EBPA3UHCKAS YKOHOMHYECKASI KOMUCCHSI
KOJUIETI' U

PACHOPHAKEHHE

«27» nexadpst 2022 r. Ne 236 r. Mocksa

O npoexre pemenus Coera Frpazuiickoii skoHOMHTIECKOIT KoMBuCCHN
«O Bnecenun nzmenenuii B llpaBuna nposenenus ucclieoBanmii
OMOIKBHBAJIEHTHOCTH JIEKAPCTBEHHLIX MPENapaToB B paMKax
EBpasaiickoro 3k0HOMHYECKOI'0 COI03a>)

|. Onobpure npoext pemenus Coera EBpa3suiickoil 5KOHOMHYECKOI
komucenu «(O) BHeceHHH u3MeHeHuit B [pasuna rpoBejienus mecleoBaHMil
OHMODKBUBAIIEHTHOCTH JIEKAPCTBEHHBIX MpenaparoB B pamkax Eppazmiickoro
JKOHOMUYECKOrO coro3a» (npuiaraercs) W [NpeJCTABATL  €ro I
pacemorpenus Coserom EBpasniicKoil 3KOHOMHYECKOH KOMHCCHH,

2. Hacrosiiuee  pacropsikeHwe BCTYNAeT B CHIY C  JaThl  €ro
onybnukoBanus Ha oduuHaIbHOM caiite Espasuiickoro 3KOHOMHYECKOro

CcOKI34a.

ITpencenarens Kosuleruu

EBpasnlickoi 3KOHOMHYECKOH KOMHCC M. MsacuukoBng




EBPABUUCKAS SKOHOMHUYECKASI KOMUCCHUS
COBET

PEINMIEHMHE
« » 20 1. No T.

O sraecennn w3MeneHnii B IlpaBuia npogenenus necae 0Banuii
OHO3IKBUBAJCHTHOCTH JIEKAPCTBEHHBIX IPENApaToB B paMKax
Eppazuiickoro 3oHOMHYECKOT0 01032

B coorsercrBum ¢ nysKTOM 2 crarthd 4 u crarkeil 6 Cornamenus o
CAMHBIX MPHHIMIEAX W [paBUIax oOpaiieHHs JeKApPCTBEHHLIX CPEACTB
B pamkax Espasuiickoro skonommueckoro corosa or 23 aexadbps 2014 roga
K nyHkrom 86 npunoxenus No 1 k Pernamenty pabortel Empasuiickoi
OKOHOMHMYECKOH  KOMHCCHH, YTRepkKaeHHoMy  Pemenmem  Briciiero
Espasuiickoro sxoHomudeckoro cosera ot 23 gexabpa 2014 r. No 98, Coner
EBpasuiickoi 9KOHOMHYECKOH KOMUCCHI P e I 1 JI:

1, Brectn B [papuna [IpoBeIeHus Heene10BaHuii
DHOIKBHBAIEHTHOCTH JEKAPCTBEHHBIX [PENapaToB B pamkax Espasuiickoro
HKOHOMHYCCKOTO coro3a, yreepxjieHnsie Pewennem Cosera Eppasuiickoi
SKOHOMHHYECKOH KoMHecHM oT 3 HosiOpst 2016 1, Ne 85, uaMeHeHHs cornacHo

HNPHITOMEHHUO.

2. Hacrosmee Peuwenue BerynaeT B CHWIY 110 ety N
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180 KanenmgapHsIx [Hedl ¢ AaTHI €ro OMHITHATRHOTO OMYOIHKOR

Yaenwt Copera EBpazuiickoii s3xonomMmmuecioii komuce

Or Pecnybimakn Ot PeenyGimin Ot PeenyGmukn - Ot Keipreeroi OxPoc
Apmenus beaapyces Kazaxcran PecnyOinkn Depepaitny

M. I'puaropsan M. Herpumenxo  C.Kymanrapun A. Kacoivaimes A, Osepuyxk



TTPHUJIOXKEHWE

Kk Pemenuio Cosera
Espasuiickoil 5KOHOMHYECKOH KOMHCCHM
oT 20 1. Ne

U3IMEHEHMWA

EHOCHMBIEC B “[]EIBHJHI NMPOBEIACHUH HCCIe10BAHMI
OHOOKBHBAJCHTHOCTH JERAPCTBEHHBIX NIPENApPATOB B paMKax
EBp'ﬂSHﬁEKﬂI"D IKOHOMHYECCKOI'O COHOZA

|. AD3au Bropoi IyHKTAa 4 AONOJHHTL NPEAJIOKEHHEM CIEIYIOLIEro
cojiepxanns: «Paszpaborka nu3aiiHa M 11pOBENEHUE WCCIS/IOBAHNN, aHaIn3
JAHHBLIX ~ CPaBHUTENLHOW  OHOZOCTYNHOCTH  JUIS  MOJTBEPHIEHHS!
OMOPKBUBATEHTHOCTH .]'IBI{EI}']CTBBT—THI:JX ImpenapaTon B JICK ﬁp CTBEHHEIX
Gopmax, mpenHazsHAYCHHBIX JUIS OKAa3aHWs MECTHOTO [eHCTRUS WM s
MECTHOIO TPHUMEHEHMS, [POBOMASTCS B COOTBETCTBHM ¢ TpebOBaHHAMY
corjiacHO npuioxkenuam Ne 11 — 13.».

2.B nyunkre 11:

a)B abzane BOCBMOM cCilOBa «OHOJOIMYECKAs HSKBUBAJIEHTHOCTLY,
((GHDBI{'BHB&HEHTHOC‘TL}})) FAMEHHWUTEL CITOBaMM ((SHDHKBHBMCHTHOCTL});

0) mocne ab3ara BaMIIATE MEPBOTO JOMONHATE ab3alieM CIeoyrOLero
COJepIKaHusI:

«COKpPAILLEHHOE JIOCLEe» — PErHCTPALHOHHOE JI0ChE JEKapCTBEHHOIO
npemnapara, o0beM  (papMaleBTHUYECKOH  pa3pabOTKH  KOTOpPOTO — HE
MPELyCMATPUBAET IPOBEAEHHUS MOTHBIX TOKCHKOJIOIHHECKMX H KJIHHHYCCKHX
MCCAeNOBAHUI W BKIIOYEHHS MX PEe3ymbTaToOB B MOOymH 4 w5
PETHCTPAlHOHHOTO JOCBE ]

B) B IIpeJJIOMEHUH [epBOM ab3ana [BajlUaTs YETBEPTOTO CJIOBA

(0, {HEDE}HEETEJH}HU B OIHHAKOBOM KOJIHYECTBE MIIH JIEK&pC'[‘BEHHDﬁ []]OpME}
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M/ OJHHAKOBYIO COJIb WITH D(QMpP» 3aMEHHUTL CIIOBAMH «HeoOs3aTeNhbHO B
OMHAKOBOM KOJIMYECTBE, HIIH JIEKApCTBEHHOH (opme, MHOO B BH/E TOI iKe
COJIH MK TOTO 3kKe a(upar.

3. llpennoxenne BTopoe adzana BTOPOro NyHKTa 33 H3NONKHTE B
cneaytouiein penakimn: «benm Takme cpefieHMs B 00MmIeH XapakrepucTHKe
JEKApPCTBEHHOTO Ipenapara peQepeHTHOro JEKapeTBEHHOrO MNperapara
OTCYTCTBYIOT, PEKOMEHJYETCsl, 4TOOBl CyOBEKTH WCCAe0BAHAA Haualy
npuemM nuiM 3a 30 MMHYT [0 [pHeMa JIeKapeTBEHHOIO TIpernapara M
JapepuIniay ero B Tedenue 30 MUHyT.».

4. B npunosxenun Ne 1 k ITpasunam:

a) npemioxenue neppoe absana neproro paszena IV nociae caos
«WIEKapCTBEHHBIA Hpenapary JOIOJHHTL CIOBAMH «B MOMEHT IPHMEHEHHS);

0) B mpemnoxennn mnepsoM abzaua nepeoro paszgena VI ciosa
«SIBASIETCS BOAHLIM PAcTBOPOM» 3aMEHHMTL CIOBAMH «TIPHMEHSeTCS B BHjE
BOJHOIO pacTBopay.

5. lononuuth npunoxenusmu Ne [ 1 — 13 enepyioniero cogepikanus:

«TPHUJTOEHKWE No 11

K I IpaBunam npoBezienns uccieJoBaHMi
OMOIKBHBANIEHTHOCTH JICKAPCTBEHHBIX
npenaparoB B paMkax EBpasuiickoro
IKOHOMHYECKOI'0 COK03a

TPEBOBAHIHAS
K MPOBEACHHI0 KIHHHYECKHX HCCJeJ0BAHNT JIeKAPCTBEHHbIX
HPenaparos, COACPRANINY H3BECTHOE /1eHCTBYIOMIEE BEIECTRO
(BemecTBa), B JIeKapeTBEHHbIX (POpMax, 0Ka3bIBAIIIHX MECTHOE
AeHCTBHE
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[. OBume nonoxKeHns

. Hacrosimme Tpebopanms onpeaensior HOPsJ0K  [POBEACHHS
KIHMHUYECKHMX HMCCIe0BAHMI JICKAPCTBEHHBIX IIPEIAPaTOB, COASPIKALIMX
M3BECTHOE JIEHCTBYIOIIEE BEIIECTBO (BElecTBa), B JIEKApCTBeHHBIX (hopmax,
OKa3bIBAIOLIUX MECTHOE JelicTBue (Jlanee — npenaparsl MeCTHOIO HeHcTBus),
W IIPEJCTaBIeHHs Pe3YJIbTATOB 9THX HCCIeJoBaHHi B pajjenax 2.5 u 2.7
MOZAYJIS 2 W B MOJYJIE 5 PerucrpaluoHHOro Jocke. JlomomHHTENbHEE
ACTeKThl H3Y4YeHMS TakKMX JIEKAPCTBEHHBIX [IPENaparoB MPUBE/ICHEl B
npuiokenusax Ne 12 w13 k [lpaBunam mnposeneHus wuccie0Banui
OMOAKMBAIIGHTHOCTH JIEKAPCTBEHHBIX Hpernaparor B paMkax Eppazuiickoro
HKOHOMHYECKOIo coto3a, yreepxaeHHeiM Pemennem Cosera Eppasuiickoii
SKOHOMHYECKOH Komuccun 0T 3 Hosbps 2016 r. No 85 (manee — [1pasuna).

2. Hacrosuiee  Tpebosanus  cogep:kaT  JeTanmzainni  obbema
McCHelOBAaHWI  mpenaparos  MecTHoro jedicrBust ¢ yuerom Ilpasun
PErHCTPALMY W 3IKCIIEPTH3bl JIEKAPCTBEHHBIX CPEACTB Uil MEAMIMHCKOTO
MPUMEHEHHS,  YTBEPKAEHHBIX Pemenvem  Coseta Espasuiickoi
AKOHOMHUecKkoH komuccun o1 3 HoubOpst 2016 1. No 78, B 3aBHCHMOCTH OT
BHIa JIEKAPCTBEHHOI0 Tpenapara ¢ y4eTom PykoBoacTBa No JOKITHHHYSCKHM
uceneloBaHHAM  De30mMacHOCTH B TEMAX  MPOBEJCHWS  KIMHUYECKHX
MCCIIE/I0BAHNI W PErucTpaliii IeKapCTBEHHEIX MPENnapaTos, YTBEPHKIAEHHOTO
Pewenuwem — Kommeruu — EBpasulickoil  3KOHOMHYECKOH — KOMMCCHUH
ot 26 nostbps 2019 r. Ne 202.

3. Ilpenapatel MECTHOTO IEHCTBHS TMPUMEHSIOTCS € Lelblo OKa3aHWug
noxansHoro ahhexta, HATIpUMe:

JIEpMAaTO/IONHYECKHE TEKAPCTBEHHBIE TTpenaparhl (KpeMbl, MasH);

JIeKapCcTBEHHbIE [IpelapaTsl AJ18 HHTATAUMHA B (QOpPMe NMOpPOIIKA MK
a’pO30IIH;

INTAa3HEIC KAIlJIH H YIIHEIC KallJlH,
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HazaJbHbIE JIeKapCTBEHHbIE NPenapaThl;

NEPOPaNBLHO, BATHHAIILHO WIH PEKTA/bHO [PUMEHSIEMBIE TIperapars
MECTHOr0 JeHcTBHS.

Cucremnoe neilcrBue (eci Takoe HWMEETCs), paccMaTpUBaeTcs Jis
ATUX FPYTIN TEKAPCTBEHHBIX TIPEITapaToB KaK HexenaTe/lLHOe JAeicTBHE.

4.B caywyae wu3MeHeHHMs TEXHOJOIMH, COCTaBa (HAmpUMep, IpH
M3MEHEHHM  (DM3MKO-XMMHYECKHX CBONCTB JIGKAPCTBEHHOI'O Iperapara,
H3MEHEHHH BCIIOMOrare/bHBIX BELECTB) WIH JICKAPCTBEHHON (hopmul
NpenapaToB MECTHOTO [eHCTBHA MOIYT HM3MEHATLCS HMX OesomacHocTh M
(unmi) >pPEeKTHBHOCTE, & TAKKE W CTETeHb IPOHUKHOBEHHS JCHCTRYIOLIETO
BEIIECTBA B CHCTEMHYIO LUPKYIsIHI0. KpoMe Toro, 11py HaHECEHNH HA KOWKY
MM CIM3HCTBIE ODOJIOYKH caM  HOCHTENb JIHCTBYIOMIEro BellecTBa
((hopmoo6pasyromuii KOMIOHEHT JTeKapeTBeHHOH (HOPMBL, MPeICTaBISHOLL i
cob0il KOMITO3ULIMIO BCMOMOTATEILHLIX BEIECTB) MOMET OKA3BIBATE BIIHSHIE
HA [aTroreHes 3a00/eBaHus.

5.B  cnoyyae ecim  HEBO3MOXKHO — OLUCHUTb  OHOZOCTYIHOCTB
JIEKapCTBEHHOTO TIpernapara ¢ Meloib3oBaHueM  (apMakOKMHETHYECKHX,
(bapMakoAMHAMUUECKHUX KOHEYHBLIX TOYEK WM KOHEUHBLIX TOYEK in Vilro,
TAKOW JIEKAPCTBEHHBIH Mpernapar He A0NycKaeTes paccMaTpUBaTh B KAYECTBE
BOCIIPOM3BEIEHHOTO JIEKApCTBEHHOro mpenapara. B 1o ke Bpems o06bem
papmanesrtiueckoli  paspaboTKH  TAKMX  JIEKAPCTBEHHLIX  [PENapaTos
COOTBETCTBYET COKPALICHHOMY J0Che. B OTHOLICHMH TAKUX TIPENaparos Ipu
[O0Ja4e 3asBJICHUA Ha PErHCTPALMIO CIENYET YKas3blBarb HMX OTHECEHHE K
TUIY FTAOPHIHBIX JIEKAPCTBEHHbIX [1PelapaToB,

JLis mpenaparoB MECTHOIO JeHCTBUS OTCYTCTBHE YKa3aHHBIX JAHHBIX O
JIOKJIHHUHYECKOM M KIIMHWYECKOM HCCIeN0BAHUH, HEOOX0IMMO 0DOCHOBATE B

paszpenax 2.4 u 2.5 MOJiyns 2 perucTpalimoHHoOTo JOCKE.
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6. I1pu BHeceHuH 3HaUMMBLIX M3MeHeHni 11 Tuna neobXo MO JloKas3arTh
TEPANCBTHYECKYIO IKBHBAJICHTHOCTE [0 OTHOLUEHHIO K OPHIHHAILHOMY
(pedepentHOMYy) NeKapcTBEHHOMY mpenapary (magee —  npernapar
cpaBHeHHs). Bpibop wcciieloBaHWH KW OTCYTCTBHE JAHHBIX JOJKHBI OBITEH
obocHOBaHEI 3asBUTENeM B paszjene 2.5 (W, ecim 3T0 NPUMEHMMO K BHIY
3asBJICHMS] Ha perucrpaumio — Takmke B pasnene 2.4) momyis 2
PETHCTPANHOHHOTD TOCKLE.

7. Tpebopanua k o00beMy JlaHHBIX 00 HCCHENOBAHWAX TPENAPATOR
MECTHOI'O JIeHCTBMS, [PEJCTaBISeMbIX B PErHCTPAllHOHHOM JOChE TaKHUX
MPENAapaToBR, B 3aBUCHMOCTH OT BHJIA 3asRIICHUSI HA PETUCTPALMIO W CTETICHH

OTIIMHHA OT IperaparTd CPpaBHEHMS ITPABE/ICHE]L B T&GHH].IE.

Tabmmia

Tpebosanus k 00BeMy JAHHBIX, HPEACTABIACMBIX
B PErHCTPALMOHHOM J0Che PenapaToB MecTHOro AeHceTRHS

Bun 3asBieHHs HA perucTpalut Oobem AAHHBIX ob HeCeNOBaHAAX

|. 3asBienne Ha PerucTPaLMio  [IONHOE PErUCTPALHOHHOE JIOChE HITH
NPenapaToB MECTHOTO JIEMCTBUS  COOTBETCTBYIOIIHE CBA3YIOLHE HCCIIE0BAHMS
C M3BECTHLIM JASHCTBYIOIIMM B MO/LYJIE 5 PerucTpalMoHHOro 10Che
BEIIECTBOM, paHee He

NPUMEHSIBLIIMMCS MECTHO

2. 3agBienne Ha PErucTPaiyio ¢
peJICTABIEHHEM COKPAIIIEHHOTO
T0CKE M YKA3AHHeM OIHOTO W3
CAeAyIOIIMX BHOB Pasnuiuii
MEIKITY HCCIeyeMBIM
ruOpHAHEIM JIEKapCTBeHHBIM
[IPENapaToM W NPenapaTom
cpapHenust:

a) Ipyroe rnokasaHue K KITHHWYECKAE HccaenoBanus ek THBHOCTH
IPUMEHEHHIO 1 OE30NACHOCTH B OTHOLIEHHH JAHHOTO
MOKA3AHMS

0) Apyrof pexumM HO3UPOBAHHS  IJIMHUYECKHE HCCIEA0BaHMS De30macHoCTH U
3heKTHBHOCTH B OTHOUIEHWW [aHHOTO
pexuma jo3uposanus. B pamkax
HCCcTeoRaHuH HeobxoMMo obocHoBaTh
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Bun zasgsnenns na PErHCTRALHIO

B) ApyTas JIO3MPOBKA, HO
ODRIMHBIN PEKUM IOIUPOBAHUS

') Jipyras jekapereensas (hopma

(Hanpumep, 3aMeHa Kpema
MAas3bh), 34MCHA a3pP030J1A
MOPOLIKOM JJI% MHT AN )

/1) BOCIIPOH3BE/IeHHbIE
(rubpunHEIe) NeKapCTBEHHbIE
Hpenapars (B ciydae
MOTEHIHATBHO 3HAYUMbIX
H3MEHEHMH BCITOMOTraTeNnbHBIX
BELLECTB H (MITH) TEXHOIOI MY
[POMIBO/ICTBA 110 CPABHEHHIO C
npenaparoM cpaBHeHus )

Q0BeM HaHHBIX 00 HCCIeM0BAHHSX

enecoodpazHocTs pa3paboTkn HOBOTO
peRMMa JI03HPOBAHKA W JOCTATOYHOCT
npeuiaraeMoro obeeMa necneioBaHuii Hexo/1s
H3 TOMYYCHHBIX PE3YILTATOB

M0 BO3MOKHOCTH (PAPMAKOIHHAMHUYCCKHE
HCCTIeIOBanus, MIN UCCTIEAOBAHNS TOKAITBHON
JOCTYMHOCTH; WIH HCCeNOBAHNS i vitro
(Hanpumep, [Jist IIA3HLIX Kalels), K
obocHOBaHWE OTCYTCTBHA HEOOXOOUMOCTH
NPOBEAEHUs] UCCIeIOBAHKH B cly4dae
HE3HAYMTENLHBIX PAINTHYMI B JOZHPOBKAX.
HeobxonuMo nipeicTaBUTE TTIOATBEPH ICHIE
De301aCHOCTH HHOH 103MpoBKH. B pamiax
HecHe10Bamii HeobXo Mo 000CHOBATD
1eaecoodpasHocTs pa3paboTkd HOBOM
JAO3UPOBKH U JIOCTATOYHOCTR MPeIJIaraeMoro
ofBeMa WecHe0Bannii NCXOs U3
[MOJIY4EHHBIX PE3YILTATOR

KIHHHYECKHE UCCIeNOBAHKS [UI1s
[TOJATBEPHJICHH DE301IaCHOCTH H

3 PEeKTUBHOCTH H (MM ), 110 BOIMOKHOCTH,
(hapmaxogHAMHYECKHE MCCIII0BAHMS, &
TaKsKe (ecn HeoDX0AHMO), HCCITe0BaHIS
abecopdIINMK, NPOHNKHOBEHHS U MECTHOM!
nepeHocuMocTH. B pamkax uccnenoBaiuii
HeoOX0HMO 0DOCHOBATE 1ENECo00PasHOCTh
pazpaboTKW HOBOII TekapeTBeHHOH GOpPMEL 1
AOCTATOMHOCTE MpeAjiaracMoro obhema
HCCHeI0BaHHH HCXO/IS U3 MOTYUYeHHBIX
Pe3yILTATOR

NOATBEPIACHHE TepalleBTHHECKO
IKBUBAIIEHTHOCTH NPENapary CPaBHEeHHs.

[To BosmoxkHOCTH apMarkoiHAMUIECKHE
MCCHEIOBAHKS, I HCCIIEJOBAHMS JIOKAIbHOM
TOCTYITHOCTH, HITH HCCNENOBAHUA in Vilro
(HarpuMep, s MIA3HBIX KaMnessb) Wi
oDoCHOBaHUE OTCYTCTBUS He0DX0IHMOCTH
[IPOBEJICHUA HCC/ICAOBAHKA B CIIyvae
HE3HAUYMTENLHBIX Pa3IUduil B cocTase
BCIIOMOTAaTENbHBIX BEIECTB U criocobe
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BH,[[ 3asMBIIEHWA Ha pernucrpaliio Oonem JdaHHBIX 00 HCCHCIOBAHWAX J

npoussoscTea. Heobxomnmo mpezcrasuts
MOATBEPIeHHA De30MacHOCTH
NeKapCTBEHHOTO Mpenapara

3. 3asBneHue o0 BHECEHHHN

3HAYMMBIX W3MeHeHui 1l tina B

PErHCTPALMOHHOE J10ChE

TpenapaToB MeCTHOTo

neitcTrs >

a) U3MeHeHus ceoicTB 110 BO3MOIKHOCTH (papMaKoIMHAMHIECKHE

JeiicrBylomero seuecrsa (0e3 HCCIIEIOBAHMS, WK MCCIEI0BAHMA JTOKANBLHOH
M3MEHEHHS €r0 MOJIEKYJISPHOM  JOCTYNHOCTH MW HCCHENOBAHUs i1 Vilro,

CTPYKTYPBI), KOTOpOE IIpn HEBO3MOKHOCTH IPOBENEHHUS YKA3aHHbBIX
yKa3hIBaeTCs B XapaKTepHCTHKE — MCCHeA0BaHKUH — KIMHHYECKHE HCCIeN0BaHK
ero (pU3HUECKHX CBOHCTB TeparneBTHIECKOH IKBHUBAICHTHOCTH.

HEGﬁKD,ﬂHMD MPENCTdBATL NOATBEPACIEHHA
DesonacHoCTH JCKAPCTBEHHOIO IIpenapaTa

0) u3MeHeHHs BCIOMOraTe/ILHLIX 110 BO3MOIKHOCTH (DapMaKkoIHHAMUYECKIE

REIIECTR HCCTeAOBAHMS, MITH MCCIEI0BAHNS JIOKAILHOR
NOCTYIHOCTH WA UCCIIe0BAHWA 111 Vitro.
ITpu HEBOZMOIKHOCTH ITPOBEIEHUS YKA3AHHEIX
HCCHIEOBAHHH — KIHHHYECKHE HCCIeI0BAHKUA
TepaleBTH4ecKol IKBHBANIEHTHOCTH.
Heobxomumo npecrasuTs moTBEPIIeHHS
BezonacHOCTH NEeKapCTBEHHOI'O penaparTa

B) M3MEHEHMS! [1YTH BBEJCHUS 110 BO3MOKHOCTH, (hapMaKoMHaAMHYeCKue

1 (HIIH) HAHECEHUs! HCCHIEOBAHHA, HITH UCCNeIOBAHNA TOKATBEHO
JEKAPCTBEHHOTO [Ipenaparta ¢ JOCTYITHOCTH HIIA HCCHEHA0BAHHA i1 Vilro.
YUETOM YCTPOWCTB [115 IIpy HEBO3MOKHOCTH NMPOBENEHHA YKA3aHHKIX
JIOCTaBKY MIIH HAHECEHUs MCCHIEJORAHUI — KIIMHUYECKNE HCCIeAOBaHMS
(Hanpumep, HHIAIsTOp) TepaleBTUHECKOH IKBUBANCHTHOCTH.

