMpaBuia, ONUCAaHHbIE B pazaene V
Hactosmux TpeOoBaHUM.

B mnacrosimmux TpeOGoBaHMsIX OMUCAaHBI YCJIOBHS, MPU KOTOPHIX B
JOTIOTHEHHWE K TIOJHOM  Bajdujalud  OMOAHAIMTHYECKOW  METOAUKHU
HEO0OXOAMMO MPOBECTH YACTUYHYIO WM MEPEKPECTHYIO BAUIAIIUIO.

2. lns  menet HacTosmux 1peOOBaHWA WCTHOIB3YIOTCS TOHSTHS,
KOTOPBIE€ O3HAYAIOT CJIEYIOLIEE:

«akTHBHBIe 0Opa3ipp (incurred samples) — ucmeiTyemMble 0OpasIbl,
MOJIy4YeHHbIE OT CYOBEKTOB WM  JKUBOTHBIX, KOTOPBIM  BBOAMIU

JIEKapCTBEHHBIN MIpenapar;
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«aHamu3upyeMoe BemiecTBo» (analyte) — oTmenbHOE XUMHYECKOE
COEJAMHEHHE, TOMJIeKAIIee KOJIMYECCTBEHHOMY  OIpPEACICHUI0, MOXKET
NpeACTaBIATh  COOOW  HEM3MEHEHHOE  JICHCTBYIOIIEE  BEIIECTBO,
OMOJIOTMYECKYI0 MOJICKYJy WIH €€ IPOU3BOJHOE, METa0OIUT U (WIH)
HPOIYKT JIErpaJaliii B OMOJIOTHYECKOM 00pa3Iie;

«aHaIMTHUYeCcKas MeTtomuka» (analytical procedure) — mompoOHOe
OINMHCaHUE KaKIOro 3Tara U croco0a MpoBeICHUS aHaIN3a;

«aHamuTHYeCKui muama3on» (calibration range) — uHTepBal MEXIy
BBICOKOW W HHU3KOM KOHIIEHTpAaIueH (Colmep)KaHUeM) aHaJIH3UPyeMOro
BEIIeCTBa B 00Opasie (BKJIOYAs YKa3aHHbBIC KOHIICHTPAILWH), I KOTOPBIX
MIOKa3aHO, YTO aHAJMTHYECKas METOJHKa YIAOBICTBOPSET TPEeOOBAHUAM IIO
IPELU3HOHHOCTH, MPABUIBHOCTH M MMOCTOSHCTBY (DYHKIIMU OTKJIHKA;

«aHamuTHdyeckuid 1uka»  (analytical run) — momHBIM  KOMILIEKT
UCTIBITYEMBIX 00PA3I0B C COOTBETCTBYIOIIMM KOJIMYSCTBOM TPaJyUPOBOYHBIX
pacTBOPOB M 00Pa3IOB JIJII KOHTPOJIS KadecTBa JUIsl MX Baiuaanuu. B oaux
JICHb MOXKET OBITh MPOBEICHO HECKOJIBKO IIUKJIOB; OMH UK MOXET JJTUTHCS
B TCUCHHME HECKOJIbKUX JTHEH;

BEpXHSS TpaHUIAa OIpeaeiaseMbIX KoHIeHTparuii» (upper limit of
quantification (ULOQ)) - wHauOonplllee KOJIMYECTBO aHAIU3UPYEMOIO
BEIIeCTBa B 00pasiie, KOTOPOE MOAIACTCS KOJIMUSCTBEHHOMY OIPENCICHHIO C
3apaHee 3aJJaHHON PaBUILHOCTHIO U MPEIU3UOHHOCTHIO;

«BHyTpeHHuit crangapt (BC)» (internal standard) — konTposibpHOE
COeJMHEeHHEe (HAmpUMep, CTPYKTYPHO CXOXKHE aHaJoOr HWIH COCIMHEHHE,
MEUEHHOE CTaOWJIBHBIM HM30TONOM), J00aBIsIeMOE K TIpalyHpOBOYHBIM
pacTBopamM, oOpasiaM JijIsi KOHTPOJIS KaueCTBa M UCIBITYEMbIM OOpa3iiaM B
3apaHee YCTaHOBJICHHBIX MMOCTOSHHBIX KOHIICHTPAIMSX C IIEJbI0 MOMPaBKK Ha
IKCIIEPUMEHTAIIbHYIO BapHa0eIbHOCTh MPU MPOOOMOATOTOBKE M aHaJM3e

00pas3IIoB;
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«TpaJlyupoBOYHBIN pacTBOp (ctranmapt)» (calibration standard) -
OuosIoru4eckuil obpaseil, K KOTOpOMY J00aBUIIM HM3BECTHOE KOJIUYECTBO
AHAJTM3UPYEMOTO  BellecTBa. [ paayMpOBOYHBIC PACTBOPHI  (CTAHIAPTHI)
UCTIONB3YIOT JIJISl TIOCTPOCHHUS TPAAyHPOBOYHOM KPUBOIA;

KHIKHUR mpenen konuuectBenHoro ompenencnus (HITKO)» (lower
limit of quantification (LLOQ)) — HanMmeHbIIIee KOJIMYSCTBO aHAIN3UPYEMOTO
BEIIeCTBa B 00pasiie, KOTOPOE MOAMACTCS KOJTMUYESCTBEHHOMY OIPEACIICHHUIO C
3apaHee 33JJaHHOMW MPAaBUIBHOCTHIO U TPEIU3UOHHOCTHIO;

«HOMHHaJIbHass  KoHIeHTpamus»  (nominal  concentration) -
TEOpPETHUECKas WM OXKUTaeMasi KOHIICHTPAIIUS;

«obpasen misa koutpoist kagectBa (KK)» (quality control (QC) sample)
— oOpaszel, colepKallliii aHaJIU3UPYEMOE BEIIECTBO, HUCIOIb3YEMbIN sl
OLICHKU TPUTOTHOCTH OMOAHAIMTUIECCKON METOJUKH U OICHKH IIEJI0CTHOCTH
YW TPaBWIBHOCTH PE3YJbTaTOB aHalW3a HCIHBITYeMbIX O0pas3loB B
HEM3BECTHOW KOHIICHTPAIIMU U3 OJHOW CEPUU;

«repekpectHas  Banmmanus»  (Cross  validation) —  cpaBHeHme
BAJIMIAIIMOHHBIX TIAPAMETPOB JIBYX OMOAHAIMTHICCKUX METOJIHK;

«IIOBTOPHBIM aHAJIM3 aKTUBHBIX HMCIIBITAHHBIX 00pa3moB» (incurred
sample reanalysis) — aHanW3 YacTH aKTHBHBIX HMCIBITAHHBIX OOPAa3IOB C
IICNIBI0  OTIPENEIICHNS, HACKOJIBKO COIMOCTaBUMBI PE3YJIbTaThl TEPBUYHOTO
aHaJIn3a;

«moaHas Bammpanus» (full validation) — onpeaenenre BamuaalOHHBIX
napaMeTpoB, TOJICKAIIMX HUCIOJIL30BAHUIO JUIS  aHAJM3a  KaXKJIOTo
AHAJTM3UPYEMOI0 BEIECTBA B 00paslle C IMOMOIIbI0 OWOAHATUTHYSCKOM
METOJINKH;

«IPaBUIBLHOCTH» (ACCUraCy) — BBIpaKaeT OJU30CTh IOJYYCHHBIX C
MOMOIIbI0  METOAWKH 3HAUCHWH K HOMHHAJIBHBIM  KOHIICHTPAIUSAM

AHAJIM3UPYCMOI'0 BCIICCTBA. HpaBI/IHBHOCTB OLCHUBACTCA II0 BCIMYHHC
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IIoJIy4€eHHO€e 3Ha4YeHHe

HpOLICHTHOﬁ MCPBI IIPAaBUIJIBHOCTH, paCCHHTaHHOﬁ KakK
HCTUHHOE 3Ha4YeHHue

100 %, 1 O OTHOCHUTENBHOW BEIUYMHE CUCTEMATUUECKOM MTOTPEMTHOCTH;

IPEIU3UOHHOCTE» (Precision) — cremeHb pa3dpoca MEXIY CEpUIMHU
U3MEPCHHUM, TIPOBEJACHHBIX B  3apaHee  yCTAHOBJICHHBIX  YCIIOBHUSX.
[Ipenn3noHHOCTh XapaKTepu3yeTcs BEJIMYMHON OTHOCHTEJIHHOTO
CTaHJAPTHOTO OTKJIOHCHHs (OTHOIIEHWUE CTAHJAPTHOTO OTKIOHCHUS K
CpeIHEMY, BBIpaKacMOe B TIPOIICHTAX );

«celeKTuBHOCTE» (Selectivity) — cmocoOHOCTh, OHOaHAIMTHYECKOU
METOAMKHU OINPEACIATh U Pa3IMYaTh UCCIACIYEMOE aHAIM3UPYEMOE BEIIECTBO
U BHYTPCHHHU CTaHJApPT B NPHUCYTCTBHM KOMIIOHCHTOB, KOTOPBIE MOTYT
COJIepPIKaThCs B 00pasIie;

«crenuduunocte» (Specificity) — cmocoOHOCTh OHMOAHATUTHYCCKOM
METOAWKHA  OJHO3HAYHO  ONpPEICIATh  aHAIM3HPyeMOE  BEIICCTBO B
HOPUCYTCTBUM JPYTHUX COCAMHEHHUH (SHIAOTEHHBIX MM 9SK30TCHHBIX) B
OMOJIOTUYECKOM 00pa3Iie;

«crabunpHOCTE»  (Stability) -  xummueckas  cTaOMIBHOCTH
AHAJIM3MPYEMOTO BEIECTBA B OIPEICICHHOM 00pa3le B ONpeACIeHHBIX
YCIIOBUSAX B TCUCHUE OINPEICICHHOTO MepHo/Ia;

«CTaHJApTHas omepanwoHHas mnporenypa» (Standard Operating
Procedure) — HOKyMEHT, B KOTOPOM COJAEPXKHTCS OIMCAHHE PETYIIPHO
OCYIIECTBIISICMBIX OIEpalnid, 3HAYUMBIX I KauecTBa HCCIICAOBaHUS, U
TIO3BOJISFOIINN IPOBOUTH UX TPABUIIBHO M SMHOO00Pa3HO;

«pynkumus orkimka» (response function) - @yHkoms, xoropas
Ha/IeXKAIUM 00pa3oM OMHMCHIBAECT 3aBUCHMOCTH AHAJUTUYCCKOTO CHTHAja
(HampuMmep,  IUIOIIAJM  TMHKOB) OT  KOHUEHTpaluu  (CoIepx»aHusl)
aHAJTM3UPYEMOTro BeliecTBa B 00pasie. OyHKIUS OTKIMKA ONPEICIIICTCS IS

AHAJIUTHUYCCKOI'O JUAalla30Ha,
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«gactuuHas Bamuparusa» (partial validation) — cepun ananuTHueckux
OKCIIEPUMEHTOB, B KOTOPBIX TMOCIe MOAN(PUKANNN BaTUANPOBAHHON
OMOaHAIUTUYECKON METOJIUKHU YacTh MapaMeTPOB MOABEPTatOTCs BaIUAAINY;

«ahdext marpuip (Matrix effect) — npsmoe wim HempsMoe BIHUSHHE
WIN BO3JCUCTBUE Ha pe3y/bTarhbl aHan3a, OOYCJIOBJICHHBIE HAJUYUEM B
OMOJIOrMYECKOM 00pa3siie HENpeayCMOTPEHHBIX aHAINU30M AaHAIU3UPYEMBIX
BEIECTB WJIM WHBIX BIMSIONINX HA HETO BEIIECTB;

«¢dexkr mepeHoca» (carry Over) — TIOABICHHWE CUTHajIa
aHAJIM3UPYEMOTO BEIIECTBA B XOJIOCTOM 00paslie Mmociie NpoBEACHUs aHAIN3a
oOpasiia ¢ BBICOKOM KOHIIEHTpAILMe aHAIM3UPYEMOTO BEIlECTBa;

«sKOpHBIE KaymOparoper» (anchor calibrators) — cranmapTHBIE TOYKH
BHE J[Mana3oHa KOJIWYECTBEHHOTO OMPEICIICHUS, HCIOIb3yeMbIE C IIENIbIO
nondopa HEJIMHEWHOW perpeccuu CTaHAapTHOM KpPUBOM B MeEToAax
CBSI3bIBAHMS JINTAH/IA.

3. UsmepeHne  KOHIIEHTpallMM  JEUCTBYIOIETO  BEIIeCTBA B
Oomonornueckux oOpasiax (Hampumep, CBIBOPOTKE, IIa3Me, KPOBH, MOYE U
CIIIOHE) — BaXHbIA aCHEKT pa3pabOTKU JIEKAPCTBEHHOIO IMpenapara.
[TopToMy B 1LENAX TMOJYYEHUS HAJEKHBIX PE3yJIbTaTOB HCIOJIb3yEeMbIe
OMOAaHAIMTUYECKUE METOAMKUA JIOJDKHBI OBITh  XOPOIIO ONMUCAHHBIMHU,
MOJIHOCTHIO BAJIUAUPOBAHHBIMU U JOKYMEHTUPOBAHHBIMH.

B 0co0bIX cuTyarusx J0mycKaeTcsl UCIIOIb30BaTh OOJIee MMPOKHUE, YeM
OMHCaHHBIC B HACTOSIMNUX TpeOOBaHMIX, KPUTEPUHU MpHEeMIIeMOCTH. B 3Tom
Cllydae, OCHOBBIBASICh Ha TPEIIOJIAraeéMOM HCIIOJIb30BAaHUN METOIUKH, HUX
CJIETyeT YCTAaHOBUTH MPEIBAPUTEIHHO.

4. Metonbl KOJINYECTBEHHOTO onpeaeaeHus KOHIIEHTpaIuu
OmoOMapKepoB, UCITOJIB3yEeMbIX B KaueCTBE (DapMaKOIMHAMHYECKUX MApPKEPOB,

B HacTOAIIUX TpeOOBaHUSAX HE pacCMaTpPUBAIOTCA.
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1. Bamnnanus OMoaHaJIUTUYECKON METOIUKH UCIIBITAHUHN
1. TpeboBaHus, IPEaBIBISIEMbIC K CTAHIAPTHRIM 00pa3iam

5. st mpUTOTOBJICHUS TPATyHPOBOYHBIX PACTBOPOB, OOpA3IOB IS
KOHTPOJSI KayecTBa W O0pas3loB s M3y4YeHHs CTAaOMIBHOCTH B IEJISIX
OPOBEICHUS] BaJIUJAMM  OWOAHATUTHUYECKOM METOAMKM U  aHaiu3a
UCIBITYEMBIX ~ 00pa3lloB K  XOJOCTOMY  OHOJIOTHUYECKOMY  0Opasily
(buonmornueckomMy o0Opasily, HE COJIEpKallleMy aHAJIU3UPYEMOIro BEIIECTBA),
WCIIOJIb3YsI PACTBOPHI CTAHAAPTHBIX O0Opa3IoB, MOOABISIOT HCCIEIyEMbIC
aHaNIM3MpyeMble BelllecTBa. B AomonHeHue K 3ToMy MpU MpOOOIOArOTOBKE
LTSI XpoMaTorpapuieckux METOJIOB JOTyCKaeTcs N00aBIATH
COOTBETCTBYOIIMI BHyTpeHHu# ctannapt (BC).

6. HeoOxogmmMo  yIOCTOBEpHUTHCS B  MPUTOJHOCTH  CTAaHAAPTHOTO
oopazna u BC, mockojibKy HMX Ka4ecTBO (YMCTOTA) MOXET MOBIUSTH Ha
pe3yJbTaThl aHAJIW3a U Ha PE3yJIbTaThl ccieqoBanus. [loaToMy cranmapTHbie
oOpas3libl, UCTIOIb3yEMbIE ISl BAIMJAIMU M aHAIIM3a UCIIBITYeMbIX 00pa3IoB,
JOJIKHBI OBITH TOJYYEHbl M3 HAACKHBIX U MPOBEPEHHBIX HCTOYHUKOB. K
TaKUM  CTaHAAPTHBIM  o0pasliaM  OTHOCATCA  CepTUPHUIIMPOBAHHBIC
CTaHIapTHBIE O00pa3iel, Hampumep, (QapMakonelHble, KOMMEPUECKHE
CTaHJapTHbIE 0Opasllbl WM AaTTeCTOBaHHBIE CTAHAAPTHHIE OOpa3libl,
IPUTOTOBJICHHBIE  CAMOCTOSITEIbHO  WJIM  BHEIIHEH  HEKOMMEpPUYECKOM
opranuzanueil. s noarBepKaeHuss YUCTOTHI U MPECTaBICHUS CBEICHHUN 00
YCIIOBHSIX XPaHEHMsI, CPOKE TOJHOCTH, HOMEPE CepUU CTaHAAPTHOTO o0Opasia
HEO0OX0/IUM cepTU(UKAT €ro aHaIu3a.

Eciu npurognocts BC mnonrBepkieHa, Hamnpumep, OTCYTCTBUEM
BJIMSIHUS aHAJM3UPYEMOTO BEIIECTBA M €ro MpHUMEcEed, TO HCIOJIb30BAaHUE
CepTU(PUIMPOBAHHBIX  CTaHAAPTHBIX oOpasuoB BC He Tpebyercs

(B cepTu(ukarax aHanusza HET HEOOXOIUMOCTH).
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/. Ilpy mpuUMEHEHHUU B KauyecTBEe OMOAHAJIUTUYECKOTO METO/a Macc-
cnekrpomerpun (manee — MC) 1Mo BO3MOXKHOCTH CJEIYET MHCIOIb30BaTh
ctabunbHble MeueHHble u3otonoM BC. Ilpu 3TOM HeoOXxomumo, YTOOBI
MEUEHBIN cTaHAapT 00Jajan BBICOKOW HM30TOMHON YUCTOTOW M B HEM HE
OPOUCXOAWIM peakuuu M30TOMHOro obmeHa. HeoOxomumo mpoBectu
IPOBEPKY Ha HAJWYUE HE3asABJICHHBIX aHAJU3UPYEMBIX BEIIECTB, IpU
OOHapyXEHUU TMOCIEIHUX CIEAYEeT OILICHUTh BO3MOXHOE WX BIMSHUE Ha

BAJIMJAIIMIO OMOAaHAJIUTUYECKON METOIUKHU.

2. ITonHas Bamuoanusg OMOaHAJIUTUYECKON METOINKHI

8. JIrobass OmoaHamuTUUYECKass METOAMKA, HE3aBUCUMO OT TOTO HOBas
OHa WJIM U3BECTHAS, TIOJIJIC)KUT MOTHOM BaJTUIAIIUH.

OCHOBHO# 11€7bI0 BaJIUJIAIIMK OMOAHATTUTUYECKON METOIUKH SIBIISCTCS
MOJITBEPXKIACHUE €€ HAACKHOCTH I OMNPEACICHHUS  KOHIEHTpaIluu
aHAJTM3UPYEMOTO BEIIECTBA B TAKUX OMOJIOTMYECKUX O0pas3lax, Kak KpOBb,
CBIBOPOTKa, TJ1a3Ma, Mo4da U ciitoHa. boiiee Toro, eciu mpu nMpoOONoATrOTOBKE
WCIIOIB30BAJICS AHTUKOATYJISIHT, €r0 € HEO0OXOJUMO WCIOIb30BaTh IS
Banmuanuu. IlonHas Bamupmanusi, KaKk MPaBUIIO, MPOBOAUTCS MJIA Ka)Jgo0To
BHJIa KUBOTHBIX W KaXKION Pa3sHOBUIHOCTH OHOJOTHYECKUX >KHIKOCTEH,
WCITIOJIb30BAaHHBIX B HCCIICOBAHUH.

Ecnu npu npoBenaeHur Badugaliiid OMOAHATUTUYECKOM  METOIUKH
3aTPYJHUTENIBHO HCIMOJB30BaTh Ty K€ PA3HOBUAHOCTb OHOJIOTHYECKOM
KUJIKOCTH, KOTOpash HCMOJb30Bajach B paMKaxX HCCIEIOBaHUs, TO TPH
JOCTAaTOYHOM OOOCHOBAaHWU JOIYCTUMO HCIIONB30BaTh aJbTEPHATHBHBIC
Ouosornyeckue o0pasibl  (HampuMep, MOJEIbHYI0  CIUHHOMO3TOBYIO
KUIKOCTD).

9. OCHOBHBIMU  XapaKTEPUCTUKAMU OHOAHATUTUYECKON METOIMKH,

HCO6XO,Z[I/IMBIMI/I Al OATBEPIKACHUA €C IMPUCMIICMOCTH W HAACKHOCTHU
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AHATUTUYECKUX PE3YyIbTaTOB, SBJISIOTCS CEICKTUBHOCTH, HWKHUU TIpenen
KOJIMYECTBEHHOTO OMpeACICHNs, (PYHKIUS OTKIWKA W aHATUTHYCCKUU
nyara3oH (BOCIPOM3BOAMMOCTD TMapaMeTPOB TPaTyHPOBOUYHON KPHUBOM),
MPaBWIBHOCTb, TMPEIU3UOHHOCTh, BIMSHUE MaTPHUIBl (3PHEKTHI MaTpPHILBI
(moJTHOTa  DIIFOUPOBAHUA)), CTAOMJIBHOCTh AHAIM3UPYEMBIX BEIIECTB B
Ouosorn4eckux oOpa3nax u CTaOWIBHOCTh AHAIM3UPYEMOTO BEIIECTBA
(BemectB) 1 BC mpu XpaHeHuw, B pab0O4YuX pacTBOpax, B HU3BICUCHUSIX B
TE€UEHHE BCETo Meproia XpaHeHUs U MTPOOOTIOTOTOBKH.

10. 3yyeHnuro, Kak TMPaBUJIO, TMOMICKUT OJHO aAHAIM3UPYEMOE
BCIIECTBO WJIM JCHCTBYIOIIEE BEIIECTBO, HO B HEKOTOPBIX CIydasx
OTIPEIEISIIOT KOHIIEHTPAIIUIO HECKOJBKUX aHAJU3UPYEMBIX BEMIECTB. IJTO
MOTYT OBITh KaK JIBa Pa3HBIX BEIIECTBA, TAK U MCXOMAHOE COCIUHEHHE C €ro
MeTabOIUTaMH WJIM DHAHTHOMEPHI (M30MEphl) JCHCTBYIONIETO BellecTBa. B
TaKWUX CIIy4dasx MPUHIUNBI BaJWJAlMU W aHAJIM3a CIPaBEIJIMBBI IS BCEX

HCCIICAYCMbIX aHAIIM3UPYCMbIX BCIICCTB.

CenekTUBHOCTD (M30UPaTENbHOCTD)

11. buoananutuyeckass METOOMKAa IOJKHA 00amaTh CIIOCOOHOCTBIO
nuddepeHunpoBarh aHanuzupyemoe BemecTBO U BC 0T 3HAOTEHHBIX
KOMIIOHEHTOB MaTPHIBI W JIPYTHX KOMIIOHEHTOB oOpasiia. CelleKTHBHOCTH
OMOaHAIMTHYECKO METOIWKH HEOOXOIWMO IOITBEPAUTh, HCIOIB3YS HE
MeHee 6 pa3IMYHBIX UCTOYHUKOB COOTBETCTBYIONIUX XOJOCTHIX 00pa3IoB, HE
COZEPKAIIX  aHAIM3UPYEMOTO  BemecTBa (C  JKCHEPUMEHTAIbHBIM
MOATBEPKACHHEM). B OTHOIICHNN peaKUX Pa3HOBUIAHOCTEH OMOJOTHYECKHUX
o0pasmoB JIOIMyCTUMO HCIIOJIb30BaTh MEHBIIEE KOJUYSCTBO HCTOUYHHUKOB.
OTtcyTcTBHE MCKaKaIOIIEro BIIASTHUS KOMITOHEHTOB X0JI0CTOTO

OMOJIOrMYECKOro 00pasiia, KOHCTAaTUPYETCsl, KaK IPaBUJIO, €CIIM UX CUTHAJ MO
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HIDKHEMY IIPEAENy KOJIMYECTBEHHOTO onpeneseHus He npespimaet 20 % s
aHanu3upyemoro Bemectsa 1 5 % — st BC.