HeobxoanmMo mpeficTaBATh NOATBEPHAIEHIS
Be30MacHOCTH IeKAPCTBEHHOTO nperapara

'B cnydae Brccenus H3MCHEHMil, YKA3AHHBIX B MOANYHKTAX «a» — «BB 1YHKTa 2 TaOIHIIbI
BOIMONCHO YACTh HCCNEJOBANMH OIHCATH [IYTeM YKasauus CChUIKH HA [EPROHAYAILHO
0A00PEHHOE PETHCTPAIIMOHHOE JIOChE, BMECTE C TeM HeOBXOIAMO TIPEACTARNTL Pe3yHbTaATH
CODCTBEHHEIX MCCIICIOBAHHH,

*B cinyuae pHecenns W3MeHeHHH. YRA3aHHBIX B NOZNYHKTAX «a» — «BY OVHKTA 3 Tabnuue, a
TaKKe JUTS  BOCHPOMIBEJICHHEIX M IHOPHHEIX JI@KApCTBEHHLIX NPENApaTOB  HIMEHEHHIL,
ylca'::aHme H ]ll)j_’l,ll}"HK'i'E‘,’ I ]i}'HI{'IH 2 'l'ilGJlHll,h]:. EICDEKDJ‘IHMD TID,D.'FBCII]_JI“T]: 'fﬁpa][EB'i'HT-IECK}"!U
IKBEHBATICHTHOCTL € NpPCHAPATOM CPABHEHHA € RCIOAL3I0OBAHHCM f’-ﬂili-llepOBfil—FHh]x MUHE]’IEﬁ_
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Honyckaercs He NPENCTARIATE OKCNCPHMEHTANBNBIC MaHHBIE B CHy4YagX, OIpaHWYEHHBIX
HEFHAHHTCIEHBEIMHA MAIMCHCHHAMH, KOTOPLIE HE PACHEHHBAIOTCH B KAYECTBE CYUICCTREITHLIN C
TOYKH 3penus OesonacHoCTH M 3EKTHEHOCTH JICKAPCTBEHHOIO IPEHapard, OTCYTCTBHE
nanHbx neobxoaumo obocnonats B paszene 2.5 mojyist (4, eciu npumenumo, B pasgene 2.4)
MONYHA 2 PErHCTPALMOHHOIO Jjocke. Henmw zagBuTencM HE NPECTABICHO KaKMX-1HO0
pbocHOBaHHH, HeoDXOIHMO NPOBEICHHE KIIMHHYECKAX HCCIE/TOBaNH,

{ Yerkoe pasrpaHHueHHe MENILY KATCTOPHSMH 3asBICHHH, YKasaHuLIMH B Tabmuuie, B pije
CITYYAEs 3aTPYAHUTEIRHO, B oTHONIEHNH AepMATOIOrHYECKUX HPEIapaToR MECTHOTO JeHeTRIA
n00aBIeHHe BCTIOMOTATCIBHBIX BEUIECTB (Hanpumep, Ui  YCHAWTENs IPOHHKHOBEHUS
AeficrByoniero geuectsa) npuMensercss noguynxt «06» nymxra 3 tabmuner # rTpebyercs
MPOBE/ICHUA PACHIMPEHNBIX MCCneAoBannii (Kak Juis WAMCHCHWH B paMKax [MOIIYHKTa Iy
nynKTa 2 TabIuis).

B OTHOLIEHMH BCEX U3MEHEHHIA, OMHUCAHHLIX B 'I‘EIGJTHI_[E:,
COOTBETCTBYROIIHUC Pa3/IClibl PETHCTPAITHOHHOTO NOCHC NOJDKHBEI COJZCPIKATDL
dHallu3 BHﬁDpa nporpammel MCCIe/IOBAHUH WIIH 0CTATOYHOE 000CHOBaHHE

HX OTCYTCTBHA.

II. 3asiB/ienne Ha perucTpaLui) penaparos MeCTHOro AeHeTris
C H3BECTHbLIM I['Bf;fCTB}'IDHIHM BEIIECTBOM,
panee He IPUMEHABLINMCS MECTHO

8. Jlns  QopmupoBanus MOAYNS S pPErMCTpalMOHHOTO JIOChE B
3aBHCHMOCTH  OT  JIEKapCTBEHHOro  mpenapara  Tpebyercs  jmbo
Mnpeacraplieide I[HOJIHOI'O perucTpauoHHOre n0cChe, Jnbo HnpeJcTaBlicHHE
JJAHHBIX COOTBETCTBYIOLIMX CBS3YIOLIAX MCCE/IOBAHUA B YKa3aHHOM MOJLYJIe
PErveTpalMonHOro Jioche. Pe3yibTarhl CBA3YIOLIMX HeCHeloBaHui mMoryT
HCHIONB30BATHCS B CIy4asix,  KOrja  JIeHCTBYIONIEE  BELIECTBO
3aperucTpupoBaHo B COCTaABE NEKapCTBEHHBIX MNpenapartoB ¢ Apyrumn
HYTAMH  BBEACHUAMMU. Heobxonumo  obocHoBaTh BO3MOXKHOCTh
MCIIONB30BAHMS  CBA3YIOIINX MCCIICI0BAHMIA BMECTO pealusanmy ToaHoi

MPOIrpaMmMel KIIHHHYECKOH paspaboTKH.
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1. 3asiByieHue Ha perucTpaInio
¢ MpeacTaBIeHHEM COKPATICHHOTO I0Che

1. OBocHoBaHKe BHIA 3a9BIICHAS HA PETHCTPAIMIO

9. Jlng mpenapartor MeCTHOTO J1eHCTBHS He0OXO0HMO 10JITBEPANTS,
UTO  JIEKAPCTBEHHBIH npenapar (BOCIHPOM3BEICHHBIH WM  rUOPHIHEBIM)
TepaneBTHYECKH IKBUBANICHTEH Nperapary ¢paBHEeHH.

10. Jlnss mOATBEpXKJIEHUS  TepaTieBRTHYECKON  SKBUBAJIEHTHOCTH
HeOoOXOMMMO TIPOBEAEHHUE KIMHHYECKHX MCCIeAoBaHMH, ocobeHHO IUIs
AEPMATOJOTMHECKMX TIPENAapaToB MECTHOrO JIeHCTBHA (32 MCKIIOUEHHEM
JIeKapeTBEHHbIX [IPerapaToB, yKa3auubix B pasjielie X npujioxeHus Ne 1 x
ITpaBunam). 3asgBuTe/b BIpaBe HMCIONBL30BATH YKa3aHHLIE B TPHIIOKEHHH
Ne 13k [Tlpasunam Mopenu  HccielosaHuii  wiam  paspaborars
anbTepHATHBHEIE MOJENH Hecnegoanmil. /s 910l ey B 3aBUCHMOCTH OT
CUTYAlLHU HONYCKACTCS IPOBOAUTD:

(papmakoAMHAMHMYECKHE HCCIIE0BAHMS C YUACTHEM YEJIOBEKA;

HecHe0BaHHs JIOKalLHOH OHOIOCTYTHOCTH € yHaCTHEM Yell0BeKa;

HCCIeOBAHMS HA IHUBOTHBIX (eC/Ii NPHMEHHMO);

HeCIeIoBalus in vitro (ecim NpUMeHnMoO ).

Bece wmojenn (METONMKM MNPOBEAEHUS) YKa3aHHbIX HCCIIEI0BAHMT
JOMAKHBL OBITE BatMauMpoBanbl. Kpome Toro, HeoOX0AUMO ¢ HCIO/IBL30BAHHEM
COOTBETCTBYHOLUX METOJMK M3YUHThL BONPOCH DE30MACHOCTH M MECTHOI
NEPEHOCHMOCTH HCCHE/YEMBIX [PernapaToB MECTHOTO JEHCTRIS.

|1.TTpu  paspaborke anbTEPHATHBHBIX MOJIeNel  WcemeoBaHmil
JOMyCcKaeTcs MCIONb30BaHME  MOJlesield, [PUBEICHHBIX B  [penapar-
crietn(UIHBIX YKa3aHWAX TocyliapcTs — wieHoB MekIyHapoHoro cosera
M0 rapMOHH3alMM  TexHudecknx TpeboBaunii K  (dapmaleBTHUECKHM
npenaparaMm And  MEIUIHHCKOTO [PUMEHEeHHS U TaKAX 3 Ke MK

AHATOTHYHEIX ﬂCﬁCTB},’FD[U,HK BCIHIECTE W JIEKapPCTBEHHEIX ¢)OI'.!M' nmpenapaTosB
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MECTHOI'O nerersus. Pazpaborky AILTEPHATHBHBIX MOJIene,
HCIOJIB30BAHHEIC TIperapar-creruduyuHble yKa3aHus, 4 TaKmxe JanHele [0
DezonmacHOCTH M MECTHOH TEpernoCHMOCTH WCCIEJYEeMBIX Tpenaparos
MECTHOTO JeHCTBUs HeoDXoammo obocHoBaTh B pasfene 2.5 moxayis 2

PEIrHCTPALMOHHOI'O JOCLE.

2. Ilpencrasnenie nannbix 06 SQPeKTHBHOCTH (DKBUBAICGHTHOCTH)
[IpenapaToB MECTHOTO J1eHCTBHISA

Knuanueckne HCCIIeToBaHM A

12. Kpurepun npueMneMocTd TpaHuIl SKBHBATICHTHOCTH A0MKHEI OBITEH
Ornpeje/eHbl  3apaHee, HeoOXoAMMOE JUId  HCCACHOBAHMUS  KOJMYECTBO
DALMEHTOB  JIOJDKHO  OBITh  OUEHCHO B HPOTOKONE  KIMHHYECKOTO
WCCHeAoBanud 10 Hayaja  HCCNeNoBaHMA ¢ MCHOJIL30BaHHEM
COOTBETCTBYIOIMUX  CTATHCTHYECKHX  TOJIXOJIOB. Beibop  rpaumun
IKBUBANICHTHOCTH JUIS MWCCHeNyeMOoro Mpenapara MecTHoro JeHCTBHS 110
OTHOUIEHHIO K NIPENapaTy CpaBHCHUA 3aBUCUT OT JeHCTBYIONIErO BEHiecTRa U
HCIIOIB3YeMBIX [1APAMETPOB OLEHKH HSKBUBAICHTHOCTH W JOJDKEH OBITH
obocHOBaH 3asdBUTEIEM. YKa3aHUE B OTHCTE O NPOBCCHHOM HCC/ICAOBAHUE
CTaHJAPTHBIX IPaHULl IKBUBAJTEHTHOCTH Taiie Tpebyer obocHoBaHMA s
JIAHHOH TPYIITbl H3YYaeMbIX TIPErnapaToB MECTHOI'O JeHCcTBMS.

13. TlojreepxieHue TepaneBTHIECKOH IKBUBAIEHTHOCTH
UCKIKOYUTEIEHO HA OCHOBaHWM (akra paziauuuii B JeHCTBUM M3YJYaeMbIx
mpenapaToR MECTHOTO JeicTBus u ranedo Hegocrarouno. B zaBucuMocT
OT 0QKHMIaeMOro orTpera Ha iaaucdbo M HeoOXOAMMOCTH HATMYMSA TFPYITIH
OTPHLIATENLHOTO KOHTpOJs TpeOyercs IpoBeeHHe HcclefoBaHus s 3
rpynn  j1odpoBobles, [03BONAIIIET0 CPaBHUTHL JieicTBue Tuianedo,
WecnelyeMoro Ipernapata MeCTHOro JeHCTBUSL W TiperapaTta CpaBHEHHS.

ITpoenenwe mecnmemoBanmii st 2 rpynn gJoOpOBONBIEE JOTYCKACTCs B
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ciy4dac, CCJIn ATo 000CHOBAHO [IPUMEHSEMBIMH NpHHIATTAMM
OHMOCTATHCTHYECKOTO  aHAIH3d, BLIEGP Jihzaiina HCCJIETOBAHHA TdKKE
JOJIFKEH OplITL  0oOOCHOBAH 3asBHTEIEM B HNPOTOROJIE  KIHHHYECKOIO

HCCJIETOBANMA H B OTHUCTC O PC3ViIbTaTax MCCIIeOBaAHMA.

ﬂ[‘.ﬂ}’ e MOJea JOKA3aTEIhCTRA SKBHBAJICHTHOCTH

14, Eciin BMecTo KJIMHUYECKHX HCCeloBaHni BeIOpaHa Apyras MOaemhb
JA0Ka3aTesbeTBa IKBHBAIEHTHOCTH, TO A1 1O TBEPHKACHNS
TEPANEBTHYECKOH HKBHBAICHTHOCTH HEODXOAMMO MMOKazarh U 000CHOBATH
peneBaHTHOCTE MOAEHH (MO/Ielb JI0/DKHA OBITE BAIMJIUPOBAHA), B TOM JHCIE
HeOOXOAMMO NOJATBEPAUTE €€ MPUMEHHMOCTL B OTHOIIEHHH YKA3biBAEMBEIX
P pEerucTpaluyd  pemxuma M cuocoda npUMEHeHns  JEKAPCTBEHHOTO
npenaparta. Jna OonemmHerBa pazpaboTaHHBIX MOjIeNeld, aTbTepHATHRHBIX
KIIMHHYECKHMM HMCCIeNOBaHMAM, BATHMMAINS OTCYTCTBYCT.

15, s NICKAPCTBEHHBIX npernaparos MECTHOI'O JIeHCTBIA
(papmakokuHeTHUYEeCKas OMOIKBHUBAIICHTHOCTE HE BO BCeX CIyUasx sSBISIETCs
ONTAMAILHBIM ~ METOAOM Ul TIOJTBEpPHJeHHs  TepaneBTHYecKoil
SKBHBAIEHTHOCTH (K YMCIY HCKIIOHUEHHMH OTHOCHATCSH, YKasaHHble B
npuiokennd Ne 9 x IlpaBuiam), IOCKOIBKY I1a3MeHHBIE KOHIIGHTPAIME HE
ABIAIOTCA TOKA3aTeIbHEIMU 17151 OI[CHKH MECTHOM 3(heKTHBHOCTH, OJHAKO
JIOTTYCKAaeTCst HCIIOJIL30BATh JAHHBIE 0 (hapMaKOKNHETHYECKOH
OMOAKBUBANEHTHOCTH  JUISl  ONEHKM  ©Oe30MacHOCTH  JIEKAPCTBEHHOTO

[periapara.

3. IlpeacrasneHye JaHHbBIX 0 Oe30MacHOCTH
[IPEnapaToB MECTHOIO JEHCTBHA
|6, bezonacHocTe 1 MECTHYH) [EPEHOCHMOCThL IPENdaparoB MECTHOTO
JeicrBud Jonyckaeres obocHOBaTL NMyTem NpencTaBieHns WHQOpMAaLKUKU 0

CBOMCTBAX ,ﬂe.ﬁ CTBYHOLIEro BENTECTBA H BblﬁOpE H3BECTHLIX
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BCIIOMOTATENIbHLIX ~ KOMIOHEHTOB. B oTaenvHnix cioyuvasx Tpebyercs
[POBEACHHUE JIONOIHUTENBHBIX HCCHEI0BAHUHA JIEKapCTBEHHOIO TpernapaTa
KaK LEJOCTHOro mnpoaykra (cMech JIEHCTBYKOIIEro BellecTBa M Beex
BCIIOMOTATENLHEIX BEHIECTB) HA IJKHUBOTHBIX, A TaKkKe JOMOTHHUTEIBHBLIX
WCCIIeIOBAHMI ¢ yaacTHeM JesloBeka.

17.Benm  3asBuUTENb WCXOIHT M3 TNPEANONOKEHHs O TOM, 4YTO B
MCCIENYEMOM TIpENapaTe MECTHOTO JIeHCTBHS KOJHYECTBO AKTHBHOTO
BEIIECTBRA, JOCTHIAIOWIEr0 CHCTEMHOIO KPOBOTOKA M (MJIM) MeECTa OKazaHHs
dhapMakoIoruieckoro AeicTsHs, Bblllle, 4eM B [penapate CpaBHCHHS, H 3TO
ITPEITONONKEHNE TIOATREPIKJICHO, CeIyeT NPEJICTARNThL B PErUCTPalidoOHHOM
JIOCEE COOTBETCTBYIOIIME TOKCHKOJOTMYECKHE [aHHBIC MW JaHHbie O
Oe3onacHOCTH Tipenapara MECTHOTO [I€HCTBHA, IONYYEHHEIE B paMKax
yeelneoBaHuil ¢ yuacTuem uenoseka. (Orkas sasiBUTENs] OT NpeicTaBIeHH
TAKUX JTAHHBIX JIOKEeH OLITh 0D0CHOBAH B pasjene 2.5 (M, eclld NPUMEHUMO,
B pazniene 2.4) Mojyns 2 perucTpanuoHHOro 10Che.

|8.B ciyyae ecnd MCIONB3YIOTCS BCIIOMOraTelbHBIC BelECTEa,
BIEPBLIC [IPUMEHSsEMBIC B COCTABE IpPelapaTtoB MECTHOIO JIeHCTBMSL,
HeoOXoaUMMO  NPEACTaBUTL  COOTBETCTBYIOHIME  TOKCHKOJIOI'MYECKHE,
apmakonoryueckue JaHHbe W JJaHHBIE 0 Oe30MacHoCTH ITHX TIPernapaTos,
NOJIydeHHbIE B paMKax HCCIeJoBaHUH ¢ ydyacTueMm 4YesoBeka, Juid
MOJTBEPIKICHUS.  TOTO, HTO  JJAHHOE  BCIIOMOTATENTLHOE  BEIECTBO
JIEHCTBUTENIBHO  HEAKTMBHO M 0e3onacHo, a4  TakkKe He HMeeTcs
HEKEJATE/IEHOTO  XapakTepa B3anMOJEHCTBHS JTOr0  BCIHOMOIATENBbHOTO
BEILECTBA ¢ JACHCTBYIOLIMM BELECTBOM JIEKAPCTBEHHOIO Mpenapara.

19. [lporpammy HcenegoBaHHi | JaHHBIe 0 De301aCHOCTH NPEnaparos
MECTHOI'0 JeHcTBHS HeoDX0AMMO paccMoTpeTsh B pasfene 2.5 (4, ecim
npUMeHuMo, B pasfene 2.4) Moaymas 2 perucTpaiiioHHOTO J0Che, a TAKKE

00OoCHOBATE BBIGOID HNPEACTABIHCMEBIX JTaHHBIX WM OTKA3 OT [peACTaBICHHA
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3THX JaudeiX. [lpH olenke pucka HOBOTO JIGKAPCTBEHHOTO [penapara
HeODXOAMMO YUHTHIBATE TOT (PAKT, 4TO caM NATOJOIHYECKHH Tpoliece MOKeT
BIMATE Ha abcopOnuio JeHCTBYIOUIEro BellecTBa Ipernapara MeCcTHOTO
JACHCTBUA WM €ro MPOHHKHOBEHHME B CHCTEMHBI KPOROTOK, MPH 3TOM
TpeOyercss NpeAcTaBleHre JaHHbIX O 0e30nacHocTH, MOJYYEHHBIX ¢

YHACTHEM YCJIOBCK.

4, Jlpyrue cejienus O npenapaTe MecTHOro JIeHCTBHS,
[pE/ICTABIIEMEIE B PEIHCTPALIMOHHOM JIOCHE
20.Ecnu B OTHOLIEHWH [Openapara MECTHOTO JAEHCTBUS C HOBBLIM
COCTABOM 3asiBJISIIOTCH [IPH PErucTpaluy HOBBIE CBOHCTBA, MX HEOOXO0IMMO

0DOCHOBATE B PEFHCTPATTHOHHOM H0CHLE,

IV. 3asBienne 0 BHECEHHH 3HAYMMbIX W3mMeHeHuH I tima

B PEMACTPALMOHHOE JOCKE [IPENapaToB MECTHOTO JIeHCTBHS
21.B cinydae M3sMEHEHUs XapaKTEPUCTUK JIEKAPCTBEHHOIO lIperapara
(IIpOM3BOACTBEHHOH peLenTyYpbl, COCTdBa, cnocoda IPOM3BOJICTBA WM
MoH(pHKALMH JleKapeTBeHHOH (popmbl), KOTOpoe He TpedyeT rnoga4yu HOBOTO
3adBJIGHHMSI  HA  PErucTpainyio  ©  BO3MOJKHOCTBIO — TIpejcTaBieHust
COKpALEHHOr0  Jocke  (U3MeHeHwe, He  Tpedylolee  paciimpeHus
pEFHCTpﬂH,HI/I}, HO KOTOpOE MOMNKHO pacCMarTpHBaTh B KadeCTBE 3HaAYHMOI'O
mameHenuss  [1  Tuna, ciepyer NpeACTABUTE  PE3YABTATEI  OLEHKH
TepaneBTUHeCKOH OKBHBAICHTHOCTH 3TOr0 I[pernaparda, BKIKYAad ero
MECTHYIO TMEpPeHOCHUMOCThL (npH HeoOxommmocTH)., Eciin 3asButeneMm He
ofocCHOBAHO MHOE TPEG_YBTEH MpelCcTdB/IEHHE TalHLIX, YKA3aHHBIX B pa3iclic
I nacrosmux Tpebosanuii. Ipejpcrapiiende STHX JAHHLIX He TpebyeTes B
cllyydae KnaccH LiJH KallkiH U3MEHEHHIA KaK HEZHAYHMMBIX U3MEHEHMH,
3HAYMMOCTL W3MEHEHU HeoOxonumo obocHoBars B pazaene 2.5 (H, eciw

MPUMEHHUMO, B pasziene 2.4) Moayis 2 perucTpaijMOHHOTO J10Che.
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NPAJIOKEHUWE Ne 12

k [ lpaBuiam nposejieHus
Hece10BaHMin
DHODKBHBANIEHTHOCTH JIEKAPCTBEHHEBIX
npenaparos B pamkax EBpasuiickoro
HKOHOMHHYECKOTO COKO3a

TPEBOBAHMUAA
K IIPOBEACHHI0 HCCET0BAHME IS HOATBEPKICHUH
TepANeBTHYECKOH YKBHBAJEHTHOCTH JIEKAPCTBEHHLIX NIPENapaTos
B JIEKAPCTBEHHBLIX (hopMax, 0KAIBLIBAINUX MECTHOE {eHCTRHE
B JKeTy/109HO-KHIIeYHOM TPaKTe

[. Ob1me nomokenus

1. Hacrositee T'peboBanus [IPUMEHSIFOTCA B OTHONIEHHH
JEKApCTBEHHBLIX  MPENapaToB B JICKAPCTBEHHBIX  (opMax, KOTOpble
OKA3BIBAIOT MECTHOE [IEeHCTBHE B ONpEeNeeHHOM Vy4acTke (ydacTkax)
KEITYAOHHO-KHIIEYHOTO TpaKTa [DT noJaocTH pTa oo ﬂp}]MDﬁ KHLLIICI’I) M ajis
KOTOpPBIX /11000€e CHCTEMHOE JeHCTBUE paccMalpUBAaeTCsl KAK HeXKenaTeIpHas
peaxilms (Jianee — npenaparsbl MECTHOTO JAEHCTRHS).

2. Hacrosiue Tpebosanus onpejaensitor 0coOEHHOCTH TIPOBEIEHHS
HEOOXOJMMBIX UCCIISOBAHUA DHOAKBHBATICHTHOCTH i1 Vivo M UCCIIeJOBAHNI
IKBUBAJIEHTHOCTH (i vifro  JJIsl  TOJATBEPIKIEHHUS  TepaneBTUYECKOi
IKBUBAJICHTHOCTH IpeaparoB MECTHOI'O ACHCTBUS, 4 TAKKEe BKIIOYAIOT B
cebs ycioBusi, pH coOmoOAEHHH KOTOpLIX He Tpelyerca mpencTaBleHHe
cOOCTBEHHLIX KITHHHYECKHX JAAHHBIX.

3. B coorsercteun ¢ npuinokeHdeMm No 1 g llpasuiam nposeneHus
MCCnenoBaHui OMOIKBHBAIIEHTHOCTH JIEKAPCTBEHHBIX MPENAapaToBR B paMKax
EBpa3uiicKoro 3K0HOMUYECKOIO CO3a, YIBepkAcHHbIM Peienuem CoBera

EBpazuniickoii 3KOHOMHYECKOKH KoMHCcHH 0T 3 Hoa0ps 2016 r. Ne 85 (nanee —
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[lpauiia)  HEOOXOJMMO  HpOBeJeHHE  KIMHHYECKMX  HCC/IEI0BaHMI]
OMOIKBHBANICHTHOCTH ISl JIAHHOH IpylNbl JIeKapCTBEHHEIX ITPenaparos,
OHAKO JOMYCKAeTCs TakyKe HCIOJb30BaTh OTOBLIE M/IM paspadaThiBaTh
HHBIE OKCIEPUMEHTAJILHLIE MOJIENH  HCCIeJIOBaHMil 11 J0Ka3aTe/LeTRa
IKBHBAJICHTHOCTH. B 3aBHCHMOCTH OT CUTYALMH MOMKHO PacCMATPUBATH
(apMakoHHaAMIYecKHe HCCIeIOBaHus,  HCCIeJOBaHUS  JIOKa/IbHOM
AOCTYVIIHOCTH € YYHACTHEM HENOBEKd W CCIH OGGCHOBHHD, HCCICJOBaHHs Ha
JKUBOTHBIX WM MCCIEIOBAHMS [/ VIfro TIPH YCII0BHH, YTO COOTBETCTBYIOIIHE
METOMMUKH WM MOJE/IH HCclieloBaHui B JIOCTATOYHOH CTENeHH HAIeKHb]
(MCXOJI5 M3 Pe3yNILTATOR BANMAAINY METOIUKH UIIH MOJIENH).