B HekoTopbIX cllydasix MOXET MOHaJA00UThCS MCCIIEIOBAaHUE CTEIECHU
BIMSIHUSA METa0OJIUTOB JIEWCTBYIOIIETO BEIECTBA, a TaKXke MPOIYKTOB
Jerpajanyu, oO0pasylouuxcss Mpu MNPOOOMOATOTOBKE, U OJAHOBPEMEHHO
NPUMEHSEMBIX  JIGKAPCTBEHHBIX TmpenapatoB. Ha »srane Bamupganuu
OMOAHAINTUYECKOW METOAMKM WM Ha 3Tale aHaldu3a KOHKPETHOIO
UCCJIEIOBAaHUSI U aHAIM3UPYEMOTO BEIIECTBA HEOOXOAMMO MPHUHATH BO
BHUMAaHHE JIEKAPCTBEHHbIC TMIpenaparbl, MPUMEHSIBIINECS HCCIEAyEeMOn
NOMYJISAIMEN KaK COMYTCTBYIOIIUE.

12. Ecnmu mpumeHnMoO (711 HeCTaOWIIBHBIX METabOJIMTOB, HAlpUMED,
KUCJIBIX MeTabonuToB B 3dupe, HecTaOUIbHbIX N-OKCHIOB WM
[IIOKYPOHHUIOB, COEIWHEHUM C JIAKTOHHOW CTPYKTYpo#), HE0OXOIUMO
OLICHUTHh BO3MO>KHOCTb 0OpaTHOTO MpeoOpa3oBaHUsi META0OIUTA B MCXOHOE
aHAIM3MPYEMOE BEIIECTBO Ha pPa3IMYHBIX JTanax aHaiuu3a (BKIoYas
npoueaypbl MOpoOOMOATrOTOBKM WM B u3BieueHun i1 MC-aHanuza).
HeoOxogumMo  yCTaHOBUTh  CTENEHb OOpPAaTHOTO  MpeoOpa3oBaHUs U
IPOAHAIU3UPOBATH €r0 BIUSHUE HA Pe3yabTarbl UccienoBanus. Ha panHux
sTanax pa3paboTKX HOBOTO XMMUUYECKOTO COEAMHEHUS, TTOKa €ro MeTaboIn3M
€llle HE M3YYeH, TaKyl0 OIEHKY OCYIIECTBUTh HEBO3MOXHO. TeM He MeHee
1oCJ€e MOITYYEHUs B MPOLECCe pa3padOTKU HOBBIX JAAHHBIX O METa0OIHM3Me
JEUCTBYIOIIETO BEIIECTBA HEOOXOAMMO YYHUTHIBaTh MpoOIeMy OOpaTHOTO
npeoOpa3zoBaHus, UTO TPEOyeT MPOBECHUS YaCTUYHOMN BaJIdIallNu.

B HekoTOpbIX ciydasx JOCTATOYHO CIOKHO MOJYYUTh JOCTYI K
CTaHAApTHBIM oOpasliam HcclieqyeMbix MeTabonutoB. C Apyroil CTOpPOHBHI,
oOparHoe TmpeoOpa3zoBaHHWE MeTa0OJIMTa MOXHO OILIEHUTh, IPOBOJS
MOBTOPHBIM  aHAIW3 aKTUBHBIX 00pa3noB (00pa3loB, coaep:Kallux

AHAJIM3UPYCMBIC BCHICCTBA, B3ATHBIX OT CY6’I)€KTOB HucciacaoBaHus HWJIHN
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XKUBOTHBIX). OIHAKO B JTOM CJIy4yae HEIb3sl HCKIIOUUTh OOpaTrHoe

npeoOpa3oBaHKE B MPOIIECCE TPOOOTOATOTOBKH.

Bmusaue (3¢ dekr) neperoca

13. Ilpu pazpaboTke METOIUKHA HEOOXOAMMO MPUHUMATh BO BHUMAaHUE
Y MUHUMU3HUPOBATH IEPEHOC aHAIM3UPYEMOTO BEIIECTBA OT MPOOKI K Mpooe.
B mpomecce Bammmanuu HEOOX0AWMO OLEHHTH 3((PEeKT mepeHoca, BBOAS
XOJIOCThIE O0pa3lpl IOCie O00pa3lloB C BBICOKOW KOHILEHTpALMEH WIIN
TPalydupPOBOYHBIX  pPAaCTBOPOB  BEPXHUX  yPOBHEH  KOJWYECTBEHHOTO
onpenenenus. [lepeHoc B xonoctoi oOpasell mociie CTaHIapTHOTO pacTBOpa
C BBICOKOM KOHIIEHTpaIue He JobkeH npeBbimath 20 % BeIMUUHBI HUKHETO
npeaena konudectBeHHoro ompexaeneHus (HIIKO), kak 310 ykazaHo B
nonpasaene «HuwxHuN Tpenen KOMMIeCTBEHHOTO OMPENeNICHUs» HACTOSIIETO
pazaena) u 5% — gna BC. Ecaum o4yeBHMAHO, YTO IEPEHOC HEU30EkKEH,
uccienyeMble 00pas3ipl HE PaHIOMHU3UPYIOT. Jljisi TOro 4TOOBl MEPEHOC He
NOBJIMSUT Ha TMPaBWIBHOCTh W MPEIM3UOHHOCTh, HEOOXOAUMO B XOJI€
BaJIWJIAlIMM TIPEAYCMOTPETH CIIeIMaIbHBIE MEPHI (HapuMep, mociie 00pa3ion
C 0XXHMJAeMOM BBICOKOM KOHILIEHTpAlMEXd W A0 Hayajaa aHajau3a O4epeIHOTO

UCIIBITYEMOTO 00pa3iia BBOJIUTH XOJIOCThIE 00pa3Ilbl).

Hwxnaui mpeacii KOMNYCCTBCHHOI'O OIIPCACIICHUA

14. Hwxuuit npenen konumdectBeHHoro ompeaeneHus (HIIKO) ects
HAaMMEHbIIIasi KOHIIEHTpAlUs aHAJIM3UPYEMOTO BEIIECTBA B 00pasile, KoTopas
MIOIJIAETCA HAJEKHOMY KOJIMYECTBEHHOMY OIPENEIICHUI0 C IPUEMIIEMOU
MpaBUIBHOCTEIO M npenn3noHHOCThi0. HIIKO cunraercs HanmMmeHbIIMM
IpaJyupOBOYHBIM CTAHAAPTHBIM 00pa3lioM (Kak 3TO YKa3aHO B MOJpaszenax
«IIpaBunbHOCTE» M «lIpenn3moHHOCTH» HacTosAlIero pasaena). Ilpu sTom

CUTHAJ aHAIM3UpyeMoro BemiecTBa u3 oopasma ¢ HITKO nomken He menee
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4yeM B 5 pa3 MPEeBOCXOJUTh BEJIMYMHY CHTHaia xojocroro odpasmna. HITKO
HEOOXOJIUMO aJanTUPOBaTh K OXHUIAEMBIM KOHIICHTpAIUAM U  IEJIH
uccienoBanus (Hampumep, B uccienoBanun ouoskBuBanenTHoct HITKO ne
JOJIKEeH ObITh BbIlIE, 4eM 5 % OT Crax (MUHUMaANbHOU BeMMUUHBI Cmax U3

BCEU BEIOOPKHU CyOBEKTOR)).

['panynpoBouyHas kpuBas (JUHEHHOCTB)

15. HeoO6x01uMo OLIEHUTh (PYHKIIUIO OTKJIMKA TPayUpPOBOYHON KPUBOI
JUIS. BCEX KOHIEHTpALMM aHaJM3UPYEeMOro BEIIECTBA, MPU 3TOM H3YUYECHUIO
MOMJICKAT ONPEAEIICHHBI JHana3oH KOHLEHTpalui. [pamynpoBOUHBIE
CTaHJapTHbIE O0Opa3lbl TOTOBAT IyTeM J00AaBJICHUS AHAIU3UPYEMOIO
BEIIECTBA C M3BECTHBIMH KOHIIEHTpAIMSIMU K XOJOCTOM Tipode cC
UCIIOIb30BAaHUEM TOW K€ €€ Pa3HOBUIHOCTH, KOTOpash OyleT MoJiydeHa B
uccneqoBanun. KaxaoMmy aHalIW3UpyeMOMY BEIIECTBY, H3y4aeMOMY MpH
BajIuAalMu OMOAHATUTUYECKOM METOJUKH, W KaXIOMY AaHAJIUTHYECKOMY
LUKy JOJDKHA COOTBETCTBOBATh OTAEIbHAS TPAyUPOBOYHAS KPUBAsl.

B wupneane g0 Hauanma mNpoBENCHUS BaluJallMd OMOAHATUTUYECKOU
METOIMKH HEOOXOJMMO YCTAHOBUTH OXKWJIA€MbIM JMANa30H KOHIEHTPAIUH.
DTOT Juana3oH JIOJDKEH TMEPEKPhIBAThCS  aHAJIUTUUYECKOW  001acThiO
npuMeHseMon  meroauku, 3agaBaemMord HIIKO kak  HaWMeEHBIIETro
IPalydpOBOYHOIO CTaHIApTa M BEPXHUM MPENIEIOM KOJIMYECTBEHHOTO
onpenenenus (BIIKO) kak HanOodblIEro TpaJydpOBOYHOrO CTaHAApTA.
Jnama3zoH HeoOXOAMMO 3a/aThb C 1EJIbI0  HAJIEXKAIIero  OMUCAHUS
(hapMaKOKMHETUKHY M3Yy4aeMOTr0 aHATU3UPYEMOTO BEIIECTBRA.

16. ITomumo  xomoctoro  oOpasma  (MOABEPrHYTOro  0OpabOTKe
Ouosoruyeckoro odpasiia, He cCoJepKaIlero aHAIU3UPYEMOT0 BELIECTBA WUITU
BC) u HyneBbix 00pa3noB (MOABEPTHYTHIX OOpabOTKE OMOJIOTHYECKUX

oOpasioB, coaepxkamux BC) HeoOXoaAMMO HCIONB30BaTh HE MEHee
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6 pa3IMYHBIX TPALYUPOBOUHBIX KOHUEHTpauuni. Kaxapiii rpaaynpoBOYHBIN
CTaHJapT JOIYCKAETCs aHAJIM3UPOBAaTh IOBTOPHO.

17. HeoOxonuMoO HCHONB30BaTh 3aBUCUMOCTb, KOTOpasi MPOCTO U
HAJEKHO TO3BOJIAET ONMUCATh (PYHKIMIO OTKIMKA AaHAJIMTHYECKOTO CHUTHaja
OT KOHUEHTpPAIIMM  aHaJU3UPyeMOro BemecTBa. I[lpm  BelYucIEHUH
napaMeTpoB TPaJyUPOBOYHON KPHUBOM XOJOCThIE W HYJIEBbIE 00pa3libl HE
YUYUTHIBAIOT.

18. B otuere HeOOXOoaMMO oOMHUCaTh NapameTpbl TIPaayUpPOBOUYHOMN
KpUBOM (7151 JIMHEHHON PErpecCuu — yroJl HaKJIOHa U CBOOOMHBIN ujieH (MpH
HEOOXOAMMOCTH TocienHero)). B gomomHenume K ASTOMy Hapsaxy
pPAaCCUYUTAHHBIMU  CPEAHUMU 3HAUCHUSIMU MPABUIBHOCTH  HEOOXOJUMO
MPEACTABUTH AKCIEPUMEHTAIIBHO pacCUUTaHHbBIC KOHIICHTpALUU
IpaJyupOBOYHBIX CTaHAApPTOB. B oT4yere HEOOXOAMMO TIPE/CTaBUTH BCE
UMEIOIINECS WU NTpUEMIIEMble KpUBbIE (HO HE MeHee 3), TOTyUYEeHHbIE B XO/I€
BaJIAIALINH.

19. DkcnepuMeHTATBHO pacCUUTaHHbBIC KOHIICHTpAILUU
rpaJlyupOBOYHBIX CTaHJAPTOB JOJDKHBI JiekaTh B mpenenax *15% ot
HOMUHAJIBHBIX 3HadeHuM (3a wuckimroueHueM HIIKO, s koTopeix 3TH
3HaYEHUSI MOTYT HaXoAuThCs B npezenax + 20 %). DToMy KpUTEPHUIO TOTKHbI
COOTBETCTBOBAaTh HE MeHee 75 % rpaayupOBOUYHBIX CTAaHAAPTOB B HE MEHEE
yeM 6 pa3IMYHbIX KOHIIEHTpAUAX. ECIr ncnob3yroTcs MOBTOPHOCTH, ITUM
kputepusiMm (B mpegemax *+15% wmm +20% nmna HIIKO) momkHbI
COOTBETCTBOBaTh He MeHee 50 % uCHbITaHHBIX OO0pa3loB sl KaxXJaou
KOHIEHTPALIMM TPagyUpPOBOYHBIX CTaHAApTOB. Ecmm rpamynpoBOYHBINM
CTaHJapT HE COOTBETCTBYET 3TUM KPUTEPUSIM, €T0 HEOOXOIUMO UCKIIIOUUTH, a
rpaJlyupOBOYHYIO KPUBYIO MEpPECUUTATh 0€3 ydeTa 3TOro cranjaapra (B TOM
Yyucjae TMPOBECTH TOBTOPHBIM  perpecCMoHHbI  aHanu3). Ecam  Bce

MOBTOpPHOCTU TpaayupoBouyHbiX crangaproB HIIKO wunu BIIKO 6buin
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3a0pakoBaHbl, TO BaJIWAIAIO COOTBETCTBYIOIIEH CEPHH TPaayHPOBOUYHBIX
pacTBOpPOB He mMpoBOmAT. [Ipum 3TOM HEOOXOAWMMO YCTAaHOBUTH NPUYUHBI
3a0paKoBKH, & METOAMKY TIPH HEOOXOMUMOCTH Jopadorark. Eciu Bamumarus
CIICAYIOIIEeH CEepHH TakXKe HE MPOXOIUT, TO 0 Hadaja HOBOW BaJWIaIlUH
HEOOXOTUMO TTEPECMOTPETH METOTUKY.

20. HecMoTpss Ha TO, YTO TPaAyHMpPOBOUYHYIO KPHUBYIO >KEIATEIbHO
CTPOUTH C MCIIOIH30BAHUEM CBEKEIPUTOTOBICHHBIX 00pa3IOB, IPU HATTNIUHU
Ha/JISXKAIIUX JTAHHBIX 10 CTAOMJILHOCTHU JIOMYCKACTCs MCIOJIh30BaTh paHee

IMPUTOTOBJICHHBIC U ITOABCPIIIUCCA XPAaHCHHUIO I'PAAYUPOBOYHLIC O6pa3LU>I.

[IpaBUIBHOCTH

21. IIpaBUIBbHOCTh AHANMTHUYCCKOM METOAUKH BBIpaKAaeT OIHU30CTh
MOJIYYEHHBIX C MOMOIIBI0 HEE 3HAYEHUU K HOMHUHAJIBHBIM KOHIIEHTpPAIUsIM
aHAJM3UPYEMOTrO BEIIECTBa (KaK MPABUIIO, OHA BBIPAXKAECTCS B MPOLICHTAX).
[IpaBMmILHOCTH HEOOXOAMMO OIIEHUBATh MO 0Opa3IaM JIJisi KOHTPOJIS KadyecTBa
(KK) — o06pasmam, Kk KOTOpbIM J00aBJICHO 3apaHee H3BECTHOE KOJIUYECTBO
ananuzupyemoro BemiectBa. OOpasubl st KK roroear He3aBUCMMO OT
rpayUpOBOYHBIX CTaHJIAPTOB, WCHOJb3ysd Pa3JIMYHbIE MPEIBAPUTEIHHO
IIPUTOTOBJICHHBIE UCXOIHBIE PACTBOPHI.

22. O6pasel 11 KK aHanu3upyroT Mo TpaJyupOBOYHON KPHUBOM,
AKCIIEPUMEHTAJIbHBIE 3HAUYCHUS KOHIICHTpaLui CpaBHUBAIOT Cc
HOMMHaAJbHBIMU. [IpaBUIIBHOCTE B OTUETE BBIPAXKAIOT B BHUJE IMPOIIEHTA OT
HOMMHAJBHBIX 3HaueHHil. [IpaBUIBHOCTH HEOOXOAMMO OIPEACISITh 10
KoHIeHTpausiM oOpasioB st KK, momywaempiM kak BHyTpu | 1ukia
(IpaBUJILHOCTh BHYTPH IIMKJIAa), TaK W B Pa3HBIX MUKIaX (MPaBUIBLHOCTH
MEXy ITUKJIaMu ).

C 1enpro OLEHKH JIOOBIX BPEMEHHBIX TEHJEHIMU BHYTpu | HUKIIA

I_[eJ'ICCOO6p33HO IHOATBCPANTL IIPAaBHJIBHOCTH M IIPCHU3MOHHOCTL aHaJInM3a
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oOpa3uoB mig KK He meHee yem B 1 1uKie, COOTBETCTBYIOIIEM IO BETUYNHE

INIAHUPYEMOMY aHAJIUTUYICCKOMY HHUKITY JJISI UCIIBITYCMBIX 06pasu013.

Ilpasunvnocms 6Hympu yuxia

23. [IpaBWIbHOCTD BHYTPH LHMKJIA OMPEACIISIOT MyTEM aHajlnu3a BHYTPHU
| nukna He MeHee 5 00pa3loB OJHOM KOHIICHTpAaIlluM HE MEHee ueM i 4
Pa3IMYHBIX KOHIIEHTPAIMH, BXOMSAIINX B JHUAIMa30H MPUMEHCHHUS METOIHKHU.
PexomengyeMbie KOHIIEHTpAIUH:

HIIKO;

tporiHas BenuunHa HITKO (HmwxHUM ypoBeHb);

okojio 30 — 50 % oT BepXHe# IpaHUIIbl ONpEACIIEMbIX KOHIICHTpAIUl
(cpenHMil ypOBEHB);

He MeHee 75 % OT BepXHEW TpaHMIbl ONPEACISIEMbIX KOHIICHTpPALUN
(BepXHUH YPOBEHB).

CpenHee 3HaUCHHE PACCUMTAHHBIX KOHIICHTPAITUN JOJKHO HAXOAUTHCS
B npenenax + 15% oT HOMUHANIBHBIX 3HaYeHUU Wi obOpaszioB mist KK;
omnako g HIIKO mpenmensr pomyckaercs pacmmputh g0 +20% ot

HOMUHAJIbHBIX 3HAYCHUH.

de@uﬂbHOCWlb Meofcdy yuxkaiamu

24. JIng Banuaaluy MPaBWIHLHOCTH MEXIY LHMKIAMU HEOOXOIUMO
onenuth HITKO, HmxHUM, cpenqauil 1 BepxHuil ypoBHH 00pa3ioB miss KK u3
HE MEHEE YeM M3 3 MPOAHAIM3UPOBAHHBIX LUKJIOB, IPOBEACHHBIX B TCUECHHE
HE MeHee 4YeM 2 pa3nuuHbix AHerd. CpenHee 3HAUYCHUE PACCUUTAHHBIX
KOHIIEHTPAIMI JIOJDKHO HAxXoAuThesl B mpeaenax * 15 % oT HOMUHAIbHBIX
sHaueHnt Ui oOpasmoB s KK; mus HIIKO mnpenensl gomyckaercs

pactuputh 10 + 20 % OT HOMUHAIBHBIX 3HAYCHUH.
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25. B oTyer 0 Baguganuy METOAWKHU IIPH ONPEACIICHUH IPaBHIBHOCTH
U TPEHU3UOHHOCTH HEOOXOJAMMO BKJIIOUHTH BCE TMOJYYEHHBIE pPE3yJbTaThl,

34 UCKIIFOUCHUEM JOKYMCHTHUPOBAHHBIX ITPOMAXOB.

HpCI_II/I3I/IOHHOCTB

26. IIpeliu3uOHHOCTh AHAJTUTUYECKOM METOAMKU — 3TO CTENeHb
OJIM30CTU PpE3yJIbTATOB MEXAY OTJEIbHBIMU IMOBTOPHBIMU H3MEPEHUSIMU,
BBIPAKAIOMIASICA B BHUAE OTHOCUTEIIBHOTO CTAaHAAPTHOTO OTKJIOHECHUS
(koadunmenta Bapuanuu). I[Iperu3MOHHOCT, HEOOXOAMMO TOJATBEPAUTH
nns HITKO, HukHEro, cpeaHero M BEPXHET0 YpPOBHEW KOHIEHTpPALUU
oOpaszuos st KK kak BHyTpu 1 1ukia, Tak 1 MKy pa3HbIMU ITUKJIAMHU, TO
€CTh JUIsl TEeX XK€ IHUKIOB U JaHHBIX, YTO W NPU MOATBEPKICHUU

MPaBUJIBHOCTH.

HpéI/;MS’MOHHOCWZb 6HYmMpuU YukKia

27.1lpu oOIeHKE MPEHU3MOHHOCTH BHYTPU IHMKJIA HEOOXOIUMO
UCIIOIb30BaTh HE MeHee 5 oOpasnoB ojaHou koHieHTpamuu s HITKO,
HIDKHETO, CPEIHEr0 W BEPXHEro ypoBHEH KOHIeHTpaiuu oopasioB st KK
BHYTPHU OAHOTO IHKJIA. OTHOCHTEINBRHOE CTAHIAPTHOE OTKIOHEHWE BHYTpH |
[UKJIAa HE JOJDKHO mpeBblimarh 15 % mms odpasuoB mis KK, gns HITIKO ono

HE JOJDKHO TipeBbimarh 20 %.

IIpeyusuonnocms medncoy yukiamu

28. Ilpu oleHKe MNPEUU3UOHHOCTH MEXIYy LHUKIaMU HEO0OXOIUMO
onpeaenutb HIIKO, HWXHUN, CpeIHUN W BEPXHUN YPOBHU KOHIIEHTPAIUU
oopaznoB mina KK He Menee yeM u3 3 mpoaHaIUM3UPOBAHHBIX IUKIIOB,
MIPOBEJICHHBIX B TEYEHUE HE MEHEE YeM 2 Pa3nuyHbIX AHEH. OTHOCUTEIIBHOE
CTaHJIapTHOE OTKJIOHEHUE MEXKy IHUKIAaMH HE JOJDKHO MPEeBBIATh 15 % miis

obpaznos 1151 KK, qist HITKO ono He qomkHO nipeBbimath 20 %.
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OtcytcTBUE BIUsHUS pa30aBieHHs 00pa3loB

29. CremneHp pa3baBieHus 00pasoB HE JOHKHA BIUATH HA TTapaMeTPhI
NIPABWJIBHOCTH ¥ TIPEIIM3UNOHHOCTH METOAMKHU. 110 BO3MOXKHOCTH BaJMIaIUIO
pazbaBieHus 0Opas3oB HEOOXOIMMO TMPOBOAUTHL IMyTeM J00aBICHUS K
MaTpulle aHAIM3UPYEMOTO BEIIECTBA B KOHIIGHTPAIIMU BBIINIE BEpXHEH
TPAaHMIIBI OMPENENSIeMbIX KOHIICHTPAIIMKA W Pa3BEACHHUS TOJyYCHHOTO
oOpaslla XOJOoCTOM TpoOON (HEe MeHee S omnpeAeieHUud Ha KaxIoe
pasz0apnenue). [IpaBWIIBHOCTh W TPEIU3UOHHOCTH JOJKHBI HAXOIWUTHCS B
npeaenax yCTaHOBJACHHBIX KpPUTEpHeB mnpuemieMmoctu (He Oonee * 15 %).
AHaTUTHYECKUN Juamna3oH (Iuana3oH MPUMEHEHHS) JOJDKEH BKIIOYaTh B
ce0s paz0aBiieHUE, TPUMEHSIEMOE K UCIIBITYEMbIM 00pa3IiaM.