4.1lo cpaBHeHHIO € KIMHUYECKUMH #  (hapMakoJHHAMHAYECKIMHA
KOHEYHBIMH TOYKaMHM B KIMHMYECKHX MCCIE/IOBAHNUAX MCNOJIL30BAHIE
AIBTCPHATHBHBIX MOJCJICH (BKJIFOYAs METO/BI i1 Vitro W in vivo) criocobmo
obecrieuynTh DOJIEE BHICOKYIO YYBCTBUTE/ILHOCTE B OTHOINEHMHA OOHAPYIKEHMS
pasiMuMHi  MeXAY  JIEKapCTBEHHBIMM  [IperaparaMu,  COAepIKALIHMH
OJMHAKOBBIE  NeHerByromme  Bemectsa. OnNeIT  OTAGALHOTO MW
KOMOMHUPOBAHHOTO TIPHMEHEHHSI HEKOTOPBIX M3 STHX ATkTEPHATHBHBIX
MOJeIel CBUJIETEILCTBYET O TOM, UTO BOZMOXKHO HATIPSIMYH) HIIH KOCBEHHO
CPaBHHTH JIOKA/IbHBIE KOHLEHTPALNHN JAEHCTBYIONIHX BEIIECTR.

5. TepaneBTHyecKy)  SKBHUBAJIEHTHOCTL  MPENapatoB  MECTHOIO
JEHCTBHA JIOIYCKAeTCs J0Ka3biBaTh € MCIOJIL30BAHHEM albTePHATHBHLIX
MOJIeleH [pu  YyCIOBHH, HTO 9TH MOJEIH HNOATBepIuiId cmocobHOCTE
NpaBUWILHO  OTpaKarTh  BRICBOOOIKAECHHE W JOKATLHYIO0 JOCTYIIHOCTh
KOMITOHEHTOR  HMCCIIeJyemMoro  Iiperapara  in vivo.  AHaIOIMYHOCTE
BEICBOOOMKACHNA M JIOKAJIBHOH JOCTYHNHOCTH JIEHCTBYIONIHX  BEIIECTB
ABISETCH OCHOBHBIM (DAKTOPOM, OIpeIe/SIOIMM CXOAHBIH KIWHHYECKUi
OTBET Ha I[penaparsl Jyis MECTHOrO npumeHedus. B cayyasx, korja

HCCIIeTOBAHMA in vitro HITH d)'&pMB.HGKHHETH‘E[@C KHC HCCIICAOBaAHIA
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O3BOJISIIOT  OUEHMTb  9TH  (aKTOpbl, KIAMHWYECKHE  MCCIe/IOBaHMS
JIOIYCKAeTCs He MTPOBOJINTE.

6.Buj  wcenenosanuii, nposeieHHe  KOTOPEIX — HeobXoaumo s
NOATBEPIKJIEHHSI  OSKBHBAJICHTHOCTH,  Olpejeisieress Ha  OCHOBAHHH
TIIATENBHOTO — aHAJIM3A  XapaKTepHUCTHK  JIGKAPCTBEHHOIO  [Ipernapara,
MEXaHM3Ma €ro JAEHCTBHA, MaroreHesa 3a0ONEBaHMs, BallHJHOCTH JNOOBIX
HCCJIECN0OBAHUI (M VIfFO WIH I VIVo, BIWSHUA BCIIOMOTATEIBHBIX BEIIECTB M
pasiuuMii B cucTemax Jocrasku Jledcrsyioulero euiecta. OTcyTeTBHE

KIHHHYIECKHX HCCJ’IE,II,GBEIHHFI HBDGXG,[I,I-IMD 000CHOBATD.

I1. Cihepa npumeHeHHs

7.B  wpacrosmmx TpebGopanusx npuBoAMTCS OnMcaHue BeIOOpa
UCClIeJOBaHUH  DKBHUBAICGHTHOCTH  invitro #  (DAPMAKOKHHETHYECKHX
HceaeloBanuil  OMOIKBUBANCHTHOCTH 17 Vivo B KauecTBe MOAXOJSIIIHX
MOJeel  JUid  TOJATBEPIKASHHS  TEeparneBTHYECKOH  JKBHBAJICHTHOCTH
IMpenaparoe MECTHOI'O ,H,EﬁC'l’EHH C HEMCOJICHHBLIM HJIH MO,HH[I]HI],H]JOB&HHBIM
BbICBODOJK/IEHHEM, COZEPKAlIMX OJHO W TO Ke JeHCTBYIOLIEe BEIIeCTBO.
Bribop uecnenopanuii HeodXonuMo 0D0CHOBATE B PErHCTPALIMOHHOM JI0CHE
C y4eroM BCEX BaKHBIX XaPaKTepPUCTHK, OKa3bIBAIOIIWX BIMSHHE HA
BBICBODOIK/IEHHE [ Vivo W JIOKAJIbHYIO JOCTYHNHOCTb JIeHCTBYIOIIETO
BeIllecTBA Tpenapara.

8. lnzaitn  QapMakogMHAMUYECKMX HCCIACAOBAHUN M KIHMHUYECKHX
MCCIIEIOBAHUI  TEpPANeBTHHECKOH  IKBUBAJIEHTHOCTH  3aBHUCHT  OT
ocobenHocred  sabonesanuil, JuIg  JIGYEHHMS  KOTOPBIX  TIPHUMEHSIOTCS
npenaparbl  MectHoro jeiicreusg. llpy  nnaHMpoBaHMM M MPOBEICHUM
MCCIIC/IOBAHMIT OTHENBHBIX [PYyIIl M Pa3sHOBUIHOCTEH JIEKAPCTBEHHLIX

npeinaparos HEODXO0IMMO YUHUTEIBATE  [NOJOMKCHHA  dKTOB Oprabnos
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EBpazuiickoro 9KOHOMHYECKOIO COH03a, PErJIAMEHTHPYIOUIMX IIPOBeJIeHNHE
MCCiIeI0BaHMil leKkapcTReHHBIX IPelaparos.

Y, Hacrosmue Tpebosanns MPHMEHSIFOTCS B OTHOIIEHNH
JeKapCTBEHHBIX — [IPENaparoB, CoJIeKaliX AeHCTBYIONHE — BelecTBa,
SIBJIOLIMECH HU3KOMOJIEKYJSIPHBIMU COSAMHEHUSIMK, TTOJIYHYEHHBIMKH TyTeM
XAMHYECKOTO CHHTE3a, YCTaHORBIEH B [Ipapuiiax npoBe/ieHUs MCCIIE1OBAHUI
OMONOrMYecKnx NEeKapCTBEHHBIX cpeActB EBpasuiicKoro 3KOHOMHYECKOTO
cotoza, yreepikiaennbix Pewennem Copeta Eppasuiickod 2KOHOMHYECKOI
Komuccuu ot 3 Hostdpst 2016 1. No 89,

10. Hacrosimme  Tpebosanuss  npumensitoress  1pH  oopMIIeHHN
3asiBIICHMI  HA  PErHCTPALMIO  CIEAYIONIMX — BUJOB  JIEKAPCTBEHHEBIX
Mpernaparos:

OPUI'MHAIIBHBIC JICKAPCTBEHHbIC Mpenapartbl (IOJHBIE 3asBJICHUS B
COOTBETCTBHM € pasaenoM | npunoxenus Ne 1 k [lpasunam perucrpaumn u
IKCHEPTHU3bl JIEKAPCTBEHHBIX CPEJACTB Ui MEAMIIMHCKOI'0 [pHMEeHEeHWs,
yreepikieHHsIM Perienrenm Cosera Erpasuiickoll akoHOMHYSCKOH KOMHCCHE
ot 3 HostOps 2016 1. No 78 (nanee — [IpaBuia perucTpaluu u sKCnepTuss));

BOCIIPOU3BE/ICHHBIE JIEKAPCTBEHHBIE TIPETApaThl (B COOTBETCTBUM C
noapazgenom 6 paszpena Il npunoxenuss Ne 1 x IlpaBunam perucrpaimy
SKCTIEPTH3I);

ruOpHHbIE  JIeKapeTBeHHBIE  rpenaparbl (B COOTBETCTBHH €
nofpasgenom 7 pasnena [l opunoxenus Ne 1 u npunoxkenuem Ne ||
Kk TIpaBunamM perucTpaluu | SKCHepTH3L);

JTeKapCTBEHHRIE MPEenaparskl ¢ XOpOomIo W3YUEHHBIM MeIMLIHHCKHM
MpUMEHEHHMEM (B COOTBETCTBUM ¢ noapasaesom 8 pasnena Il npuiaoxedus

Noe 1 k [lpaBunam pervcTpailm H SKCIEepTH3bI);
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KOMOMHUPOBAHHLIE JIEKAPCTBEHHBIC Ipenapartbl  ((puKcHUpoBanHas
KoMOMHaIMsl  J103) (B COOTBeTCTBUHM ¢ nogpazgenom 9 pasgena Il
npunoxkenns Ne | k [lpaguinam percTpaiuu U aKkcnepTussl).

Honoxenwnst  Hactogmux TpeboBanuii TakkKe DPUMEHSIOTCS [PH
H3MEHEHMM YCII0BHH perucrpaiuu (B COOTBETCTBUM C NpuiokeHnem Ne 19
K [IpaBunam permcTpaiiii M SKCIepTH3H ).

1. Uccnenyemble  npenaparbl  MECTHOIO — OSHCTBHS,  JIO/DKHEI
NPOW3BOANTLCA B cooreercTBuu ¢ [lpaunamu  wmaniexameit
MPOU3BOJACTBEHHOH NpakTHKKA EBpasHicKoro JKOHOMHYECKOI0 COo103a,
yreepikieHHeMH  PemienueM  Cosera  Epasmiickod  3xoHOMHYECKOid
xkomuccHn o1 3 nosbps 2016 r. Ne 77, ¢ nipejicTaBieHHeM COOTBETCTBYHOIINX
JOKYMEHTOB B COCTABE PErHCTPAIHOHHOIO JI0ChE.

12. 3asiBuTeCib BIlpase obparuThHCH 3a HayUHO WITH
NPEAPEruCTPALHOHHOA KOHCY/IbTallMell B COOTBETCTBHMM € MYHKTOM 26
[lpaBun  permeTpaiii M OKCHEPTH3b! B YIIOJHOMOYGHHLIE OpraHbl
(3KcrepTHBle  OpraHusanuu) rocygapete  —  uneHoB  Erpaswuiickoro
HSKOHOMHYECKOIO COH3a, B TOM YMCIE B OTHOIIECHHM TIPOTPAMMBI M BHIOB
HCCIIEOBAHMI JEKAPCTBEHHBIX TIPETapaToB ¢ Y3KUM TepaneBTHYECKHM

HHIOCKCOM.

I11. Buael npenaparos MecTHOro jeicTBug

13. [lpenapaTsl MECTHOI'O AEHCTBUS MOIPA3AENAIOTCA Ha Cle/yIOlne
KaTeropuu;

a) Mo MECTY ACHCTBHA:

[penaparbi, OKa3bIBAIOIIAE MECTHOE [eHCTBME BO pPry W (Mad) B
roprand W TNOTKe (HANPUMEpP, MECTHOAHECTE3NPYIOIIME  CPEe/CTBAE,

AHANBIeTHKH JIOKAJILHOTO JEMCTBHAS ),
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Mpenaparhl, OKa3bIBalOIMe MECTHOE JCHCTBHE B IMIIEBOIE M JKETY/IKE
(HarrpuMep, aHTaITH]IR ),

npenaparsl, OKa3bIBAIOIIME MECTHOE JefiCTBHE B MPOKCHMAILHEIX HIIH
IUCTANLHLIX OTIENaX TOHKOH KHINKH, B TOJNCTOH KHIKE WIM B TIPSIMOI]
KHLIKe (HatpuMmep, [POTHBOBOCHAINTEILHLIC WIM  CHA3MOJMTHUECKHE
nperapars);

©) Mo pacrosoKEHNIo MOIEKYIAPHOH MUILIEHN J1eHcTBUS

MPENaparbl, OKA3bIBAIOIME MECTHOE JICHCTBUE HA BHYTPHKIETOHHYIO
MHILIEHD;

[penaparel, OKasslBatollMe jAelicrBue B NPOCBETE  KeNY10UHO-
KHLIIEYHOTO TPAKTa MJIM Ha MOBEPXHOCTH KIETOUHOH MeMOpaHbl CITH3HCTHIX
obormoveK KemTyaouHO-KHINETHOr0 TPaKTa;

Ipernaparbl, OKa3blBAIOIIHE MECTHOE JICHCTBHE HA HECKOJIBKO BHOB
MOJICKYJISIDHBIX  MMIICHEH,  pacHOJIOKEHHBIX  BHYTPHKJISTOMHO M
BHEKJIETOYHO;

B) 110 MEXAHU3MY JEHCTRHUSA:

XCIATHPYKOLIME  COGAMHCHUST B [HINIECRBAPHTEILHBIX  COKAX  WIM
IKETYNOUHO-KHIIEYHOH Cpejie, CRA3BIBAIOLIMECS C MUIICHIMH B MPOCBETE
HKEITYJ0HUHO-KHIIEYHOTO TpaKTa (Haupumep, Gochar wim xeus);

Ipenaparsl 3aMECTHTENLHON Tepanuu, JOCTABIAIONINE B ey 104HO-
KHILUEYHBIH TPaKT 3H0IeHHbIE COEAUHEHNs (HAMPHMEp, HKeTTHBIE KUCIOTEI);

npenaparsl, — U3MEHsOIIHE  (PU3UKO-XMMHUUECKHE  YCIOBHS B
HETYAOUHO-KHIIETHOM TPaKTe (HarpuMep, aHTaluib);

npenaparsl, OKasblBAIOMIRE (HU3WMUECKOe RO3JEHCTRHE (HATIpUMEp,
ocMOTHYeCKHEe clrabuTe/bHEBIE M 00BeMo0DpasyIomue ¢J1IaduTe/IbHLIE);

Mpenaparel, CBA3LIBAIOILIMECH C PEHEnTOpaMH WM  MUILICHSAMH B
KIeTKaxX CIU3MCTOH 000JI0UKH KHIledyHHKa (HanpHMep, KOPTHKOCTEepPOM/IL,

S-aMHHOCAIMITHIIOBAA KHCI0Ta);
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r) no duoapmanerTHIECKHM M (PAPMAKOKHHETHISCKUM CBOHCTBAM:

abcopOupyemble npenaparsi;

HeabcopbUpyeMele npenaparsl;

1) 1o JIeKapcTBeHHoit Gopme:

npenaparel B JIEKAPCTBEHHBIX  (opMax ¢ HeMe/JIeHHBIM
BBICBOOOIK/ICHHEM;

1peraparsl B (GOpMe pacTBOpPOB;

npenaparbl B JKHIKHX JIeKapCTBeHHBIX (opmax, He sBIslonmxcs
pacTBOpamH;

[pernaparbl B JIEKAPCTBEHHLIX (QopMax ¢ MOJUPHITHPOBAHHBIM
BHICBODOMICHHEM!

€) 110 COCTOSIHMIO IeHCTRYIONIErO BelleCTRa B JIeKapeTReHHOH (opme:

NICHCTBYIONIEE BEIIECTBO PACTBOPSAETCS B KUJAKOH JieKapcTBEHHOI
thopme (Hanpumep, pacTBOpP, MKCHP);

JeficTBylOIlee BEIeCTBO HE pacTBOpsieTcs B IKWAKOH HIIM MATKOI
nexapeTBenHol popme (Hanpumep, rellb WK CyCreHsns);

neifcTBylollee BEIECTBO PAcTBOpSeTCS B TBEPAOH NeKapCTBEHHOI
thopme (HarpuMep, MacTHIIKa);,

JIEHCTBYIONIEE BEHIECTBO HE PACTBOPSETCS B TBEPAOH JleKapCTREHHOIH

(popme (HanpuMep, TabieTka).

[V. Obime TpeboBaHusl K MOATBEPHIEHHIO AKBUBAIIGHTHOCTH
MpenapaToB MECTHOIO AEHCTBUSA
14.O0mias oneHKa YKBHBAJEHTHOCTH NPENapaToB MECTHOIO JeHCTBHS
MPOBOANATCA JHMOO B paMKax H9KCIEPTH3LEl PETMCTPAIHOHHOTO JIOChE [pH
pPAacCMOTPEHHUH  3asBIEHHS  H4  PErucTpalvio ¢ TpeJicTaRleHHeM
COKPALIEHHOIO J0Cke, JIMO0 B pAMKAX SKCHEPTH3b PErHCTPALMOHHOTO JI0CHE
MpH  PAcCMOTPEHMI  3asABICHHS O BHECEHHMH W3MCHEHMH B paHee

3aperucTPHPOBaHHBIH  JTeKapCcTBEHHBIM npenapar. B amux  cayyasx
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TepaneBTHYecKasl IKBHBAJIEHTHOCTh npeaiojaraer HaJIH4Hne
SKBUBAIEHTHOCTH 10 OesonmacHocTH W 2(hpexTHBHOCTH mpenaparos
MECTHOTO neHcTBHA. Jst HOATBEPAIEH NS TepaneBTHYECKOH
IKBUBAJNCHTHOCTH Tpedyercs MpoBejeHHe KIHHMYECKHX WCCleNoBaHnuil ¢
KJIMHHUYECKMMH  KOHEUHBIMM  TOYKAMH, OJIHAKO MOXHO HWCIONB30BATh
abTCPHATHBHEIE [MOJAXOJLI TIPH  YCJIOBHH, YTO OHH HMEKT YETKOE
ODOCHOBAaHME M COOTBETCTBYKOIIMEC  XAPAKTEPHCTHKH, C  YYETOM
HeOOXOMMOCTH OLIEHKHA MPOHHKHOBEHMs, BBICBODOJM(IEHHS W PacTBOPEHHS
in vivo. Wceneposanns in vitro Win Mojelb (MOJeNH) JONKHEL OLEHHBATh
ocobble  XapakTepUCTHKH  JIeKapeTBeHHOU  (OpMBI,  MOATBEpIKAAIOIIEH
YKBUBANIEHTHOCThL. Heo®xomumo rmpejcraBuTh BCECTOPOHHEE W HETKOE
o0OoCHOBaHUE BLIOPAHHOIO METO/A (METOJI0B) MCCHE/JOBAHUS MM MOJICIIH
(Mojieneii). PesyapTarsl  HMCCHENOBAHME  JONMHB  OBITH  HAJEHKHBLIMH,
BOCIIPOM3BOJAMMBEIMU, @ METOJ — YYBCTBHTEILHLIM M CHEUH(QHUHLIM JUis
3asIBJIICHHBIX HEeJieli.

15.Tlpn npejcraBneHnH Pe3yJaLTATOB HCCICJ0BAHHMNA HA MOJENX,
ANLTEPHATHBHAIX — MOJGISIM  KIMHUYecKkHX ©  (hapMakoHHAMHIYECKHX
KOHEUHBIX TOYCK, 3aABUTEIIO HEOOXOJMMO MPEJICTABHTE JOKYMEHTAILHEBIC
JIOKa3aTe/LCTBA TOrO, YTO MOJIEIb KOPPEKTHO OTpaxmaer BLICBODOXKIeHNE
M Vivo JENCTBYIOLLIErO BElIECTBA M €ro JOCTYIHOCTH B MecTax AeicTBus.
s sToro sasBUTENd HEOOXOAHUMO € HCOOIL3OBAHHEM COOCTBEHHBIX
OKCTIEPUMEHTAILHBIX MM HAYYHBIX MEIUIMHCKHX [JaHHBIX TIPE/ICTABUTH
obocHOBAHME PeNeBAHTHOCTH MOJIETH B OTHOMIEHHM TEepParneBTHYECKOIo
appexta W HE MEHBIIEH YYBCTBUTENLHOCTH MOIENM st oDHapyKeHHS
pasiuuui  MeXKAY JIEKapCTBEHHLIMH MpernapataM# [0  CpaBHEHHI) ¢
MOJRISIMH KIIMHUYECKUX U (MITH) (hapMaKoIHHAMPYeCKHX KOHEYHRIX TOUEK.

16. Heobxoaumo YCTAHOBHTH HYBCTBUTEILHOCTb

(papMakOKMHETHYECKHX KOHEHHBIX TOYEK WJIA METOHOB 1 Vilro 1pH



22
BBEJICHHM PA3HBLIX JI03 OPUTHHANBHOTO (peiepeHTHOr0) NeKapeTBeHHOTO
npenapara (z1anee — npenapar cpaBHeHus ) (HanpumMep, ¢ MoMOIIBIO HAYTHBIX
MEHIMHCKHX JIAHHBIX WK JJAHHEBIX [MHIOTHOTO HCCeoBanns).

|'7. Qnst  moATBepKAeHUs DKBHBAIICHTHOCTH IIPEMAPATOB  MECTHOTO
AEHCTBUS HEODXOIMMO HMCIONB30BaTh CACAYIONIHE [JaHHBIE B HOPSIKe
BO3PACTAHMS MPEANOYTHTEILHOCTH UX BRIOOpa:

a) TOJBLKO JJaHHBIE 0 (PapMalleRTHYECKOM KauecTRe;

0) nannble o (papMaleBTHYECKOM KauecTRe H JAHHEIE, TTONYYeHHbIe Ha
MOJICIH i1 Vilro;

B) JaHHble O (hapMaleRTHYeCKOM KAadecTBe M (PpapMaKOKMHETHYecKHe
IAaHHBIE 1M VIVO,

I') Janubie o hapMaLeBTHYECKOM KauecTse, U AaHHBIC, N0JyYeHHbIE Ha
MOJIENH in Vitro, 1 (hapMAKOKHMHETHYECKHE JaHHLIe in vivo,

18. BuiOpanuslii  O/IX0] MOJUICHKUT IeTAnEHOMY OOOCHOBAHHWIO ¢
OLICHKOH BCEX CYLIECTBEHHBIX TIapaMeTpoB, OTpakaromMX O0CODEHHOCTH
peanu3alli JCHCTBHS JICKAPCTBEHHOI'O [penapara in vive JUIs TTallHeHTOB,
HToOkl HCNONL30BaTh YKasaHHbIE aIbTEPHATHBHLIE METONbLL, HeODXOIHMO
IpHHUMATL BO BHHMaHWe, 4T0, [NOMHMO crocoda BBEICHHS, KAYECTBO
TeKapCTBEHHOTO [perapara (HanpuMep, OLUEHUMBAEMOE 10 KPHTHYHBIM
noxazaresnsaM) Apagercs obs3aTe/bHbIM KoMIoHenToM Janusix. Hampumep,
TpeboBanne 0 NOATBEPIKAEHHI (papmakokuHeTHHECKOH
OHOIKBHBANEGHTHOCTH  in Vivo  [OMYCKAeTCs HE [PUMEHSThL, eci
HCCIICAYCMBIH JICKAPCTBEHHBIA 1PENapar 1 lpenapar cpaBHEHHs SRJIsioTes
pacTBOpaMH M MMEIOT  COMOCTABHMBIC XapaKTepUCTHKH KayecTBa W
OJIHHAKOBBIH  MyTh BBEHEHHsl [IPH AHAJOTMYHOM KAYECTBEHHOM WM
KOJIHYECTBEHHOM COCTABE.

19. Jlns oneHkn cHCTeMHOH OezonacHocTH, eciiu CYLUECTBYET PHCK

PE3KOI0  BO3PACTAHHSA CEPLE3HOID HEMXENATENLHOTO BO3JIEHCTBUS IPH
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YMEPEHHEIX pasIuuusIx MEXJIy IpenaparaMu, cieayeT NpeJCTaBuTh JaHHbIE
0 crerneHn abcopOuMM, jJake ecny ¢ IIOMOIBI0 (apMakoJHHAMHYECKOTO
MOJIX0/1A JI0KA3aHA TEPATIEBTHYECKAs DKBHBAIEHTHOCTD.,

20.B orjgeneHbIX, ClHEHHAILHO ODOCHOBAHHLIX B PErucTpaliOHHOM
JIOCLE  3asIBATENIEM  ClTydasX pe3yJbTarbl KIMHUYECKMX HCCIe/0BaAHHI
hapmakoknHeTnIecKoi OHODKBHBAJIIEHTHOCTH MO TBEPIK/IAIOT
TEpaneBTHYeCKYI0  3KBHBAJGHTHOCTb  HCCIEAYEMBIX  JICKAPCTBEHHBIX
[pernaparon (Hampumep, 1181 NeKapCTBEHHBIX npenaparos,
MperMyIIecTBeHHO abcopbupyeMblX B MecTe UX Aefictus). B takmx coyuasx
JAOTTYCKAETCS NPUMEHSATL  OOBIYHBIE — KpWUTEpHH [OJITBEPHCTICHUS]
OMOIKBHUBAJICHTHOCTH.

21. Heobx0/1MMO M3yuuTh MECTHYIO OE30MacHOCTh M MEPEHOCHMMOCTE
MCCIIEIYEMBIX JIEKAPCTBEHHBIX HipenapatoB. B cocraBe wuccienyeMbix
JEKApCTBEHHBIX  MpenaparoB  HEOOXOAHMMO  MCIONL30BaTh  Te  ¥Ke
BCIIOMOTATEIbHbIE BEIIECTBA M B TEX JKe KOAMYECTBAX, 4TO H B Ipernaparax
cpagHenusa. llpm HamMuMM pasnuuuil BO BCOOMOraTelbHbLIX BEIIECTBAX
(KaK M3BECTHBLIX, TAK W HEM3BECTHBIX) CIE/IYET NPOBECTH JAONMOJHUTETHHEIE
CPaBHUTEIIbHBIC UCCIEJOBAHNS [IEPEHOCUMOCTH.

22, Ilepeyenr Mopeacit in vitro, NPEAYCMOTPEHHBIH HACTOSAIIMMEA
TpeboBanuamu, He ABISETCH HCUYEPNBIBAIOIMM, [103TOMY JIOIYCKAETCs
NMPAMEHEHWE JAPYTMX MOJEeneH, eclin HuX npuMeneHde oOOCHOBAHO
3ad4BHTENIEM B PErHCTPALMOHHOM JIOCHE € YHETOM BCeX OcCoOeHHOCTeH
(hapMakoIOrHueckoro NeHcTBUS  JIeKApCTBEHHOro mpenapata  in vivo,
CYIICCTBEHHBIX JINS €r0 TIPOHMKHOBEHHSI, BEICBODOXK/ICHMS H PACTBOPEHHUSL.