30. OneHky amama3oHa TPUMEHEHUS MOXKHO TPOM3BECTH B paMKax
JaCTUYHOW Banmumanuu. JlomyckaeTcsi MCIOob30BaTh WHYIO MAaTPHILy, €CIIA

IMOKAa3aHO, YTO OHA HC BJIIMACT HA ITPCIHU3HUOHHOCTD U ITPABUJIBbHOCTD.

DddexT MaTpulbl

31. [Ipu npumenenun MC-MeTOAUMK HEOOXOAUMO OIEHUTh 3S(DPeKT
MaTpHIIbl, UCIOIb3Yysl HE MEHee 6 Cepuil XOJOCThIX OOpasIlOB OT Pa3HBIX
CyOBbEKTOB (MICTOYHUKOB).

32. IlyteM BBIUMCIEHUS OTHOIIEHHS MAaKCUMaJbHOW IUJIOIIAAM THUKA
B MPUCYTCTBUU MaTpHIlbl (OMpenemnsieTcsl MyTeM aHalir3a MOJArOTOBICHHOIO
X0JocToro  obpasma ¢ J00aBIEHHOM  M3BECTHOM  KOHIEHTpaluen
aHAJTM3UPYEMOTrO BEIECTBA) K MAaKCUMAJIbHOW TIJIONIAJM MHUKA B OTCYTCTBHUE
MaTpulibl (YUCTBIA PACTBOP AHAIM3UPYEMOTO BEIIECTBA B TOM XKe
KOHIIEHTpAIMU) ISl KaXJAOW Cepur MaTpHIbl JUIsl BCEX aHaIU3UPYEMBIX
BemectB U BC HeoOxomumo paccuutarh dddekr wMarpunbl  (OM).
Heobxonumo paccuntarh HOopMaiuzoBaHHbIH OM mo BC (kak yacTtHOe OT

nenenus DM ananmusupyemoro BemjectBa Ha OM BC). OtHocutenbHOE
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CTaHAAPTHOE OTKJIOHEHHE HopMain3oBaHHOro OM no BC, paccuntannoe s
6 Ouonorndyeckux oOpas3loB, HE JOKHO mpeBbimars 15 %. M3mepenus
OCYLIECTBIIAIOT ISl HMDKHETO U BEPXHETO YPOBHSI KOHIICHTpALMil 00pa3oB
st KK.

I[Ipy  HENPUMEHMMOCTH  Takoro  noaxoda  (Hampumep, MpH
MpOOOTMOATOTOBKE B PEKHUME PEaTbHOIO BPEMEHU) HEOOXOJUMO OIEHUTH
BapHaOEIIbHOCTh OTKJIMKOB MEXIY CEepUSAMH ITyTeM aHajn3a HEe MeHee 6
cepuil Marpuilbl, B KOTOpPYIO J00aBJIEHO aHAJIM3UPyEeMOE BEIIECTBO Ha
HUKHEM U BEpXHEM YpOBHSX KoHIeHTpauuu oopaszuoB i KK. B otuere o
BaJUAAIMd HEOOXOIMMO MPEICTABUTh ILIOIMIAJA IUKOB AaHAIU3UPYEMOIO
BemiectBa U BC, a Takke pacCUMTaHHbIE KOHIEHTPAIMU KaXJ0T0 oOpasiia.
OTHOCUTENBHOE CTaHJAPTHOE OTKJIOHEHHWE [UJIi CEepUHM HE JIOJKHO
npesbimarh 15 %.

33. Ecnu marpuiia MajgooCTyIHa, H0MYyCKAaeTCs UCIIOIb30BaTh MeHee 6
Pa3IMYHBIX CEpUil MaTpUIl, OHAKO TAKOM MOAX0J HE0OXOIUMO OOOCHOBATH.
B sToM ciydae Tak:ke HEOOXOAUMO OIIEHUTH 3(PPEKT MaTPUILBI.

34. Ecnim  JexkapCTBEHHBIM  TIpemapar, NpeIHa3HAauYeHHBIA  JIA
NapeHTEPATIbHOTO BBEJEHUS CyObEKTaM HCCJIEAOBAHUS WM KUBOTHBIM,
COJEP>KUT BCIIOMOTATEIbHBIE BEIECTBA, CIOCOOHBIE BbI3BaTh APPeEeKT
MaTpuilpl (HAmpUMeEp, MOJUAITWICHIJIMKOIb WM mojucopOar) sddekt
MaTpullbl B JOMOJIHEHUE K XOJOCTOM MaTrpuile OIIEHUBAIOT, HCIOJIb3YsI
MaTpully, COAEpPKAIlyl0 YKa3aHHbIE BCIIOMOTATeNIbHbIE BellecTBa. Eciau He
JIOKa3aHO, YTO YKa3aHHbIE BCIIOMOTaTEJIbHBIE BEIIECTBA IMOABEPTatOTCS
MeTabomm3My wid OuoTpanchopMaruu IN VIVO, MarTpuily s aHajiu3a
MOJIy4arOT OT CYObEKTOB HCCIEAOBAHUS WM KUBOTHBIX, KOTOPHIM BBOAMIIU
9TH BCIIOMOTATENIbHBbIE BEIIECTBA. BiusHHE BCHIOMOTrareIbHBIX BEIIECTB

MOXHO OHLCHUTH ITYTCM BbIYMCIICHUSA OM wumm IIPOBCACHHUA HCCICIOBAHUA
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MOCPENCTBOM pa3BEICHUS HCTIBITYEMOTO 00pasiia ¢ BRICOKON KOHIIEHTpaIuen
B XOJIOCTOI MaTpHIIe, HE COAEPIKAIICH BCIIOMOTaTEIbHbBIE BEIIECTRA.

35. B nononHeHne K CTaHIapTHBIM OMOJIOTHYECKHUM oOpasiam 3G deKT
MaTpPUIIBl PEKOMEHAYETCS OIEHWBaTh HA «HECTaHIApTHBHIX» 00pasmax
(Harpumep, o0paslax TUNEPIUNUACMUYECKONW IJIa3Mbl  WJIH  IUIA3MBI,
MOJTYYeHHOW M3 KPOBH, TOJBEPIIICHCS TeMoau3y). Ecin aHanu3y mojjiexar
o0pa3ibl OT OCOOBIX TIpyHI MAlMEeHTOB (HANpUMEpP, C TOYECYHOU WIH
MIEUEHOYHON  HENOCTAaTOYHOCTHIO), d3((EeKT Marpuibl pPEeKOMEHIYETCsS

OLCHHUTBL, UCITIOJIb3YA OMOJIOTUYECKHE 06pa3u51 OT TaKHX ITallUCHTOB.

CraOWIbHOCTH

36. UToOBI yIOCTOBEPUTHCS, YTO KAXKABIA dTAll TPOOOMOATOTOBKH MU
MOCJICYIONIETO aHanmu3a o0pa3loB, a TakkKe YCIOBUS HMX XPaHCHHS HE
MOBJIMSUTM HA TOCTOSHCTBO COXPAHEHHS KOHIIEHTPAIMW aHAIU3UPYEMOTO
BEIIIECTBA, IPOBOJISIT UCCIIEAOBAaHNE CTAOMIHLHOCTH.

37. CtaOUIpbHOCTh HEOOXOAWMMO OIIEHUTH IS KAXKIOTO  HdTara
AHATUTUYECKOM METONHWKH, TO €CTh TMOJYYWUTh JOKAa3areIhCTBAa TOTO, YTO
YCIJIOBHSI, 1T KOTOPBIX TIPOBEICHBI UCCIIENOBaHNs CTAOMIBHOCTH (HAIIpUMED,
BUJl OWOJIOTHYECKOTO oOO0paslla, HaJW4he aHTUKOArylIsHTa, Marepual
KOHTelHepa (yMakoBKH), XpaHEHHWE U YCIOBHS aHalIu3a) aHaJIOTHYHBI
pealbHBIM  YCJIOBUSIM  aHaJIM3a HCIBITYeMbIX oOpasmoB. Cchulka Ha
JUTEPATypHBIC UCTOYHUKHU HE SBJISETCS TOCTATOYHBIM YCIOBHUEM.

38. CTaOuipHOCTh aHAM3UPYEMOTO BEIIECTBA B UCCIETyEMOM 00pasiie
OIICHWBAIOT, HWCIOJB3YysSd OOpaslbl HIKHETO W  BEPXHETO  YPOBHS
koHeHTpanuu st KK, koropele wuccienyrT cpa3dy Mocie  HX
POOOIOATOTOBKM M TIOCJE XPAHEHUS B YCIIOBHSX, B KOTOPBIX MPOBOIUTCS
pabora ¢ wucnbiTyeMbiMu oOpazuamu. OOpasnsl s KK, kak mpasuiio,

AHAIM3UPYIOT MO  TPagyUpPOBOYHOM  KPUBOW,  PACCUUTAHHOW IO
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CBEXETPUTOTOBIICHHBIM  TPAayHMpPOBOYHBIM  pacTBopaMm.  [lomydeHHbIe
KOHIICHTPAIIUU CPABHUBAIOT C HOMHHANIBHBIMU. [IpaBHIBHOCTD TSI KaXKIOM
U3 KOHIICHTpaIuid (IJ1s1 CpeTHUX 3HAYEHMI) TOJDKHA HaXOIUThCS B TIpeenax
+ 15 % oT HOMHUHAJIBHOTO 3HAYCHUS.

39. HeoOxonumo, yuuThIBas JIMHEWHBIM JHMama3oH W JWarna3oH
OTpEeNIeNICHUS] JICTEKTOpPa, HMCIBITaTh CTAOMIIBHOCTh HCXOAHBIX M paboumx
PacTBOPOB MOCJIE COOTBETCTBYIOIINX PA3BEICHHIA.

40. VccnenoBanusi CTaOWJIBHOCTH HEOOXOAMMO TPOBOJIUTH MPH
Pa3IMUHBIX  YCJIOBHUSX  XpaHEHUs  (HampuMep, HCIOJIb3yS  IOJIXOJ
KHAUXYIIIETO CIydas»), MO0 CPOKaM PaBHBIM WM IPEBBIIIAIOIIMM CPOKH
XpaHeHUs (PaKTHIECKUX aHAJTU3UPYEMBIX UCCIETYEMbIX 00pa30B.

41. Heo0xoamuMo IPOBECTH CIICAYIONINE UCTIBITAHUS CTAOUILHOCTH:

a) CTaOMJIBLHOCTh HCXOAHBIX M PabOYMX PaCTBOPOB aHAIU3UPYEMOTO
BemiecTBa 1 BC;

0) cTaOMIBLHOCTh 3aMOPOKEHHOTO M PA3MOPOKEHHOTO OHMOJIOTHYECKOTO
oOpasia, COAepKaImIero aHaJINu3upPyeMOe BEIIECTBO (IMEPEMEIIEHHOTO W3
YCJIOBHM 3aMOPO3KHA B KOMHATHYIO TEMIIEpaTypy WA TEMIIEPaTypy YCIOBUN
npoOOIMOATOTOBKM HE MEHee uYeM B 3 [HKIaX «3aMOPaKUBaHUS —
pPa3sMOpPaKUBAHUSN);

B) KpaTKOCpOYHasi CTaOWJIBLHOCTh aHAJW3UPYEeMOro BellecTBa B
OMOJIOrMYEeCKOM 00pa3lie NMPU KOMHATHOM TeMIepaTrype WU TeMIlepaType
yCJIOBUM MPOOONOATOTOBKHY;

I') €CTECTBEHHOE XpaHEHHE OMOJIOTMYECKOro o0pasiia, COAepKaIlero
aHaJM3UPYEMOE BEIIECTBO (B 3aMOPOKEHHOM BHUJIE).

42. Kpome TOro HE0OXOAMMO MTPOBECTH CIICAYIOIINE UCIIBITaHUS (€ciu

MPUMEHUMO):



20

a) cTaOWJIBHOCTh OOpasia mocjae MPoOOMOATOTOBKM IMPU KOMHATHOM
TEeMIIepaType WX B YCIOBUSX XPaHEHHUSI, KOTOPBIC OyIyT MUCIIOIB30BATHCS BO
BpeMsl aHAJIU3a;

0) cTaOMIBLHOCTh TOABEPIIIMXCS IPOOOMOJATOTOBKE 00pa3llioB B
YCTPOMCTBE JIi aBTOMATMYECKOTO BBOjAA TMPOOBI TMpU TEMIIEpaType
WHKEKTOpa WU aBTOA03aTopa.

43. Nzydyenue cTaOMILHOCTH TIPU 3aMOPAKUBAHUN U PA3MOPAKHUBAHUH.
O6pasupl 111 KK XpaHsaT 3aMOpOXEHHBIMA B MOPO3WJIBLHOM Kamepe Ipu
PEAYCMOTPEHHON TeMIeparype U 3aTeM pa3MOPaXKUBAIOT MPU KOMHATHOM
TeMmreparype WIH TeMmieparype mnpobonoaroroBku. Ilocne momHOTO
pasMopakuBaHUs OOpasibl 3aHOBO 3aMOPAXKMBAIOT B TEX K€ YCIOBHUSIX. B
Ka)KJIOM IMKJIe 00pa3ibl TOKHBI HAXOAUTHCS B 3aMOPOKEHHOM COCTOSIHUH B
TeYeHHWe 10 MeHbIed Mepe 12 dyacoB. KommyecTBo HHMKIOB H3yYEHHS
CTaOMJILHOCTH «3aMOPaXMBAHUS — Pa3MOPAKUBAHUA» JOJDKHO OBITh PAaBHBIM
WJIU TIPEBBINIATH KOJIMYECTBO TaKUX ITUKJIOB JIJISI HCIIBITYEMBIX 00pa3IioB.

44. Nzyuenue €CTECTBEHHOTO XpaHEHUS 3aMOPOKEHHOTO
OMOJIOTHYECKOTO  00pasiia, CoIepKallero aHaJu3upyeMoe  BEIIECTBO.
O6pa3us! 111 KK HeoO6xoauMo 3aMOpPO3UTh B T€X KE YCIOBUSIX U XPaHUThH B
TaKWX YCJIOBHUSAX CTOJIBKO )K€, CKOJIBKO M UCTIBITYEMBIC 00pa3Iibl, N JIOJbIIIE.
B OTHOmIEHMM  HU3KOMOJICKYJSIPHBIX  OPTraHMYECKUX  COEAMHEHUM
JIOTTYCKAETCs MCIIOTh30BaTh MOIX0, OCHOBAHHBIM HA MCCIICIOBAHUN KPATHUX
BapuaHTOB (M€TOJl OpeKeTWHra), HampuMmep, €cld CTaOMILHOCTH
noATBepxKAeHa npu Temieparypax muHyc 70 m munayc 20 °C, ucciemoBath
CTaOMJIBLHOCTh TIPU TeMIlepaTypax, IOMAJAIUMX B ITOT JHMAla30H, HE
TpeOyercs. CTaOWUIBHOCTh KPYMHBIX MOJICKYJ (HampuMmep, MEeNTHI0B U
O€JIKOB) HEOOXOAMMO TOATBEPAUTH ISl KaXJIO0M W3 TEMIeparyp, MpH
KOTOPBIX OyAeT OCYIIECTBIATHCA XpaHEHHE OMOJIOrMYecKHX oOpasuos. B

nonoysiHeHue Kk oopazuam st KK gomyckaercs: HCIOJIb30BaTh UCIHBITYEMbIE
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o0OpasIpl, OJJHAKO HWCTOJIL30BAHUE TOJBKO HCIBITYEMBIX OOpa3IloB SIBISICTCS
HEIOCTAaTOYHBIM, ITOCKOJIbKY HOMHHAIHHBIC KOHIICHTPAIINHA aHAT3UPYEMOTO
BCIIIECTBA B HUX HEW3BECTHHI. Pe3ynbraThl M3ydeHHs CTaOUJIBHOCTH TIPH
€CTECTBEHHBIX YCJOBUSX XPAHEHHUS JOJDKHBI OBITH  MOJYyYE€HBI IO
COCTaBJICHUS OTYETA.

45. 3yyenue CTaOWIBHOCTA MCXOJHBIX W pabodyuxX pacTBOPOB.
[lonTBepknaTh  CTAaOMIBHOCTH  pabOYMX  pPacTBOPOB  JUIA  KaXIOU
KOHIICHTpAIIMU HE TpeOyeTcs, JOMYCKAeTCsl OTPAHUUUTHCS TTOATBEPKIACHUEM
CTaOWJILHOCTH KpallHUX BapuUaHTOB (MeTomoM OpekertwHra). IlomrBepkmarh
CTaOWJIBHOCTh  BHYTPEHHHX  CTaHJApPTOB, MEYEHHBIX  CTaOWJIbHBIMU
U30TOMMaMH, He TpeOyercs, eClii TOATBEPKIACHO, YTO B YCIOBHUAX, [IJIS
KOTOPBIX TIOATBEpPXKACHA CTAOMIHHOCTh aHAJM3UPYyEeMOTO BEIIECTBA, HE
MIPOUCXOIUT PEAKIIMN N30TOITHOTO OOMEHa.

46. B OTHOIIIEHWM HCCIIEIOBAaHUS C HECKOJBbKHMH aHATU3UPYyEMbIMU
BCIIIECTBAMHM, BKJIIOYas OTJICJIbHBIE HCCIEI0BaHUS OMOIKBHBAJICHTHOCTH,
HEOOXOJIUMO  TOATBEPAUTH CTAOWJIBHOCTh  KaXJOIO  aHAJIMU3UPYEMOro
BEIIIECTBA B OHMOJIOTUYECKOM 00pasiie, COACPIKAIIEM BCE aHAIU3UPYEMbIE
BEIIIECTBA.

47. B nensx moaATBEPKACHUS TOTO, YTO ONpeAeisieMble aHATUTHYECKON
METOJMKON KOHIIEHTPAIIMU aHAJIM3UPYEMOTO BEIIECTBA OTPaXXalT €ro
UCTUHHOE COJIEpKaHUE B OUOJOTMUECKUX 00pa3iiax CyObeKTa UCCIAEHOBaAHUS
B MOMEHT UX 0TOOpa, HEOOXOJUMO U3YyUHUTh CTAOUIBLHOCTh aHAIU3UPYEMOTO
BEIlECTBA B OHMOJIOTMYECKOM 0Opaslle, MOJYyYEHHOM Cpa3zy Mocjie oToopa
oOpa3IoB W B TEUEHHE IMOCIEAYIOIMIEH MNpPOOOMOATOTOBKA BIUIOTH 0O
MOMEIIEHUsI €ro B YCJIOBUS XpaHeHus. HeoOXoauMoCTh MOATBEPIKICHUS
TakoW CTaOMJIBHOCTH CJIEAYyeT paccMaTpuBarTh B YaCTHOM TOPSIIIKE,

OPUEHTUPYACHh HA XUMUYECKYIO CTPYKTYPY aHAIM3UPYEMOTO BEIIECTBA.
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3. YacTuuHas Baaugamnus

48. Ilpm He3HAYMTEIBHBIX H3MCHCHHSAX paHee BaJUIUPOBAHHOM
aHAJTUTUYECKON METOJIUKH (B 3aBUCUMOCTH OT XapaKTepa TaKuX W3MEHEHMU )
B TIPOBEJACHUU TIOJTHOM BaMJAIlM{, KaK IPaBUIO, HET HEOOXOIWMOCTH.
K u3MeHeHusM, B OTHOIIIEHUH KOTOPBIX JOMYCKAETCs MPOBEACHNE YaCTHIHOM
BaJUAAIINU, OTHOCITCSA TpaHcdep OMOaHATUTUIECKON METOIUKH B JIPYTYIO
1aboparopuio, 3aMeHa O00OpYy/JIOBaHUSA, U3MEHEHHE Juana3oHa MPUMEHEHUS,
OTpaHUYCHHBIN 00beM OUMOJIOTUUYECKUX 00pa3IoB, N3MEHEHUE
Pa3HOBUIHOCTH OHMOJIOTMYECKOTO 00pa3lia WK BHJJa JKMBOTHOTO, 3aMeHa
AHTUKOAryJsiHTa, W3MEHEHHE TPOIeAYpbl MPOOOIMOATOTOBKH, YCIOBUU
XpaHeHuss W Jap. B ordere HEOOXOAMMO OTpa3uTh BCE IPOM3OIICAIINEC
U3MEHEHUS M1 000CHOBATh 00bEM MOBTOPHOM MJIM YaCTUYHOMN BaJIUIAIIHH.

OO0beM YacTUYHOW BalWJallMM MOXET TMpernonaratb 00beM padoT
HauMHasi C MUHUMAJIBHOTO 00beMa, 3aKJIFOUAIOIIErOCs TOIbKO B BBIMOJHEHUH
OIICHKH TPEIU3UOHHOCTH W TPABWIHBHOCTH BHYTPH IMKJA, W 3aKaHYMBas

MIPOBEACHUEM TTOJTHOW BaJIMAALINH.

4. IlepexpecTHas BanuaaIus

49. Ecnu naHHBIE TOMYYEHBI C MTOMOIIBIO Pa3HBIX METOAOB (METOIHK)
B paMKax TrpyMNNbl UCCIENOBAHUM WM B paMKax OJHOTO HCCIEAOBaHUS B
Pa3IMYHBIX JTA0OPATOPUSIX C UCIOIH30BAHUEM OIHOM M TOW K€ METOJMKH,
HEOOXOAMMO CpPaBHUTH IMOJTYYEHHBIE [IaHHBbIE U TPOBECTH MEPEKPECTHYIO
BAJIMJIAlIMI0  MCIOJIb30BaHHBIX  METONOB  (MmeTtonuk). B pamkax
MHOTOIICHTPOBOTO HCCIIEIOBAaHMSl pa3inuusi B MPOOOIMOATOTOBKE WM
UCIOJIb30BAaHUE HWHOTO AaHAJIUTHYECKOTO METOJa MOXKET TMPUBECTH K
paznuyHbBIM pe3yibraraMm. [lo BO3MOKHOCTH MEPEKPECTHYIO BaJUAAIUIO
HEOOXOMMO TMPOBECTU 10 aHaIM3a HCIBITYeMbIX o00pa3loB. B pamkax

MePEeKPECTHOM BaIUJalMK HEOOXOAUMO MPOBECTH aHan3 oOpasioB 11t KK
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WIM UCIHBITYEMBIX O00pa3loB ¢ TIOMONIIbIO BCEX HCIOJIb30BAaHHBIX
aHAIMTUYECKUX METOAOB (MeToAMK). IloaydeHHbIE C MOMOIIBIO PA3TUYHBIX
METOAOB (METOMK) CpEAHNE 3HAYEHUS IPaBUIbHOCTHU Ui oOpa3uoB st KK
HE JIOJDKHBI pa3iauyarbesi Oosnee yeM Ha *+ 15 %, ofHAKO MpHU 10CTaTOYHOM
O0OOCHOBaHMM OHM MOTYT pa3gMy4arbCsi Ha OONBIIYID  BEIMYHHY.
[TorpemHOCTh MEXy IBYMsI 3HAQUEHUSMH HCIBITYEMBIX OOpa3LOB JIOJKHA
YKJIaIbIBaThCsl B quana3oH 20 % OT UX CpeaHero 3Ha4eHUsI HE MEHEE YeM JUIS

67 % MOBTOPHOCTEH.

1. AHanu3 ucbITyeMbIX 00pa3IoB

50. ITo 3aBepieHWH TOTHOW BaHMJAIMKM AHAIATHYCCKOM METOIUKH
OPUCTYMAOT K aHajdu3y HCHOBITYeMbIX o0OpasioB. Jlo Hadama aHanmmsa
UCIIBITYEMBIX 00pa3IloB HEOOXOJUMO MPOBECTH MPOBEPKY MPHUTOIHOCTU
OMOaHAJTUTUYECKOU METOIUKH.

51. C menpio obecriedeHHUS TPUEMIIEMOCTH aHAIMTHYECCKOTO ITHKIIA
poOOIOJTOTOBKY ~ HMCHBITYEeMBIX — 00pa3moB, oOpasmoB mig KK u
TPayupPOBOYHBIX PACTBOPOB HEOOXOIWMO OCYIIECTBISATH B COOTBETCTBHUU C

BUIMUPOBAHHON aHAIMTUYECKOM METOIUKOM.

1. AHaTUTHYECKUN [TUKIT

52. AHalMTHYECKUA MK COCTOMT U3  XOJOCTOro  obOpasia
(moxBeprHyTOro 00pabOTKE OMOJOTHMYECKOTO 00paslia, HE COJepXKaIIero
ananm3upyemoro BemiectBa Wi BC) u HyneBoro oOpasiia (TIOABEPTHYTOTO
00paboTke Ouosornyeckoro oodpasua, coaepxkaiiero BC), rpagynpoBOYHBIX
pacTBOpPOB HE MeHee 4eM B 6 KOHIEHTpamusax, oOpasio i1 KK He meHee
yeM B 3 KOHIIGHTpanusx (HWKHUWA, CpPeNHUA WM BEPXHUU ypOBHU) B 2
MOBTOPHOCTSX (MJIK HE MEeHee 5 % OT KOJIMYECTBA UCTIBITYEMBIX 00pa3IoB B

3aBUCUMOCTH OT TOI'O, YTO 60J'IBI_H€) N UCIIBITYCMbIX 06pa3u013, IogJjacKamux
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aHanu3y. Ecim HOMUHAIBHBIE KOHIEHTPAIMA MCXOMHBIX PAcTBOPOB HE
YCTAHOBJICHBI, TPAAYUPOBOUHBIE pacTBOPHI U 00pa3iel 11t KK Heobxogmmo
TOTOBUTHh OTACIBHO, WCIOJIb3Ys] pa3Hble IPUTOTOBJICHHBIE HWCXOJHBIC
pactBopbl. Bece o0Opasiel (rpaayupoBouHble pacTBopbl, oOpasiel mist KK u
UCIIBITYyeMbIE 00pa3Ilbl) MOJUIeKaT MPOOOMOATOTOBKE KakK eIuHas cepus
00pa3IoB B MOpPSAAKE, B KOTOPOM OHH JOJDKHBI aHAJIU3UPOBAThCA. EmmHas
cepus peACcTaBiIsieT co00i 00pa3Iibl, MOJIeKAIINE TPOOOIIOATOTOBKE B OJTHO
U TO K€ BPEMs, TO €CTh MOCIE0BaTEILHON HEMPEPHIBHON 00pabOTKE OJHUM
U TE€M >K€ aHATMTHUKOM C MCITOJIb30BAHUEM OJIMHAKOBBIX PEAKTUBOB B CXOIHBIX
ycnoBusax. CrenyeT n3berarb aHaian3a pas3aesibHO MPUTOTOBICHHBIX 00pa3IioB
B KaueCTBE HECKOJBKHX CEPUH B OJHOM aHAIUTHYECKOM ITHKiIC. Ecim aToro
n30exarb HE ymaercss (HampuMmep, BCIEACTBHE OTPAHWYCHHH  T10
CTaOMJILHOCTH TIPU MPOOOIOATOTOBKE) TO KaK/1asi Cepusl JOJDKHA BKIIIOYATh B
cebst oopasnpl st KK kak MuauMyM 3 ypoBHEH KOHIIEHTpaluu (HUKHETO,
CpPEIHETr0 W BEpXHero). B cranmapTHO# omepaliioHHOW mpouenype (jgainee —
COII) nwiu pabouux JOKYMEHTax MO HCCIEAOBAHUIO HEOOXOAUMO 3apaHee
YCTAHOBUTh KPUTEPUU TPHEMIIEMOCTH JJIsl BCErO aHATUTHUYECKOTO IHUKJIA U
€ro OTJICJIbHBIX CEPUM.

53. B mensx cHwkeHHs BapuaOEIbHOCTH PE3yJbTaTOB aHalM3 BCEX
obpa3ioB ot 1 cyObekTa B UCCIAEAOBAHUSIX OWOIKBUBAJICHTHOCTH
PEKOMEHIYETCS OCYIIECTBIATh B paMKax 1 aHamuTrdeckoro nukia. O0pasis
st KK HeoOxonmumo pacnpefenuTs Mo HUKIY TakuM o0pa3oM, YTOObI

JA0Ka3aThb IIPaBHUJIBHOCTDb U IIPCHU3MOHHOCTDb AJIAA BCCI'O IUKJIA.

2. KpI/ITepI/II/I MPUEMIICMOCTH aHAJIUTUYICCKOI'O IIHUKJIA

54. B mnporokone, maHe wuccieaoBanus uiu B COIl HeobOxommmo
YCTaHOBUTh KpUTEPUHU MIPUEMIIEMOCTH 50071 HETPUEMJIEMOCTH

AHAJIUTHUYCCKOI'O IHUKJIA. Ecmu Bech OUKJI COCTOUT H3 HCCKOJIBKHX CepHﬁ,
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KPUTEPUU MPUEMIIEMOCTHU JOJIKHBI PACIPOCTPAHATHCS HA BECh IUKII U (HJIH)
Ha KaXJYyl0 CEpUI0 B OTIEIbHOCTH. [{UKI MOXET OBITh NpUEMIIEMbIM
HECMOTPS Ha HEMPUEMIIEMOCTh CEPUU B CBSI3U C HECOOIIOJIEHUEM KPUTEPHUEB.

55. Heo6xoanMMoO yCTaHOBUTH CIEAYIOIIME KPUTEPUU TMPUEMIIEMOCTU
AHAJIMTUYECKOTO IIUKJIA:

a) SKCIIEPUMEHTAIIbHO PACCUYUTAHHBIE KOHIICHTPAIMU IPagyHupOBOYHBIX
pacTBOPOB JIOKHBI HaXOAWThCs B mpenenax +15% oOT HOMUHAIBHBIX
3HaueHui (3a uckmtoueHneM HIIKO, mjisi KOTOphIX 3TH 3HAYE€HUS MOTYT
Haxomuthest B mpenenax  +20%). DOromMy  KpUTEpUIO  JIOJKHBI
COOTBETCTBOBATh HE MeHee 75 % TpalynpOBOYHBIX PACTBOPOB, KAK MUHUMYM
s 6 pa3nuyHbIX KOHUEHTpauwi. Ecnm pe3ynprar i rpaayrpOBOYHOIO
pacTBOpa HE COOTBETCTBYET 3TUM KPUTEPUSIM, 3TOT PE3yJbTaT JOJIKEH OBbITh
UCKJIIOYEH, a TPaayupOBOYHAasl KpUBas J0DKHA OBIThH MepecunuTaHa 0e3 yuyera
ATOTO pe3yibrara (MOBTOPHBIM PErpecCUOHHBIN aHanu3). Ecin OTKIOHEHHBIN
pe3ynbTar OTHOCUTCS K TpagyupoBoYyHOMY pactBopy ¢ ypoBHeM HIIKO, to
JUIs. Takoro aHanutudeckoro nukia B kadectBe HIIKO Oynmer ciyxuthb
CIEAYIOINM HAUMEHBIINN NPUEMIIEMBIA TPAAYHUPOBOUYHBIM pACTBOP W3
Jyara3oHa JUHEWHOCTU. Eciy pe3ynbTar s rpalyHupOBOYHOTO pacTBOpa C
MakCUMaJbHOW  KOHLEHTpAalMEWd  HENpuemyieM, TO Uil  TakKoro
aHanuTHYeckoro Iukina B kadecTBe BIIKO OyaeT ciayxuTh Cclaeayrouniun
HauOONBIINN TMPUEMIIEMBI TPaAyUPOBOYHBIN pacTBOp U3 JUaNa3oHa
JUHEUHOCTH.  llepecunTaHHBIA  AHAJIWTUYECKUWA  JWANa30oH  JOJDKEH
oxBaTbIBaTh Bce 00pa3inl 1ia KK (HuxkHEro, cpeHero u BEpXHET0 YpOBHS);

0) 3HaueHus mpaBuiIbHOCTH oOpasuoB mia KK gomkHbl nexarh B
npenenax * 15 % OT HOMUHAJIBHBIX 3HAYEHU. DTOMY KPUTEPHUIO JOHKHBI
COOTBETCTBOBaTh He MeHee 67 % oOpasnoB a1t KK u He menee 50 %
00pa3oB JJIsl KaXkA0W KOHIEHTpaluu. Eciu 3Tu KpUTepuu He cOONM0atoTCs,

AHAIMTUYECKUA LUK HEoOXOIMMO 3a0pakoBaTh, a HCCIEAyeMble OOpa3lbl
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MOJIBEPTHYTh MTOBTOPHOM MPOOOMOATOTOBKE U aHau3y. [Ipu ogHOBpEeMeHHOM
ONPEAECICHUN HECKOJBbKUX AaHAIU3UPYEMBIX BEIIECTB KaXJIOMy U3 HUX
JOJDKHA COOTBETCTBOBATH OTJENbHAsT TpaayHpoBouHasi KpuBasd. Ecnu
AHAIMTUYECKUN LMK 1O OAHOMY W3 aHAJIU3UPYEMBIX BEIIECTB SIBIISETCS
MPUEMJIEMBIM, HO HEMPUEMIIEMBIM IO JAPYroMy, JOMYCKAETCs MCIIOIb30BaTh
JTAHHBIE TIO KOHLIEHTPALNU MTPUEMIIEMOTO aHAIM3UPYEMOTO BEIIECTBA, OJHAKO
IJISL ONPENICIICHUS KOHUEHTPAUH OTKIIOHEHHOTO aHAJIU3UPYEMOTO BENIECTBA
00pa3ibl HEOOXOUMO TTOABEPTHYTH MOBTOPHON MPOOOTIOITOTOBKE M aHATIHU3Y.

56. Ecnu nmpu MOBTOPHOM HCIIOJIB30BaHUN TPATyUPOBOUYHBIX PACTBOPOB
omud u3 HuUx — HIIKO wmm BIIKO - oka3bpiBaeTcsi HENpUEMIIEMBIM,
AHAJIUTUYECKUU JMana30H METOJAUKH HE MEHSIETCS.

o57. JIng xaxpaoit koHueHTpanuu o6OpasnoB it KK  Heobxomumo
paccuuTarh CpPEIHUE 3HAUYCHUS MPABWIBHOCTM W TMPEHU3HUOHHOCTH BCEX
MPUHATHIX [UKJIOB U BKJIIOUWTh MX B aHAJUTUYECKUU OTYET. Ecim cpenHue
3HAYEHUs TIPABWJIBHOCTU W 3HAYCHUS MPEIM3HMOHHOCTU mpeBbImaioT 15 %,
HEOOXOAMMO TMPOBECTH  JOMOJHHUTEIBHOE pacclielOBaHUE C  IIEJIbIO
OOBACHEHUS TaKUX OTKJIOHEHUM. [10/100HbIE pe3ynbTaThl MPU UCCIETOBAHUSIIX

OMO’KBUBAJICHTHOCTH MOT'YT ITPUBCCTU K HECIIPUCMIICMOCTHU JJdHHBIX.

3. Ananutnueckuii nuanason (Calibration range)

58. Ecnu 50 Hayasia aHanM3a MCIBITYEMbBIX O0pa3lloB M3BECTHO WIIH
OXKUJAETCSA, YTO JUANa3OH KOHIEHTPALMI aHAIM3UPYEMOIO BEIIECTBA B
UCIIBITYEMBIX 00pasuax OyzneT y3KuM, TO B LEIAX HaJAEKHOIO pacuera
KOHIIEHTpAallMii B HCIBITYEMBbIX O0pa3lax peKOMEHAYETCs 00 CYy3UTh
aHAJIMTUYECKUN TMAIa30H U alaliTUpOBaTh KOHUEHTpauuu oopa3uos st KK
K HeMy, Ju00 BKIOUMTH HOBble o0pasusl i KK ¢ coorBercrByrommumun

KOHOCHTPAIWUAMM.
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59. Ecnm y3Kkoro nmara3oHa pe3yibTaToB aHaln3a He 0KUJIaeTCsl, HO OH
HaOJIIOAaeTCs MOCIie Hayajla aHalii3a oOpas3IoB, PEKOMEHIYETCS OCTaHOBUTH
aHanu3 W JKOO CY3UTh YCTAHOBJICHHBIM aHAJUTUUYECKHM HAIMa30H C
MIEPECMOTPOM CYIIECTBYIOIIMX KOHIleHTpanuii obpazmoB i1 KK, mau6o
nepes BO30OHOBIICHHMEM aHaJIM3a MCIBITYEMbIX OOpa3lloB BKJIOYUTH B
aHAIMTUYECKUM auama3oH oo6pasusl a1 KK ¢ jmomonHuTEnbHBIMU
KOHIIEHTpanusiMu. [loBTOpHBIN aHamn3 00pa3loB, MpoaHATU3UPOBAHHBIX /10
ONTUMHU3AIUK AaHATUTUYECKOTO JIMara3oHa WKW KOHIIEHTPAIM 00pa31ioB I
KK, ne Tpebyercs.

60. [IpaBwio, ykazaHHoe B myHKTe 59 HacTosmux TpeOoBaHHI Takke
MPUMEHUMO, €CIIM BBISICHACTCS, YTO OOJIBIIIOE KOJIMYECTBO KOHIIEHTpAIUi
aHAJTM3UPYEMOTO BEIIECTBA B MCHBITYEMBIX 00pasiiaXx MPEBBIIAET BEPXHIOO
IpaHUIly ONpPEAECIsAEMbIX KOHIIEHTpalui. B 3ToM cilydyae 1o BO3MOKHOCTH
HEOOXOJIUMO  PACIHIMPUTH  AHAJUTHYECKHN  JUara3oH W BKIIOUUTH
TOTOJIHUTENbHBIE 00pa3iibl it KK min u3MeHuTh UX KOHIIEHTPAITUIO.

61. B nuama3oH KOHIICHTpAIMii, yYCTAaHOBJICHHBIA [JII HCIBITYEMBIX
00pa3IIoB, JIOJKHBI BXOJWTh HE MEHee 2 KOHIeHTpalui oopasnoB s KK.
Ecnu ananuTuyeckuid AMana3oH W3MEHSETCS, B IENsSIX pacueTra (PyHKIIUH
OTKJIMKa W  TOATBEPXKICHUS  MPABWIBHOCTH W MPEIU3UOHHOCTHU
OWoaHaTUTUYECKass  METOAMKA  TOJICKUT  TOBTOPHOM  (YaCTHYHOM)

BaJIUJIAIINH.

4. IToBTOpHBIN aHAJIN3 UCTIBITYEMBIX 00pPa3I0B

62. Jlo Hauajma aHaimnW3a OOpa3IOB B MPOTOKOJIC BaJMJIAINH, IUIaHE
aHamm3a wid COIl  HeoOXOIMMO YCTAHOBHUTh BO3MOXKHBIC IIPHYMHBI
IIOBTOPHOT'O aHaJM3a MCIBITYeMbIX 00pa3loB U KPUTEPUH BbIOOpA 3HAUYCHUH,

MOJICKAIMX BKIIOUEHHIO B aHAJATHYECKHM oTdueT. B  oruere 00
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HCCIIeIOBAaHUM HEOOXOJMMO OOOCHOBATh KOJMYECTBO OOPa3loB (M MX OO
OT OOIIEro KOJIMYECTBA), MOABEPTIINXCSA IOBTOPHOMY aHAIHU3Y.

63. IloBTOpHBIN aHATU3 UCHIBITYEMBIX 00Pa3llOB, MOXKET MPOBOIUTHCS B
TOM YHCJIE TIO0 CIAEAYIONIMM IPUYUHAM:

a) 3a0pakoBKa AaHAJMTUYECKOTO IIMKJIa BCIEACTBUE HEBBINOIHEHUS
KpUTEPUEB MPUEMIIEMOCTH B OTHOIICHHWH MPABWIBHOCTH TPaTyHPOBOYHBIX
pactBOpoB U (1K) oOpasiion 1t KK;

0)ananmurnueckuid curHan BC 3HauMTEeNnbHO OTIIMYAETCS OT CUTHAJA,
MOJIYYeHHOTO JIsi TPaJyupOBOYHBIX pacTBOpoB M oOpasuoB st KK (ecnu
TaKkue Kputepuu 3apanee yctaHoBieHbsl B COII);

B)OIIMOKM TNpHU  BBEAECHUM  OOpa3lOB  WJIM  HEUCHPABHOCTH
aHAJUTUYECKOTO 000PYIOBaHUS;

I') HAJIMYKE IUKIIOB, B KOTOPBIX:

rpaJyupOBOYHBIM 00pa3zel] C HIKHUM YPOBHEM OBbLUT HUCKIIIOYEH U3
rpagyupOBOYHOM KPUBOM;

pacCUMTaHHBIE KOHIIGHTPAIIUM TPEBBIMIAIOT BEPXHIOK TPaHUILY
OIPEAEIIAEMbIX KOHIICHTPAIIUH;

paccuuTaHHble KoHIeHTparuu HaxoasTcs Hike HIIKO s gannoro
MKJIa, 4To npuBeno k yBenudeHuto ero HIIKO mno cpaBHenuto ¢ apyrumu
UKJIAMH;

1) OOHapy>KEHHWE AaHaJM3UPYyEeMOro BellecTBAa B  OHOJIOTHYECKOM
oOpasie, MOJTYy4YeHHOM J0 NpueMa (BBEJEHMs) JEKAPCTBEHHOIO Mpernapara,
WJIU B XOJOCThIX oOpasnax Ha ypoBHsax HIIKO;

€) HECOOTBETCTBUE  KPUTEPUAM  MPUEMIIEMOCTH TP  MPOBEPKE
IPUTOIHOCTU XpoMaTorpaduyecKkoro aHaan3a.

64. IToBTOpHBII a”HaJIn3 UCIIBITYEMBIX 00pa3IoB 1o
(hapMaKOKHHETUYECKUM TMPUINHAM B HCCIICTOBAHUAX OMOIKBUBAJICHTHOCTH

ABJIACTCA, KaK IIPaBUIJIO, HCIIPUCMIICMBIM, ITOCKOJIBKY OH MOJKCT IIOBJIMATH HA
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pe3yabTaThl HMCCIENOBAHUS M WCKa3uTh HMX. B 3TOM cilydae TOBTOPHBIM
aHalli3 MOXXHO pPacCMaTpHUBaTh KAaK YacTh JIADOPATOPHOTO PacClIeOBAHMS
C IEJIbI0 BBISIBICHHWS BO3MOXHBIX MPUYUH AHOMAJIBHBIX PE3ylIbTaTOB U
IpeI0TBpaIIeHUS] BOSHUKHOBEHUSI MOAOOHBIX MPoOieM B OyayIiem.

65. Eciii MOBTOpHBIN aHalu3 MPOBEJEH BCIEACTBUE OOHAPYKEHUS
aHAJIM3UPYEMOTrO BEIIECTBA B OMOJOTHYECKUX OOpa3lax MOIYYEHHBIX [0
nprema (BBEZICHUS) JIEKapCTBEHHOTO npemnapara 178105 o
(dbapMaKkOKMHETHUYECKUM  TpPUYMHAM, HEOOXOAMMO omHucarb  0Opaslibl,
MOJIBEPTHYTHIC TTOBTOPHOMY aHaJIM3y, U MPEJACTABUTH JAHHBIE O HAYaJIbHBIX
3HAYEHUSX, TPUUMHAX TTOBTOPHOTO aHAJU3a, 3HAYCHUSX, TTOJYYSHHBIX B XOJI€
MOBTOPHOTO aHAJIM3a W yKa3aTh MPUHSTHIC B UTOTE 3HAYEHUS U 000CHOBAHUS
IPUEMIIEMOCTH.

66. Ecniu B Xode BaiMaalMM JI0Ka3aHa  YAOBIETBOPHUTEIbHAs
OPEIU3UOHHOCTh  JUIsl  TOBTOPHOM  WHXEKIMM U CTAOMIBHOCTH
MOJIFOTOBJICHHBIX 00PA31[0B B yCTPOUCTBE AJIsI aBTOMAaTUYECKOTO BBOJIA MPOO,
IpU HEWCIPABHOCTH OOOPYIOBAaHUS JOITYCKAETCS TOBTOpPHAS WHXKEKITUS
oOpasmoB. [loBropHass WHXKEKIHMS BCETO AaHAJIUTHYECKOTO IUKIA WU
OTIENBHBIX 00pa3IOB I'PayUPOBOYHBIX PacTBOpOB min 00pa3ioB s KK B
CUJIy 3JIeMEHTapHoro Opaka mpu rpaayupoBke jauoo oopasuoB misa KK 6e3
KaKoM-1100 yCTaHOBIIEHHON aHATMTUYECKON TPUYMHBI HEAOIMYCTUMA.

67. be3omacHOCTh CyOBEKTOB HCCIIECNOBAHUSA JODKHA PEBATMPOBATH
HajJ JOOBIMH JAPYTMMH aclekTaMu wuccienoBanms. [lostomy mpu ee
oOecreyeHn MOTYT BO3HHUKHYTh WHBIE OOCTOSATEIhCTBA, TpeOyromne
MOBTOPHON MPOOOMOATOTOBKM U (MJIM) MOBTOPHOTO aHalIM3a OTIEIbHBIX
UCIIBITYEMBbIX 00pa3lioB (HaNpuUMep, €Ciau OOHApYKEHbl HEOXKHUJIAHHbIC WU
PE3KO  BBIACISIIONIUECS PE3yJAbTaThl, KOTOpbIE MOTYT TIOBIUATH Ha

0€30MMacHOCTh IaIlMeHTA).
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5. NnaTerpupoBanue (00paboTka XpomMaTorpamm)

68. B COIl neoOxommMmo ommcarh WHTETPUPOBAHUE W IOBTOPHOE
UHTETPUPOBAHUE XpOMATOrpaMM. B aHAJIMTHYECKOM OTYeTe HEOOXOIMMO
OOBSICHUTh BCE OTKJIIOHCHHS B BBINOJIHEHWHW mporeayp ot nanaoro COIIL.
[TapaMeTpbl ~ WMHTETPUPOBAHUS  XPOMATOIpaMM W TPH  [OBTOPHOM
UHTCTPUPOBAHUM HadaJdbHBIE W KOHCYHBIC JIAHHBIC HMHTETPUPOBAHUS
HEOOXOUMO BHOCHTH B JOKYMEHTBHI J1a0OpaTopuM M MPEACTABIATH 110

3arpocy.

IV. IloBTOpHBIN aHAIN3 aKTUBHBIX UCIIBITAHHBIX 00PA3I0B

69. lcnonb3oBaHue rpaaydupoBOUHBIX pacTBOpoB U oOpasuoB mis KK
BO BpEMs BajuJallMM HE BCErJga HUMUTUPYET pEajbHbIE HCIBITYEMbIC
oOpaszipl. Paznmuuus B Xode IPOOOMOATOTOBKM M XpaHEHUsS 00pa3loB
(HampuMep, B CBSI3bIBAaHUU € OeJKaMu, 00paTHOE MpeoOpa30BaHUE U3BECTHBIX
Y HEU3BECTHBIX METabOJIMTOB, HEOAHOPOIHOCTh (T€TEPOreHHOCTh) 00Pa3IoB
WIN TPUMEHEHHUE COMYTCTBYIOIIUX JIEKAPCTBEHHBIX MPEMapaToB) MOTYT
NOBIMATH  HA  TPaBWIBHOCTh M MPEUU3HUOHHOCTh  ONpEeNeTeHUs
aHaJTU3UPYEMOro BellecTBa B Takux oOpasnax. Creayer OIeHUBAThH
MPAaBWIbHOCTh AKTUBHBIX HCHBITAHHBIX OOpa3lOB IMOCPEICTBOM  UX
MOBTOPHOTO aHaldW3a B OTACNbHBIX LHUKJIaX B Japyrue JHU. OO0bem
UCCJIEIOBAaHUSI 3aBHUCUT OT CBOMCTB aHAJIM3UPYyEeMOro BeUIECTBA U
UCIIBITYEMBbIX O00pa3lloB W JOKEH OCHOBBIBATHCS HAa AHAIUTHUYECKOU
MeTonuke (METo/e) U MPUPOJIe aHAIM3UPYEMOIO BeliecTBa. TeM He MeHee
CIIEIyeT OPUEHTUPOBATHCS Ha CIEAYIOIIEEe MPaBUIIO: €CIU KOJIUYECTBO
obOpaszioB He mnpesbimaer 1000, moBropHomy aHanuzy mnomiaexur 10 %
UCIIBITYeMbIX 00pasuoB, a eciau oHo mpesbimaer 1000 to 5 % ot oOiiero
Yuclia  UCHBITYyeMbIX  o0pas3noB. CremyeT HCHOIB30BaThb  0Opa3Ilbl,

coOoTBeTCTBYIOMUE Cax U (ha3e STUMUHALIHH.
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70. OTHOCHTEIbHAS TIOTPEITHOCTh MEXKIYy HWCXOMAHO TIOTyYeHHOU
KOHILIEHTPALUUEH U KOHLIEHTPALUEN, [IOJIYYEHHOU IIPU ITOBTOPHOM aHAJIN3e, HE
noipkHa npesbimath 20 % B HE meHee yeM 67 % cirydaeB. OTHOCUTENbHAS

MOTPEUTHOCTh PACCUUTHIBAETCA M0 cienyomlen Gpopmyse:

IIOBTOPHOE 3HAYe€HHEe—HCXO0JHO€Ee 3HaYeHHue
OTHOCUTE/IbHAs OTPENIHOCTh = ( P ) % 100 %
cpejHee 3Ha4YeHne

OtHocuTeNnbHAs  MOTPEHIHOCTh, mpeBblmaromas 20 %, Moxker
YKa3bIBaTh Ha aHAIUTUYECKHUE TTOTPEIIHOCTHU U MOJICKUT PACCIICIOBAHHUIO.