23, Jomyckaeres MPUMEHSITE METOAbLI FaMMa-cLUunTHrpadun u apyrmue
METO/ABLI BH3YQIM3ALUHMHA JUIA  OLEHKH JIE3MHTErPALHHA  JIEKAPCTBEHHOTO
[Ipenapara i/ vivo U pacipeieneHts ero no xeimya0uHO-KHIICUHOMY TPaKTy.

Takue METOIEl JOIYCKaeTCHd HCIIONL30BATL, €ClIM  OTCYTCTBYET CTajius
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pacTBOpEHHUs M VIvo JIEKAapCTBEHHOIO Ipenapara. Metojsl BU3yaIH3aluH
CIeAYET HCI0IL30BaTL B KOMOMHAUMK ¢ (DapMaKOKHHETHYECKOH OLEHKOM
00pazioB, 4rodLl OonMUcaTe pacnpeiesieHde H3YUaAeMOTo COeJIMHEeHUs B
KENyA0UHO-KHUILIEHHOM TpPakTe M COOTHECTH ¢ CHCTeMHOH HKCIO3HIIHel
(ImyTemM OUEHKH YaCTHYHBLIX TUIOMIAJNCH T0J KPUBBIMU) MPH OlpeeneHHoi

JTOKAJIN3ANHT ITperiapaTa B XKETYNOYHO-KHIICYHOM TpaKTe,

V. Cl‘iﬁllﬂ dllbHEIE Tpﬁﬁﬂ BaHMs 110 NOATBECPAHCACHHUIO DKBEMBAJIEHTHOCTH
OTACIbHBIX I'PYIL OpenapaToB MECTHOTO JeHCTRHS

1. Jlekapcrsentble npenapaTsl, 0KasbiBAOIIME MECTHOE JeicTBIE
B ITOJIOCTH PTa U (MJIK) B TOPTAHH H TIOTKE

24, Lt MeCcTHOrO JAeHCTBHSl JEKAapPCTBEHHBIX TMPENMapaToB B MOJOCTH
pTa W (MIH) B TOPTAHH M MIIOTKE IPHMEHSIOTCS PA3IMUHbIE JIEKAPCTBEHHEBIE
(popmbl (HampuMep, PacTBOPHI, CYCNEH3HH, YMUKCUPLI, NOPOIIKH, TaAOIEeTKH,
NACTHIIKH, Te/H, 3alleuHble crper U T.1.). [ng momo0Heix neKkapeTBeHHBIX
MPenapaToB NPHMEHSIOTCS CXeMa TPUHITHS pelleHWi, NpUBeACHHAs HA
pucyHke |, a Takke NPUHUANLL [MOATBEKACHUS 3KBUBAIECHTHOCTH,
yKazaHHbIe B HACTOALIEM paszaene, W nojnokenus pasgena IV nacrosmimnx

TpeboBanuii.

JlexapeTBennnii npenapar B (GopMe pacTBopa

25. Ecin ueeneayeMblii 1eKapeTBeHHbIH TIpenapar sBjsieTcs pacTBopoM
WIIM MIEPEBOANTCS B JOPMY PACTROPA HETIOCPE/ICTBEHHO K MOMEHTY BRE/ICHMS]
H COACPKMT JCHCTBYIOLIEE BEUIECTBO B TON K€ KOHLUEHTPALUH, 4UTO W
lperapar cpaBHeHus B (JopMe pacTBOpa, HCCHenoRaHus, 000CHOBLIBAIONIHE
OHOSKBHBATIEHTHYIO S exTHBHOCTL H  0e301acHOCTh, JOIYCKAeTes He
npoBoanTh. OfHako cieyeT YUMTLIBaTh HeoOXO0UMOCTh JIeTATLHOIO

aHanu3a COoCTaBa BCMTOMOTATCITBHBIX BCIICCTB, IMOCKOJIBKY BCIIOMOTATE/IbHEIC
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BELIECTBA MOTYT BJIHATL HA BpeMs, B TeUEHHE KOTOPOro JEKapCTBEHHLIH
npernapar yjAep:KHuBaercss B COOTBETCTBYIOLEH YacTH BEpXHEro otrjela
AKETYI0UHO-KHIIeYHOTO TpakTa (HarpuMmep, BKycoBas [PHBJIEKATEILHOCTE,
IMOBCPXHOCTHOC HATHIKCHHE PACTBOPA, €10 BABKOCTE H T. ,Il,.)_, PACTBOPUMOCTE
invivo  (HanpuMmep,  COPACTBOPUTENH)  WAM  CTADWIBRHOCTB iR Vivo
Aeiicreyroulero Bewlecrsa. llpy Hanwuum pasznuunii BO BCNOMOTIATENBHBIX
BEIECTBAX HEOOXOIMMO TMPOBECTH HMCCIENOBAHHE IKBHUBAJICHTHOCTH, €CIIH
TOJILKO Paz/iv4us B Ka4ECTBEHHOM H (MIIH) KOIHYECTBEHHOM COCTABE TAKHX
BCIIOMOIaTe/IbHbIX BElIeCTB Helb3sl IMOJHOCTHEI0 0DOCHOBATH C MOMOIIBLIO
JPYTUX JaHHBIX, ¢ y4eToM TpeboBaHuil npuioskeHnii No 1 u 4 k [Npasunam.

26.B Tex cnyvasx, Korjia mecie/lyeMblid JIeKapCeTBEeHHBINH Ipenapar
ABIHETCH TMEPOPATIBHBEIM PACTBEOPOM, KOTGPMﬁ JasiBJIsIeTCs Ha PEIHCTPALIHRD
KaKk OKBMBA/EHTHBIH WHOH rnepopanbHOW  JIeKapcTBEHHOM (opme ¢
HEeMEUIEHHLIM BbICBODOKISHHEM, HeoDX0AHMO IpOBeIeHHE NCCael0BaHMs

'l‘EPEI’IEETH‘-IECKDﬁ IKBHBAUJICHTHOCTH.

JlexapcTBeHHbIi mpenapar B Gopme,
HE ABJSIONIEHCH pacTBOPOM

27. Licnu  MeenenyeMBId  JIeKapCeTBEHHBIN mpenapaT He  sBiaseTcs
pacTBOpoM (Hanpumep, npeiacrasiaseT coboli TBepAYIO JeKapCTREHHYIO
(opMy), TIOATBEpIIIEHAE SKBHBANICHTHON JOKANBHON JOCTYITHOCTH B MecTe
NEeWCcTBUS Ha ocHOBE (papMakoKuHeTHYecKHX mapaMeTpoB Cme 1 AUC st
KPMBOHM  3aBHCHMMOCTH «KOHLIGHTPALMs B CJIHOHE — BPEMA» MOIKHO
paccMarpuBaTh B KadecTBE CYPPOraTHOrO IOKasarels TepaneBTHUeCKOH
aKBUBAJIGHTHOCTH. Mcecnenosanus  JlokaisHOH  IOCTYITHOCTH B JIAHHOM
Cllydae BBIOIHHMBL, TOCKOIBKY BO3MOXHO [PIMOE B3STHE 00OpasloB B
MecTe JieiicTBUsA  (3adop chioHbl). B CBA3M ¢ STHUM  CPABHHTETBHOE
HCCIIEJOBAHME JIOCTYIHOCTH i# Vive € B3THEM ODPasLOB CIHOHBI ABJISCTCH

BAPHAHTOM BbIOOpa, HECMOTPS HA OYEBH/IHYIO Baprale/IbHOCTL PE3YIbLTATOR,
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B coOTBETCTBHU CO CTAHJAPTHLIMH METO/IAMH OIIEHKH OHOIKBHBAJICHTHOCTH
HeoOX0aMMO cpaBHHTL (apMmakokuHeTHveckne napamerpbl Cra, AUC u
spemst  gocTuKeHuss Cray  (Tma). BoiBoj 00 JKBHBAJICHTHOCTH MOKHO
caenarsb, ecnn 90 %-ublil  gOBepUTENLHBI  MHTEPBAN  OTHOINCHHS
reoMeTpPHHIECKUX CPeITHUX JIUTs KaikI0To TapaMerpa HaXO[uTesl B IpaHuiax
80,00 — 125,00 %.

28. B Tex ciyuasx, Korja JIeHCTBYIONIEe BEIleCTBO B CBSA3HM ¢ BLICOKOI
PACTBOPHMOCTLI)  BBICBODOM1aeTess M3 nekaperBeHHoH (Qopmbel B BHJE
pacTBopa, a He B BHJIC CYCIIEH3HHM, MOXKHO KOCBEHHO OLUCHHUTH TOKATBHYIO
JOCTYVITHOCTE HITH BB]CEGﬁﬂH(}IEHHOE KOIIMHECTRO TTPH TTOMOTIH H3MEPEHUS B
OoIIpeneileHHbIe BpEeMEHHBIC TOYKH KOJIWYEeCTBa BelUleCTBd, OCTAlOLIErocsa B
nexapcTBeHHON hopMe, B HccneaoBannn in vivo. Kpome Toro, B TeX ciydasx,
kornga  obocHOBaHO,  4TO  JeficTBylollee  BELIECTBO  NOMOTEHHO
JUCTIEPrupoBaHo B JiekapeTBeHHol (opMe, KOIMYECTBO, ocraronieecs B
nexkapeTBeHHOH  (opme, MOKHO OLEHHUTHL 10 Macce. BrBog 06
IKBUBAJICHTHOCTH MOJKHO cJielaTh B COOTBETCTBMM C TEMH K€ MPUHINIIAMH,
KOTOpBIE HCHIONB3YIOTCA JUISl TECTOB Ha PACTBOPEHUE 17 Vilro B COOTBETCTBHH
¢ npunoxennem Ne 5 k Ilpasunam. Cxomerso npoduiieit pacrBopenus
HeOOXOAMMO OLEHMBATh, OCHOBBIBASICL HA JAMANA30HE MPHEMIIEMOCTH,
papHoM =+ 10 %, npu 3Havenun gaxropa nopobud f = 50.

29.B Tex cimyuasx, KOT/a JoKaahHas KOHIEHTpallus B MecTe jeicTRI
(Hanpumep, KOHIEHTpauus B CIIOHE) HE HU3MEPSCICs  HanpsaMmylo,
HEOOXOAMMO NPOAHAIM3MPOBATE € KPUTHYECKOH TOYKH 3pPEHHS COCTaB
BCIIOMOTaTe/IbHBIX BEIecTB, YTOOLl YIOCTOBEPHTLCS, HTO pasiMyds BO
BCIIOMOTaTelIbHBIX BEIIECTBAX HE BIHSAIOT HA JOKAILHOE BpeMs yaepiKaHns
(HarmpumMep, BKYCOBas TPHBIEKATENBHOCTL, [MOBEPXHOCTHOE HATIKEHUE,
BA3KOCTH ¥ T.J.), PacTBOPUMOCTEL i vivo  (HampuMmep,  BIUsHEE

copacTBopuTeieii) u (1mim) cTabmiIbHOCTE ACHCTBYIOMIETO BEIECTRA i1 Vivo.
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30.Bo muorux ciywasx IUIa3MEHHBEIC KOHIEHTPALHH HEeBO3MOKHO
HEMOCPEACTBCHHO MCIQIL30BaTE B KavyecTBe CYPPOTATHOTO IOKA3ATEIIs
TEPAEBTHYECKOH  HKBHBAIIEHTHOCTH, TIOCKOJBLKY B OTHX  ClIydasx
HeoDXOMMO PA3NHYHTEL TUIA3MEHHBIC KOHLCHTPALMM, NOMydaeMble Hocie
TOKATBHOW — abcopbuum B Mectax  JHeHcTBHS B BEPXHEM  OTjele
MALIEBAPHTENILHOIO TPakTa (HarpuMep, B HOJOCTH pTa), H KOHLEHTPAIHN
BeresicTeue abcopOUmMKU B JIPYrHX wacTsax IKeNyA0U9HO-KHILEYHOr0 TPaKTa
(hanpumep, B Kuleynuke). B cayuae ecnm moxno obecnednts OLECHKY C
HCKIIIOYEHHEM aJICOpOLMN B APYIHUX HACTAX JKENyL04HO-KHIIEYHOTO TPaKTa
(HampuMep, 3a CYeT MCMONL30BAHUS AKTUBHPOBAHHOIO VIJI), MIa3MEHHbIE
KOHLEHTPAIMH MOXKHO pPaccMarpHBaTh B KaveCTBE KOHIEHTpallui B Mectax
peiicteus. Bmecte ¢ Tem HeoOxoaumo ybemuThed, 4dTo AKTHBUPOBAHHBII
yroyb crocoben biokupopaTh abcopOIHI0 W3 KHINEYHHWKA 10 HEe3HAYHMEIX
KOHIIEHTPAlMi [0  CPABHEHHI0 €  CHCTeMHLIMM  KOHICHTpalusIMH
NOCTUTAeMBIMH 3a cYeT abcopbimn w3 MECT JACHCTBU.
B raxmx cnyuasx Ttpebyercs ucciienoBanie OHOIKBHBANEHTHOCTH Oe3
Oroka/ipl HKeIy JOUHO-KuLIeUHOl abcopOuuu, 4ToBEl ONEHUTH CHCTEMHYIO
0€3011aCHOCTD.

31. Cranaaprnas METO/I0J0rUs CPABHHTEIRHOIO PACTBOPEHMA in Vitro
HE CUWTAETCS  TOKA3aTelbHOH /Ui OLEHKM  PAacTBOPEHMS  if Vivo

NEKapcTBENHOTO IpenapaTa B MOJIOCTH pTa M (M) B rOPTaHM U [JIOTKE,
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Puc, 1, Cxema npuHsSTs peilcHUil B OTHOIIEHNAN JIEKAPCTBEHHBIX MPENapaTon,
OKAZBIBAIOLIHX MECTHOE JACHCTBUE B TIOJIOCTH PTA 1 (M) B TOPTAHY W II0TKE

32. CrannapTHas METO/0JIOIHs CPAaBHUTEIBHOIO PACTBOPEHHs in vifro
HE CHUWTAETCAd  [OoKasarelbHOH 7151 OLEeHKH  pacTBOpEeHUs  in vivo

JIEKAPCTBCHHOIO Npenapara B noJ0CTH pTa | (HHH) B FOPTaHH | TIIOTKE.
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2 Hm{apc'r BEHHBIC LIPENAPAaTh], OKa3sIBaAONIAE MEeCTHOR Jercreue
B IMHIIEBOAC WITH HEJTYIKE

JlexapeTBenHkbIH npenapar B (hopMe pacTBopa

33.]Ins nanvoi Tpymnrbl JeKapeTBEHHBIX IPENaparoB TPHMEHSAKTCS
TpeboBaHus, AHATOTHUHEIE H3MOKEHHBIM B myHKTax 24 — 31 macTosimux
Tpebosannii. Ocoboe BHMMaHNE clEMyeT YJEIMTh KOIMUYECTBY W BHIY
BCIIOMOTATC/ILHBIX BELIECTB, ClIOCOOHBIX BIMATL HA OMOPOKHEHHE IKey1Ka
(/U151 JIEKAPCTBEHHBIX [IPEIAPATOB, ASHCTBYIOLIMX B MKEY/IKE) WIH Ha Bpems
yJAepKanus B NUIIeBojie (HAlpuMep, BA3KOCTh, [OBEPXHOCTHOE HATSIKEHHE
u 1. 1), abcopbuuto (nanpumep, pH), pactsopumocts in vivo (Hanpumep,
HaJTMuWe COPACTBOPHTENEH) WaM CTAOMABHOCTE (M ViIVO JCHCTBYIOLIEro
perecTsa (Hanpumep, phl). B orHowenun nonoOHBIX JIeKapCTBEHHLIX
Mpernaparos W JIEKAPCTBEHHBIX IIPENaparoB B JeKapcTBeHHOH (opme, He
ABJSIEOLLEHCH pacTBOPOM, [IPUMEHSIIOTCS CXEMa pellieHnit npuBe/ieHHas Ha
pucynke 2, a taoke TpeboBanus npunoxenuit Ne | w 4 x Tlpasanam n
kaaccuukanis AeHCTBYIOMIEro BemecTBa 1o  OuodapMaleBTHYecKoi

KJT&CCHC])H K&L{I-’IDHHDﬁ CHCTEME.

JlexapcrsenHslii npenapar B Gopme
He SIBISIOMIEHCS pacTROPOM
34. Jlinst J1eKapCTBEHHBIX TIPENapaToB — aHTAIMIOB METOJAMKH in vitro,
OCHOBAHHBIE HA JMHAMUYECKHMX M  CTaTHYECKMX HEHTPAIM3YIONIHX
HCCIIEIOBAaHUSX, SBJIMIOTCS CYPPOIAaTHBIMH METOAAMM JUIS TOJITBEPIKICHHS
TepaneBTHYeCKONH  sKBMBajdeHTHOCTH. Jlinst  nonrsepxienns  1ojaobwust
npemapara  CpaBHEHHS M HCC/IeLyeMOro JIeKapeTBEHHOIo IIperapara
JOIYCKARTCS MCIIO/IB30BATE HECKOIBKO PasHbIX METOJ0B in Vitro. 3asBUTENk
JaomkeH  obHOCHOBATH — BhIOpaHHBIE  JUHAMWUECKHE W CTATHYECKHE

HE‘-HTPE.ITEIE}'}O{IIH(? MCCJICOBaHUA BMECTE C MmapaMeTpamMi, OICHHBACMBIMH
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invitro, B OCODEHHOCTH KJIMHWYECKYIO PEIEeBAHTHOCTB TNPEIIAraeMBIX
KOHeYHBIX Todek, Ilpy npumeHeHMH CTaHIAPTHBIX METOIHK OLEHKH
DKBHBAJIEHTHOCTH  in Vvifrg  cleayerT  HCHOIb30BATH  CTAHJAPTHLIC
(apmakoneiinsie) npudopsl, a B cliyyae HCIIOIB30BAHAS HOBBIX METOJIMK
OlIEHKW AKBHBAJICHTHOCTH  in Vilro TAKHE METOJMKH JIOJDKHE  OBITE
Hajaexamum 00pasoM BaIMAMPOBAHEl. DKBHBANEHTHOCTE JEKAPCTBEHHBIX
NpenaparoB in vitro neobxoaumo onenuBath ¢ £ 10 %-HBIM JHanazoHoM
NPUEMIIEMOCTH, €CIIH 3asBHTENEM B PETHCTPAIIMOHHOM JI0cke He 000ocHOBaNO
HHOE,

35.B cnyvasx, xorja HaOmoaercs 3HAUMMAasi CTerneHb adbcopOIuM u
cucTeMHOM  OmojocTymHOCTHM  JelcrBylollero  sewiecrsa, Tpebyercs
NpoBEAeHHe  HCCIeAoBanus  OHMODKBMBAICHTHOCTH, 4TOOLI  OUCHHTH
cucTeMHy0 Oe3omacHOCTh, eciid He obocHoBano wunoe. Meenenosanue
OHOIKBHBAJIICHTHOCTH [I7151 OLIEHKH CHCTEMHON Ge30MacHocTH TonycKaeTes He
IPOBOUTS, eciu MPUMEHHM Gromeitsep, OCHOBAHHBIH Ha
buodapmalieRTHYECKON  cHcTeMe KiaacCH(PUKalMM B COOTBETCTBUH ¢
KpUTEpHsIMK, OLIMCaHHbIMU B lpuioxkenund Ne 4 k [lpaBuiam. [lnasmennsie
KOHLEHTPAMK HEJIL35 MCIOL30BATh B KAYeCTBE CYpPpPOrarHOIo NoKasates
9KBUBAIEHTHOH 3()eKTHBHOCTH B OTHOMIEHHH JIGKAPCTREHHBIX TIPElapaTos,
OKAa3bIBAIOIIMX MECTHOE JelfcTBHe MCKIIOUMTENLHO B IKENYJIKE, TOCKOIbKY
HEBOIMOKHO 000coBIEeHHO BBUICAMTL CTENeHb BIMSHUS abcopbium B
KUIIEYHHUKe. [MIIOTETHUECKH [Ba JICKAPCTBEHHBIX IIpenapara ¢ pasHbIM
BEICBODOKICHHEM M PACTBOPEHMEM M, Kak CJICJACTBHME, PA3HbIM BpeMeHeM
KOHTAKTa € MECTOM JCHCTBHS, HE MNPEBBILAIIIHM Bpemsl YIepkaHus B
AKeIyJlKe, MOryT NpOsBIsATE CXOMKHU Npo(HIb «KOHIEHTPAIMs — BpPeMsy,
MOCKOIIBKY ONOPOKHEHWE JKeJTy/IKa SIBISIeTCs CKOPOCTh-THMHTHPYIONINM
pakTopom  abcopbitun. B crssn ¢ 3THM HCCIIeOBAHMS

l'bapM AaKOKHHETHYECKOH OMO3KBHBAJICHTHOCTH B ATOM ciydae HE
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paccMaTpuBarOTCd B KaUeCTBC Ball MJIHOH MEeTOJIONIOTHH 115 HOATBEPACICHI A

TepalesTHu4ec KO AKBUBAJICHTHOCTH,
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3. JlekapcTBeHHBIE HIpenapaTel, OKA3bIBAIOIIHE MECTHOE
JIEHCTBHE B KHIIEYHUKE

JlexapeTBennnli nipenapat B (popme pacTBOpa

36. st JaHHOH rpynibl JIeKapCTBEHHBIX TIPENaparoB, ITPHMEHAKTCA
TpeGoBaHus, aHANOTHYHLIE W3M0MKEHHBIM B NyHKTax 32 — 34 mHacTosmmx
Tpebosanuii. Heobxonumo npoanam3HpoRarTh KOJHYECTBCHHBIH COCTAB U BHI
BCIIOMOT'ATENIBHBIX BENIecTs, CHOCODHBIX BIAMATL HA IKETYIOYHO-KUIIIEYHBI
TPaH3UT (Hanpumep, copOWTON, MaHHUTON M T.1.), abcopbmimo (marpumep,
MOBEPXHOCTHO-AKTHBHELIE BECIIECTRA HIIH BCIToMOraTellbHbIS BEIIECTEA,
criocobHble  MOBJIMATE HA  OENKU-1IEPEHOCUHMKH), PacTBOPUMOCTE 17 Vivo
(Hanpumep, Hajguuue copacTBoputeneid) W crabMibLHOCTL JIeHCTRYIONEro
pemecTea. Jlna mogoOHBIX NEeKapCTBEHHBIX TPenapartoB M NeKapcTBEHHEIX
[peliapaToB B JieKaperBeHHol  Qopme, He  aBAgIomeiics  pacTBOPOM
MPUMEHAETCS CXEMA PEILEHHIT IpUBe/IeHHAsd Ha pUCYHKe 3.

37.B ciayuae ecnn  Habmojgaercs HEKOTOpas CTEHEHb  CUCTEMHOMN
OUOMOCTYIHOCTH, MOIKHO HMCHOIB30BATH UCCIEIOBAHNS OWOMKBHBAICHTHOCTH,
OCHOBAHHBIE HA CHCTEMHOH SKCIHO3MIMM, 4T0ObI cpaBHUTHL Ge3omacHocTh U

s PerTHBHOCTE HCCeyeMoro Mpenapara u npernapara cpapHeHHs,

JlekapcTsenHslii npenapar B popme
HE ABIISIONIEHCS PacTBOPOM

38.B oTHOMIEHNH IEKapCTBEHHBIX NPEHAPATOB ¢ MEXaHU3MOM JIeHCTRHIf,
OCHOBaHHEIM Ha CBA3LIBAHWMH C KOMITOHEHTaMHKH }KEJ]}?IIOLIHU-KHU_[BIIHDIL;I Cpeabl
Ha MPOTSHKEHMM BCEro KMIUGYHHKA (HAmpHMED, KOJECTHPAMMH, KOIECTHIIOIN,
RallbilMs auerat, CﬂHﬂJlHMCp). HCCIeIOBAHUA [H Uff."i‘,}., OQCHOBAHHEIE Ha HX

CBA3BIBAIOLIEH crocobHOCTH (HELTI[JL’[MSD, HCCJIEIOBaHMs ift Vifro PAaBHOBECHOTO
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M JIHHAMHYECKOrQ CBS3LIBAHMSA), CUMTAIOTCA TIPUEMIIEMBIMH CYPPOraTHBIMH
KPUTEPHAMM  OLEHKM (PPEKTHBHOCTH NPH  YCIOBHW, YTO pazjiudue [0
BCHOMOTATE/ILHBIM BEUIECTBAM He KPUTHYHO, a 1poduar pacnajgaeMocTd M
pacrBopenusi B (puznosorudeckoM auanasode pH nonoOssl. loarsepsknenue
moja00us JIeKapcTBEHHDLIX IIpenaparoB ¢ o0nemoobOpasyrommmM sddekTom ¢
MOMOUIBI) MCCAC/I0BaHKNIi [ vifro (Hanpumep, HabyxaHue, BS3KOCTh) TaKiKe
cunracTes HNOATBEPHKIEHHEM TepareBTUIECKOM IKBUBANEHTHOCTH,
DKBUBAIEHTHOCTE JIEKAPCTBEHHBLIX TIPENAPATOB (7 Vilro HeoDX0AMMO OLCHUBATH
¢+ 10 %-HbIM JHAIIA30HOM [IPHEMICMOCTH, €/ He 0DOCHOBAHO MHOE,

39. Jlusst nekapcTBEHHBIX TIPENIAPATOB ¢ HEMEIEHHBIM BLICBOOOIKIEHHEM,
co/iepiKallix XOpoII0 PACTBOPUMOE JCHCTBYIONIEE BEIIECTRBO, BO3MOMKEH
OuoBeiiBep, ocHOBaHHBLA Ha OModapMaLeBTUUECKOH CHoTeMe KIacCH(KaIIMH,
C VUETOM KPHTEPUER, MPHUBEEHHEIX B NpunoxeHun No 4 k [lpasunam. Bmecre ¢
TEM B OTHOLLEHWH JIEKAPCTBEHHBIX NPENapaTos, HE 001afarolIMX CUCTEMHOMN
buogocrynHocTeo (Hanpumep, knace I no OuodapmanesTHyeckoii cucTeme
KilaccH(MKaLNT ), He 00A3aTEIEHO JOIDKHO OBIThE IIPOJEMOHCTPUPOBAHO OYEHD
OrICTpOE pacTROpeHHE — WM JIOCTATOYHO TIPOJIEMOHCTPUPOBATEL CXOHYIO
CKOPOCTh BhICBOOOAIEHMS.