/1. Ecnu npu aHain3e aKTUBHBIX HCHBITAHHBIX OOPa3IOB BBISBICHBI
Pa3HOPOHBIE PE3YbTaThl, HEOOXOAMMO YCTAHOBUTH UX MPUUYUHBI U MPUHSIThH
HaJIeKaIlne MEpBI I10 MHHUMH3AIUH HEYJOBJICTBOPUTEIHLHON
MPaBWIBHOCTH (M TIPEIIU3UNOHHOCTH).

/2. I1oBTOpHBIN aHAIN3 aKTUBHBIX MCIIBITAHHBIX 00Pa3ll0B HEOOXOIUMO
OCYILIECTBIISATh, KAK MUHUMYM, B CJICIYIOIIUX CIIy4asx:

a) MpU TPOBEICHUHM TOKCUKOKMHETHYECKUX MCCIACHOBAaHUN IS
Ka’KJIOTO BHJIa )KUBOTHBIX;

0) BO BceX  OMNOPHBIX  (PErUCTPAllMOHHBIX)  HMCCIEAOBAHUIX
OMO’KBUBAJICHTHOCTH;

B) BO BCE€X KJIMHUYECKHX HCCIEAOBAHUAX, BIIEPBbIC MPOBOJUMBIX Y
YeJI0BEKa;

I') BO BCE€X KJIMHUYECKUX HCCJIEAOBAHUAX, BIIEPBBIC IPOBOIUMBIX Y
MTaIEHTOB;

1) BO BCE€X KJIMHUYECKUX HCCJIEAOBAHUAX, BIIEPBBIC MPOBOIUMBIX Y
MAlMEHTOB C IEYEHOUYHOU U (WUJIM) TTIOYEYHON HEJIOCTATOYHOCTBIO.

IToBTOpHBIM  aHaAIWM3 AaKTUBHBIX HCHOBITAHHBIX  OOpas3IoB  IpH
MIPOBEJICHUN MCCIIEIOBAHUI HA KUBOTHBIX JIOIMYCKAETCS MMPOBOAUTH TOJIBKO B
UCCIIEIOBAaHUSIX paHHEH (a3bl MPH YCIOBUHU, YTO TAKOW aHAIM3 SBISETCS

PCIPC3CHTATUBHBIM JII OIIOPHBIX HCCJIEIOBAaHNM OTHOCHUTEIBHO BBEIACHHOU
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J03bl  JIGKAPCTBEHHOTO  TMpernapara ¢ MOJYYEHHOM  KOHIEHTPAIUU
aHAJM3UPYEMOIO BEIIECTBA.
73. O0pa3upl HE MOJUIEKAT CMEIIMBAHUIO JAPYT C JAPYTOM, MOCKOJBKY

9TO MOXKCT OT'PAaHUYNUTD BBIABICHUC PC3KO BLIACIIAIOINUXCS PE3YIILTATOB.

V. [TonmuMepcBA3bIBAIOIINE METOIBI
(MeToabl CBA3BIBAHUS JIUTAHA)

1. CrangaptHbie 0Opasilsl

/4. MakpOoMOJNIEKyJIbl ~ SIBIISIFOTCSI  T€TEPOT€HHBIMHU, TOATOMY  HX
aKTUBHOCTh U MMMYHOPEAKTUBHOCTh MOTYT BapbupoBaTbca. CTaHAapTHBIM
MaTepuall JOJKEH OBITh XOPOIIO OMHCaH M JOKYMEHTUpPOBaH (Hampumep,
JOJKEH HWMETh cepTU(UKAT aHanu3a M JOKYMEHTBI, IOATBEPKIAOIINE
MPOUCXOXKJICHUE CTaHAapTHOro marepuana). HeoOxoguMo UCHOIB30BAThH
HauOoJiee YMCTHI  CTaHIApTHBIA  oOpazenr w3  gocTynHbix. [lpwu
OPUTOTOBJIEHUH TPaAyUpPOBOUHBIX CcTaHAapToB u obOpasuoB a1 KK
PEKOMEHAYETCS MCIOJIb30BaTh CEPUI0 CTAaHJAPTHOTO o0pasilia, KOoTopas
UCIIOIBb30BAIACH B MPH MPOBEACHUHM JOKIMHUYECKUMX W KIMHHUYECKHUX
uccnenoBanuii. Ilpu cmeHe cepuum cTaHmapTHOro oOpasiia mnepea  ee
UCIIOIb30BAaHUEM HEOOXOJMMO TIPOBECTH ONUCAHUE €€ AHAIUTUYECKUX
XapaKTEepPUCTUK M OLICHUTh €€ OHOaHATUTHUYECKYIO MPUTOJAHOCTb, YTOOBI
yIAOCTOBEPUTHCS, YTO (PYHKIIMOHAJIbHBIE CBOMCTBA MeTOna (METOAMKH) HE
HapyIICHBI.

2. Banmumamus MeTonukn

75. Ilpu u3zydyeHun ¢apMaKOKMHETHUKHU JIEKAPCTBEHHBIX MpENaparoB Ha
OCHOBE MaKpOMOJIEKYJ HanuOO0JIee YaCTO UCIOIb3YIOTCS METO/IbI, OCHOBAHHbBIE
Ha cBs3biBaHun Jranga (MCJI), wi UMMYyHOXMMHYECKHWE METOJbI.
[TpuHIUIIBI BaUJAMK U PEKOMEHAIIMY 110 aHAJIU3Y UCTIBITYEMBIX 00pa3oB

cinenyet npuMmeHATh 1 K MCJI. OgHako Takue METOIMKH MOTYT CO3/1aBaTh
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3aTPYAHEHHUS TIPU MPOBEACHHMM WX BaIWAAUWW. BBUIYy NPUCYIIHX
MaKpOMOJIEKYJIaM  CBOMCTB M WX CJIOXHOM  CTPYKTYpbl  MpPOLECC
npoOONOATOTOBKM (M3BJICUEHHUSI) 3aTPYyIHUTENIECH, MOATOMY aHaju3, Kak
paBUjIO, MPOBOAST O€3 MPEABAPUTEIHHOIO BBIICICHUS AHAIU3UPYEMOIO
BellecTBa. KpoMe TOro, 3TM METOAMKH HE MO3BOJIAIOT HEMOCPEACTBEHHO
ONpENEeNIUTh COoJepkKaHue (KOHLIEHTPAIMI0) CaMUX MaKpOMOJEKYN, a
KOCBEHHO M3MEPAIOT PE3yJIbTaT PEAKIUU CBA3BIBAHUS MAKPOMOJEKYI C

PCAKTUBaAMM, UCITIOJIB3YIOIIIUMUCA B MCTOC (MGTOI[I/IKC).

[Tomuas Banumanus
Cneyuguunocmso

76. Ilon cnenu(pUIHOCTHIO CBS3BIBAHUS C PEAKTHBAMH ITOHHMACTCS
CIIOCOOHOCTh PEAKTUBOB CBSI3BIBATHCA HCKIIOYUTEIBHO C HU3Y4YaeMbIM
aHamu3upyeMbIM BeliecTBOM. Cnenu@uyHoCTh CBA3aHAa C KOHIIEMIIHUEH
MEPEKPECTHOM PEAKTUBHOCTU. TE€OPETUYECKH CBA3BIBAIOIIMN  PEAKTHUB
JOJDKEH OBITh CHeMu@UYHBIM W HE JOJDKeH 00JagaTh NepeKpecTHOM
PEAaKTUBHOCTBIO CO  «CTPYKTYpPHO  POJACTBEHHBIMH  COCIMHECHUSIMU»
(HampuMep, HHJOTEHHBIMU COCIMHEHHSAMH, H30(OpMaMH, BapHaHTHBIMU
dbopmMaMu aHATU3UPYEMOIO BEIIECTBA M AHAJOTMYHBIMU 1O (PUBUKO-
XMMHUYECKUM CBOMCTBAM COCAMHEHUSAMH) U JIEKAPCTBEHHBIMH IIperaparaMy,
COMYTCTBYIOIIUM TTPUEM KOTOPBIX BEPOSATEH CyObeKTaMu uccienoBanus. [Ipu
pa3paboTke MeToJa W €ro BaJduAallid, TaKhue «CTPYKTYpPHO POJICTBEHHBIE
COCIMHEHUSI» KaK [MpaBWIO OTCYTCTBYIOT. WM3ydeHue crnenupuyHOCTH
JOITYCKAETCsl OCYILIECTBIISITh MOCJE 3aBEPUICHHS BadUJAllMM W HAKOIUICHUS
JAHHBIX O CBOMCTBAx aHAJIM3UpyeMoro BemiecTBa. CrerudUIHOCTh CIeayeT
UCIIBITBIBaTh C  Hcmojib3oBaHueM obOpasnoB 11 KK, mocpencrBom
npuOaBiieHUs] B OMOJOTUYECKHUE 00pa3libl, HUKOTJA paHee HEe COJEPKaBIIHE

JNEUCTBYIOIIEr0 BeliecTBa (Ouonoruueckue oOpaslibl, MOJYyYEHHBIE OT
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KUBOTHBIX WU CYyOBEKTOB, KOTOPHIM HUKOTJAa HE BBOJWJIN AHAIM3UPYEMOE
BEILIECTBO), BO3pACTAIONIMX KOHIEHTPAIUA JOCTYHNHBIX «CTPYKTYPHO
POICTBEHHBIX MOJIEKYJ» WM JIEKAPCTBEHHBIX IMPEMAPATOB, KOTOPHIE, Kak
oXujaercs, OyayT HPUMEHATHCS OJHOBPEMEHHO, a TaKXKe MOCPEICTBOM
ONpENIEIICHUs] TMPAaBUIBHOCTH METOIMKHA TPU aHAJIN3€ paccMaTpUBaeMoiu
MakpoMoyieKkynbl Kak Ha ypoBHsAx HIIKO, Tak u BepxHEHW TpaHULbI
OnpeAensieMbIX KOHUEHTpauul. Kpurepun npuemiieMOCTH METOOWKHU IS
oOpasuoB ais KK momkHbl HaxoauThes B npeaenax + 25 % oT HOMUHAJIbHBIX

3HAUYCHUN.

Cenekmusenocms

/7. Tlom ceneKTUBHOCTHIO METOIMKH CBSI3BIBAHUSI JIUTAH/Ia TTIOHUMAETCS
CIIOCOOHOCTh ONpPENEeNsATh pacCMaTpUBACMOE AaHAIM3UPYEMOE BEIIECTBO B
MPUCYTCTBUU HEPOJICTBEHHBIX COCIMHEHUNA B OHUOJOTHMYECKOM OOpasIle.
BBuay npucynmx MakpomoJieKylaM CBOMCTB MX H3BJICUCHHE, KaK MPaBUIIO,
HE TIPOBOMAT. B CBsI3M ¢ 3TUM, HEPOJCTBEHHBIE COCIMHEHUS, COACPIKAIIUECS
B OuosiornueckoM oOpasie (Hampumep, (HEpMEHTHI, OCYIIECTBIISIONINE
JETpaallii0 MAaKpOMOJIEKYII, TeTepO(IIbHBIC aHTUTENIA WM PEBMATOMIHBIN
¢dakTop) MOTYT OKa3blBaTh BIWSHHE HA PE3YIbTaT KOJIMYECTBEHHOTO
ompenesieHuss Tpu  AaHHOM aHanmu3e. CeNeKTUBHOCTh  MCIBITHIBAIOT
MOCpe/CTBOM TpubaBiieHnss He MeHee 10 HMCTOYHHMKOB OHMOJOTHMYECKHUX
oOpa3noB Ha ypoBHe HIIKO wunm Onuskom k Hemy. Takue HCTOUHUKH
JOJKHBI BKJTFOUATh TUMEPIUMUAEMAYECKUE U TEeMOJIN3UPOBAHHBIE 00PAa3IlhI.
CrnemyeT BKIIOUYWTH B HCIBITAHWE WCTOYHMKH OWOJOTHYECKUX OO0pPa3IloB,
MOJTyYEHHBIC Y TIOMYJISIMY MAaIlMEHTOB C COOTBETCTBYIOIIUM 3a00JICBAHUEM.
CenekTUBHOCTD cieayetr u3yunth Ha ypoBHe HIIKO wim Gauskom k Hemy.
Takxe menecooOpa3HO U3YYHTh CEJICKTUBHOCTh MpHU 00Jiee BBICOKHX

KOHOCHTPAIUAX  aHAJIU3UPYCMOI'O  BCHICCTBA. Ecim  BiamsHue HOCHUT
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KOHIIEHTPAIIMOHHO  3aBUCUMBIA  XapakTep, HEOOXOIMMO  YCTaHOBUTH
MHUHUMQJIBHYIO KOHIICHTPALMIO, MPU KOTOPOM TAaKOE€ BIMSHHE 3HAYMMO.
3HaueHus NPaBWILHOCTU METOIUKHU JOJIKHBI HaX0AUThCs B npenenax + 20 %
(= 25 % npu HITKO) oT HOMHHAIBHOW KOHIICHTPAIIMK B 10 MEHBIIICH Mepe

80 % n3yuYeHHBIX OMOJIOTHYECKUX 00Pa3IOB.

Apghexm nepenoca

78.1lpy  WCMONB30BaHWM  ABTOMATHU3UPOBAHHBIX  JO3HPYIOMIMX
YCTPOWCTB HEOOXOAMMO H3YYUTh BO3MOXXHOCTH IIEpEHOCAa B 00pasilbl
aHAJIM3UPYEMOT0 BEIIECTBA MOCPEICTBOM IMOMEIIEHUSI XOJOCTHIX 00pa3loB
nocie 00pas3oB ¢ BHICOKOW KOHIICHTpAIMEN aHAIM3UPYEMOTO BEIIECTBA WU
IrPagyHpOBOYHOTO  CTAaHJApTa  BEPXHEW  TpaHULBI  ONPEACISIEMBIX

KOHIICHTpalun

Bwvibop paszunosuornocmu buonocuueckoeo oopasya.

79. BBuny  3HAUMTENBHOTO  BIMSHUS ~ BBICOKMX  KOHIICHTpPAIIUNA
CTPYKTYPHO POJCTBEHHBIX YHJIOTEHHBIX COCIWHEHUN Ha Pe3ysIbTaT aHaJn3a
OTNpe/eNIeHue HEKOTOPBIX MaKpOMOJIEKyJl ©0e3 MpeaBapuTeIbHOTO UX
U3BJICUCHUS U3 CIIOXKHBIX OMOJIOTHYECKUX 00pa3oB HEBO3MOXKHO. HecMmotpst
HA TO 4YTO HCHOJb30BAaHUE W3BICUCHUN U3 OHOJOTUYECKUX OOpa3IoB
(HampuMep, C HCMOJb30BaHWEM COpOIMU Ha yrjie, HUMMYHoahOUHHBIX
COPOCHTORB) WJIN aTbTEPHATUBHBIX MaTpPHUIl (HAIIPUMEP, MOJCITBHBIX OCITKOBBIX
Oy(depHbIX pacTBOPOB, MUATM3UPOBAHHON CBHIBOPOTKH) HE PEKOMEHIYETCH,
B HEKOTOPBIX CIydasx ATO SBIISICTCS BBIHYKIEHHOW MEpOH, MOCKOIbKY MHas
CTpaTerusi OIpeNeseHUs] PacCMaTPUBAEMOTO aHAJIU3UPYEMOT0 BEIIECTBa
OTCYTCTBYET. | paypOBOUHYIO CTaHIAPTHYIO KPUBYIO JOITYCKAETCS CTPOUTH

C TMOMOIIBI TaKUX «MOJEJIbHBIX 00pa3zioB». OoOpazubl mis KK ciaegyer
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TOTOBUTh B  (PAKTMUYECKOM  OHMOJIOTUYECKOM 00paslie C  OIEHKOH

MPaBUIbHOCTH, TOATBEPKAAIOIIEH OTCyTCTBUE A(hPEeKTa MaTPUILBI.

Munumanvro Heobxooumoe pazeedenue

80. [Tockonbky OuoMOrMYeckue oO0pasibl MOTYT JlaBaTh BBICOKHU
(GOHOBBIN CHTHAJ, MOXET TOTPeOOBaThCSA OIpeneIeHNe MHUHUMAIBHO
HeoOxoaumoro passenenus. [logq MUHIMaATBPHO HEOOXOAUMBIM pa3BeIACHUEM
MOHUMAETCS HAMMEHBINee pa3BeACHUE, JO0 KOTOPOTO CIEAyeT pa3BeCTH
oOpazerr B OydepHOM pacTBope Uil ONTUMHU3ALUU TPABUIBHOCTH H
NPEIU3UOHHOCTA  AHAJUTHYECKOTO IIMKJIA TICOCPEICTBOM  CHIDKEHUS
COOTHOIIEHUSI  «AHAJIUTHYECKUH  cUrHAI-QOHOBBIM  curHam». [l
ONpe/IeJICHUs] MUHUMAJIbHO HEOOXOJMMOr0 pa3BelIeHUs 00paslibl CIEAYyeT
TOTOBUTh B TOW JK€ Pa3HOBHUIHOCTH OWOJOTHYECKOTO oOpasma, 49Tro u

UCIIBITYyEMBbIE 00pa3IIbI.

I padyuposounas kpueas

81. [Ipu mocTpoeHun rpalyipoOBOYHON KPUBOM 3aBUCUMOCTb KOCBEHHO
U3MEPSAEMOIr0 CUTHaja OT KOHIIGHTpAIlMW, KaK IIPaBUiIO, SIBJISETCSA
HEJIMHEWHOM, 00BIYHO CUTMOBHUJHOW. CieayeT HCHOIb30BaTh MO MEHBIIEH
Mepe 6 TpaayupOBOYHBIX CTAHAAPTOB B HE MEHEE 4YE€M 2 MOBTOPHOCTSX.
['pagynpoBOYHBIE CTaHIAPTHI CleAyeT TMPUOIU3UTEIIFHO PaBHOMEPHO
pacrpenenuTh Ha Jorapu(pMHUUECKON IIIKajle B TMpeaeiax OXHIaeMOTo
AHAJIMTUYECKOTO auarna3zoHa. [loMMMO rpaaydpOBOYHBIX CTaHIAAPTOB, IS
MIOCTPOCHUSI KPUBOM MOYKHO HCIIOJIB30BATh SIKOPHBIE TOYKH, JICKAIIUE BHE
00JaCTH aHAJIMTUYECKOTO Juara3oHa. B xoje Bamuaanuu cienyeT U3y4duTh
0 MeEHbIIeH Mepe 6 HE3aBHCHMBIX TPaJIyHPOBOYHBIX ITUKIOB. YUTOOBI
YCTAaHOBUTh  COBOKYNHYIO  YCTOMYMBOCTh  PETPECCHMOHHON  MOJEIH

IpaJyupOBOYHOM KPUBOM, PE3ybTaThl CIEAYeT MPOAHAIM3UPOBATh B BUJIC
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Ta0nuipl. Jlomyckaercss UCKIOYaTh TPaJyUPOBOYHBIN CTaHIAPT U3 KPUBOM
BCJIEJICTBHE TEXHUYECKON OMIMOKHU (MpoMaxa) MPU BHIABICHUU €€ MPUYHHBI
(Hampumep, omMOKa OTMEpHUBaHUS J03aTopoM). lleneBbie KOHIIEHTpaIUu
IpalydpOBOYHBIX CTaHIAPTOB, PACCUYMTAHHBIE U3 TPATYUPOBOYHONU KPHUBOM
METOJIOM TIepecuera, HOKHBI HaxoauThess B mpenenax *+20% or
HOMHHANBbHOTO 3HaueHus (£25% mms HIIKO w BepxHel TpaHHIIBI
OIIPEAEITIAEMBIX KOHIICHTpAIUii) N HE MeHee yeM 75 %
IpOaHaJIN3UPOBAHHBIX IpagyupOBOYHBIX CTaHIapTOB. SxopHbie
Kanmuoparopsl HE TpeOylOT YCTAaHOBJIEHHUS KPUTEPUEB MPUEMIIEMOCTH,

ITOCKOJILKY OHHU HC BXOIAT B 00J1aCTh aHAJIMTUYECKOTO Aualra3oHa.

Hpeuu3u0HHOcmb U npasujibHOCnb

82. Jlis OmeHKH TPEIU3UOHHOCTH | TPAaBUIBHOCTA HE CIeAyeT
UCIIOIB30BaTh CBEXENPUTOTOBIEHHBIE 00pa3ubl misa KK, ux HeoOxoammo
peIBApUTENHLHO 3aMOPO3UTh M paboTarh ¢ HUMHU TakkKe, Kak MpU aHaIU3e
UCIIBITYeMbIX 00pa3ioB. JlJisi OIlEHKM NPaBUIBLHOCTH, MPEUU3UOHHOCTH U
oOmieil omubOku MeToja (METOAUKH) CIeAyeT MCIOJIb30BaTh MO MEHBIIEH
Mmepe 5 obpasnoB st KK (oxunaemsii yposenbs HIIKO, ypoBenb He Ooiee,
yeM B 3 pa3za npessimarommit HITKO, cpennuii ypoBeHb, BEpXHUN YPOBEHD U
OKUJJAEMYI0 BEPXHIOIO TPAHUILYy OIMpeAesseMblX KOHIeHTpanuii). Banunamus
JOJI’KHA MUMUTUPOBATh peajbHBIM aHallM3 HCIBITYEeMBIX 00paslioB, TO €CTh
€CIM B COOTBETCTBUM C PEKOMEHJAIUSMHU HCIHBITyeMble  OOpasIlbl
MOJIBEPTAIOTCA JIBYKPaTHOMY OIpPEECICHUIO (HampuMep, ¢ MCIOIb30BaHUEM
2 nyHOK), TO B xoie Bamuaanuu oOpasusl s KK crmenyer moaseprarhb
JBYKpaTHOMY aHaiu3y (TO €CTh C HCIOJb30BaHHMEM 2 JYHOK Ha KaxXIbld
oopazent msi KK). M3mepenus cienyeT NMpoBOAUTH MO MEHBIIEH Mepe B
6 He3aBUCHMBIX aHATUTHYECKHX IIMKJIIAX B TEUCHHE HECKOJIbKUX JHEH.

B orHOmenun IMPaBUJIIbBHOCTHU BHYTpPHU LHHUKJIA U MCKAY HHUKIAMH CPCIHHNC
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3HAYEHUs KOHIICHTPAIIUN TOJDKHBI YKIaaeBaThes B + 20 % OT HOMHUHAIBHOTO
3HaYeHHs JUId Kaxaoro ypoBHs (25 % nmns HITKO wm BepxHel rpaHHIIBI
oTpeeNsieMbIX KOHIIeHTpaluii). bonee Toro, oOmas ommbka (To ecTh cymma
aOCOJIIOTHOTO  3HAYEHUSI OTHOCUTEIBHOM  OIIMOKH, BBIPAXKEHHOM B
npoleHTax, u kodhduiieHTa Bapuallii, BBIPAKEHHOTO B IPOILIEHTaX) HE
nomkaa mpeBeimath 30% (40 % s HIIKO w  BepxHEH TpaHHIIBI

OMpEIeNAEMbIX KOHIICHTPAIU )

Jlunetinocms pazeedenust oopasyos

83. Brunay Y30CTH AHAJIMTUYECKOTO nyana3oHa KpHUBOM
IpaJlypOBOYHOTO CTaHJapTa HEoOXOIMMO, Hcmoib3ys oOpasubl it KK,
NOATBEPAUTh, YTO  paccMarpuBaeMoO€  aHAJU3UPYEMOE  BEHIECTBO,
MPUCYTCTBYIOIIIEE B KOHIICHTPAIUSIX, MPEBBIIAIOIINX o0nacThb
KOJIMYECTBEHHOTO OMNPEACIICHUSI (BBIIIE BEPXHEW TPAHUIIBI OMPENEIISIEMBIX
KOHIEHTPALMI), MOXHO TOYHO H3MEPUTH C ITOMOIIBIO METOIHMKHA TMOCIHE
pa3BeneHus o0pas3lia XOJIOCTON MaTpulleid, YTOOBI MOJYYUTh KOHIICHTPALIUU
aHAJTU3UPYEMOTO  BEIIECTBa, YKIAJbIBAIOUIMECS B  BallUIUPOBAHHBIM
aHAJTUTUYECKUM Juana3oH. J{OMOMHUTENbHOW MPUYMHOW MPOBEIACHUS
HKCIIEPUMEHTOB C PA3BEJICHUEM CIIYKUT OOHApYyXEHUE IMOTECHIHAIbHBIX
npo30oH Wik <«3deKkra Croi3aHus», TO €CTh TMOJAaBJICHUsI CHUTHAlA,
0OyCIJIOBJIEHHOTO BBICOKMMHU KOHIICHTPAIMSIMUA aHAJTU3UPYEMOTO BEIIECTBA.
KonneHTparus st KaXk10ro pa3Be/ieHUs], BRIYUCIECHHAs] METO/IOM MepecueTa,
JIoJKHA HaxomuTbes B mpenenax +20% oT HOMHHAIBHOTO 3HAYEHUS
KOHIIEHTPAIIMU MOCJIE MOMPABKK Ha pa3BEJICHHUE, IPEIU3NOHHOCTh KOHEUHBIX

KOHIICHTpAIIMI BCEX pa3BeACHUN HE JToJbkHA TpeBbimarh 20 %.
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Iapannenusm

84.Ilpn HanWYMM UCHBITYEMBIX OOpa3loB B IIEIAX BBIIBICHUSA
BO3MOXKHOTO 3¢ deKTa Marpuilbl WK paszinyaronieicss a@PuHHOCTH K
MeTaboIruTam HE0OXO0ANMO OLICHUTD napauieIn3M MEXIY
COOTBETCTBYIOIIMMHM  3HAUEHUSIMH Ha TpagydupOBOYHOM KpPUBOM U
pe3yibraraMyd  HUCIBITYEMBIX  OOpaslloB, MOJBEPrIIMXCS  CEPUUHOMY
pasBeneHuto. UcmobiTyeMblii  oOpaszely ¢ BBICOKOM — KOHIEHTpAIUEi
(mpennmoutuTensbHo, OMM3KOM K Chax) CHedyeT pa3BeCTH C  IOMOIIBIO
X0JIOCTOTO 00pa3iia MUHUMYM B 3 pasa. [Ipenu3nonHocTs Mexay oopasiaMu
B cepusx pa3BeaeHud He goikHa mnpesbimath 30 %. Ecnu  oOpasib
pa3BelieHbl HEIMHEWHO (HemapasulebHO), HEOOXOIMMO 3apaHee ONpeaeInuTh
NpoNeAypy MPEeCTaBICHUsI pe3yabTaroB. Eciu B xoje Baaujaluu MeEToaa
(METOIUKM) HCHBITYEMble OOpa3lbl HEJOCTYIHBI, MapaAJIEIU3M CIEAYyeT

HN3Yy4YUTDb, KaK TOJIBKO UCIIBITYCMBIC 06pa3u51 CTaHYT OOCTYIIHEI.

Cmabunvrocms

85. CraOunpHOCTh aHAJIM3UPYEMOTO BEIECTBA H3YYaloT, HCIOJb3Ys
oopazupl mis KK ¢ HUBKMMHM M BBICOKMMHU YPOBHSMHM KOHIIEHTpAILMil C
MOMOIIBIO CIOCO0a, YKa3aHHOTO B mojapazjene «CTaduiabHOCTH» pazaena 2
yact |l Hacrosux TpeOoBanuii. Kak ykaspiBanoch paHee, Npu M3yYEeHUU
CTAOMJIBHOCTH HEOOXOIMMO YCTAHOBUTH KPATKOCPOUHYIO CTAOUIBLHOCTD MPHU
KOMHAaTHOW  TeMmmeparype WM TeMmIeparype MpoOOMOArOTOBKUA U
CTaOUJIBHOCTh TPU  «3aMOpaKMBaHUHU-pasMopaxkuBaHum». Kpome TorO,
ClielyeT U3yYUTh €CTECTBEHHYIO CTA0OMIBHOCTh B 3aMOPOKEHHOM COCTOSIHUM
U KaXJA0U TeMIieparype, Ipu KOTOpoi OyIyT XpaHUThCA 00pasIbl.

86. Cpennee 3HaU€HHE KaXKJIOM KOHIIEHTPAIIMH JIOJKHO HAXOJIUTHCS B

npeaenax + 20 % oT HOMUHAJILHOTO 3HAYEHUSI.
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Peaxmuewi

87. KimtoueBble  peakTWBBI, BKJIIOYasl  CBS3BIBAIOIINE  PEAKTHUBBI
(Hampumep,  CBs3bIBarOlME  O€NKH,  anTaMmepbl,  aHTUTENa WU
KOHBIOTMPOBAHHBIE AHTUTENIA), & TAKKE PEAKTUBBI, COICPIKAIIUE COCAMHEHUS
c (¢epMEeHTAaTUBHOM aKTHUBHOCTHIO, OKa3bIBAIOT TMPAMOE BIMSHUE Ha
pe3ynbTarbl aHaliv3a, BCJEACTBUE YEro HEOOXOIUMO OO0ECHEeYUTh UX
kayecTBO. COOTBETCTBEHHO, NpPU H3MEHEHHM CEPUU PEAKTUBA B XOJE
BaJIMJIallMM METOJIMKY WJIM aHaliu3a 0O0pa3lloB HEOOXOAMMO MOJITBEPIUTH
NPaBUJIBHOCTh AHATUTUYECKUX (PyHKIMH MeToga (METOAMKH), YTOOBI
yOequThCA, 4YTO OHA IMOCJE HCIOJIb30BaHUS HCXOJHOW WM MpEeAblaylen
CEpUU HE HapylIaaach.

88. B mensx obOecnedeHus OTCYTCTBUS BJIUSHUS HA AHATUTHYECCKUC
byHKIIMU MeTo/a (METOIMKHA) BO BPEMEHHM HEOOXOAMMO JOKYMEHTHPOBATH
yCIJIOBHS, rapaHTUPYIOLIUE NoJIEp KaHHE CTaOMJIBHOCTH KakK
BTOPOCTENIEHHBIX  PEaKTHUBOB  (HampuMmep,  OydepHbIX  pacTBOPOB,
pactBopuTener nu moaudukaropoB 3HaueHuit pH), Tak u, 4To Oo0Jiee BaKHO,

KJIFOUEBBIX PEAKTUBOB (PEarcHTOB).

Kommepueckue nabopui

89. Kommepueckne HaOOphl HEOOXOIMMO ITOBTOPHO BallUJIUPOBAThH,
4TOOBI 00ECTICUUTh MPABUIBLHOCTH U MPEILIM3UOHHOCTD MPU aHAJIN3€e 00pa3oB
ypoBHs HITKO u o6pasuoB mis KK B aHanmuTrdeckoMm Jauarna3oHe, KOTOPhIi
OyJIeT MCIOJIb30BaThCSl ISl aHAJIN3a UCIBITYyeMbIX 00pa3ioB. [Ipumenstorcs

MPUHINIBI BATUAAIMY, YKa3aHHbIE B HACTOSIIIIEM Tojipasiesie TpeOoBaHUM.
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3. UacTrnyHas BaaugaIds ¥ IEPEKPeCTHAS BaIHIAIUS

90. Bce TpeboBaHus K BaIUJAIMU, PACCMOTPEHHBIE B Mo/pa3aenax 3 u

4 gactu |l HacTosimux TpeboBanuii mpumenumbl kK MCJL.

4, AHanu3 UCIIBITYeMbIX 00pa3IioB
AHaJTUTHYECKUHN UK

91. HaubGonee wyacro npu MCJI wucnonp3dyercs IUIAHIIET IS
MUKpPOTIPOO. AHAIMTHYCCKANA IHKI MOXET COCTOSTh W3 HECKOIbKHUX
IUTAHIIIETOB, OJHAKO KAXKIbIM W3 HHUX JOJDKEH COJEpXKaTh OTACIbHBIN
KOMILJIEKT TPaayHpOBOYHBIX CTaHAapToB u oOpasmoB st KK moos
KOMITCHCAIIUU PAa3INUrs MEXAY XapaKTepUCTHUKAaMU TUTaHIeToB. Hekotopbie
1aTOpMBI BMEIIAIOT OTPAaHMYEHHOE KOJTMYECTBO 00Pa3IoB. B cBs3U ¢ ATUM
JOTYCTUMO TTOMEIIaTh KOMIUIEKT TPaTyHPOBOYHBIX CTaHIAPTOB B MEPBYIO U
nocienHow miargopmbl, a ooOpasnsl i1 KK pasmemars B kaxmon
matdopme.

92. PexomeHayeTcsi  aHANIM3UPOBaTh  HMCIBITYyeMble  0Opasilbl 110

MEHbIIIEH Mepe B 2 MOBTOPHOCTSIX.

Kputepuun npueMieMoCcT! aHaau3a UCIIBITYyEeMbIX 00pa3IioB.

93. KoHnieHTpanuy  TpagydpOBOYHBIX  CTAHAAPTOB, BBIUHCICHHBIC
METOJIOM TIepecueTa, HOJDKHBI HaxoguThes B mpemenax +20% or
HOMHUHAJIBHOTO 3HAY€HUs WX KoHUeHTpauuu (3a uckimodeHueM HIIKO u
BEpXHEW TPAHUIBl ONPEACISIEMBIX KOHUEHTPALMH, KOTOpPBIE JIOJKHBI
YKIaABIBaThCS B * 25 %). DTOT KpuTepuil JOHKEH BBITOIHATHCS 110 MEHbIIIEH
Mepe 1 75 % THpoaHANM3UPOBAHHBIX T'PATYUPOBOYHBIX CTAHIAPTOB,
MUHUMAJIbHOE KOJUYECTBO KOTOPBIX [JIi YCTAHOBJICHUS aHAIUTUYECKOTO
quanazoHa JOJKHO ObiTh He MeHee 6. JlanHoe TpeOoBaHuEe HE

pacmpocTpaHsieTcs Ha SKOPHbIE KaJIMOPaTOpPHI.
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94. Kaxaplii IIaHIIET JOJDKEH BKIIFOUYAaTh HE MEHEE 3 KOHIIEHTpaIlui
obpaznoB st KK (HU3KOro, cpeaHero u BEPXHEro ypOBHS) MO MEHBIIEH
Mepe B 2 moBTOpHOCTAX. Kpome Toro, mpu Basmmaruu o6pasibl s KK
JOJDKHBI MMUTHUPOBATh aHAJIU3 UCIIBITYEMbIX 00pa3IloB MO KOJIUYECTBY JIYHOK
HAa KaXIbli  HCObITYyeMbld oOpazen. Ilo wmenwmelr wmepe 67 %
npoaHaM3upoBaHHbIX o0pasnoB it KK wu 50 % oOpa3ioB Kaxmaon
KOHIICHTPAITUH JOJDKHBI YKIIAIbIBaThC B quana3oH + 20 % oT HOMUHAIIBHOTO
3HaueHUs. Bce HeCOOTBETCTBHS JAaHHOMY KPHUTEPHUIO  HEOOXOIMMO

000CHOBATh.

HOBTOpHBII\/'I dHaJIn3 aKTHUBHBIX UCITBITAHHBIX 06pa3u013

05. Bce BOmpoChl, KacalwImmuecs TMOBTOPHOTO aHaJIM3a paHee
HCTIBITAHHBIX OOpAa3llOB U PacCMOTpEeHHbIe B moapazaene 4 paszaena |l
HacTosmx TpeOoBaHMM, MPUMEHUMBI M K METOJMKAM CBS3BIBAHUS JIUTAHIA.
KonnenTpanuy, moMydYeHHBIC IMPH IEPBUYHOM W IIOBTOPHOM aHallM3ax,
JOJDKHBI HaxoauThes B mpeaenax *+ 30 % oT ux cpeaHero 3HadeHus I He

MeHee ueM 67 % MOBTOPOB.

VI. OtueTHOCTH

96. B oTtder (0T4ETHI) O BAIMOANNH M AHATUTHYCCKUA OTYET (OTUECTHI)
HEOOXOMMO BKJIIOUHUTH CBEICHUS O MPOBEACHHBIX ayAuTax (MHCIEKIUX),

CCJIM TAKOBBIC ITPOBOAUIINCE.

1. Otuer o0 Bammganuu

97. Ilpu BBICOKOM ACTaau3aIliid CBEIASCHHM, COMCPIKAIMIUXCSA B OTUETE O
BAJIMJIAIIMH, NOCTATOYHO yKa3aTh cchUlkM Ha COII mo cooTBeTCTBYOMIMM
npoleaypaM, HEOOXOAUMBIM JIJIi aHaidu3a. B MpPOTMBHOM cilydae TaHHBIE

COII HeoO6X0IUMO MPUIIOKHUTH K OTYETY O BaJIHIAIUH.
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Bce nepBudHBIE TOKYMEHTHI IOJDKHBI OBITH TOCTYIHBI B UX HCXOJHOM
dbopmare o 3anpocy KCrepra.

Bce  oTkioHeHHMss ~ OT  MPOTOKOJNA  BaldWAAMM  HEOOXOAMMO
JIOKyMEHTUPOBATb.

98. MunuManbpHbIe TPeOOBaHUS K COJEPKAHUIO OTYETA O BaIUJAIUU:

a) pe3roMe BaJluIalliu;

0) onucaHue HCHOJIb30BAaHHOM AaHAJUTHYECKOM METOAUMKH U, €CIIU
OPUMEHUMO, €€ MCTOYHUK (CCBUIKM Ha WCTOYHHMKU JIMTEPaTyphl s
pa3pabOTKX METOJIUKH U (WJIM) MOIU(PUKAIIASI METOUKH );

B) OMKCaHUE METOJIUKH KOJIMYECTBEHHOTO onpeaeneHus
(anamu3upyemoe BeniectBo, BC, mpo0onoaroroBka, aHaaus);

') CTaHJapTHBIE 00pa3ibl (IPOUCXOKIECHUE, HOMEP CEpUH, CepTU(UKAT
aHanu3a, CTaOMIHLHOCTD U YCIIOBUS XpaHEHUs);

1) TpaJydpoOBOUHbIE pacTBOpbl (cTaHmaptbl) W oOpasusl ansa KK
(pa3HOBHJIHOCTh  OHOJIOTHYECKOTO  o0paslia, aHTUKOArylsHT  (eciu
PUMEHNMO ), IPUTOTOBJICHUE TPATYUPOBOUYHBIX PACTBOPOB C yKa3aHUEM JaT
U YCJIOBUM XpaHEHHUs);

€) KpUTEPUH MPUEMIIEMOCTH LIUKIIA;

) pe3yJIbTaThl aHAJIN3A!

Ta0nuIa C TEPEYUCICHUEM BCEX BBINOJIHEHHBIX aHATUTUYECKUX
IIUKJIOB C YKa3aHWEM JaT W MPUEMJIEMOCTH WU HETPHEMJIEMOCTH IHUKJIA C
OMHMCaHUEM MTPUINH HETIPHUEMIIEMOCTH ITHKJIA;

TabnwWIa C TEpPEYNCICHHEM  PE3yJbTaTOB  TPAaTyHPOBKHA  BCEX
IPUEMJIEMBIX aHATUTUYECKUX IUKIIOB, BKIIIOYAs aHAJUTUYECKHUI JMara3oH,
(GYHKIMIO OTKIWKA, IKCIEPUMEHTAIbHO PACCUYMTAHHBIE KOHIEHTpPALUU U
3HAYEHUS MMPABWILHOCTH,

Tabnuia pe3yapTaToB aHanu3a oOpa3noB mig KK Bcex mpuemiembix

AHAJIUTNYECKHUX ITNKIOB (HpCHI/I3I/IOHHOCTB " IPAaBHIIbBHOCTb BHYTPH HHKJIA U
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MEXy IUKJIaMH), HEOOXOIMMO YETKO OO03HAYUTh 3HAUCHUS, HAXOMSIIUECS
BHE KPUTEPUEB IPUEMIIEMOCTH;

JaHHBIE O CTAOMJIBHOCTH MCXOAHBIX M pabOuMX pacTBOPOB, 0Opa3lioB
st KK, oxBarbiBaro1yie HCOIb30BaHHBIE YCIOBUS XPaHEHHUS;

nanaele o cenektuBHocTd, HIIKO, sddexre nepenoca, addexre
MaTpHulibl (€CIU MPUMEHUMO) U JTUHEHHOCTH;

3) HENPEJIBUJECHHBIE PE3yJbTaThl, MOJYYECHHbIE B XOJI€ BaJlUJIallMU C
MOJIHBIM 000CHOBAHUEM MPUHSTHIX MEP;

n) oTkiaoHeHus oT Meroauku | (wim) COIl (ommcaHuwe OTKIOHEHUH,
BJIMSIHUE WX Ha Pe3y/bTaThl UCCIIEI0OBAHUS, TOTIOJTHUTEIbHBIEC TaHHbIE).

99. B otduere 0 BammmanmuM HEOOXOAWMO YyKa3aTh PE3yJbTaThl BCEX
OTJICTIbHBIX HW3MEPEHUM, MPOBEJICHHBIX ISl TPAJTyUPOBOYHBIX PACTBOPOB

(ctanpaptoB) u 06pasioB 11 KK.

2. AHAJINTHYECKUH OTYET O IMPOBCACHHOM HCCICA0OBAHNN

100. B ananmuTHYecKHil OTYET O TMPOBEICHHOM HCCIIECIOBAaHUU
HEOOXOAMMO BKJIFOUHUTHh CCHUIKY Ha OTUYETHI O BaJUAAIINH, COOTBETCTBYIOINE
aHaJIu3y UCHBITYyeMbIX o0pa3inoB. Kpome Toro, B HeM HeOO0XOIUMO
MIPEICTaBUTH OIPOOHOE OMMCAHNE aHAIN3a UCTIBITYEMBIX 00pa3IloB.

101. Ilpu  BBICOKOWM JeTalu3alldd  CBEICHUH, OTpakaeMbIX B
aHAJTUTUYECKOM OT4YeTe, JOCTAaTo4HO YyKa3aTh cchliku Ha COIl mo
COOTBETCTBYIOIIUM MPOIEAypaM, HEOOXOIUMBIM JJI aHalin3a. B mpoTuBHOM
cinyuyae nanabie COIl HeoOX0UMO MPUTIOKUTH K OTYETY.

102. Bce mepBuYHBIE MOKYMEHTHI JIOJDKHBI OBITH JOCTYMHBI B HX
ucxoaHoM dopmare 1Mo 3ampocy dKCIepTa.

103. B aHaiuTH4YeCKOM OTYETE€ HEOOXOIMMO ONMCaTh BCE OTKIJIOHECHUS

OT IJIaHa aHajau3a, aHaauTudeckor Metoauku miu COIL.
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104. MuanMmanibHbIe TPeOOBaHMSI K CONEPNKAHUIO aAHATUTHYECKOTO
OTYeTa O MPOBEJECHHOM HCCIIEJOBAHUU:

a) cTaHAapTHBIE 00pa3Ibl (IPOUCXOKACHUE, HOMEDP CEPUH, cepTUdUKaT
aHanu3a, CTAOMIHLHOCTD U YCIIOBUS XpaHEHUs);

0) rpangyupoBouYHble pacTBopbl (cTaHaapthl) W oOpasusl s KK
(ycrmoBusi XpaHEeHUs);

B) KPUTEPUU NPUEMIIEMOCTH IUKIA (Kparkoe OINMMCAHUE, CChUJIKA Ha
cooTBeTCTBYIOIMMH rpoToko win COII);

I') ONMCAaHKUE KOJIMYECTBEHHOTO OTpEeNIeHHs (KpaTkoe ONUCaHue);

1) cxema JBIDKEHHUsS 0Opas3loB (HaTbl mMpHeMa U  COAEp)KaHHE,
COCTOSIHUE O0Opa3lloB MpH MOpHEME, MECTO U YCIOBUS XpaHEeHUs (ecnu
MPUMEHUMO));

€) pe3yJIbTaThl aHAJIN3a UCTIBITYEMBIX 00pa3IIoB:

COCTaB aHAJIMTUYECKOTO IIUKJIA:

Ta0nuia ¢ T[epeYHCICHUEM BCEX aHAIMTUYECKUX IHMKJIOB W
UCCIIEIYEMBIX 00pa3LOB C YKa3aHUEM JIaT U PE3YJIbTaToB;

Tabnuia C [EpPEeYUCICHHEM  PE3yJIbTaTOB  TIPaayUpPOBKH  BCEX
MPUEMIIEMBIX aHATTUTUYECKUX [IUKIIOB;

Ta0nuIa ¢ MEepPEYUCIICHUEM pe3ylbTaroB aHaiau3a o0paznoB it KK
BCEX MPHUEMJIEMBIX aHATMTUYECKUX ITUKIIOB; HEOOXOJUMO YETKO 0003HAYUTh
3HAUEHMSI, HAXOASIIMECs BHE KPUTEPUEB MPUEMIIEMOCTH;

3a0pakoBaHHbIE  AHAIUTUYECKUE  [UKIbl  (UACHTU(DHUKAIIUOHHbBIC
JIaHHbIE, J]aTa aHaJIM3a, TPUYUHBI OpaKa);

K) oTkJIoHEeHUsa oT Mmetoauku u (wim) COII (onucanue OTKIOHEHUH,
BJIIMSIHUE Ha PE3YJbTaT UCCIIEOBAHUS, JOTIOJHUTEIbHBIEC IaHHbIE);

3) MOBTOPHBIN aHAJN3, 32 UCKIIOYEHNEM TOBTOPHOTO aHAJIN3A M0 TAKUM

QHAJINTUYECKUM  NpPUYMHAM, KaK 3a0pakoBaHHBIM IUKI  (Tabiuia
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uaeHTU(UKAITMH 00pa3IOB, MPUYUHBI IMOBTOPHOTO aHaIW3a, IMEPBUYHBIC
3HAYEHUS 1 3HAYEHUS, TTOJTydYCHHBIC IPU TOBTOPHOM aHAJIH3e).

105. Pe3ynbrarel  TOBTOPHOTO — aHalIM3a AKTHUBHBIX  MCIBITAHHBIX
o0pa3loB JOMyCKaeTcsli MPEACTABUThL B OTYET€ O BaluJallud WIA B
aHAJIMTUYECKOM OTYETE B OTACIBHOM MPHUIIOKEHUU.

106. K aHAJTUTUYECKOMY OTYETY 00 UCCJIEIOBAHUU
OMOSKBUBAJICHTHOCTH HEOOXOIUMO MPHIOKHUTH XPOMATOTPAMMBI M3 TTOJTHBIX
aHAJIMTUYECKUX IMKJIOB, TaK 4YTOOBl OHM BKiIouanu He MeHee 20 %
CYOBEKTOB, a TaKke COOTBEeTCTBYMOIIMe 00pa3isl aiia KK u rpagynpoBounbie
pacTBOPHI (CTaHAAPTHI).