40.B  cnywae ecnu  TpeOoBaHMs, IpeabsBiaseMeie K Ouopeiiepy,
OCHOBAHHOMY Ha OuodapMaleBTHUecKoli cHcTeMe KiacCH(pMKalmMM, He
BRITIOJIHAKOTCA W HabmrogaeTcss  HEKOTOpas — CcTerneHb  CHCTEMHOMH
OHOIOCTYITHOCTH, B KAYECTRE CYPPOTATHOTO TIOKA3aTeNsl SKBUBAJICHTHOCTH TI0
a(ppexTHrHOCT M cHCTeMHOM 0e30MacHoCTH MOJKHO HCIIQ/IB30BaTh Pe3yJibTar
ucciejoBaanst  OMOIKBMBANEHTHOCTH,  OCHOBAHHOTO  Ha  [UIA3MEHHBIX
KOHUEHTPAUMAX, OOBIYHO B COCTOSHMM 110C/€ €Ibl M HATOLEK, HOCKOJILKY

MECTO JEHCTRHS OJHOBPEMEHHO ABIIACTCA H MCCTOM aﬁcﬂpﬁiuwn JJ151 BEIECTR,
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OKa3bIBAOMUX (PPEKT BHYTPH CAMZUCTOH 0DOJIOUKM KEAYI0YHO-KUIIIEHHOTO
TpakTa. B otnomennn JERAPCTBCHHBIX TTPEMapaTos, ﬂ&ﬁCTB}’l‘UHLHX B IIPOCBETE
KMIIEYHUKA WM Ha T[OBEPXHOCTH €ro CIU3MCToi 000JI0UKH, pe3yibTarthl
HMCCITETOBAHMA 6H03ICBHEEUTEHTHOC'W, OCHOBAHHBIC Hd IasMEHHBIX
KOHIIEHTPAIMAX, 00BIYHO B COCTOMHUHM HATOIIAK M [1OCHE €/lbl, TAKKE MOKHO
HCIOAL30BATE B KAYECTBE CYPPOTATHOND TNOKA3ATENH 3KBHBAJICHTHOCTH., CCIIH
abcopOums He XapakTepH3yercs MOpPOroM HACKINEHUA (YTO MOATBEPIHICHO,
HATIPAMEDP, € MOMOMIBI0 WMCCIETOBAHNN [PONOPHUOHAILHOCTA 103). Lenn
CKOPOCThE M CTeleHb abcopOlMu NeHCTRYIONIEro BEIMeCcTBA COTIOCTABUMEL, TO
OJKMJIACTCA €ro COMOCTABHMOE paclpejeeHue B Pa3HBIX 30HAX KHINCYHHKA.
Ecim sagsuTeneM ne obocHOBAHO MHOe, Hec/eqoBaHusd OHOIKBUBAIEHTHOCTH
OPOROAATCH B COCTOSHMM HATOIIAK W TIOCAE GBI Jae B OTHOIIEHHH
NEKAPCTBEHHBIX MpenapaTon, npuem KOTOPBIX OCYIIECTRISECTCS
HCKIIOUUTENHHO B COCTOSHUM HATOINAK, MOCKONEKY JIEKApPCTBEHHBIE PenapaThl
MECTHOIO JICHCTBMS, Kak (pasBuiio, obmagaoT HHU3KOH  [TPOHMKAMOIIEH
cMOCOOHOCTRIO M OCTAIOTCH B MPOCRETE KMINEYHUKA B TEYEHME JITTUTENHHOIO
BpeMeHd. B cBA3M ¢ 5TUM OKMIAETCH, YTO OHM OyyT B3aUMOJICHCTBOBATL C
nuired BO BpeMsi TPAH3ZUTA 110 KUIICUHUKY.

41.B OTHOWIEHWH JIEKAPCTBEHHLIX TPENaparoB ¢ MOAUMUIMPOBAHHEBIM
BBICBOOOMIEHHEM, cojiepaanmx abcopOupyemMoe U MposBisAioNiee CUCTEMHYIO
OHOOCTYMHOCTE — NeleTBYIOIIEE  BEIIECTBO, PE3VIIBTATHE  MCCIeIOBAHUS
OHOSKBUBAJICHTHOCTH, OCHOBAHHBIE HA [JIA3MEHHLIX KOHUEHTPALIHAX, TAKIKE
MOYKHO MCTIONB30BATE B KAYCCTBE CYPPOrATHOIO MOKA3ATEN SKBUBATEHTHOCTH
OezonacHoCT U 3((eKTHBHOCTH, ecid chcTemHas abcopOums HauMHaeTcs B
CX{_‘I,H'HDﬁ J0HE KHINEYHHEKd U KHHETHUKA 36C0pﬁ[.1HH SKBUBAIEHTHE, fI{}CK{JJIbK)’

CHCTEMHAA Hﬁﬂﬂpﬁ HA TTPOHCXOIHT B MECTE BblCBGGUHﬂ,EHHﬂ I{E‘ﬁﬂTB}’IO HETO
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Bewtectrea. Ouenka yacruynelx AUC cnocobHa nomous omimmunte abeopOiimio,
0DYC/IOBIIEHHYIO paHHUM BRICBODOJM(/IeHHMEM, OT a0copOLMM  BCIAECACTBHE
BEICBOOOM/ICHUS B MECTAX [ICHCTBNA, €CIIH;

a)abcopOLus B TEpaneBTHYECKUX J103aX HE XapaKTepH3yeTcs MHOpOIoM
HACKIIEHUS (YTO [MOJATBEPIACHO, HANpPUMEP, C MOMOIIbH) HCCIeN0BAHUM
NPONOPLHOHAILHOCTH A03 17151 ocHoBHBIX (DK-napamerpor);

O)ucenenyeMnlii npenapar W npernapar CpaBHEHWs WMEIOT OIMHAKOBYIO
JICKAPCTREHHYIO (pOPMY;

B) MCCTIEyEMbIii mpemapaT M mpenapaT CpPaBHEHWS TIPOSABISIOT CXOMHE
npodgunu  pactBopenus  inviiro B Darapee (Habope)  aKTyalbHBIX
OuodapmaeBTHUECKHX METOAUK (He TOILKO B cpee sl KOHTPOJIS KayecTsBa |
oydepax npu 3navennsx pH 1.2: 4.5 w 6,8, HO Takxke B Merojax im vitro,
UMUTHPYIOUIAX BHYTPUIIpOCBeTHBIe pH-yenoBus, nonnuyio dyepHyro eMKOCTh,
coctap (u3ponorngeckoro Oygdepa, MeXaHUHECKHE YCIOBHSA M BpeMs
yAepKaHuA B JKeIyJ0UHO-KUIIEYHOM TPAKTe YeJoBeKa (HapuMep, NCIThITAHI
B TMOPIIHEROM  I[AIHHIAPE, HMHUTHPYWOILIEM  «CPETHUX» CcYOBEKTOBR B
MCCIIEJIOBAHMM  HATOLIAK), 4 Talke CHeKTp  «IalMeHT-CrellupUuIHBIXY
narrepHoB pH-ycnosuii u BpemMenn maccaka ¢ HENMPEPLIBABIM H HPEPBHIBUCTBIM
naccamem yepes TOHKYH KHIIKY );

') YACTHYHBIE DKCMO3ULIMA IETANLHO ONHCAHBL U UX COOTBETCTBYIOIIHE
mMecTa abcopOLMM TOYHO YCTaHORBIEHBL.

42. HeoOXOMMO NPUMEHATHL TPeDOBAHHS, MU3I0KEHHBIE B ITPHIOKEHUH
No 10 x TIpaBunam. HeofBxonuMo noaTtBepuTs OHOAKBHBAIICHTHOCTHL B
MCCIJIEI0BAHMAX OMHOKPATHOH /1036l B COCTOSHUM HATOIIAK W [OCHAE €bl, a I
JIEKAPCTBEHHBIX  TIPENAPATOB € [POJOHTHPOBAHHBLIM - BBICBODOIMKIAEHUEM C

CYHICCTBCH HOH K}’My.HHLlHEH = B HCCACI0BAHHN c MHOTOKPaTHBIM
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nosuposanuem. Hacruunsie AUC (pannss v nosadss gactuussie AUC,
paccUHTAHHBIE C ITOMOINBIO 3apaHee BhIOpAHHBIX, XOPOHIO ODOCHOBAHHBIX
TOYEK OTCedeHus) HeoOXOJUMO HCMONB30BaTE B KAUECTBE MEPBHYHOI
(apmakokMHeTHYECKON KOHe4YHOH TOUKM B 000X BHIAX MCCIEOBAHUI
OJTHOKPATHOH J103Bl, JIAKE B CAy4Yae CYILIECTBEHHOH KyMYJAIMHU, NpU KOTOPOIi
TPEGYETCH HCCICOBAHAC ¢ MHOTNOKPATHBIM JO3HPOBaAHUEM. B OUPpCACICHHBIX

clIydasx MOzKeT TpebOoBaThCA cpaBHEHHUE KOHICHTPAIIHIA IeKapcTBa B (DeKasusix.
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Puc. 3 Cxema pelnennii B 0THOIEHHH NBKAPCTBEHHBIX [1PEIAPATOR,
OKA3LIBAHIIHY MECTHOE EEEG']'BHE B KHITICHHMKE
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4. JlexapcTBeHHbIe TIPEnapaThl, OKa3bIBAIONHe
MECTHOC JIEHCTBHAE B MPAMO KMILIKE
43.B nensx okasannus MECTHOIO JeHCTBHA B NPOCBETE TPSMONH KHITKN
HPUMEHSIOTCS  pa3zHoobpasHbie  JeKapecTBeHHbe  (OpMBEI  JIEKAPCTBEHHBIX
npenaparos  (HanpuMep, KIM3MbI B BHJIE pPacTBOpa WM CYCTIEH3WH,
CYNTO3UTOPHH, Temn, neHbl U T. L), Ilomowenws paszmena IV wacrosimx
TpeGosanuii HPUMEHSIOTCH KO BCEM YKA3aHHBIM JICKAPCTBEHHBIM (hopMam
JIeKapCTBeHHBIX npernaparos. Jlns nozoOHbIX JleKkapCTBEHHBIX [IPerapaTon

NpUMEHSETCS CXeMa peLIeHui, npuBeaeHAas Ha pucyHke 4.

JlexapeTBeHHBIH Npenapar B popMe pactBopa

44, /s JaHHOH IPYNIBL JICKAPCTBEHHBIX [IPENAPaTOB  MPHMEHAIOTCSH
TpeboBaHnsA, aHANTOMHYHBIE M3JIOKCHHBIM B TIyHKTax 24 — 31 HacTOSIMX
Tpeboranuii. Heobxogumo npoaHanu3upoBarTs KOJIMYECTBEHHBINH COCTAB W BHJL
BCTIOMOTATENBHBIX BEIICCTB JIeKapCTBEHHOH (OPMEL, CHOCOOHBIX BJIMSITH Ha
MECTHYIO [I€PEHOCHMOCTB, JIOKANBHOE BpeMs  YiepiaHus (Hampumep,
MOBEPXHOCTHOC HATHKEHHME, BA3KOCTE M T.J.), PacTBOPUMMOCTDL if Vivo
(HanpuMep,  HallduuMe — copacTBopuTelied) WM cTabMiaBHOCTL i1 vive

JEeUCTBYIOIIETO BEI[ECTRA.

JlekapeTrennplii npemnapat B (hopme,
HE ABISIOIIEHCS PacTBOPOM
45.Ecim  meene/lyemblii  TeKapCTBEHHBIH [Ipenapar, peACTaBieH B
NeKapcTBeHHON (opmMe He SABJAIOLIEHics pacTBOpoM (HAlpUMep, B TBEp/Ioil
JIEKAPCTREHHON (OPME), TNOATBEPCHUE 3KBHBAJICHTHONO BLICBOOOMKIEHNHA

I[Eﬁ_CTB}’]GH.lCI"D BCIICCTBa B HJOCTYITHOCTH B MCECTax JEMCTBHA  MOXKHO
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paccMarpMBaTh B KayeCcTBE CYpPpOraTHOTO TOATBEPKIESHUA TeparieBTHYECKOH
IKBUBAIEHTHOCTH.

46.B  cnyuasx, korjaa Habmojaetcs cucTeMHas  OMOMOCTYIIHOCTh,
Tpedyercst uccieoBanue papmMakoKHHETHIECKON OMOIKBUBAICHTHOCTH, YTOOK
OLEHHUTL 66301'IEICHUCTIJ JeRApPCTBEHHOTO Mpenapara, eC/id HE OGUCHOBHHO HHOE,
B HU,ELDSHB[P{ CIIYYasdaXx TAKMKC MOMKHO MCIIOIL30BATE TJIasMenHLIE KDI—]]J,GH'['pHLIHH
B KayecTBE  CYpPpOrarHoro  MOJATBEPHNIEHUS  IKBUBAJIEHTHOCTH 110
APPEeKTMBHOCTH B OTHOLIEHHH JIEKAPCTBEHHBIX [1PENaparoB, HAeHCTBYIONIHX
JIOKAJILHO B LPSIMOM KMIIKE W B TOJCTOH KHULIKE (HAlpUMEpP, KJIH3Mbl), €CIH
nevicryroniee Bemectso abcopOupyercst U3 mect naeicreuga. B sTtom ciydae
MIa3MEHHBIE KOHLEHTPAIMH OTPAXKAIOT BEICBODONKIEHUE U JIOCTYITHOCTH
,I{EI::ICTB}KIDHJ,EI'U BEHISCTBA BOIM3M MecTa ,ElEﬁCTEHFI. MD}KE‘T HO’I‘}JEGOBHTBCH
CpaBHEHUE KOHLEHTpaI|l AEHCTRYIONIETO BELIECTRA B (heKanmsx.

47.B nrobom ciryuae HeOOX0AMMO KPUTHHECKH MPOaHAIM3UPOBAThH COCTAR
BCIIOMOTaTCIEHBIX BCIICCTE., ITOCKOIBKY BCIIOMOTATEBEHBIE BCIICCTEA MOTryT
BIMATE HAa TMEPEHOCHMOCTh, CHCTEMHYI aldcopOuuio, JOKalibHOE BpeMs
YIEPKAHMHA {:Hﬂl’lpHMEp, MOBEPXHOCTHOE HATHNEHME, BIAZKOCTE M T. ,[I,.},
pacTBOPUMMOCTE i1 Vivo (HanpuMmep, HajlduMe copacTBOpuTenei) uim
cTabMIbHOCTL JIeHCTRYIOEro  Bemectsa 71 vive. Heobxommmo npopectu
MCCIed0BAHME YKBUBAIEHTHOCTH, €CIIH JA0IYCTUMOCTE Pa3inyms B KOJIMYECTBAX
YEAZ3AHHBIX BCHOMOTATEJNIEHBIX BEIIECTE HEJB3H MOJIHOLIEHHO 06GCHOBETB

CCHINTKO Ha IPYTHEC TaHHBIC,
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Puc. 4 Cxema petiennii B OTHOLICHHH JICKAPCTBEHHBIX [IPENapaTos,
OKa3bIBAIOLMX MECTHO gelicTBUe B NPAMOH Kuike
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V1. TpeGoranns K NOATBEPKICHHIO IKBUBAICHTHOCTH JICKAPCTBEHHBIX
dopm B caydae HAIMYUA B TIMHEHKE OMOTHATENBHBIX TO3HPOBOK
JIEKapCTBEHHOIO Npenapara

48. Yenous, KOTOPBIM JIOJUKHBI  COOTBETCTBOBAThL  JIONOJHUTE/ILHBIC
JIO3UPOBKM JICKAPCTBCHHOTO TMIperapara ¢ ekl puMeHeHus OuoBeiiBepa,
OCHOBaHHOTO Ha OHodapMaleBTHUECKOH cucTeMe KiacCU(UKalluM, 3aBHCIT OT
BMJI2 JICKAPCTBEHHOTO [Iperapara (Hanpumep, NepopajibHbe JeKapCTBEHHBIC
(GOopMBI € HEMEIEHHBIM WIH  MOJM(HUIIMPOBAHHBIM  BRICBODOMKIEHUEM ).
Ykazauusie TpebOBaHMA CXOKH € TpeOOBAHUAMM IS CHCTEMHO JICHCTBYHOIIAX
JICKAPCTBEHHBIX  [IPEIaparoB, KOTOpbIE OMMcaHbl B HacTtoAumx llpasumax
(B Tom uncne B npunoxenuu Ne 10 k [1pasnnam).

49. B cnydanx, Korua npenapaT cpaBHCHUS HMEET JIPYTHE JOZMPOBKH UeM
paspadaTeIBACMBIN JIEKAPCTBEHHBIN Mpenapar 1 OMOdKBUBAIEHTHOCTE TIOKa3aHa
C TIOMOMIBIO WCCHeNoBaHWi i vive (Hanpumep, (apMakoKMHETHYeCKUX
HCeIeoBAHUE  OMOAKBUBANCHTHOCTY ¢ yuacTHeM uYenoBeka (JlaHHBIC
(hapMalueBTHYECKOro KauecTBa M (apMakOKMHETWYECKHe NaHHBe i1 Vivo)),
HEODX0AUMO HOJTBEPIHTE DHOIKBHUBAIIEHTHOCTh IR Haubomee
QYBCTBUTENLHOM  JI03UPOBKH, 4TODB OOHAPYXRUTE BOIMOKHLIE PA3JIAYHIL.
B OTHOIIEHHH JONOJIHATE/IEHBIX NO3UPOBOK NOITBEPIKTEHIE
BGHODKBUBANEHTHOCTH 1 vivo (OUOBEHBEP JOTMOITHUTENBHLIX J03MPOBOK) HE
Tpedyercs, eclii BbIIOIHAIOTCA YCI0BHA, ONUCAHHBIE B HACTOAIUX TIpaBunax
(B Tom uuene B npuiioxkenu Ne 10  ITpasunam).

50. B Tex ciyuagx, KOrja npenapar CpaRHeHUs UMeeT JIpyrue To3upoBKH
qyem paspadaTeiBaeMBIH  JIEKapCTBEHHBIH npenapar M OMO3KBUBAIEHTHOCTH
NOJITBEPK/IEHA ¢ IIOMOIIBIO TaHHBIX (hapMAalERTHUECKOro KayecTna (Hanpumep,

CpaBHEHUWE cocTaBa BCIIOMOI'aTENLHBLIX BE LILBCTB} HITH JAaHHETX
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(hapmaneBTHUecKoOro KauecTsa W AaHHBIX 1 vifro (HampuMep, CPaBHHTElILHEIE
npoguim PACTBOPEHMA npu Ouoseiiepe, OCHOBAHHOM Ha
onodapmaleBTHIECKOH — cucTemMe  KiaccH(pUMKAuMM YIS JIeKapCTBEHHOTO
npenapara, coxepaawero pemecrso Il kiacca), neobxoaumo noaTBepANTSH
OMODKBUBAJICHTHOCTE  KaXIOM  OTAeabHOM — JO3UMPOBKH  HMCCIIEIYEeMOro
JIEKapCTBEHHOIO  [penapara  COOTBETCTBYIONIEH — J03MPOBKE  rnperapara
CPABHEHUS BMECTO HpHUMeHeHus OuOBeHBEpa JONOJHUTEIBHBIX JIO3UPOBOK
(cpaBHEHHS Pa3HbIX JA03MPOBOK MCCAEAYEMOI0O IEKAPCTBEHHOTO TIPenapara).

51. B cinyuasx, Korjia npenapar cparHEHHsI HMEET JPYIHE JO3MPOBKH UeM
pazpabaTpiBaeMblii  JIeKapCTBEHHBIM  Tipeniapar W OMOIKBHUBAIEHTHOCTH
MOATBEPXKIAECHA C MOMOLUBH NAHHBIX (DApMALEBTHYECKOr0 Ka4decTBa, JIAHHBIX
i vitro u (ApMAKOKWHETHUECKMX JAHHLIX (17 vive (Halpumep, TBepaast
nepopajibHas AeKapcTBeHHas (opMa C MPOJOHTUPORAHHLIM BEICBODOMKICHHUEM ),
NoATBEpIKACHHE OMOIKBHBANCHOCTH 117 VIVO JOHONHUTCIBHBIX JO3MPOBOK HE
Tpedyeres  (npumensercs OHOBelBep JIONOJHATE/BHBIX JIO3UPOBOK), €CJIN
BBLIMOJHSIIOTCSl  OTIPEJIeIeHHbIe  BEIIIEONUCcaHHLIE yenopus. Kpome Toro,
HCOOXOAMMO  TIOJITREPIINTE  OHMOdKBMBANCHTHOCTR  KaXA0H  OTJETLHOM
JO3UPOBKM COOTBETCTBYIOIIEH JO3MPOBKE Mpenapara CpPaBHEHMsS M0 [JaHHBIM

[p&phiEHEBTIdHECKUFD KauecTBa M JaHHLIM in viiro.

[TPUJIOKEHUWE Ne 13

K [Ipasunam npoBeaeHns ucene 0BaHH
OMOBKBUBAJICHTHOCTH JICKAPCTBEHHBIX
npenaparos B pamkax Espasuiickoro
SKOHOMHYECKOTO COI03a
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TPEBOBAHHWA
K KA4eCcTBY H OHOYKBHBAJIEHTHOCTH IeKAPCTBEHHBIX
MPEnapaToB 1Sl MECTHOI'0 NIPHMEHEHUS IIPH HAHCCCHHH HA KOMKY
H MHBIMH CIOCODAMH JIOKAILHOI'0O MpHMCHCHUHA

[. OBmue onoxeHus

1. Hacrosiue TpeboBanust IPUMEHHKOTES B OTHOIICHUU JIEKAPCTBEHHBIX
[pernapaToB /Uil MECTHOTO MPUMEHEHHS [YTeM HAHCCEHWH HA KOMKY W MHBIMM
crocobaMM MpUMEHEHMs (HanpuMep, IJazHble WM YIUHBIE JIeKapeTBeHHbIe
npenaparbli) ¥ PeriaMeHTUPYIOT NPeACTaBACHNe CBeHeHHi 00 X KayecTBe W
MOATBEPIK/ICHUHA DUOIKBUBAIIEHTHOCTH TAKUX [IPENAPATOB.

2. B nacrogiumx TpeboBaHMIX MPUBOISTCS YKa3aHWs:

El] 10 NpeacTap/ICHUED CB{‘,L'I,EHHfi O Ka4eCcTBC JICKAPCTBECHHBIX IIPETIApPaTOB
JUIsL MECTHOI'O NPHMEHEHMA, KACAIOLIMXCS OLUEHKM OMOIKBUBAICHTHOCTH I11pH
[ojiave HOBBIX 3afABJCHMI Ha PErMCTPaLMIO TaKMX JIEKAPCTBEHHBIX TIPENapaTon
M BHECCHMC UM3MCHCHUII B PErUCTPALIMOHHOC [O0CBEC 3apCrUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX [IPENapaTos;

6} o NpUMEHEHITHO METOHIHMK HECITCTOBaAHMS OMOAKBHUBAJIEHTHOCTHU
JIEKAPCTBEHHBIX [IPENAPATOB JUIL MECTHOIO LIPUMEHCHUS BMECTO IIPOBEICHMS
CTAaH/IapTHRIX KJIMHUYECKAX Mccie oBaHnii TEpPaNeBTHYCCKOH
9KBUBAJICHTHOCTH;

13) IO MMPUMEHCHHMH allbTCPHATHMEHBIX MD.I[EJ'[E!}L:I " I"[CCJ’IE,[[DB&HHFI, KOTOpEIe
MOTYT OBITE  MCHOJIB30BAHBI J YCTAHORBJICHKA DHOAKBUBAICHTHOCTHA B
oTHomeHHn OezonacHocTH, >S((PEeKTHBHOCTH M KAa4ecTBa JIEKAPCTBEHHOIO
Mpenapara H MO3BOJSIIOT  ODOCHOBATH HNpednomoieHne 3dABHUTEHA O
'IE['JEIHEBTH'—B?CKDﬁ SKBHBAICHTHOCTH TAKHX JIEKAPCTBEHHBIX TIPEIIApaToR 11pH

MCITOTh30BAHIH AHATTOTHYHOTO TYTH BBEJICHM pedepenTHOMY
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JEKApPCTBEHHOMY TIpenaparTy ¥ MHHUMAIBLHBIX 7151 CHCTEME 371DABO0OXPAHEHMs!
W NauueHTa pUCKax MMpoBOAMTE JIEYCHHE HEIKBUBAJICHTHLIM JIEKAPCTBEHHBIM
[IPerapaToM s MECTHOTO NTPUMEHEHNS;

r)no  HeoOXOAMMOCTH  IPOBEIEHMS  KIMHHYECKHX  MCCIIeOBAHMI
TEepaleBTUYECKON HSKBHBAJIGHTHOCTH B Clyuasx, Korjga He JI0NycKaercs
HCTIONB30BAHNE ANbTEPHATHBHBIX MOJICIIEH 1 HCCie/I0BaHmA.