107. B aHaIMTHYECKOM OTYETE IPOUYMX HCCICTOBAHHM HEOOXOIUMO
MPENCTaBUTh  PENPE3CHTATUBHBIE  XpPOMATOTpaMMbl.  JlOTIOTHUTEIbHBIC

XpoMaTorpaMmabl JOJIZKHBI OBITH AOCTYIIHBI 11O 3aIIpOoCy.




[TPUJTIOXEHUE Ne 7

K [IpaBuiiam nposeneHus
HCCIIEAOBAaHUN OMOSKBHBAJICHTHOCTH
JIEKApCTBEHHBIX IIpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

TPEBOBAHUA
K COJepP:KaHUI0 0TYETA 0 NPOBeIeHUN UCCIeI0BAHNS
O0MO0IKBMBAJIEHTHOCTH M AHAJMTHYECKOT0 0TYETA O NMPOBeIeHUN
TeCTA CPABHUTEIbHOW KMHETHKHU PacTBOpPeHus in Vitro

l. OTyer 0 IMPOBCACHUU UCCIICIOBAHUA OMO’KBUBAJICHTHOCTH

1.1lpu cocraBneHUH OT4YETa O MPOBEACHUU  HCCIEAOBAHUS
OMO’KBUBAJICHTHOCTH (JlaJieé B HACTOAIIEM pasJeie — OTYET) CIEAyeT
yuuThIBaTh TpeOoBanusi IlpaBun Hamiexaied KIMHUYECKOW MPAKTUKU
EBpa3uickoro 3KOHOMHYECKOTO COI03a, YTBEPKIAEMbIX EBpazuickon
PKOHOMHUYECKOM KOMHCCHENM B YacCTH MOATOTOBKM OTYETA O MPOBEICHUH
KJIIMHUYECKOTO HCCIIeOBaHus. Bce CTpaHMIbl OTYETAa JOJDKHBI COAEPKATH
UJICHTU(DUKAITMOHHBIN KOJI U UMETh CKBO3HYIO HyMEpPAIIHUIO.

2. OTYeT BKIIIOYAET B CE0s CICMYIONINE PIIEMEHTHI:

1) TUTYNBHAS CTPAHUIIA, HA KOTOPOU MPUBOISTCS:

NOJIHOE Ha3BaHUE HCCIIEOBAHMS, OTPAKAIOLIEE THUI HCCIEHOBAHUSA,
HaMMCHOBAHMs CPAaBHUBACMBIX JICKAPCTBEHHBIX MpernaparoB (¢ ykazaHHUEM
JCKapCTBEHHOW (OpPMBI M JIOBMPOBKH), a TakKe YCJIOBHS IIpHeMa
CpPaBHHUBAEMBbIX JICKAPCTBEHHBIX MpenaparoB (HampuMep, HATOIIAK WU Ha
dboHe npuma nuIm);

UJICHTU(PUKAITMOHHBIN KOJT UCCIICIOBAHMS,
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HAaUMEHOBAHUE WCCIEAO0BATEIbCKOTO IIEHTpa U (WJIM) KOHTPAKTHOU
UCCIIEIOBATENbCKOM  OpraHW3alii, OTBETCTBEHHOM 3a  IPOBEICHUE
UCCIIeIOBaHMS OMO3KBUBAIICHTHOCTH (C YKa3aHUEM (paKTHIECKOTO ajpeca);

CBEIEHUSI O  CIIOHCOpPE  HCCIEeNOBaHUA  OHWOSKBUBAJIEHTHOCTHU
(c ykazaHHeM ero IPUIUICCKOTO aapeca);

®.M1.0., D0KHOCTh INIABHOTO HCCIEHOBATEIIs MM HCCIeqoBaTelIei-
KOOPJIMHATOPOB (IMpH HaM4uM) (C yKa3aHHeM MecTa pabOThl U KOHTAKTHBIX
Tene(pOHOB);

CBEIICHHS O TMPEICTABUTENEC CIOHCOpPa (B TOM YHCIE KOHTAKTHbBIE
JTaHHbBIC);

JaTa TMOJNUCAaHUs OTyeTa (HEeOOXOAUMO YyKa3aTh Tak)Ke Ha3BaHUS U
JaThl BCeX 0oJiee paHHMX OTYETOB B paMKax JIAHHOTO MCCIIEIOBAHUSI MPU
HAJIMYHHN),

YKa3aHHE€ Ha BBINIOJHEHUE MCCIEHOBAHUM B COOTBETCTBUU C
TpedoBanusMu [IpaBuin Hajexkalel KIMHUYECKON MpakTUKu EBpasuiickoro
DKOHOMHYECKOTO COI03a, YTBEpPXKIAaeMbIX EBpa3uiicKOl 3>KOHOMHYECKOU
KOMUCCHEH,

2) cTpaHUIIA MOIITUCEH, HA KOTOPOW TPUBOJISATCS:

Ha3BaHWE HccleAoBaHUs (coriacHO ab3aily BTOPOMY MOANYHKTa 1
HACTOSIIIIETO IMyHKTA);

YKa3aHUE Ha TMPOBEIACHHUE WCCIEAOBAHHS B COOTBETCTBHUU CO
CTaHJIapTHBIMU OINEPAIIMOHHBIMU MPOLEAYPAMH UCCIEI0BATEIBCKOTO LIEHTPA,
MPOBOJIMBIIIETO UCCIIEIOBAHMS,

JOJKHOCTH TI0 OCHOBHOMY MECTy padoOThl, MOAMNHUCH (C YKa3aHUEM
natbl), ©.M.O. au1 OTBETCTBEHHBIX, 32 KIIMHUYECKYI0 U OMOaHATUTUYECKYIO
YaCTH KCCIIEIOBAHMS;

3) cuHoricue  (KpaTkoe ONHWCAHHWE HWCCIEAOBaHUSA), B  KOTOPOM

IIPUBOIASATCH.
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a) obmias nadopMarus 00 UCCIETOBAHUMU:

Ha3BaHUE UCCIICAOBAHUS;

KOJT MCCIICIOBAHUS,

®.1.0., IOKHOCTh TIIABHOTO MCCIENOBATENsl WM HCCIeIoBaTese-
KOOPJAUHATOPOB (IIpY HAUTUYUN);

®.1.0., 101KHOCTh COUCCIICIOBATEII,

MeCTa MPOBEJACHMS UCCIIEA0OBAHNS: HAaMMEHOBaHME, ajipeca U Telae(OHBI
OpraHHU3alNi, MIPOBOJISIIIINX KJIIMHUYECKYIO, aHAJIMTUYECKYIO u
CTaTUCTUYECKYIO YaCTH UCCIIEIOBAHNS,

HAaMMEHOBAHHUE U aJIpeC KJIMHUKO-UAarHOCTUIECKOM J1abopaTopuu;

naThl  TpoBeleHUs ~ (Hayajlla W OKOHYAHUS)  KJIMHUYECKOM,
OMOaHATUTHYECKOM U CTAaTUCTUUECKOM YacTel NCCIIeTOBAHNS;

11eJIb UCCIICIOBAHMUS;

TW3aiiH  WccienoBaHus (C yKa3aHMEM JlaT Hadajla M OKOHYaHUS
OTMBIBOYHBIX TIEPHOJIOB);

CyOBEKTBl ~ MCCIEAOBaHUS: OOIIEe  KOJUYECTBO  MOJABEPTIIUXCS
CKPUHUHTY U KOJUYECTBO BKJIIOYEHHBIX CyOBEKTOB, KOJIMYECTBO CYOBHEKTOB,
BBIOBIBIIIUX W3 HCCIEIOBAaHUs, KOJUUYECTBO CYOBEKTOB, IOJHOCTBIO
BBITIOJTHUBIIIUX ITPOTOKOJ MCCIIEIOBAHUS W BKJIIOYEHHBIX B CTATUCTUYECKUM
aHaJu3, 1MOJI, BO3PACTHOM JAMana3oH, STHUYECKas MPUHAIIC)KHOCTb;

0) uHdopmalysi 0 CpaBHMBAEMBIX JIEKAPCTBEHHBIX Mperaparax:

XapaKTEPUCTUKA HCCIEAYEMOro JEKapCTBEHHOIO Mpernapara. TOProBoe
HAaUMEHOBaHUE (€CIu TMPUMEHUMO), MEXKIYHAPOJHOE HEMAaTEeHTOBAHHOE
HAaWMEHOBaHUE, JIeKapCTBeHHas (opma, J03WpPOBKA, HOMEpP CEpHH, jara
MPOM3BOJICTBA, Jara HCTEUEHUs] CpPOKa TOJHOCTH, IPOU3BOIUTENb WM
OpraHu3alus, OCYIIECTBIAIONIAS BBIMTYCKAIOUMNA KOHTPOJb KauyecTBa

(c ykazaHueM CTpaHbBI-TIPOU3BOAUTEIIS);
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000CHOBaHHUE BBIOOpA MCCIEAYEMOr0 JEKAPCTBEHHOIO Mpemnapara B
coOTBeTCTBUU ¢ mnonpazneniom 2 pazgena |l IlpaBun mpoBeneHus
UCCJIEIOBAaHUM OMOPKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MPENaparoB B paMKax
EBpa3uickoro 3KOHOMHYECKOTO COI03a, YTBEPKIAEMBIX EBpazunckon
HPKOHOMMYECKOW KoMuccuen (nanee — [IpaBuna);

XapaKTEepUCTUKA PePEepPeHTHOrO JIEKAPCTBEHHOTO TMpernapara: TOProBoe
HAaUMEHOBAaHUE,  MEXJAYHApPOJHOE  HEMATEeHTOBAaHHOE  HAWMMEHOBAHME,
JexapcTBeHHas ¢opma, T03UPOBKA, HOMEpP CEpHH, Aara MPOU3BOJACTBA, Jara
UCTEYEHUsS]  CPOKa TOJHOCTH, NPOU3BOAUTENb WM  OpraHHu3alus,
OCYILIECTBIISIOIIAs BBIITYCKAIOIIIH KOHTPOJIb Ka4ecTBa
(c yKazaHMEM CTPAHBI-IIPOU3BOJIUTEIIS);

000CHOBaHHE BBIOOpPa peepeHTHOTO JIEKapCTBEHHOIO IIperapara B
COOTBETCTBHHU C TiozipazaesioM 2 pazaena Il [pasur,

B) crtoco0 TMPUMEHEHHUs JICKAPCTBEHHBIX IPEIaparoB: 033, PEXKHM
npuemMa, 00beM >KUAKOCTH ISl TPUEMA, OTMBIBOYHBIM MEPUONl MEXIY
NepUOIaMU UCCIIEIOBAHMS,

) IepuoAbl TpHeMa JIGKAPCTBEHHBIX TIPENaparoB: JaThl W BpEeMs
HavaJia 1 OKOHYaHHS KaXKJI0rO MEpUOAa,;

1) BpeMEeHHbIE TOYKH OTOOpa 00pasioB OMoMaTepuajia (KpOBH, MOYH,
CJIFOHBI U T. 11.);

¢) onucanue OMOAHATMTHYECKON METOIUKH .

KpaTKO€ OMUCAaHUE METOAUKH BHITIOJIHEHUSI aHAJIU30B,;

Pa3HOBUIHOCTH OMOJIOTMYECKOT0 MaTepurala;

HVDKHHW Ipeiel KOJIMYECTBEHHOTO ONPEIECIICHHS;

JIMHEWHBIN IUaIla3oH,

1HapaMcTpbl AJIA KOJINUECTBEHHOM OIICHKH PC3YJIbTATOB,
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K) onucanue (papMaKOKWHETHYECCKUX W (MiH) (papMaKogMHAMHYECKUX
KPUTEPUEB OLICHKHU (MpH yKa3zaHUU OOO3HAUCHUH (PapMaKOKMHETUYECKUX
napaMeTpoB ClIeAyeT PYKOBOACTBOBAThCs mpritoskeHueM Ne 8 k [IpaBunam);

3) uH(GOpPMAIIUS O CTATUCTUYCCKOM aHAJIM3E:

aHanu3 hapMaKOKMHETUYECKUX TTOKa3aTeseH;

KpUTEePUH OMOIKBUBAIICHTHOCTH,

0€30MacHOCTb;

M) pe3yabTaThl B BHUAC Kparkoro omnucaHus B Qopme Tabmmi ¢
pacCYuTaHHBIMU (papMAKOKMHETHUYECKUMH TapaMeTpaMu JJIS UCCIeTyeMOTO
U pedepeHTHOro JIEKAPCTBEHHBIX MpenaparoB (IPEICTaBISIOTCSA JaHHBIC
mucnepcuorHoro ananu3a (ANOVA) mis AUC u Ci s (OTHOIIEHHE CPETHUX
reomeTpudyeckux, ux 90 % noBepuUTENbHBIM WHTEpPBAI, KOIPDUIIUECHTHI
BHYTPUHHANBUIYaTbHON BapralOeIbHOCTH) U yCpeaHEHHbIN
dbapMakOKMHETUYECKUM NpoPuiab Isi  HCCiaeayeMoro W pedepeHTHOro
JIEKapCTBEHHBIX IMPEMapaToB B JIMHEHHOM M JIOT-TMHEHHOM MpeoOpa3oBaHUH,
JpyTHE CTaTUCTHYCCKHUE TaHHBIC, €CITH IPUMEHHIMO);

K) uHpopManus 00 00CyKICHUU U BBIBOAAX;

4) conmeprkaHue oTyeTa (CO CKBO3HOM HyMepallueil CTpaHuIl);

5) nepeyeHb COKpAICHUI M UCITOJIb3YEMbIX TTOHSITHIA;

6) uHpopMaIss O COOMIOACHUM ATHYECKUX aCICKTOB IPOBEICHUS
UCCIIECOBAHUS

COCTaB HE3aBUCUMOT0 A’TUYECKOTO KOMUTETA,

pa3pelInTENbHbIE TOKYMEHTHI (MH(pOpMaIMs U3 MPOTOKOJIA 3aceqaHusl
HE3aBHCUMOI'0 3TUYECKOTO KOMHUTETA);

7) uadopMmaius 00 HCCIEAOBATEISIX U aJIMUHUCTPATHBHOW CTPYKType
uccineoBaHus (TIpeacTaBisieTcsl noiHas uHdopMmanus 00 HCCIeA0BaTeNsIX
(curriculum vitae) u Mecte npoBeACHHS UCCIIEIOBaHUH (C yKa3aHHEM ajapeca

U HOMepa Tenedona);
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8) omucaHue KIMHUYECKON YaCTH MCCIICIOBAHMS .

a) TUTYJIbHAs CTPaHUIIA, HA KOTOPOW MPUBOJUTCS:

Ha3BaHWE HccleAoBaHUs (coriacHO ab3ally BTOPOMY MOANYHKTa 1
HACTOSIIIIETO IMyHKTA);

JaThl Hauyajla ¥ OKOHYAHUS KIMHUYECKOU (a3bl UCCIIeI0BAHNUS;

0) 1eap UCCIeI0BaHMS;

B) BBeZieHUE (MH(OpMaIUsi O JICKAPCTBEHHOM Ipenapare — OMUCaHHUE,
xumuyeckass  (cTpykrypHasi) — dopmyna,  ¢dapMaKOKMHETHUYECKHE U
(apMakoAMHAMUYCCKUE TAHHBIC);

I') IW3aifH UCCleI0BaHus;

1) BEIOOp HCCIIeTyeMOM MOMYJISINU:

KpUTEpPUU O0TOOpa B UCCIEIOBAHUE: KIMHUYECKAs OlICHKAa — aHAMHE3 U
BpadeOHbIi ocMOTp (B (opMe TaOMMIBI C YKa3aHWEM WHIWBHIYaTbHBIX
JaHHBIX), KIWHUYECKHE JiaboparopHbie TecThl (B (opme Tabmuibl c
yKa3aHUEM  HMHJIWBUIYAJIbHBIX  PE3yJbTAaTOB), KPUTCPUU  BKIIOUCHUS,
KPUTEPUU HEBKJIIOUEHUS,;

KPUTEPUU MIPEKPAILCHUS UCCIEAOBAHUS WIIM UCKIIFOUCHUS CyOBEKTOB U3
UCCIIEIOBAHNS;

METOJ] pactpeeeHus: CyObeKTOB MO Ipynnam UCCIeI0BaHus;

WHVBUAYAJIbHBIE TAHHBIE. TIOJI, BO3PACT, BEC, POCT, HHAEKC MACChI TEJIa
(c ykazaHueM MHIVMBHIyaJIbHBIX 3HAYCHHH MOKA3aTeNIeH I BCEX CyObEKTOB
WCCJICIOBAHMS M UX OIUCATCIIbHOM CTaTHCTUKON);

e) uHdopMalus o JTEKapCTBEHHBIX Mpernaparax u ux npueMe:

OMHCaHUE  MCCIeNyeMoro U  pedepeHTHOro  JIeKapCTBEHHBIX
penaparoB: TOProBo€ HaMMEHOBaHUE (€ClId MPUMEHUMO), MEXAYHAPOIHOE
HEMATeHTOBAHHOE HAMMEHOBAHUE, JIO3UPOBKA, JIEKapCTBEHHAs! popma, HOMED

ccpumr, Jara IPOU3BOACTBA, JddaTra HCTCUCHHA CPOKa I'OAHOCTHU, YCJIOBHUA
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XpaHEHUsl, HAUMEHOBAaHME W aJpec MPOU3BOAUTENS, MPUHUMAEMas
cyObeKTamMu 71032 U IMyTh BBEJCHHUS,

NOJATBEPKACHUE COONIONEHUS pa3Mepa MPOMBIINIIEHHON  cepuu
UCCIIEAYEMOTO JIEKAPCTBEHHOTO MIpEnapara B COOTBETCTBUHU C MOAPA3LAEIOM 2
paznena Il [IpaBun u TpeboBaHUSIMU K BaJUAAIlMU Mpolecca MPOU3BOICTBA,
yKazaHHbIMU B IIpaBunax Hajnexamen IPOU3BOACTBEHHOM NPAKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO CO103a, YTBEPXKIAEMbIX EBpasuiickon
SKOHOMHUYECKOU KOMUCCHUEN;

NOJIHBI KAaYECTBEHHBI W KOJWYECTBEHHBIM COCTaB HCCIENYEMOIO
JIEKapCTBEHHOTO Mpernapara, a TakKe COCTaB pehepeHTHOTO JIEKapCTBEHHOTO
npernapara,

cepTudUKaThl aHalM3a UCCIIETYEMOTO U peepEeHTHOTO JIEKAPCTBEHHBIX
npenaparoB (MOTyT OBbITh MPEICTABIEHBI CIIOHCOPOM B BHJI€ OTIEIBHBIX
JIOKYMEHTOB);

uaeHTU(UKAIUS JIEKAPCTBEHHBIX MpenaparoB (MApKUPOBKA U MOCTaBKa
MCCIIEIyEMbIX JIEKAPCTBEHHBIX IPENapaToB B MCCIEAOBATEIILCKUN IIEHTP,
CONPOBOJIUTENIbHBIE JOKYMEHTBl W CONPOBOJAUTENbHAS WHMOpMaLUs) C
ydeToM nojapaszzaena 2 pazaena |1 Ipasw;

y4eT HCCIEAyeMOro U pedepeHTHOro JIeKapCTBEHHBIX IpernapaToB B
XOZ€ UCCIEN0BAHUA;

) nH(MOpMaIKs O MPUMEHEHHUH JIEKAPCTBEHHOTO Mpenapara:

BBIOOP JI03UPOBKHU JIEKAPCTBEHHOTO Mpernapara B UCCIIEOBaHNH,

BHIOOD W MOpHEM [I03bl JICKAPCTBEHHOTO IMperapara sl KaKJIoro
cyObekTa (1ara, BpeMs, KOJTUYECTBO BOABI, MUIIIA, OTpaHUYeHUs, Puznyeckas
aKTUBHOCTb);

MPEIIIECTBYIONIAs U COMYTCTBYIOIIAsA TEPAus;

paHIOMU3aIM;

OTMBIBOYHBIN MEPUOL;
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TaONHIIBI, COAEpIKAIMe WHIWBHUAyalIbHBIC HaHHBIE M TpaduK mpuema
JICKapCTBEHHBIX MPEMapaToB I BCeX CyOBEKTOB MCCIEIOBAHNS,

3) OlIEHKa 0€30IMacHOCTH (TIepeUrCIICHNEe TTPOBEACHHBIX HEOOXOIMMBIX
Ja00paTOPHBIX W MHCTPYMEHTAJIbHBIX  METOJOB  HCCIEIOBaHHN B
COOTBETCTBUM C TpeboBaHusamu [lpaBwi Hamjmexamen KIMHUYECKOU
NpakTUKH  EBpasWiicKOro  SKOHOMHYECKOTO  COI03a,  YTBEPKIACMBIX
EBpazuiickoii 5JKOHOMUYECKOM KOMHUCCHUEN, TECT HA OEPEMEHHOCTb);

1) HEXeJaTeJIbHbIE SBJIICHUS M TPOIEAYpPhl OKa3aHHWS MEIMITUHCKON
MOMOIIM: JICTAJIU3UPOBAHHOE OIMMCAHUE BCEX CIy4aeB BO3HUKHOBEHUS
HEeXeJaTeNbHbIX SBJICHUM, KilacCuUKaIWs, TPUIMHHO-CJICICTBEHHAS! CBSI3b C
IPUEMOM JIEKAPCTBEHHBIX TMpENaparoB, Jara H BpeMs PETUCTPAINH,
JUINTEIbHOCTh,  MPUHSATBIE  MEpHI, HCIOJB30BAHUE  COMYTCTBYIOIINX
JIEKapCTBEHHBIX IIPENapaToB, BIMSHNAE Ha MPOBEICHUE UCCIICIOBAHUS U T. 11.,

K) OTKJIOHCHHSI OT MPOTOKOja (€Cii TaKOBbIe ObLIIM) W MX BIUSHHE Ha
KIIMHUYECKHUE U (DapMaKOKHHETHYECKHUE PE3YJIbTaThI,

1) opsiiok U rpaduk ordbopa oopasios (B Gpopme TabIUIl ¢ yKa3aHHEM
MJIAHUPYEMOTO U PEIbHOTO BPEMEHH OTOOpa 00pa3IioB ik BCEX CyOhEKTOB
UCCIICIOBAHHUS);

M) cOOp, TIPUTOTOBJIEHUE, XpAaHEHHWE W TPAHCIIOPTUPOBKA 00pa3IloB
OMOJIOrMYECKOTO MaTepurala;

H) OMOaHATUTUYECKUN OTYET U OTUET O BaIUJALMU OMOAHATUTHYCCKOM
meTtonuku. [lpW coCTaBIeHWMM [aHHBIX OTYETOB CJEIYET BBIMOIHATH
TpeboBanus npuitokeHus Ne 6 x [TpaBunam);

0) CTaTUCTUYECKUN OTYET:

TUTYJIbHASI CTpaHUIla (C YKa3aHUEM Ha3BaHMS HCCIIEIOBaHUA (COTIacHO
a03aIy BTOPOMY MOANMYHKTA | HACTOSIIEro IMyHKTa), HAUMEHOBAHUE M apec
OpraHU3alN¥, TPOBOMAIICH CTATUCTUYECKYIO YacTh HCCIICIOBAaHUS, JaThl

Hayajla 1 OKOHYAHUS CTaTUCTHYECKON YacTu I/ICCJ'IeI[OBaHI/ISI);
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BBelicHUE (MH(OpMalKs O JEKApCTBEHHOM IIpenapare: OINHUCaHMUE,
XAMUYECKas (cTpyKTypHasi) dbopmyina, (dhapMaKOKMHETHKA,
dbapmakoIMHaAMUKA);

IeJTb 1 33J1a4l CTAaTUCTHYECKOM YacTH UCCIIeOBaHMS (KPaTKoO);

omucanne  (PapMaKOKMHETHYECKOTO  aHajuu3a,  WIACHTUHUKAIUS
HCITOJIB3YEeMBIX CTATUCTHYECKHUX MTPOTPamMM;

nocTpoeHue hapMakKOKHHETUYECKON KPHUBOU;

(apMaKOKMHETUYECKOE YpaBHEHHE M €ro aHaiu3, HCIOIb3yeMbIe
IIPOTPaMMBI pacyeTa;

omnpenenenre 0a3oBbIX (papmakoknHeTnueckux mapamerpos (AUC gy,
AUC 0.), Crnax U tmax) 1 METOIOJIOTUS X PACUYETOB;

MIPOBEPKA TUITOTE3bI OMOIKBUBAJICHTHOCTH,

ONHMCAHME MPOIENAYPHl CTATUCTHUECKON 00pabOTKM NaHHBIX, MTPOBEpPKA
HYJICBOU W aJIbTEPHATUBHON THITOTE3;

pe3ysbTaThl OICHKH OWOAKBHBAJICEHTHOCTH W WX HHTEPIIPETAIMS IS
peepeHTHOTO M HCCIeayeMOro JIEKapCTBEHHBIX MPENapaTtoB C PacyeToM
Cmaxs tmax, Ty, AUC gy, AUC (0-) (B hOpMe TabmIHILIB);

CTaTUCTUYECKUMA aHaIIN3 ToKa3aTeyen HKBUBAJICHTHOCTH
JIEKapCTBEHHOTO nperapara, UACHTU UK UCTIOTb3YEMBIX
CTaTUCTUYECKUX TIPOTPaAMM;

TaONWIIBI, COAEpXKAIMHUE PE3yAbTaThl AUCIEPCHOHHOTO  aHaIu3a
nokasarenel O6uMonocTynHOCTH Cma, AUC(y, AUC(.) u nokasarenei
OMOPKBUBAJICHTHOCTH Huccienyemoro mpemapara f", f', f. A Taxke
JOTIOJTHUTENbHBIE ~ TApaMeTPhl  DKBUBAICHTHOCTH IS OTIEIBHBIX
JIEKapCTBEHHBIX (POpM;

aHaJIN3 MOIIHOCTH UCCIIeIoBaHMs (C MPEACTABICHUEM PE3yIbTaToOB 10
naHHBIM Cax 1 AUC 0.y B popme Tabnuisl);

BBIBObI U 3aKJIIFOUYCHHUC,
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CIIUCOK JINTEPATYPHI;

1) IPUIIOKEHUSI:

UHIUBUyaJIbHbIE M CcpenHue (papMakOKMHETHYECKHe Mpoduin,
a Takke CcyMMapHble Tpoduian  pedepeHTHOT0 U  HCCIEAYEeMOro
JIEKapCTBEHHBIX MPENApaTOB B HEMPEOOPA30BAHHBIX KOOP/IMHATAX;

WHJIUBUJyAIbHBIE W CpelHUEe (papMakOKUHETHYECKUE mnpodui,
a Takke CyMMapHble Tpopuin pePepeHTHOT0 U  HUCCIEAYEMOIo
JIEKapCTBEHHBIX MPEMAPATOB B JIOTapU(PMUUYECKUX KOOPJIMHATAX;

TaONMIBl WHIWBHUAYaJIbHBIX W CPEIHMX 3HAYEHUW KOHIIEHTpaIuH,
bapMakOKMHETUYECKUX  MapamMeTpoB M JUCIHEPCMOHHOTO  aHaIM3a
nokaszarened  (apMaKOKMHETHKHM  pePEepeHTHOro U HCCIEAYEMOIo
JIEKapCTBEHHBIX MPEnaparoB.

3. Otuer AOMKEH OBITh MpEACTaBiIeH Ha OyMa)KHOM M 3JIEKTPOHHOM
HocuTensix. JloGas wmHopMmaiug 1okHA OBITH JOCTYNHA IO 3alpocy.
WunuBuayanbHble 3HaYEHUS] KOHIIEHTpaIui pedepeHTHOrO U UCCIEAYEMOro
JIEKAPCTBEHHBIX TMPEMaparoB B OHOJOTHMYECKUX KHUJIKOCTAX, a TaKxKe
MOJIy4YeHHbIE  (DApMAKOKMHETUYECKUE TIOKa3aTeJi IO BCEM ATalam
UCCJIEIOBAaHUS TIPEACTABISIOTCS B DJEKTPOHHOM BHAE B (opMe TabuIl

MS Excel nnu HHBIX, COBMCCTHUMBIX C ITdHHBIM PCAAKTOPOM.

Il. AHanuTUYECKU OTUET O MPOBECHUU TeCTa
CPaBHUTEIbHON KUHETUKH PAaCTBOPECHUS
4. AHanuTUYECKUM OTYeT O TMPOBEJAECHUM TECTa CPABHUTEIbHOU
KUHETUKHU pacTBopeHus (fganee coorBeTcTBeHHO — oT4eT, TCKP) BKiItowaeTcs
B pasmen 3.2.P.2 «®apmaneBTuueckas pa3paboTka» Momyns 3
PETUCTPALIMOHHOTO JIOChE JIEKAPCTBEHHOIO IpEmapara B COOTBETCTBUU C

HpaBI/IJ'IaMI/I perucCtpanvuu M JSKCICPTHU3bI JICKAPCTBCHHBLIX CPCACTB JIA
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MEIULMHCKOTO PUMEHEHUS, YTBEPKAAeMbIMU EBpa3suiickor 3KOHOMUYECKON
KOMHUCCHUEH.

5. Otuer BKIIIOYAET B ce0s CIAEAYIONMINE SJIEMEHTHI:

1) TUTyNBHAS CTPAHUIIA, HA KOTOPOW IPUBOMSATCS:

Ha3BaHUE UCCIIEIOBAHUS;

HANMEHOBAaHHUE W aJpeC OPraHU3aluu, MPOBOJAIICH AHAIUTUYECKYIO
4acTh UCCIICIOBAHUS,

nathl Hayasna u okoHdanus nposeaeHus: TCKP;

2) conepikaHue OTYeTa,

3) ctpanuma mnoxanucerd (¢ ykazanumem @.M.0., momkHOCTEH 110
OCHOBHOMY MECTy pa0oThl, mojnuced (C yKa3aHHEeM JaThl) JIHII,
OTBeTCTBEHHBIX 3a npoBeaeHue TCKP);

4) nepeveHb COKPAIICHUN U MCIIOJIb3YEMbIX TOHSITHIA;

5) undopmariys 0 Marepraiax u 000pyI0BaHHUU;

6) nHOpMaIns 0 CpaBHUBAEMBIX JICKAPCTBEHHBIX MTperaparax:

XapaKTEePUCTHUKA UCCIIEYEMOTO JICKAPCTBEHHOTO Ipernapara: TOPTOBOE
HAaUMEHOBaHUE (€CIu TMPUMEHUMO), MEXKIYHAPOJHOE HEMAaTEeHTOBAHHOE
HAaMMEHOBaHUE, JIEKapCTBEHHas (opMa, I03UPOBKA, HOMEp CEpHUH, Jara
MPOU3BOJICTBA, Jara HWCTEYEHUsS CPOKAa TOJHOCTH, HPOU3BOJAUTENb WIH
OpraHM3alus, OCYIIECTBIAOMAA BBITYCKAOMMUNA KOHTPOJb KauecTBa
(c yKazaHMEM CTPAHBI-IIPOU3BOJIUTEIIS);

XapaKTEepUCTUKA PePEepPeHTHOrO JIEKApCTBEHHOTO Mpernapara: TOProBoe
HAaWMEHOBaHUE, JIeKapCcTBeHHas (opma, J03WpPOBKA, HOMEpP CEpUM, jara
MPOU3BOJICTBA, JaTa MCTEYEHUsS CpPOKA TOAHOCTH, YCJIOBUA XPaHEHHS,
MPOU3BOJUTENb WM OPraHU3alMs, OCYLIECTBIISIOMIAS  BbITYCKAOIIHIA

KOHTPOJIb KauecTBa (C yKa3aHUEM CTPaHbI-IPOU3BOAUTENS);
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7) napopMarus 00 aHATMTUYCCKOM CTAaHJIAPTHOM oOpaslie, B KOTOPOH
MPUBOIATCS HaWUMEHOBAHHE, TTPOU3BOINUTEINb, KOJTMYECTBEHHOE COACpKaHUE,
HOMEp CEePHH, CPOK TOTHOCTH (IIOBTOPHOTO MCIIBITAHWS);

8) urdopmanus 0 peakTUBaX U MaTepuasax;

9) undopmaius 00 OCHOBHOM U BCIIOMOIaTeIbHOM 000PYI0BaHHH;

10) ycnous nmpoBenenust TCKP:

a) BEIOOp, Kparkoe OOOCHOBaHUE YCJIOBUWA M ONHCAHUE METOJIUKHU
nposenenus TCKP;

0) ycnoBusi npoBefenuss TCKP (tun ammapara, CKOpOCTh BpallleHUs,
TeMIiepaTypa cpenbl, 00beM Cpeilbl, Bp€eMEHHBIE TOUYKH, KOJIMYECTBO €IUHUIL
mpemnapara Ui pacTBOPEHHUS, TIOMEIIAeMBIX B COCYA, YHCIO EIUHUIL
JICKapCTBEHHOTO TIpermapara g KaKI0i BPEMEHHOW TOUYKH, WCIIOIh3yeMbIC
«CHHKEPBI», Mpoleaypa oToopa o0pasioB, Mpolieaypa BOCHOIHEHUS CPEIb
pacTBOpEHU);

11) uadopMmaiius O MapKUPOBKE O0Opa3loB IMPH  MPOBEICHUU
VCCIICIOBAHU;

12) onucanue aHATUTUYCCKOW METOAWKH (BO3MOXKHA IEpPEKpeCcTHAs
CCBUJIKA Ha JPYTrUe pa3/ielibl peruCTPAllMOHHOTO 10Che Uin (hapMaKoIeHHYIO
METOJIMKY, TOIJla HUXXENEPEUMCICHHbIE CBEACHUS  JOMYyCKaeTcs He
IIPUBOIUTD):

TaOJIUIIBI, COMIEpIKAIIME KpaTKUH 0030p aHAJUTHYECKOM METOAuKu. B
CJIy4dae WCIIOIh30BaHUS XPOMATOTPAPUIECKUX METOAOB MIPUBOMSTCS YCIOBHS
xpoMatorpadi4eckoro  aHajgu3a: MOABMXKHAsA  (asa, TUN  KOJOHKHU
(TpenKoIOHKH), CKOPOCTh IIOTOKAa, TEMIleparypa KOJOHKH, TeMIepaTypa
aBTOCcamIUiepa, 00beM BBOIUMOW  MpoObI), JIE€TEKTOp, MapaMeTpbl
JNETEKTUPOBAHUS, JINHEWHBIN JWAINa30H TPagyupPOBOYHOM KPUBOW, HHMKHUM

npeaci KOJIUYCCTBCHHOI'O OIIPCACICHHA, HCIIOJIb3YCMbIC TI'PaAyHUPOBOYHLIC
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00pa3ipl (YUCIIO M KOHIIEHTpaIus), oOpa3libl KOHTPOJIS KadecTBa (YUCIO U
KOHIIEHTpAITHs ), ClIOCO0 MMOCTPOCHUS U TUII TPATyHPOBOYHON 3aBUCUMOCTH;

PUTOTOBIIEHNE UCXOAHOTO FPalyipOBOYHOTO PacTBOPA,

IPUTOTOBJIEHNE UCXOAHOTO PACTBOPA JIJIsi KOHTPOJIS KaueCTBa,

IPUTOTOBJIIEHUE CPEl PACTBOPEHMUS,

MIPUTOTOBJICHHUE pacTBOpa IIaeoo;

MIPUTOTOBIICHUE PA0OYUX TPATYUPOBOUYHBIX PACTBOPOB,;

IPUTOTOBIIEHNE PAOOYMX PACTBOPOB JIJIsi KOHTPOJIS KaueCTBa,

13) pe3ynbTarhl aHaiam3a UCCIIETYEMBbIX o0pa31oB (nmara,
WICHTU(DUKAIUSA ~ aHAUTHYECKMX  cepuid  (IIMKIJIOB),  paHJIOMH3AIlHS
UCCIEAYyEMBIX 00pa3IoB, TPAIyUPOBOUYHBIX OOpa3IOB U 00pa3lOB KOHTPOJIS
KauecTBa B aHAJIMTHYECKHX CepUsAX (IMKIAX), KPUTCPUU TPHEMIIEMOCTH
aHAIMTUYECKUX cepui (IMKIIOB), TAOIUIIbI, BKIIOYAIOLIUE PE3YIbTaThl);

14) pe3yabratel  00paOOTKM  PE3yJIbTaTOB M HACHTH(HUKAIUN
IPOTrpaMMHBIX CPE/CTB,;

15) kpaTkoe omnucaHue BalUAAMKM MCIOIb3yeMOH aHaJTUTHYCCKON
METOJINKH,

16) pesynsrarel nposeneuus TCKP:

CBOJIHbIE  TaONMUIbI, COIEpXKallhe Pe3yJIbTaThl  BBICBOOOXKIEHUS
pedepeHTHOr0 M HCCIeAyeMOro JIEKapCTBEHHBIX MPENapaToB B KaxKIOM
BPEMEHHOW TOYKE, I KaXJIOW CIWHHIIBI JTO3UPOBaHUS PEePEepPEeHTHOTO U
HCCIIEYEMOTO JIEKAPCTBEHHBIX MIPEMapaToB U CPEJl PACTBOPEHUS, C pacIeTOM
CpeAHUX 3HaUYCHUN U KOA()PHUIMEHTOB BapHalluM CTEIIEHH BBICBOOOXKICHUS B
KaXJI0M BPEMEHHOM TOYKE;

rpaduuecKue H300paKeHUsI npodusnen BBICBOOOXKICHUS
JIEHCTBYIOIIETO BEIeCTBa U3 PeEePEHTHOTO U UCCIIETYEMOTO JICKAPCTBEHHBIX
penaparos;

OTKJIOHCHHUM, IIPUHATBIC MCPbI, UX O6OCHOBaHI/Ie;
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dakTop cxomumocTH f, ¥ rpaHUIIBI TPHEMIIEMOCTH,

17) BBIBOIBI M 3aKJIIOUCHHC,

18) nureparypa, MCHOIB30BaHHAS I BHIOOpA YCIOBH TPOBEICHUS
TCKP u pa3paboTKy aHAIUTHYECKON METOIUKH;

19) npunoxeHus:

nporpamma (miporokoit) poseaenust TCKP;

pEINpe3eHTATUBHBIE XPOMATOTPaMMbl (WM WHBIE MEPBUYHBIC JTAHHBIC)
B KosinuecTBe He MeHee 20 % OT uncia BBITIOJIHEHHBIX aHATU30B,;

cepTu(UKATHI aHATU3a UCCIIETyeMOTro U pedepeHTHOTO JIEKapCTBEHHBIX
IIpEINaparos,;

20) oT4eTr O BaIMJAMKM AHAJTWTHYECCKOH METOIUKH IPHU IMPOBEIACHUU
TCKP (Bo3MOXHa  TE€pEKpecTHas CChUIKa Ha  JAPyrue  pasfessbl
PErUCTPAIIMOHHOTO  JIocbe WiIh  (apMakoNmeHyl0 METOIUKY, TOoTAa
HIDKETICPECUYHCIICHHBIE CBEJICHUS JTOTYCKASTCS HE TPUBOIMTD):

a) TUTYJIbHAsI CTPAHMIIA, HA KOTOPOU MPUBOISATCS:

Ha3BaHME UCCIIEA0BaHUS;

HaWMEHOBAaHUE U aJIpeC OpTraHU3alUU, POBOJIAIIEH UCCIIEIOBAHUE,

JaThl Ha4yajla 1 OKOHYAHUS BaIUAALMU aHATUTUYECKOW METONHMKU MPH
nposenenun TCKP;

0) conepxaHue OTUETA;

B) cTpanunia mnoanuce (c ykazanuem @.M.O., nomkHOCTEH MO
OCHOBHOMY MECTy pa0oThl, Moanuced (C yKa3aHHEM JaThl) JIHII,
OTBETCTBEHHBIX 32 MPOBEACHUE BAIUAAIMUA AHATUTUYECKOW METOIUKU MPHU
nposenenuu TCKP);

I') IEpeUYeHb COKPAIICHUIN 1 UCTIOIb3YEMBIX MOHATHA;

1) OOOCHOBaHUE BHIOOpa METOJa, MapamMeTpPOB BaIUJAIMU U HX

OIICHKH, UICHTU(PUKALIHMS TPOTPAMMHBIX CPEJICTB /I PACYETOB;
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€) TaOauLbl, CoAepkKallue KpaTKuii 0030p aHAIMTHYECKUX METOAUK. B
cilyyae UCIOJIb30BAHUSI XpOMaTOrpapuueckux MeTO/10B MPUBOJATCS YCIOBUS
xpoMatorpadMyeckoro  aHaiau3a: MOABWMXHAas  (aza, TUN  KOJOHKHU
(MpenKoIOHKH), CKOPOCTh TIOTOKAa, TeMIlepaTypa KOJIOHKH, TeMIiepaTrypa
aBTOCcamIUiepa, O0O0beM BBOIUMOW  MpoOObI), JIE€TEKTOp, MapaMeTpbl
JNETEKTUPOBAHUSI, JINHEWHBIN JWAINa30H TPaayupPOBOYHOM KPUBOW, HHMKHUN
npeaes KOJUYECTBEHHOIO OINPEETICHUs, UCIOJIb3yEMbIE T'PaTyUpPOBOYHBIC
oOpasipbl (YMCIIO M KOHIIEHTpalMsl), 00pa3iibl KOHTPOJs KadecTBa (YHCIO U
KOHIIEHTpaIus), Cioco0 MOCTPOEHUS U TUII TPATyUPOBOYHON 3aBUCUMOCTH;

) CEJIEKTUBHOCTb MeToj1a (uneHTuUKaus BBITIOJIHEHHBIX
AHAJIMTUYCCKUX cepuid (IMKJIOB), KPUTEPUH MPUEMIIEMOCTH, PE3yJIbTAThI
(B bopme TabmmIl, XpOMaTOrpaMMbI HJIH HHBIC TICPBUYHBIC JaHHBIC B CIIydac
1eJIECO00PAa3HOCTH, COOTBETCTBUE KPUTEPHSIM MTPUEMIIEMOCTH);

3) TpalyupoBoyHasi KpuBas (ypaBHEHHE KpUBOW, KOIPPUIIMEHT
KOppEJsIUY, JIMHEUHBIA Auana3oH, KPUTEPUU MPUEMIIEMOCTH, PE3ybTaThl
(B Bume TabmwmIl, XpOMaTOrpaMMbl WM WHBIC TICPBUYHBIC JAaHHBIC B CIIydac
1EJEeCO00Pa3HOCTH, UJICHTU(UKAIIMS BBIOTHEHHBIX AHAIUTUYECKUX CEpUil
(IMKJIOB), COOTBETCTBHE KPUTEPHUSAM IPUEMIIEMOCTH);

M) NPaBWIbHOCTh U TOBTOPSEMOCTb B TeueHne 1 JHA win
AHATUTHYSCKOW cepun (IUKJIAa), KPUTEPUU MPUEMIIEMOCTH, PE3yIbTaThl B
dbopme TabnuIl, COOTBETCTBUE KPUTEPUSIM TPUEMIIEMOCTH,

K) MPAaBUJIBHOCTh U MPEIU3UOHHOCTh B Pa3HbIC JHU, AHATUTUUYECKHUE
cepun (ITUKJIBI), KPUTCPUU TPHEMIIEMOCTH, pE3yJbTarhl B ¢GopMe TaOmuIl,
COOTBETCTBUE KPUTEPHUSIM MTPUEMIIEMOCTH;

1) npoueaypa paz0apieHuss 00pa3loB NpU HEOOXOAUMOCTH (KPUTEPUU
MPUEMJIEMOCTH, pPe3yJbTaThl B (opMe Tabiuil, COOTBETCTBUE KPUTEPUIM
MPUEMJIEMOCTH);

M) cTaOUILHOCTH 00Pa3IoB (PaCTBOPOB):
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CTaOUJILHOCTh XPAHEHUSI UCXOAHBIX U PadOUYUX PACTBOPOB (KPUTEPUU
MPUEMJIEMOCTH, pPe3yJbTaThl B (opMe Tabmuil, COOTBETCTBUE KPUTEPHUIM
MPUEMIIEMOCTH);

CTaOMJIBHOCTh 00pa3loB (pacTBOPOB) B MPOLECCE BBITOJHCHHUS
AHAJIM30B, BKJIFOYAs BpEeMs Ha IOATOTOBKY 0Opa3ioB (pacTBOPOB) W BpeMs
OJHOTO aHaJIN3a,

H) OTKJIOHEHUSI, IPUHSTHIE MEPBI, UX 000CHOBAHMUE,;

0) 3aKJIFOUCHHE,

) JIUTepaTypa, UCIOJIb30BaHHAas JJisi 00OCHOBaHUSA BBIOOpAa METONA U
napameTpoB BalIUAAINH, pa3pabOTKU aHAIUTUYECKON METO/IUKH,;

p) OpwiokeHue (penpe3eHTaTUBHBIE XPOMATOTPAaMMbl WU  HWHBIE
NEpBUYHBIE JaHHbIE B KoinuecTBe He MeHee 20 % or umcna o0pasios,

AHAJIM3UPYCMBIX IIPHU BAJINAAIUN aHaAJIUTUYECKOM MCTO,Z[I/IKI/I).




Ae (0-t)
AUC 4724

AUC g,

AUC (0-t)

AUC o)
AUC (extr)

C max

Cmax,ss

Kel
Rmax
Ty,
tmax

tmax,ss

I[TPUJTOXEHUE Ne 8

K IIpaBuiiam nposeneHus
HCCIJIEAOBAHUN OMOSKBHBAJICHTHOCTH
JIEKapCTBEHHBIX IpernaparoB B paMKax
EBpa3niickoro SJKOHOMMYECKOTO COI03a

YCIOBHBIE OBO3HAYEHU A
dbapMaKOKMHETUYECKUX TapaMETPOB

oO11iee coJiepKaHue HEM3MEHEHHOTO JEHCTBYIOIIETO BEIIECTBA
B MOue, COOpaHHON OT MOMEHTa MpueMa JI0 BpeMeHH t

IUJIOMIAAb MO/ KPUBOW «IJIA3MEHHAs KOHIICHTPALMs — BPEMSI»
C MOMEHTA MpHUeMa JIEKapCTBEHHOIO Mpenapara 10 72 4

IJIOMIAh IO/ KPUBOKM «IUTa3MEHHAs KOHIICHTPAIUSA — BPEMs»
C MOMEHTa IIpUeMa JIEKApCTBEHHOTO TIpermapara [0
OECKOHEYHOCTH

IUJIOLIAAb MO KPUBOW «IJIA3MEHHAs KOHIICHTPALUs — BPEMSI»
C MOMEHTa TIpUeMa 10 TOCJCIHEH  ONpeAcIsIeMOn
KOHIICHTPAallM1 BO BPEMEHHOMN TOYKeE t

PaBHOBCCHaAA IUIOMIAb I10A KpHBOﬁ B MHTCPBAJIC TO3UPOBAHUA

OoCTaToO4YHaAda (G)KCTpal'IOJ'II/IpyeMa}I) omanap I10J1 KpHBOﬁ,
AUC(9-c0)—AUC(g-p)

AUC(9-c0)

omnpenensiemas o ¢popmyie

MaKcCHUMabHas IJa3MeHHas KOHIIEHTpaIysI
paBHOBECHAs MaKCHMaJIbHas IJIa3MEeHHasi KOHIICHTPaIlUs
KOHCTaHTa CKOPOCTH TEPMHUHAJIBHON AITMMHUHALINHT
MaKCUMaJibHasi CKOPOCTh BBIBEJICHHS C MOYOM

MIEPHOJI TOJTYBBIBEJICHUS U3 TJIa3MbI

BpeMsi TOCTUKEHUS Cax

BpEMA NOCTHIKCHUA Cmax,ss
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