3.B cootBercrBumn ¢ npunoxenneMm Ne 11 k llpaBuiam 1posesenus
HeCaen0BaHui OMOIKBUBAJICHTHOCTH JIEKAPCTREHHBIX MPENapaToR B paMkax
Erpasuitckoro skoHomuueckoro corwsza, yreepixiacHHeM Pemenunem Cosera
EBpasuiickoll 9KOHOMHYECKOH KoMHccHH 0T 3 Hosops 2016 r. Ne 85 (nanee —
[IpaBuia) B OTHOLICHMM JICKAPCTBEHHBIX IIPENApaToB JUIsl  MECTHOIO
OpPUMEHEHMS M3MEHeHMEe uX cocTaBa  ((apMaUEBTUKO-TEXHONOTHHECKHX
aapamMeTpoB MPOM3BOJICTEEHHON peLenTyphl), iekapecTBeHHol (hopMel, criocoba
BECIEHUA WM NPOlecca NPOU3BOACTBA MOMKET HPUBOIWUTL K CYLIECTBEHHOMY
M3MEHEHMIO I(PPEKTHBHOCTH U (M) Oe301acHOCTH TAKNX JIEKAPCTBEHHBIX
nperapatoB. B cesizu ¢ 3stmM TpeDyeTcs MpoBeACHWE  KIMHMYECKHX
MCCITeIORAANI TeparneBTHIECKOH IKBUBAICHTHOCTH MO0 NpUMEHEeHHe WHBIX
METO/MOB JI0KA3aTENbCTBA OMODKBHBAJIEHTHOCTH YKA3aHHBIX JICKAPCTBEHHBIX
MpenapaTos.

4. Hacrosmue  Tpebomranust  MCHONB3ylOTES Ui paspabOTKM U
obocHOBaAHMS TTPOTOKOITOB WCCIIe/1I0BaAHNT DMO3KBUBATIEHTHOCTH
NEKAPCTBEHHBIX [PENAPATOR /11 MECTHOTO TIPUMEHEHHUS.

5.B mnacroammx Tpebopanusx nNpuUBEIEHEl CTAHAAPTHBIE [IPOTOKOIBI
MCClIe/IOBaHWH  OMOIKBMBANEHTHOCTH  JIGKADCTBEHHBIX  TIPENApaToB  JUIst
MECTHOTO MPHMEHEHUS TTYTEM OIICHKA:

a) BRICBODOIMKIEHUS i1 Vitro;
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0) IPOHNKHOBEHHS B KOXKY HEIIOBEKA 17 Vilro;

B) B3ATHA 00pa3iioB poroBoro ¢ios in vivo (Cockod JTUIKOH AeHTOH);

I') AHAJIW34 HA BA3OKOHCTPUKLIMIO [T KOPTHUKOCTEPOHI0B i1 Vivo,

0. Monoxennst  Hacroaumx  TpeQopaHul  NPUMEHHMB K caydasM
YCTAHOBICHWA 9SKBHBAJIEHTHOCTH HOBOTO JIGKAPCTBEHHOIO mpenapara  [iis
MECTHOTO HPHMEHEH A 1o OTHOLISHHI K Yike CYHIECTBYHOLIEM Y
OpUrHHAJILHOMY  (pedepeHTHOMY) JIeKApCTBEHHOMY  Iperiapary  (janee
npenapar cpapHeHus ).

7. Hactosmue Tpebosanmst copepxar obmiee onvcaHne MeTojaHK
HCCIISOBAHMIA I8 JAHHbBIX PYIIIL JIEKAPCTBEHHBIX 1IPENapaToB, MOCKONBKY:

) KOJKHbBIE [OKPOBBI  MMEIOT  CJIOKHOE  aHaToMO-(H3HOJI0IMUECKoe
CTPOEHNE W (PYHKLIHH;

6) 1a00/1eBAHHN KOXKH H ee HPpUAATKOB pﬂ.‘iJlH‘lH[DTUH o B AaamM TEHCITHA H
cTereHy Hapyienus 6aprepHoil (pyHKIMKM KOMKH;

H} COCTOAHKWE KOMWH W E€ MNPHIATKOB OTIHHAeTCa Y pPasiHYHBIX monei B
3aBUCHMOCTH OT BO3pacTa, Noja U APYTHX XapaKkTepHCTHK.

8. Hactoampe Tpeboranus He npuMeHAHOTCH:

a) B OTHOMIEHWH OMONIOrMYECKUX JIEKAPCTBEHHEIX TPENapaToR;

0)B OTHOLIEHUH JIEKAPCTBEHHBIX PACTHTENBHBIX [IPEAPATOB;

B) B ciyuasx, Koria OMOOKBUBAIEHTHOCTL B oTHOLIeHUH 3ddexruBnocTn
JIEKAPCTBEHHOIO  [penapara [MoJITBep//icHa TPy [MOMOIIH  KITMHUYECKHX
MCCIIE0BAHMM €0 TepaneBTHYeCKON DKBUBAIEHTHOCTH;

I)B chydasx, Korja JjekapcreeHHas (opMa HIM - KAYeCTBEHHBIH
KOJIM4ECTBEHHbIH COCTAB MCCIIEIYEMOIO IIpenapara v rperapara CpaBHeHUs! He
COBIIAJAIOT WM HE DKBHBAJIEHTHBI B COOTBETCTBHH ¢ NyHkTamu 124 — 129

nacroguiux Tpebopanumi.
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9. Mcenenopadust OMOSKBUBAJICHTHOCTM € YYacTHEM  JIOOPOBOIBIIER,
JOJKHBL  MPOBOJMTECA B coorserciBuy ¢ IlpaBwiamu  Hauexameit
KJIMHUYECKOI! MPAKTHKH Erpaszuiickoro IKOHOMHYECKOTO cor3a,
yreepaiesHbivn Pemennem Cosera Eppazuiickoi 9KOHOMMYECKOH KOMHMCCHH
ot 3 HosaOps 2016 r. Ne 79 (nance — IlpaBnia KIMHUYECKOH IPAKTHKH),

10. MceneioBanus SKBUBAICHTHOCTH KHHCTHKH HNPOHUKHOBCHUS B KOKY
yesloBeKa 1 Vvitro, ONOpHbIE s 0A0DpeHMst JICKAPCIBEHHOrO Mpenapara,
SIBJIAFOTCS  OOBEKTOM — MHCIEKTHPOBAHMS  YHOJHOMOYEHHBIM  OPTaHOM
rocyjgapctea — uneHa LEmpasuiickoro sKoHOMHYECKOro coro3a (janee —
rocyaapctBo-uiet, (Co103) W JO/KHBI [IPOBOJHTHCS B COOTBETCTBHH ¢
ITpaBunaMy KIMHAYECKON IPAKTHUKH.

11. PesynbTaThl HCCHEIOBAHMIT MPUBOJIATCA B PETMCTPAIIMOHHOM JIOCHE B
COOTBETCTBUU ¢ mpunoxennem No |1 x [lparmmam permerpanmm ¥ 3KCIEPTHRLL
TEKAPCTBEHHEIX CPEJICTR U MEMIMHCKOrO TPUMEHEHWS, YTBEPAUICHHBIM
Pemenwem Copera EBpasmiickoll akoHOMHYECKOH KOMMCCHH OT 3 HOsA0ps
2016 r. No 78 (nanee — [ Iparuna peructpallii H IKCTIEPTH3HI ).

| 2. 3asgBurens BITPABE 0OpaTUThCS 34 HAY9IHOM HITH
MpeAPErucTPATHOHHON KOHCYILTAIMEN B COOTBETCTBUK ¢ nyHKkToM 26 [lpasmi

perucTpatii H 3KCHNCPTH3E! B YIIOTHOMOYEHHEBIC OPradbl Irocy/1apCTB-1ICHOB.

[1. OGocHORaHME 3KBUBAJICGHTHOCTH KAYECTBA JIEKAPCTBEHHBIX
NPenapaTor /Ui MECTHOI'O [IPUMEHEHHA B PETUCTPAIIHOHHOM /I0CHE
AITA TIOATBCPAIICHMA WX DHOIKBHBAIIEHTHOCTH
13. Jlns obocHoBanust Buibopa sexkapcTpennod (opmbl, cocrasa u nyTu
BBE/ICHMS JICKAPCTBEHHOI'0 mpenapara 3adBuTento  HeoOXO0JUMO  OLEHUTE
noxasaHus K NPEMEHEHHIO HTOr0 nperapara, LeIeByIO NONYJSIINID W MecTo

AeHCTBHS TeKapeCTREHHOTO Mpernapara.
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14.11pn  obocropanmn  BeibOpa  1YyTH  BBEAEHWS  [IEKAPCTREHHOI'O
npenapara HeoOX0AMMO NPOaHAIM3INPOBATE OCHOBHYH (yHKIMIO (QyHKINH)
NPeIoJaraeMoro BO3IEHCTBHA JIEKAPCTBEHHOTO [penapara u crnocob ero
nprMeHenus. llpw npoctoM HaneceHMM JIEKapCTBEHHOTO [penapara Ha
MOBEPXHOCTL KOXKH OMODOCTYMHOCTH [CHCTBYIOIIGIO BEINECTBA [MOBBINIAETCS
MYTEM BKIIOYEHHMA B COCTAB JEKApPCTBEHHOrO IIperapata BCroMOraTelbHbIX
BEILLECTB (yeunmrenei [HPOHMKHOBEHMS), KOTOphIE U3MEHSIOT
TEPMOJIMHAMHYECKHE CBOHCTBA JEHCTBYIOLIEro BelllecTra (HalpuMep, 34 cuer
M3MEHCHMS €ro  COOOMIM3AINM, CO3/aHnus  [IEPEHACHILLIEHHEIX PACTBOPOB,
KOTOpBIE MOAMPUIMPYIOT JUddY3MIo ASHCTBYIONIETO BEIIECTRBA Y€PE3 KOIKHBIE
Oapbepbl WM HapymaroT dusnonoruyeckne (QyHKIAM  Takux Odapeepos).
Hpﬂ HaHEeCEHHH 1100 OKKITIO3HAOHHYIO TMOBA3KY H CaMd MA3CBas OCHOHA, H ee
OT/IENBHBIC KOMIIOHEHTL, HampuMep YBIOKHUTENIM H CMATYUTENH, MOTYT
B/IMSITE HA COCTOAHME M IPOHMIAEMOCTh YYacTKa KOKH, [10JyIexKaiiero
BO3J/ICHCTBHIO,

15.1leneBoid npoduinb KadecTBa JISKAPCTBEHHOIO I[IpElapaTta  JOJDKEH
YUMUTBIBATE €70 TIPHEMIIEMOCTh JUIS [AUMEHTa, OPOCTOTY M3BICYEHHA M3
KOHTCi{HEpa W HAHECEHMs, TaKM€ OHCTETHYECKHE CBOMCTBAa He(pacoBaHHOIO
npenapara, KaK BHELIHMHA BHJ, HAHOCHMOCTB (HaMazblBaGMOCTh), OLIYILEHWE,
MHKPOCTPYKTYpA, (puzuyecKue CBOIICTBA, HCTIapeHte NEeTyunx
BCIMIOMOTATENBHBIX BEIIeCTE W OKKIK3WUKY, CClIH IIPHMEHHMO. yHEI.BELHHb]E
SINCEMCHTBI HYWKHO OXEIPEIKTEPH'BDBHTL H, CCIH HE:OEXOH,MMD, KOHZ{I}DJ’IHPOBHTI:
KakK KPpUTHYHbIC [TOKA3Z4TCIIM KAYUECTEA,

16. Jlekapcreennyro Gopmy u cnoco® npowsBoAcTBa JIEKapCTBEHHOIO
npenapara HeoOXOJUMO pa3zpadaThiBaTk € MUCIONB30BAHHEM HMMEOIIHXCS

HAYYHBIX MCEIWITHMHCKHX 3HAHUIA, YCTAHOBICHHLIX HAYYHBIX MNPEOMOCHUIOK W
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JI0KazarenbeTR. MTOroBRIE XapaKTePUCTHKN KaYeCTBA HEOOXOAMMO ONPEIENITh
HA OCHOBAHUH MCC/ICHOBAHHA HECKOILKUX CCpUil JIEKAPCTBEHHOIO [Iperapard,
PENPE3CHTATURHBLIX 110  OTHOLIGHWIO K NPOMBIIUIEHHBIM — CEpHsM
JIEKaPCTBEHHOI'O NIpenapara, peHa3HaveHHbIM Ul BRIIYCKA B 00paligHue.

I'7. JIns obecnevenns NMOCTOSHHOTO KAauecTBa JEKAPCTBEHHOIO [penapara
Ha [POTKCHMU  €ro  JKU3HEHHOrO  LMKIa  TpeOyercss  ycToH4uBbIii
NPOM3BOJICTBEHHBIA nponece. JlekaperseHubie npenaparel, NPOM3BEAEHHbBIE B
COOTBETCTEMM C YKA3aHHBIM B PErHCTPAlMOHHOM  JIOChE  IIPOIECCOM
HPOMBIIUICHHOTO TIPOW3BOJICTBA, JIOIDKHBI MMETh TAKOE JKE KauecTBO, KaK U
CepUH JIEKAPCTBEHHBIX TMPENapaToB, B OTHOWICHHH KOTOPBIX TOJIYYEHO
JAokazarenseTBo OezonacnocTy ¥ A3QQPEKTHBHOCTH WK OMO3KBUBAICHTHOCTH.

I8. [Ina noareepxkieHns cTabuiIbHOCTH TEKAPCTBEHHOTO Npenapara s
MECTHOTO MTPUMEHEHUS €r0 CEPUN TIPH REITYCKE W B KOHIIE MX CPOKA TOJHOCTH
(cpoka XpaHeHHs ) JIOIKHBI UMETh SKBHBANCHTHBIE (MU3UYCCKHE, XUMUYCCKHE 1
MUKPODHOIOrHYEcKUe TOKA3aTeNn KavyecTBa, BKIOUAS (DYHKIHOHAIbLHLIC
XAPaKTEPUCTHKH 11 Vilra, €CITH ONPABJIaHHO.

19.Crpareruss  KOHTpOJISI  J0MKHA  OOECrevWBAThH  COOTRETCTRHE
JEKapCTBEHHOTO  TIperapata  Leiu ero npuMeHeHuss u  TpeboBaHusM
(apmakoren  Eppazmiickoro  9KOHOMHHYCCKOI'O — COMO3a,  YTBEPIK/IEHHOI
Pemenunem Konnernun Eppasniickoil sxonoMmudeckoi komuecHu ot 11 aBrycra
2020 1. Ne 100 (nanmee — @apmaxones Coro3a), a TIPH OTCYTCTBHU B HEl —
TpeDOBAHMAM (papmaicorei rocynapcTB-4lleHOB. Hemommyro
(GapMareBTHIECKYIO pa3paboTKy HIIH KA4YecTBO JIEKAPCTBEHHOTO TIPENapaTta He

JONYyCKacTCsl 00OCHOBBIBATL OTCHIIKAMH K KITHHHUICCKIAM HACCIENOBAHMAM.
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1. ObocHoBaHNE OMOIKBUBAIEHTHOCTH JIEKAPCTBEHHEIX

MPEenapaTos JAII MECTHOTO TIPHMEHEHHS B PErUCTPAIIMOHHOM JOChe

20. TTogreepacnenne  OMOOKBHBANEHTHOCTH — HOBOTO  HCCIEAYEMOTO
JEKapCTBEHHOTO [penapara JUid MECTHOTO MNPUMEHEHHs 110 OTHOLIEHHWIO K
npenapary cpaBHeHHs MOXET 1oTpedoBaTLe:

a) Mpu  1Mojave  OrnpejielieHnbiX  BUIOB 3asBIEHHMH Ha peructpaiuio
(BocripousseseHuble,  rubpuiuble,  KOMOMHMPOBAHHBIE  JIEKAPCTBEHHLIE
Mpenaparsl), B KOTOPLIX MCIOAL3YHOTCs CBEJCHUA U3 PETHCTPAIIMOHHLIX 10Che
CYIIECTBYIOIHX JICKAPCTBEHHbBIX MPEIapaTos;

0) B ciyuae BHECEHMs] M3MEHEHHMI B JIEKAPCTBEHHBIH mpenapar BO Bpems
(hapMareBTHYECKON PaspabOTKH MIIM [10CIE €r0 PErucTpalum, KOTopble MOTyT
o0nmazaTbh TNOTEHLHMAIBLHO CYHIECTBEHHLIM BiMAHHeM Ha 0e30nacHOCTh,
3 PerTUBHOCTS WK KAYECTBO 3TOTO JIEKAPCTBEHHOIO Npernapara.

21.B ciayyae ecau B pPErucTpalMOHHOM Jlocke 0€3011acHOCTL M
3 QeKTHBHOCTD  JIEKAPCTBEHHOTO  TIpernapara MOATBEPIKACHbI  HAYUHLIMH
MEJMUMHCKAMY ~ JaHHBIMH, HNPUMEHHMOCTBL 3THX JlaHHBIX  HeobXxomumo
MOATREP/UTL CBAIYIOIMMMH JaHHBIMM 0 OMOIKBUBAJIEHTHOCTH HCCTIEyeMOro
npenapara ¥ Ipenapata CpaBHEHWS, ONMCAHHONO B HAYYHOH MEIMLIMHCKON
aureparype. D10 00YCIOBACHO — HENPOTHO3MPYEMOH  BO3MOKHOCTBIO
BOSHUKHOBCHMSA pasiM4Mil Ha YPOBHEC KaueCcTBa B COCTABE JIEKAPCTBEHHOINM
(popMBI  NEKApCTBEHHOTO  TIpemapata WA B €ro  (hapMalleBTHKO-
TEXHOJIOTHYECKHX  MapamMeTpax, TMPOH3BOJACTBEHHOM [polecce ©  IIYTH
BBE/ICHMS.

22.B  OTHOWIEHMM JIEKAPCTBCHHBIX  NPENaparoB  JUIS  MECTHOIO
NPUMEHCHNAS M3MCHCHMA B COCTaBE JIEKAPCTBECHHOH (JOPMBI JIEKapCTBEHHOIO

Nnpemnapara uim ee q]a])MElLIEBTHKO-TEXHDHDI"H’-IECIEHX [mapaMerpax, B camon
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nexapeTeHHol (opMme, MyTH BBEIEHMS WM IPOM3BOACTBEHHOM TIpolecce
MOTYT CYHIECTBEHHO BAMATL Ha 0esonacHocTh M (MiH) S¢dekTHBHOCTL
NEeKApeTBEHHBIX  rpenapatos. B 9toM  cayuae HeoOXOJMMO  IPOBEIEHHE
KITHHHYECKHX uccne10BaHnH TepaneBTHYeCKoi SKBUBAJICHTHOCTH.
Homyckaercst Takme HCNonb3oBath WM pazpabaThiBaTh  AJbTEPHATHRHBIC
MOJIENA HCCIe0BaHHNA.

23.3ameHa  KIMHHMYECKMX  JIAHHBIX B LENSAX  YCTAHOBIEHUS
TepaneBTHYEeCKOH BKBUBAJIEHTHOCTH JaHHBIMM, [OJNYYEHHBLIMH Ha MOJEIsAX
UCCHICNOBAHHA (R Vvilro W i1 Vvivo, J0OIYCKAETCS TOJNBKO B CHy4asx
yeranoBiaenHsix pasaenamu V — [X vactosiux Tpebosanuid,

24 . IlogTBepiKaeHHs  DKBUBANEHTHOCTH  Ka4€CTBA  JIEKAPCTBEHHBIX
[pernaparoB  JUid  MECTHOI'O [pUMEHEHMS O0BIYHO  HEHOCTATOMHO, JIJif
JOKAZATEIIBCTBA  HX TE‘pﬂl’lE‘BTH'—lECJ{Oﬁ SKBUBAJMEHTHOCTH, B OTHOIIEHHH
pacTBOpPOB  (HAlpUMEp, /Ui HAHECEHMS Ha KOKY), TepaneBTHYecKasn
IKBUBAJIEHTHOCTL  MOXKET  ObITh  J0KazaHa TOIMLKO HA  OCHOBAHWH
SKBHUBAJICHTHOCTH  Ka4decTRa, HCKJITIOYMHTEIILHO B Ccniy4dage CCIlM criocobd
MPUMEHEHHS M3YYaeMOoro JICKapCTBEHHOTO Mpernapara M rnpenapara cpaBpHeHUs
OJIMH W TOT JXKeE.

25. DKBHBJICHTHOCTL  KadecTBa  MOMET  ObITh  yCTaHOB/JEHA ©
MCIIOJIb30BAHNUCM JaHHBIX COTIOCTABJIEHHS C IMIPENapaToM CpaBHEHMS (€CIH DTO
0DOCHOBAHO 3aABMTE/IEM), 110 TAKUM [OKa3aTe/IAM, Kak: JekaperseHnan hopma,
KAYECTREHHBIH W KONWHECTBEHHBIH COCTAB JICKapPCTBCHHBIN l'l]}E‘IIHpHTGB._.
MMKPOCTPYKTYpa U dusuueckue cBoicrsa, QyHKIMOHATEHEE XapaKTepHCTHKY
JIEKAPCTBEHHBIX IIPCIAPATOB, CNOCO0 MX NPUMEHEHUs (laliee — pacuIupeHHas

(hapMalieBTHICCKas S9KBURBAJICHTHOCTD ).
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26.DkBuBajientiocts  sddextusHocTy Tpedyer MCC/Ie0BAHMI
CpaBHHTENILHOH KMHETHKH MPOHUKHOBEHMs u uceaea0Batni
(hapmakoMHAMUKKM ¢ [pEnaparoM  CpaBHEHHA  (ecnn  TIPHMEHUMO).
[MopxomsamumMu  METONAMH  JUI  H3YHEHHS  KHUHETHKH  NPOHUKHOBEHUS
NEKAPCTBEHHOTO Npernapara s e

OLEHKa [POHMKHOBEHHS JICKAPCTBEHHOI'O IIperaparta B KOXKY HYell0oBeKa
in vitro;

OLEHKA COJAEPIKAHUS JIEKApPCTBEHHOIO penapata B obpasiax poroporo
Cr04, B3ATHIX i1 vivo y noOpoBosiblLeR (cockod JUIKoH nenToil);

uceneioBanne papMaKoKHHETHYECKOH GHOIKBHBAJICHTHOCTH;

LpapMELKD,[[HHaI\-IH‘iECE{HB HeCIIe10BaHuA, KOTOPLIC BKIKOYAKYT B cebst
AHAIIM3 BA30KOHCTPUKIMK Ul KOPTUKOCTEPOMIOB i vive W WCClenoBaHus
MHKPDETI(}FI JIEKOJIOHHU3ALWH i1 vivo B OTHOLIEHHH AHTHCEITTHKOB, I[TPOBOIHMEIE
Ha JI0DpoBOIILLAX.

Ecim uccnenoBanus KMHETHKH MPOHUKHOBEHUS 1 (papmMako1nHAMMKK HE
NPUMEHHUMEI WITH CHHTAIOTCSH HEAOCTATOYHO MPEICKAILIBAKIIMMH KIIMHUYECKUH
OTBET Ha JIeKapCTBEHHBIH Ipenapar, Kak NpaBuio, noTpedyioTcs JaHHbBIE
KIIHHAYECKON 9()(PeKTUBHOCTH,

27.DKBHBAIEHTHOCTE B OTHOHIEHMM  OE30MacHOCTH M MECTHOM
nepeHocumocTn  Moxer OwiTh  obocHOBaHa nogHoTOR  MHQOpMalMu 0
JAEHCTBYHOUIEM BELIECTBE M BHIDOPOM XOpOILIO M3BECTHBIX BCIIOMOTATEILHBIX
BEIECTB.

28. buoselisep, ocHoBanHulii Ha OnodapmaleBTHUYECKOH cHucTeMe
KJacCU(PUKALIMK, B OTHOLICHUM MCCIEJIOBAHMH OKBUBAIEHTHOCTH KMHETHKH
NPOHUKHOBEHUA WIH (PapMaKOJMHAMMKM [PHUMEHMM B CIydasX W3yHeHus

NPOCTEIX 110 COCTaBY N ('])ﬁpME’ILIEBTHKCI'-'['E}{I-JOJIUI‘H‘-IECHHM mapaMmeTrpam
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JEKapcTBEeHHBIX (opM, TO ecTh B cliyuasX, Korjia Oyaer [QoCTarouHo
AEMOHCTPALINH IKBUBAIEHTHOCTH KauecTsa.
29. 1lpn  paspaboTke nNPOTOKOJOB MCCACHOBAHUN  HKBUBAICHTHOCTH
KOHKPETHBIX BH/IOB JIEKAPCTBEHHBIX TPENApaTOB /IS MECTHOTO NPUMEHEHMs
CIEJIYET MCMONbL30BaTh OOIIAE YyKasaHMsa, IIPHUBEJICHHBIE B HACTOAIIMX

Tpebosanmax, © pesynLTaThl HAYYHOIO KOHCY/IBTHPOBAHMS — 3ASBUTEI

(11pH HeoOXOAMMOCTH).

IV. llpeacraBnenne gaHHbIX 0 KAUeCTBE JIEKAPCTBEHHbBIX
NpenaparoB JUisi MECTHOTO TIPUMEHEHHS JIJ1s O TBEPIKACHMS
MX OHOIKBUBAIIEHTHOCTH

|. Ormcanne n cocTar TEKaAPCTBEHHOTO TIPENapaTa
B PErMCTPAITHOHHOM JI0CHES

30. Heobxogumo B permcTpaiiMoOHHOM [0CHE MOAPOOHO OMHUCAThH COCTAB
JIEKapCTBEHHOI'O Npenapata u PyHKLHM BCIIOMOTaTeNbHBIX BEIIECTR.

31. HaumeHoranua BenoMorarebHbIX BELIECTB JIOGKHBI OJHO3IHAYHO
HACHTU(MUIMPOBATE KAKJAOE W3 BCIIOMOraTelbHLIX Belects. Jlomyckaercs
MCIIOJIb30BATh:

PEKOMEH/[YEMOE  MEK/IYHAPO/HOE HENATCHTOBAHHOE HaMMEHOBAaHHE
(MHH) wnm  moamduumpoBaHHOe — MEMIYHAPOJHOE — HAATEHTOBAHHOE
aauMeHoBanne (MMHH) BenmomoratensHoro BemiecTBa, ¢ yKazaHueMm €ro
cojicBoi  (GopMmBbl  (€Clld  UPMMCHMMO) WM COOTBETCTBYIONMIEH  CTaThu
(Oapmvaxonen Corosa a Npu OTCYTCIBUM B HEH — COOTBETCTBYIOLIMX cTaTeit
thapmakornei rocynapcrea-uieHa;

TpUBHATEHOE  ODIIENpPUHATOE  HAUMEHOBAHUE  BCIOMOIATCILHOIO
REILECTRA;

XMMHIHECKOC HAIMEHOBAaHHUE BCTIOMOI'aTCAbLHOI'O BEIIECTRA.
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B mHbIX cnydasx HauMeHOBAHME BCIIOMOTATENBHOIO BELIECTBA JOIKHO
ObITh 0DOCHOBAHO 3ASBUTEIICM.

32. Jlonyckaercs, 4To0B HAMMCHOBAHME BCIOMOTATENLHOIO BEIECTBA
BKJTIO9AO B cebdf  Kjgace YMCTOTBI M (MIHM) KOMMepueckoe (Toprosoe)
HAaMMEHOBaHue, cciu 210 Tpedyercs s cTabHILHON BOCTPOH3IBOTHMOCTH
NPOM3BOJICTBEHHOIO  Mpolecca  (TEXHONOIHYECKOH BOCIPOM3BOIUMOCTH) H
Ka4ecTBa [IPOAYKTA.

33.HeoOxonuMo  4erko  ykasaTb  MHOIO(MYHKLMOHAILHBIH — BEIaj
BCIIOMOTATENLHOIO BEIIECTBA BHOCHMBIH B COCTAB, CTPYKTYPY M HA3HAUEHME
JICKAapCTBEHHOI'0  Iipeliaparta  (HarnpuMep, NPONWIEHTIIHKONE JeficTByeT B
KAYECTBE BIIATOYAEPIKUBATENSA, COMOOMTIH3ATOPA M YCHIIMTES TPOHUKAIOILEH
cr1ocoOHOCTH ).

34.B  nudopmauuu o jexkapcTBeHHOM  Iipeniapare (B o0wei
X4PaKTEPHCTUKE JIEKAPCTBEHHOIO Nperiapara U MHCTPYKIMH 110 MEJIMITHHCKOMY
MPUMEHEHUID (JIMCTKE-BK/IAIBINE)) HEOOXOAHMO yKazaTh HAHOCHUMYK 103y
JIEKAPCTBEHHOrO Ipenapara (BeIpaXKEHHYI0 B Macce JieHeTByIOnero Belecrsa
HAHOCHMOH Ha €JMHULY TJIOLEAM TOBEPXHOCTH WU 00JacTH IOPaKeHns)
MAKCUMAJILHYIO CYTOUHYIO J103Y.

35. Heobxoumo omnucars NepBUYHYIO YIAKOBKY M (ecau HeoOX0aumo)
BTOPUYHYIO YIAKOBKY WK JPYrue MatepHanbl JM00 KOMIIOHEHTBI YIaKOBKH
JEKAPCTBEHHOTO  MIperapara, €clid  OHM  SABIAIOTCH  KPHTHYHLIMMH  JUIA
obecreyeHust CTAaOMIBHOCTH JIEKAPCTBEHHOI'O [Ipernapara wim crocoba ero

OpUMCHCHHHA.
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2. @apmatierTHucckas pazpadoTka
(pa3nen peructparonHoro jgocke 3.2.P.2)

36. Jlannniit pasien peruncTpalMoHHOTo JOChE JIOJIHKEH COIEPHKATH HAYUHO
000CHOBAHHBIE  JAHHBIE B OTHOIIEHMH  TUIAHUPYEMOrO  MPUMEHEeHHs
JIEKAPCTBEHHOTO Tpenapara ¥ CBA3N MEHLY TAKUM IIPUMEHEHHUEM H TTPOLIECCOM
pazpaboTKM JleKapcTBEHHOro npenapara. Bce naHuble B yKazaHHOM paszjene
PErMCTPALMOHHOIO  [10ChE  JLOJUKHbBI  [OATBEPAAATECH  NEPBOMCTOMHHKAMMI
Hay4HbIX (DapMalieBTHUecKuX (MeAULUMHCKUX) nyOnuKanuii Wi pesyibTaraMmu

coOCTBEHHBIX UCCIIRIOBAHMIA,

O0becrieyeHne TepAreBTHYECKNX LIenel npuMeHEHMs
JEKApCTBEHHOTO MperapaTa rnpH ero gapmaleBTHYeCKoi pazpadoTie
37.1lenesoil npoduib KauecTBa JICKAPCTBEHHOI'O lIpenapara  JAoMKeH

COOTBETCTBOBATL ILIAHHPYCMBIM TCPANCHTHYECKAM HCIAM Cro [NpUMEHEHMA
(HHBHHHCHMH:}, 4 Tagmwe MNo3BOJIATh ,LI,UG'I'HI'H}‘TE: STHX !_T,E'J.ﬁfﬁﬁ B TIpOI1lgcce
(hapManeBTHHECKOn paspadoTKH,

38.Ilpumenenne npu QapMaunesTHUecKol pa3pabOTKe JIEKAPCTBEHHOIO
npenapara nalHeHTOOPHEHTHPOBAHHOTO NOAX0/1d NPEYCMATPHUBAET:

a) aHaJIN3 TIOKa3aHWd K [PUMEHEHHMIO JIEKApCTBEHHOTO I[Iperapara u
NaTOJIOrMYECKOT0 COCTOSHHA KOXKH, NMPH KOTOPOM IIIAHUPYETCA NPUMEHEeHHe
JICKAPCTBCHHOTI'O HIPEApPATd,

0) obecrieyeHue COOTBETCTBUA JICKapeTBeHHOM (OpMBL U ee cocTapa
(KOMIIO3MIIMK) BO3PACTY LEJIEBON IPYIIIbI [TALIMEHTOB;

B) obecrieueHue NPUIOAHOCTH JICKAPCTBEHHOH (OPMBI JEKapCTBEHHOTO

Hnpenapara Ui NIPpHMEHCHHA alluCHTAMH,
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r) BEIOOP ONTHMANILHOTO crocoba HaHeceHUs JIeKapCTBeHHOIO lpenapara
1 obecrieuenue ynodCcTBa NpUMeHEHHS;

1) OfpejielienHe  ONTHMANBLHOIO — MECTA  HAHEeCeHHWsd  JEeKapCTBEHHOrO
npenaparas

e) obecnieuenne 3(pPeKTUBHOCTH © TOUKH 3pPEHMS 03MPOBKH H PEKUMA
JO3UPOBAHS JIEKAPCTBEHHOI'O [Ipenapara;

#) obecrieueHye  ONTUMAJIbHOM  PAaCTBOPEHHOCTH  JACHCTBYIOINETO
BELIECTRA, 4 TakiKe YCHJIEHMA €ro OHOAOCTYNHOCTH M (MJIM) HPOHUKANLIeH
crocoDHOCTH;,

3) obecnieuenne ONTHMANBLHBIX CMATYAIONMX CBOHCTB JIEKApPCTBEHHONO
Mpenapara;

u) obecrieyenue 0€301ACHOCTH JIEKAPCTBEHHOIO Mpenapara ¢ TOYKH
3PEHMUS TOKCUYHOCTHA BXOASIINX B €0 COCTAR MHIPEIMEHTOR, IPUCYTCTBYIOIIHX
B HEM MPUMECEH, MOKasaTe/ied MHKPOOHOIOIHYECKOIO KaueCcTBa M MoKazare/iei
KAYECTBA, ONPEAeArmmnX QHU3MUECKYIO I XUMHUYECKYHO CTA0MIBHOCTE;

K) BeIOOp  KPUTHYHBIX  TOoKazareneid kadecra u  oDecrnieyeHue
COOTBETCTRUS JIEKAPCTBEHHOIO Tpenapara (papMakoneitHeiM TpehoBaHusIM U
tpeboranusiM akTor opradHor Cotwsza B cdepe oOpaimieHusl JeKapcTBEHHBIX
CPEJICTB.

39.11pn ¢apmanesTudeckoil paszpaboTke HeOOXOAMMO YKA3aTh OJHO M3
CIIEJIYIOIMX MECT JACHCTBUS JIEKapCTBEHHOTO TIperapara:

a) MOBEPXHOCTE KOKH,

0) Tonina Koxu (POroBoii Cloi, SMHAESPMHUC M/ JIEPMA) WK [TOIKOKHO;

B) MpuiiesKaliiie TKaHU HHKE KOXKH (PErHOHapHbIe TKAHM ).

40. Heobxoaumo 0OOBACHHTE MEXAHM3M M KHHETHKY HPOHUKHOBEHUS

JICHCTBYIONIETO BENIECTBA K MecTy Acicreus. JlomxHbsr OblTh OmMcanbl (eciu
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MPUMEHMMO) crnocod HAHECeHUs, COCTOSIHHE JICHCTBYIOIIETO BElECTBA B
pacTBOpe, pacTBOpeHHE, BhICBOOOMKACHUE U3 mpenapara u anddysns uepes
KOWKY 4EeNoBEKa (Hanpumep, B OTHOTIEHHH HECTEPOMIHBIX
MPOTHBOBOCHAIMTEILHBIX IEKAPCTREHHBIX MTPenaparos B opme KpeMoR).

41.B oraensHbIX ciydasx (Hanmpumep, B OTHOIIEHHH PACTROPOB KOJKHBIX
AHTHCENITHKOB) BMECTO MH(OpPMALMM, ykasanHol B nyHkre 40 Hactosmmx
Tpebosannii, noryckaercs nMpeacTapieHue NaHHbIX TOJILKO O TIYTH BBEICHNUS.

42, Heobxoaumo obocHOBaTE BKIIOYCHUE B COCTAB  JEKAPCTBEHHOTO
[penapara BCIOMOTATENbHBIX BEIIeCTs Ul NOBBIHeHns GHONOCTYTHOCTH MK
CMATYAROILIMX CBOHCTE W BHOOD BHAA JekaperBeHHOH (opMmbl (Hampumep,
BOJIHBIH I'ellb, KpeM, Ma3hb).

43. HeoOX0/MMO NpoaHaiu3MpoBaTh W ONKCAThH TPOTIOPIHOHATLHOCTE
pasHbIX J03MPOBOK (NP WX HAIWYMH) B JHHEliKe N03UPOBOK JIEKAPCTBEHHOTO
rperapara u 000CHOBaThL HX HEODXOAMMOCTE.

44.Paspen perucrpatMoHHoro  jgocke 3.2.P.2  jo/keH  cojiepkarhb
IEPEKPECTHBIE CCHUIKH HA COOTBETCTBYIOIIME pasiensl Monyhleih 4 wm 5
PETHCTPANHOHHOTO JOCKE, B KOTOPRIX COJACPMATCH PE3YJIbTaThl JOKITHHHYECKHX

U KJIMHAYECKHX UCCIIE0BaHMI, 0D0OCHOBBIBAIOIINE CRBEICHNUS JAHHOTO pas/iela.

3. AxrtuBHag dapmallesTuueckas cybcTanima
(paspen perueTpanmoHHoro jocke 3.2.P.2.1.1)

45. HeoOxonumo wiaenTuduumposath W HPeLCTABATL AHANH3Z (PUIHKO-
XMMHMYECKHX CBOMCTB akTURHOM (hapmariesTrHeckoii cyOCTaHIIAN, BAXKHBIX 1A
OuozocTyNHOCTH, TPOM3BOJACTBA, peanuszaiuu sddexra u  crabuisHOCTH
JMEKapcTBEHHOI'0  mpemapara. OTH  CBOMeTBa MoOryt BR/IIOYaTh B cels

MOJICKYJIAPDHYIO MAcCy, KOH[JJQJHLIHEHT' pas/iC/iCHHUA, TOYKY ILUIaBIeHHI (TDH’K}’
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KuMeHus (eciu npumennmo)), pKa, uyBCIBUTENLHOCTL K CBETY, BO3IYXY HILH
Bjlare, I[yTh Aerpajaiii, pacTBOpUMOCTE W Bausuue pH, a rtaxmke pasmep
HACTHL, M TNoJMMOpGhU3M, eciu jelicTBylolee BELECTBO MPEICTABIEHO B
JMeKapcTBEHHOM Tiperiapate B TBepIAOM coctogHuH. KpuruuHele nokasarein
KauecTBa  HEOOXOJNMUMO  MAEHTH(UUMPOBATE [ KOHTPOIMPOBATH B

crietMQUKaLN Ha aKTHBHYIO (PapManeBTHYECKYIO ¢yOCTanImIo.

4. BenmomoraresnbHbie BEMCCTBA
(pasien perucTpaltMoHHoro jocke 3.2.P.2.1.2)

46. BecriomoraTenbHbIe  BEILECTBA, UCIO/Ib3yeMble B  JIEKAPCTBEHHBIX
npenaparax Uil MECTHOrO TPHMEHEHWS, YacTO IPOSBIAIOT H3MEHUYMBOCTE
(Hanpumep, B OTHOIIEHHMH TOMOJIOTHYECKOI'0 COCTaBa YIICBOJOPOIHBIX LIEMe,
CTCIEHU  HEHACHICHHOCTH, MOJEKYNApHOH Maccel, DoJuMopuszma) B
3aBHCUMOCTH OT CepHM W UCTOYHMKA WX MOJy4eHHs. DTO B CBOIO OYepellh
IPUBOJAUT K HEMpPEBHIEHHON BapHadeTbHOCTH B PEONOrMUYECKHX CBOICTBAX,
MHKPOCTPYKTYpe © (PU3MTIECKHX CBOMCTBAX HPOAYKTA, KPUCTAILIM3AIMH
JIEHCTBYIONIEr0 BEUIeCTBA MW JIPYFOTO MHTPEANEHTd, CTaDMIBHOCTH WITH
OHOLOCTYITHOCTH.

47. BapuabenbHoCTh B 3aBUCUMOCTH  OT CEpMM M HCTOYHHKA
BCTIOMOTATEIIbHBIX BEHIECTE HEOOXOAMMO paccMaTpuBaTh W yCTPaHsIh BO
Bpemsi pazpadoTKH.,

48. Bribop kaw10ro BCIOMOTraTeThHOIO BEIecTBA M er0 KOJWYeCTBO, 4
TAKoKe BLIOOP NPUMEHMMBIX KPUTHYHBIX MOKA3ATENeH KauecTBa HeoGXOUMO
MPOAHATIH3NPOBaTE H 0D0CHOBATE, OCHOBHIBASCH HA €T (PYHKIMK ((PyHKLIMSIX),

BKIIHOYast (PYHKLMIO CMATYCHUA (SCITH TIPUMEHHMO ).
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49. HeoOxo/ M0 yKa3zaTh Kiace YMCTOThHI BCIIOMOTATENBHOTO BEIISCTRA,
ecid  OMOHOCTYIHOCTb — JEHCTBYIOLIErO  BEIIECTBA,  BOCTPOM3BOJUMOCTh
npolecea MPOU3BOACTBA JNEKAPCTBEHHOrO Mpenapata M (WIH) ero KauyecTso
M3MEHAIOTCA TIPH UCTIONBL30OBAHUM IPYTHX KIACCOB YMCTOTH BCIIOMOTATETHHOIO
BEIIECTBA.

50.B crneuudukaluy HeoOXOAMMO BKIIOMUTH KOHTPOJIb KPHUTHYHBIX
Mmokaszarenei kadecTBa BCIIOMOraTebHbIX Bellecrs. Kpurepun npuemMieMocTH
JUIS TAKHX KPHTHYHBIX [OKasaTeled KauecTBa JloJpDKeH ObIThb 00OCHOBAaH B
pasziene 3.2.P.4 mojynst 3 peructpaliMOHHOTO A0Che.

51. HeoOxoaumo nipenctaBUTh N0 IpO0OHBIE CBEAGHUS O BCIOMOTATETLHBIX
pemiecTBax  (nmanpumep  comoOuiaM3aToOpe, yCUIWTeNe  [IPOHHKHOBEHHA),
KOTOPBIE MOI'YT OKa3blBATh BIMAHME HA TIPOHHKAIONIYIO CIIOCOOHOCTh U
on 0OOCTYITHOCTE ﬂﬂﬁCTB}’]GLL[EFU BellecTBa, BKIIOYad HX CrIocoOHOCTE
BBIMOMHATE [UIAHUPYEMYIO (QYHKUMIO M BBHITIONHATE €€ HA [POTSHKEHUU
MIAHUPYEMOIO CPOKa roIHOCTH (CPOKA XpaHeHHs ) JEeKapCTBREHHOT0 Npenapara.

52.B OTHOHIEHHH BCMOMOTaTelbHbIX BELIECTB, MPEJACTABIAIONMX cO60M
CMECH COE/IMHEHHMH, HEODXOMMMO TPEACTABHTH CBEACHHA O KAYECTBEHHOM H
KOJIMYUCCTBEHHOM COCTABE BCIIOMOIaTC/ILHBIX BEIIECTE U OXapakTEepH30BaTh 3TH
BCIIOMOTAaTE/ILHLIC BEIIECTBA, BKJIHOYAs WX PeoJIOrHYecKHe cBoMCTBa (ecin
OTpaBIaHHo).

53.B OTHOWIEHHMM HOBLIX BCIOMOTATEILHLIX BEIHIECTE HEODXOMUMO
NpejicTaBUThL  TOJHLIE  CBEJIEHUS! O  [IPOM3BOJICTBE,  YCTAHOB/IICHMH
XapaKTepPUCTHK W KOHTPOJIE ¢ MePeKPecTHLIMK CehuikaMu Ha 000CHORBIBAIONTHE
JAanneie 0 0e30nacHoCTH.

54.B OTHOILIEHHWH BCITOMOTaTENBHEBIX BECIHICCTR JNCKapCTBEHHOTI'O

nperapata., Take HCIOIb3YEMbIX B HEPQJIDMEpHD-KGCMETH‘IﬂCKDﬁ MPOJIYKITHH,
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Clle/lyeT MpeJcTaBuTh JaHubple (CBeJeHust) o TOM, 4YTO HPUMEHEHME TAKHX
BENIECTB B JIGKAPCTBEHHOM [MPErapate He IpOTHBOPEUMT TpeboBanusiIM,
YCTAHOBJIEHHRIM B nipuinosenuax Ne 2 — 5 TeXHMYECKOro pernaMenTa
Tamoxkennoro cowsa «0O  OesonacHoctH  napdroMepHO-KOCMETHYECKOH
nponykuauy (TP TC 009/2011).

55. HeoOxomumo  waeHTHOHMIMpPOBATE M OOMCATh  TEXHOJIOTHYECKHE
100aBKH.

56.Eeau  HekoTOpBle  BCIIOMOIaTellbHbIE BELIECTBA, HCIOJIb3yEMbie B
JIEKAPCTBEHHLIX Mpenaparax jus MECTHOrO MPHMEHEHHs, ClIOCOOHBI BBI3LIBATL
pasapaxedHe HWIH  peaklHH MOBBITIEHHON HYBCTBHTCIBHOCTH, H WX [0
BO3MOIKHOCTH ClIElyeT UCKIHOUYUTE WIH MUHUMH3HPOBATL HX NpPHMEHeHHe B
Cllydag HEBO3MMKHOCTH NOMHOTO MCKIHEHHS [pu  paspaboTke HOBOTO
npoaykra. (CBefgeHuss 0  BO3MOKHOM — HEIKETATENLHOM  BO3AeHCTBHU
BCIIOMOTaTe/IbHbIX BEUIECTB [IPUBEIEHBI B 1puioxkenun No 1 x Tpeboranusam K
UICTPYKIMK 110 MEAMIMHCKOMY TPUMEHEHHIO JNeKapCcTBeHHOro npenaparta M
o0ILIell XapakTepUCTHKE JEKapCTBEHHOTO [peraparta  JUld  MeJMIMHCKOro
[pUMeHeHNs, VTBEPAJIEHHBIM Pernreruem Cosera Espasuiickoit

IKOHOMHYECKOH KoMuccuu o1 3 Hoadbpa 2016 r. Ne 88.

5. PazpaboTka rotoBoi iekapcTBeHHOH QopMBbI

(pasmen perucrTpalioHHoro jgocse 3.2.P.2.2.1)
57.Pa3paboTKy JeKapcTBEHHOrO Mpenapara HeoOX0AUMO OIMHCHIBATE €
TOYKM 3pEeHHA UENeBOoro Mpouis KavyecrBa JIEKAPCTBEHHOIO TIpernapara,
HCHOJbL3YH [HOAXOAAIIHE MHMCCNEA0BAHWA I8 XdaPaKTEPUCTHEKKY KW KOHTPpOJIA
KPHTHYHLIX 1okasarenei Ka4eCTRa, (l}BKTDpDB, BIIMAOIIHX  Ha [TPOCTOTY H

NPpOOJOIIKHUTCIIBHOCTE  TNPHMCHCHHHA, a TakKiKEe Hd TNOBEACHHE Mpenapara
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(Hanpumep pacTBopeHHe, BhicBOOOK/IeHHe ASHCTBYIONIEro BELECTBA i1 Vitro
(ecnmn TIPUMEHHMMO), TIPOHMKHOBEHHE B KOKY in vilro (B COOTBETCTBHH ¢
METOJIMKAMK cOorjacHo npunomenusm Ne 1 u 2). Heobxoaumo npenocraruth
JIOKA3aTeNbCTBO  [PUTIOJHOCTH  HUCTIOAB3YEMBIX  METO/IMK HCCHETOBAHWI 1
KPHTECPUEB TIPUEMIIEMOCTH ISl OLIEHKH JIEKAPCTBEHHOTO TpEerapara.

58.CocrosinMe W CTENeHh HAacbllleHHs JeHCTBYIOIIEI'0 BELIECTBA B
JICKAPCTBEHHOM [Ipenapare (HarmpuMep, B PacTBOPEHHOM BUIE WKW B BHIE
CYCITEH3MH), SBISIOTCA KPUTHYHBIMH  [TOKA3aTelsMU  KA4eCTBa, KOTOphIC
HeodxoanMO 000CHOBBLIBATL ¢ TOYKM 3peHus 3(dexTuBHOCTH M BesonacHocTH
JICKAPCTBEHHOTO Npenapara, IMOJAKPEead 10Ka3aTe/bCTBOM TOr0, KaK IeleRoe
COCTOAHKE JIEHCTBYIOIIErO BELIECTBA JIOCTHIACTCS B NpPOllecce HPOU3BOACTRA 1
MOICPIKUBACTCA BO BPEMSA XPAHEHHA JICKAPCTBEHHOTO Mpernapara.

59.HeoOX0AuMMO OLIEHHTL PHUCKH OCKIEHHH, pOCTa pasMepa 4acTHl,
M3MEHEHMA  KPUCTAIIMYECKOI0  COCTOAHHMA  MIIM  W3MEHEHMWsI  JPYrux
XAPAKTEPHCTHR ﬂBﬁCT‘H}’IOI]lGTU BEHLISCTBA, KOTOPhIE BO3ZHWKAKYT B CBA3H C
H3MEHEHHEM TEMIIEPATYPLI WIW TIPH  XpPaHEHWM U MOTYT [OBIHATL HAa
OMOJIOCTYMHOCTE  3TOTO  ASHCTBYIOLIETO  BEIECTBA, a4 TAKKE [POBECTH
COOTBETCTBYIOIINAE HUCTILITAHKA B paMKaX MCCIe10BaHMA cTaOHIIBHOCTH.

00. HeoOxoaumo npoananusnpopaTh H0CTABKY JICHCTRYIONIET0 BEIECTBA
K MecTy aeHcTBua. MOKHO HCHONL30BAThL PACTBOPUTENIN U YCHIIUTEH, YTOOH
CocoOCTBOBATL €ro IMPOHMKHOBEHHIO YEpEe3 Pa3zHBIe CIOM KoM, Masm moryr
(YHKIMOHUPOBATE, CO3/1aBas KOKHYIO OKKIFO3HIO, U TeM caMmpiM obleruas
NPOHUKHOBEHHE. | paguenT KOHNEHTpaunil NelcTBYIONEro BElecTBa Mex 1y
JIEKApCTBEHHBIM MPENaparoM H MECTOM JIEHCTBHA ABIAETCA JABMIKYIIEH cuio

NpOHHKHOBEHMA, noaTomy HOCTHIKEHHE HACLITIEHHOTO COCTOHHHAS
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JACHCTBYIONIETO  BEIIeCTBA B JIGKAPCTBEHHOM Iipenapare MoeT ObITh
IMPUHITHNHATBHO BAAHBIM.

61. HeobxonumMo npoaHaiM3upoBaTh NPHEMIEMOCTL JUIS NanueHTa o
yA00CTBO TPUMEHEHHS JIEKAPCTBEHHOIO lpenapata (Hanpumep, TPOCTOTY
NPUMEHEHNs, HAHOCHMOCTE (HAMa3kIBAEMOCTR)), KOTOpas MOKeT OBITH BAXKHA B
CIIYy44e I-IEDGXD,I[HMDCTH HaHEeCEHHs Uﬂpﬂﬂﬂﬂﬂ””ﬂﬁ 0361 Ha DﬂpEﬂBJlEHH}“ED
JI011a/lb [IOBEPXHOCTH, d TAKIKE OLIYHIEHUA [MOcie HAHECeHWs (CYXOCTh WITH
(GKHPHOCTD ).

62.Cnenyet yKazaTth (ecsm MPHMEHHMMO) thapmalleBTHKO-
TEXHOJIOTMYECKYI0  XapakTepUCTUKy JieKaperBeHHOH  (opMbl  (Harpumep,
rugipoodHas  Mask  (YrueBoJMopojHas OcHOBA, abcopOupyromas OcHOBA),
BOJAHO-3MYJILCHOHHAS Ma3b, THAPO(QMUILHAS Ma3b).

63.HeoOxonMMO  NpeicTaBuTh  CBEAEHHS O  MHKPOCTPYKTYpE U
(DM3HYECKMX CBOMCTBAX JIEKAPCTBEHHOIO Mperapara ¢ Y4YeToM KPHUTHYHO
BAXKHOCTH JTHX Moxasaresieil i MATKMX JIEKAPCTBEHHBIX (JOPM M ONHCaTh
(OXapakrepu3oBarTh) MeXaHM3Mbl, OTBETCTBEHHBIE 38 WX (OpMHpOBaHHE B
npolecce  TNPOM3IBOACTBA  (Hanpumep,  BCAGACTBHE  B3aUMOJEHCTBHS
BCITOMOT'dTCIILHLIX BEINECCTB, H3IMEHYMWBOCTH MoKa3zaTened KadecTtsa or CEPHH K
CEpPHM M IpH MaciTabupoBanuu), 1rolbl NPOLECC TTPOU3BOACTBA MOKHO OBLLIO
ONTHMUZUPOBATE IS [TOJIYUEHHS TIPOYKTA € HOCTOSHHBIM KA4eCTBOM.

64. HeoOXxoammMo 1IpoaHain3MpoBaTh € KPHTHYECKON TOUYKH 3pEHUS
M3MEHEHHE XAPaKTePUCTHUK JIGKAPCTBEHHOTO TIperapara Juis  MECTHOIO
NPUMEHCHUS T10CJIE €r0 HaHeceHWsd. B wacTHOCTH, B TeX clydasx, Korja
MCnapeHne JeTy4uX PacTBOPUTENEN U BCIIOMOTATE/bHLIX BEILECTB WK JPYTHE
ABJEHHS HEOOXONUMBI /151 2(P(EKTHBHON 10CTaBKH JIefiCTBYHOIIEN0 BEIECTRA

K MECTY JCHCTBUSL.
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65.Heobxonuumo  nogpobuo  omucats  cocrap u o (hapMaueRTHKO-
TEXHOJOTHYECKHE  [apaMeTphl  JIeKapCTBEHHOH (OpMBL 111 KITHHUYECKHX
MCCHICIOBAHUH M CEPUHM, MCTIONBE30BAHHBIC B CPABHUTENLHBIX HMCCIEIOBAHMUAX.
Heobxommmo  obocHoBath mobsie pasmuaust B cocraBe, (hapMareBTHKO-
TEXHOJOTHYECKHX nmapameTpax, - mporeccax — [IPOHM3BOACTBA  MENKIY
NEKApPCTBEHHEIMH  (DOPMAMM  JICKAPCTBEHHOTO NPENapara, UCIONb30BAHHLIMH
B ONOPHBIX KIMHHYCCKHX HCCIIEIOBAHMIX, W JICKAPCTBEHHBIM [PENapaToM,
3AABJICHHBIM  HA  perucTpauuo.  HeobxoauMo  LpeacTaBHTh  pesysbTarThl
CPaBHUTENBHBIX HCCe10BaHn i pacIHpeHHOI] (papmanieBTHUECKOH
SKBHBAJICHTHOCTH, MCCNEMOBAHWIT 17 vitro UIH in vivo.

66.Ilocie onpesieneHus cocTara JIEKAPCTBEHHOTO TIPENapata HAYMHACTCS
MacTabupoBaHue nporecea TPOM3BO/ICTRA, u HeoOX0MUMO
HAEHTU(DUIMPOBATL U KOHTPOJIMPOBATE KPUTHYHEIC napaMeTphbl I1porecca.

67.Bo Bpems macniTabupoBaHmsi MPOLECCA TPOU3ROJCTBA JIOIIYCKAETCH
BHOCHTE  HEOOXOJMMBIE KOPPEKTHPOBKH, YTOGR Jo6MTBCS CcTaGMIbHOIO
MPOM3BOJCTBA  MPOMBIILICHHBIX — CEPUH  JEKapCcTBEHHOTO  mnpemapalta #
OUTUMH3IUPOBATL  NPOLECC MPOM3BOJICTRA. Takue KOPpPeKTHPOBKM MOIYT
(peACTaBaATE COOOH HM3MEHEHMA B COCTABE JIEKAPCTBEHHOTO Mpenapara,
MPOU3BOACTBEHHBIX [poleccax, obopyoRaHun W W3MEHEHHS
MPOM3BOACTBEHHOM TUI0MIANKK. B HEKOTOPLIX ciayuasx HeoBX0IMMo oreHuBaTh
HOTEHUMAIBHOE BIHAHHE YKA3aHHLIX M3MEHEHUI Ha (DYHKIMH JIEKapCTBEHHOTO
npenapara  (HampeMmep, B OTHOLICHMM OuOOCTYMHOCTM M yjaobcrsa
TIPUMEHEHH ).

68. Heobxonumo IPEACTABHTE MOITBREPIKICHIE COOTBETCTBHS

JICKapCTBEHHOH (DOPMBI JUI MECTHOIO pUMeHeHus Tpebosanusam Mapmakorien
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Corosa, a npu orcyTeTBHM B Hell — TpeboBaHusM dapmakorneit Tocypapers-
YJIEHOB.

69. Heobxonumo AeranbHo MPOaHATH3MPOBATE CBA3bL MEAILY IETERhIM
npoduneM KauecTna JAEKapCcTBEHHOTO MPErapara, KPUTHIHBIMA TTOKA3aTeIIM1
KauecTBa u crienburanpelt Ha TexkapeTBEHHBIN Mpernapar.

70. Eenn OCHOBA JIEKAPCTBEHHOIO npenapara COMEPIKUT
BOCIITAMEHSIIONIHECH JISTYYHE PACTBOPUTENH (HANMpPHUMEp, W30TPOIHIIOBRIi
CHMPT W 9TaHOJ), HEODXOJHMMO OIPeACHUTh TEMIEPATYPY BCTBIIIKA H
BKIIOUWTL  COOTBETCTBYIOIIME — [IpefocTepexenuss B uHpOpMALHIO 0
neKapcTBeHHoM npenapare.  Jlis  onpeneneHuss  TEMIEPATYPbl  BCILIIIKH
JOIYCKAETCA HMCTONB30BATE METOJAWKH ¢ IpumeHeHuem npubopa [leHcku-
MapreHca ¢ 3aKphIThIM THIJIEM.

71. JlexkapcTrennsie npenaparhl ¢ napaduHOBOH OCHOBOH camu no cebe
HE BOCIUIAMEHSEMbI, OIIHAKO [PH UX TTOTIAJAHUKM HA OJIEKILY, NocTelbHoe Denbe
WM [OBSA3KH MaTepuan TKanu sBisercs (puTuieM, a napaguH — roprodmumM
pemecTroM. JliA TAKMX JleKapeTBEHHBIX [PENapaToB HEOOXOIHMO OLEHHThH
PHCKH LISl TIALMEHTA M BKIOYHTH COOTBETCTBYIOIIME NPEJOCTEPEIKeHHI B

HH(OPMALIMIO O JIEKAPCTBEHHOM l1pernapare,

6. YcranoBnenue XAPAKTEPHCTHK JICKAPCTBEHHOTO NpEtapara

72.Heo0OX01UMO BBIMONHATE JIETATH3APOBAHHYIO OLEHKY XapaKTepUCTHK
JIEKapCTBEHHOro mpernapara, utobbl ofecledyuTh BO3MOMKHOCTL BHECEHHA
M3MEHEHHI B JIEKAPCTBEHHBIH [pernapar npy yHOpaBAeHHH €ro JKWU3HEHHRIM
[MKJIOM 1 0DOCHOBATE COXPAHEHUE SKBUBATCHTHOCTH MpenapaTy CpagHeHMs.

73. Hauusie 00 yCTAHOBICHWH XapakKTEPHCTHK JIOJKHBI OBITH [10J1YUYCHEI

OT Pernpe3eHTaTUBHOIO 4Heia cepuil (Kak MAHHMYM 3), ¢ y4eTOM BeposTHOH
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W3MEHYHBOCTH, OTMEYAEMOM B ciiyude JMCIEPCHBIX CHCTEM [0 CPABHEHUIO ¢
MPOCTBEIMH PACTBOPAMH.

74.]Jlna nposejenns CTATHCTHYECKOH OUEHKH, KOIMYecTBO 00pasiion
JOIKHO ORITH perpeseHTaTUBHBIM, TI0 MeHbIeili Mepe ¢ 12 enuaunamMu Ha
CEPUIO B KaxkIoMm dKcrnepumenre. Heobxoaumo npuuHumaTh BO BHUMaHHE
BapuabebHOCTL MEKIY CepuAMM (Hanpumep, B 3aBUCUMOCTH OT pasmepa

CCpHH., A4Thl HPOU3ZBOACTBE M ITEPHO/IA X]JEIHE?HHS[]+

7. JlexapcraeHHbie (POPMBI JIEKAPCTBEHHBIX NPENAPATOR
JITSE MECTHOTO NPUMEHEHMS

75. JlekapcTBeHHbIE (DOPMBI JIEKAPCTBEHHBIX [IPENEAPATOB U711 MECTHOIO
PUMEHEHHs BKIIIOYAT B ceds:

a) KO¥KHBIE pacTBOpbL;

0) rens! U cripeu:;

B) IIAMITYHU,

r)Masu (yrieBogopojnsie, abcopOMpylome, yaaisemMble BOAOH W
B{)J_I,OPHUTBDPMMME DUHDBbI);

1) KpeMBI (Macyo B BOJIE WM BOJ1a B Macle);

€) resim;

7K) TIACThI;

3) [pUIApKH;

H] JIEKApPCTBCHHEIC IIJ[&C'l'blpﬂ H KOXKHEIE TNIACTRIPH.

76. HeoOxomMMO  1peAcTaBuTh  JIOKA3ATENLCTBA BHIA JIEKAPCTBEHHOM
dopMBl ¢ TOUKHM 3peHMs COCTOSHHUSA ACHCTBYIOMIEr0 BEIIECTBA B OCHOBE
JCKAPCTBCHHOI'O  IIpemapata  (BMJA  pacTBOpa, JIMCIHEPCHOH  cHcTeMBbl,

HecmelmMBaeMoil  (asHoW  cucrembl) B THHA  (JOPMBI  JIO3UPOBAHUS.
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BOJbUIMHCTBO PUMEHSIEMbIX JISKAPCTBEHHbIX [IPeaparToB OTHOCITCH K OJIHOMY
M3 CHEIYIONUX BUILOB JEKAPCTBEHHbIX (hOpM:

a) JIEHCTBYIOMEE BENIECTRO B PACTBOPE, OAHO(DAIHBIH HOCHTEIb — PACTBOP
TS HAPYIKHOTO TPUMEeHeHUs, 0/1HO(a3HbIe Tellb HITH Ma3b;

0) nelicTBytoliee BEIIECTBO B CYCHEH3WH, OJHO(MA3HBII HOCHTENh —
CYCII@H3MH JIJIA HAPYKHOTO TIPUMEHEHMs;

B) neffcTBylolee BEIECTBO B PACTBOPE, JBYX(A3HLI HOCHTEb — KpeM |
Ma3b 110 THILY «MACI0 B BOJE» B KOTOPLIX AEHCTBYIONIEE BEILECTBO PACTROPEHO
B MaciisHoi (ase;

) ACHCTBYIOMIEE BELIECTBO B CYCHEH3MH, ABYX(a3HBI HOCUTENL — KpeM
M Masb 10 TUIY «MACA0 B BOIE», B KOTOPLIX JIEHCTBYIOIIEE BELIECTBO
HEpPacTBOPMMO HH B OIHOM 13 (pa3 HOCHTEIH,

77.B ortnomennn cycnensuii TpedyeTcsa JOMONHATENLHOE YCTAHOBIEHHE
XdpaKTEepUCTUK € TOYKM 3pPEHHs paclpeleleHus 4YacTull [elcTBYIomero
peulecTBa 1o pazmepy #  ero  nonumopduoit  Gopmbl,  BrIOuUAs
MHKpohoTorpain,

78.B oTHOUIEHHUW JIEKAPCTBEHHBIX TIPENAPATOR ¢ HECMEelUIHBAEMBIMH
(hazamu Tpedyercs [NOMONHMUTENLHOE YCTAHOBIEHHE XapakTePUCTHK C TOYKH
3peHus  pacrpejienenus o0yl nmo pasMepy W BHEIIHErQ BMIA, BKIIOMas
MHUKpOpoTorpafun.

79. HeoOxoaumo nposecTH (ec/iiiu HeoOX0MUMO) aHalu3 pazMepa 4acTHIL ©
MOMOIILIO  PadInuHBIX  METOAO0B  (HanmpuMep, MNpH  [OMOIIM  Jia3epHOoi
AMgpakiiid  CBETA, KOH(OKAILHONW paMaHOBCKOH MHKPOCKOITHH, & Takme

MHKPOCKOITHH).
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Buemnuii BuJl JekapeTBeHHOH (hopMbl

80. Bnemmuit a1 nekapcersenHol (OpMBI JIEKAPCTBEHHOI'O lpenapara
JIOJIKeH ObITL OXapakTepU30BaH BU3VaIbHO U MHKpodoTorpahuueckn. /lanunie
XapPaKTEPUCTHKN BHEIIHEr0 BUIA SIBISIOTCS KPUTHUYECKUMH JUIS JTHCIIEPCHBIX

CHCTCM.

MukpocTpykTypa i ¢usndeckue cBoCTBA NeKapeTBEHHOMN hopMBI

81.Jlust Toro 4To0Bl OXapakTepU30BaTh MUKPOCTPYKTYPY U (H3ndecKne
CBOMCTBA JIGKAPCTBEHHOW (JOPMBI ¢ TOMKM 3peHHs (PUIMUECKUX KPUTHUHEIX
noxasareneil KayecrTsa He(pacoBaHHOrO IIEKAPCTBEHHOrO Mpenapara, KOTophie
BJIIMAIOT Ha OHOJOCTYIIHOCTE, YAODCTBO IPUMEHEHHS WIH CBH/IETENBCTBYIOT O
papualenLHOCTH B TIPOIECCE TIPOM3BOJICTBA M HECTAOMJILHOCTH TPOIYKTA,
HE0OXOIMMO TIPEICTABHTD CIISIYIONINE TaHHbIe:

a) Ui pacTBOpoB W cycrensuih — pH, Oydepuas emkocts, BA3KOCTS,
MIIOTHOCTh, MOBEPXHOCTHOE HATSHKEHUE, OCMONIAIIbHOCTE;

0) mism Markux Jjexapersedusix Gopm — pH, niaornocts, peosormyeckue
cBolcrna.

82, HeoOxommmo OXapaKkTepu30BaTh PEQIOTHYECKHE cBoiicTBa
JIeKapcTBEHHONH (QOPMBI KaK HEHBIOTOHOBCKOH JKMJIKOCTH € HCIOJIBL30BAHHEM
COOTBETCTBYIOLIEI'0 a0COMOTHOIO PEOMETPA, BKIIOUAN:

) IOJHYK) Peoiordveckyto KpHBYH Ae(QopMallii HallpsiykeHHs CBUIa
(MJIM BA3KOCTH) B 3aBMCHMOCTH OT CKOPOCTH HalpsKeHWs Mo COBOKYIMHOCTH
TOYEK [HaHHBIX B JAMALA30HE YBEJIMYHBAIOIIMXCA M CHIKAIOIIMXCH CKOPOCTEH
HANPSOKEeHUs1 TaK, 9To0b! JH00bIe JIMHEHHBIE YaCTH BOCXOISIINX KPUBLIX HIIH
HUCXOAILMX  KPHBBIX ObIIM  4eTKo wujaeHTHuLupoBansl, Obpasyiommecs

KPHBLIC HeoOX0AUMO OnMcaTh, ¢ MOMOUIBIO MOTHHOMHANLHLIX JTHHHH TPEeHId
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(B mnoaxoasumed  moaudukammu), HT0OB  MOMKHO  OBUIO  pAcCUMTATH
HEOOXOAMMbIE YHCIIEHHbIE 10KA3aTelH;

0)MenbITaHWe HA NpeJiell YIIPYTOCTH H MOM3yYecTs;

B) OLIEHKY JIMHEHHOI'0 BA3KOMIACTHHHOTO OTRETa (3aBUCUMOCTH MOJTIYIS
HAKOTUIEHUS W MOZYJIS TIOTEPE OT YacTOTHI Konebanuii).

83. HeoOX0NMMO  [pEiCcTaBUTh — peorpaMMbl W KJIACCH(MHIIMPOBATEH
MOBE/IeHHE MPOIAYKTA B 3aBUCUMOCTH OT BIMAHUS HANPSIKEHUS! U BPEMeHH,
(HanpuMep  MICEBJOINIACTHYECKOE,  JAWJIATAHTHOE,  THKCOTPOIHOE) W
OXApAKTEPHU30BaTh UX € HCIOJb3OBAHMEM  COOTBETCTRYIOIIMX — METPHK.
MuHumanbHbIH 00bEM NIApaMeTPOB BKIKOYAET B ceds:

a) BA3KOCTL TIPH YCTAHOBJICHHBLIX CKOPOCTAX HAUPSIKEHHUS 110 JIaHHBIM
pazHeix peorpamm (Hanpumep, npu n100);

0) 3HaueHus NpeaesioB YIpyroeTi MmiacTHIeckoro ToKa;

B) TMKCOTPOIIHAA OTHOCHTEILHAS TII0Ma/E (Sr):

I') BABKOIUIACTHYHBIE MOJLYIH Hakorlenus U noreps (G’ u G7);

1) Kaxyuiascs BA3KOCTh, TAaHI'@HT YIJIa noreps (1g ).

84. CooTBeTCTBYIOUIEE YCTAHOBJGHWE XApPaKTePHCTHE PEOJIOrHMHYecKHx
CBOHCTB MOMKET [03BOJIMTE MIECHTU(UIUPOBATE WIIM CIUTAHUPOBATL 0Oo0Jiee
MPOCTOE MCIbITaHKE, 4TOOLI UCTIONB30BATL €ro B clielM(UKalMl HA TOTOBBIH

npenapar.

8. Ouenka duodapmMaleBTUIECKUX XaPaAKTEPHCTHK
JIEKAPCTBEHHOTO Ipernapara
85. Heobxoammo pazpaborars HCCaenoBaHUs, 1103BOISIIOLIINAE YCTAHOBHTD
Takue OnoapMaleBTHUECKNE XaApaKTePHCTHKH JICKAPCTBEHHOIO lperapara,

KaK pacTBOPEHME [17151 CYCNEH3MI 1 BRICBODOK/IEHHE JIEHCTRYIONIETO BEILECTBA
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in vitro B COOTBETCTBMM € METOJAMKOH cormacHo mnpuioxenuio Ne 1 «k
Hactosiium TpeboBaHMAM, 1 NOKA3aTh ero cTabUILHOCTE BO BPEMS X PAHEHHS.
86, Jlist yeranopineHus OMODAPMALIEBTHUYSCKHX  XAPAKTEPHCTHK TAKKE
JOMYCKAETCsl MCMOL30BaTh WCCAEIOBAHUE MPOHUKHOBEHUS B KOWY im Vitro

B COOTBETCTBMM € METOJIHKOH COrIacHO NPUIOIKCHHIO Ne 2 k HACTOMIM

TpebGoBanusm.

9. Onucanne ocobeHHOCTEH IIPUMEHRHHUS JIEKAPCTBEHHOTO
[pernapara B perucTpalMoHHOM JIOChe

87.001mas XxapaKTeprCTHKE JIEKAPCTBEHHOTO MIPENapara i HHCTPYKIHA 110
MEIMILMHCKOMY TIPUMEHEHHIO (JIMCTOK-BKIIA/bIN) JOJIBKHBL BKIOUYATE B cebs
MHCTPYKIMKM M io0bie  HEOOXOAMMBIE [IpeAylpexacHus 1o Oe3onacHoMy
IPUMEHEHMIO JEKAPCTBEHHOIO Ipelapdara.

88.[[puroguTes  (ecnM  NPUMEHMMO)  ONHCAHHE  JONOJIHATENHHOTO
npeobpazoBpanus  (HanpuMep, CMEIIEHWA ¢ KakKAMH-TU00  BelecTBaMu
HOCHTEJIAMH ) JIEKAPCTBEHHOIO Ipenapara IpH ero HaHeceHWH noTpebuTenem
(MeAULMHCKUM pabOTHUKOM).

89.1lpn onmcannu cnocoba npuMeneHns B 00mEld xapakTepucTHke
JEKAPCTBEHHOI'O lIperapara W MHCTPYKUMH 110 MEIMIIMHCKOMY [TPHMEHEHHIO
(JIMCTKe-BKIIa/bIlIe) 10 Ha OBITE NPUBEIeHA Clle/yonas uHdopmarms:

a) MECTO HAHECEHMA;

0)undopmanusa o neodxoaumocTn M3deraTs HaHECEHNs JIEKAPCTBEHHOIO
npenapara Ha ONPEeAC/IEHHbIC YHACTKH KOMKHOTO MOKPOBa (MOBPEXKISHHYIO HITHA
HEMOBPEKAEHHYIO KOKY, PAHEBYIO MOBEPXHOCTL M T.11.);

B) TpedDOBaHMA K NpenBapuTelbHON 00paboTke KOXKH;
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) nHOpMAINS O BIMAHMMA HA JKCIO3MIMIO JIEKAPCTBEHHOID npernapara
JKCTPEMANBHBIX YCAOBUIT OKpyXKalonie cpenbl (Teria, XoJoja, COMHEHHOro
CcBeTa):

J)uHopManug o BIMAHMH Ha peanuszauuio sddexra rexaperBenHoro
npenapara [ocle ero HaHECEHWA TNOBCEIHEBHOH (M3MYECKOH aKTHBHOCTH
IaueHTa (HHI'I]JHMBP, }HMBIBHHHJ{, IMPHHATHA AYIIa WK BaHHBIL, HCNIOJIL30BAHHH
COJIHLE3AIIHTHBIX CPE/ICTB HIH YBILKHHTENEH);

e) HeoOXOOUMBIE  OrpaHudeHus  (HanpuMep,  Hpeiylpexierie o
HeobxoaumocTy  u3berarb HAaHECEHMS  JIEKAPCTBEHHOrO  mperapatra  1oj
OKKJIFO3HOHHYHO MOBA3KY );

) yKazaHue Jo0bLIX 0co0BIX YCIIOBHIA XpaHeHHs:

3) YEA3aHHEC Q HEUGXDHHMDCTH HE JLOITYCKATE BO3MOMHOCTE
HerpeIHAMePEHHOTO HCTTOB30BAHUA JeThMHU;

H) MPEJIOCTEPEKEHHUA O  BOCIUIAMEHAEMOCTH U1 JIEKAPCTBEHHBIX
I'lp CHAPATOR, UD,’.LEP ACAITIMX BOCTITAMEHAEMBIE JIETYHHE pﬁCTBU]}HTEH H.
Hanpumep:

«Omnacuo! Moxer BociuiameHaTscd, XpaHWTh BAAJIM OT TeILia, FOpPAIUx
IlCIBﬁpXHUC'l‘ﬁJi, HCKP, OTEPBLITOrO IMNdMeHH 1 OPYTIMX MCTOUHHWKOB BU3I'UP3HH.F].
He Kyputb BO Bpems npumeHeHus! 3ainuinarth OT BO3ZAEHCTBUSN COIHEHHOTO
ceeral He noageprars BozselictBuio Temnepatyp Boite 50 “C. He pacnbuars
Hel DM WK APYIAE HCTOYHHKH BO2IOPAHHA. »,

K) maQopManis Juis 1IaUMEeHTOB, Y KOTOPBEIX HPHMeEHAI0TeS OoJjIbliune
koJuuectsa (> 100 r) jmoboro sekapeTBeHHOro npenapara Ha napaduHoBoi
OCHOBE, 0 HEOOXONMMOCTH PEryJsIpHO MEHATL OJEKILY, [OCTE/IbHOe Dellbe Wil
MOBA3KKM, IPONMUTAHHBIE (3arpA3HEHIbIE) TakUM TpernapaToM, M wu3deratsh

npedsiBadud BOIM3N OTKpeITOro orus. Hanpumep:
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«Ecnm  nekapcTBEHHBIH  TIpenapar  HAHOCHTCS  MOJ  TOBS3KY WM
KOHTAKTUPYET C OO, CYLIeCTBYeT PUCK, YTO IPH KYPEHHM WIIH KOHTAKTE ¢
OTKPBITEIM OTHEM MOIKET [POU30MHTH BO3ropaHne MOBI3KH WIN TKAHW OJICH /b1

Ha Bpemsi npuMeHenns npenapaTa npekpaTuTe KypeHue, He UCroab3yiite
OTKPBITHI  OFOHE (WM HE HaxoauTech BOMM3M KypaIlmux JHOJiell WM
MCTOMHHKOB OTKPBITOrO OTHsl) WK He HpubdimKaiteck K UHBIM [IPEMeraM |
MECTaM, KOTOpbie MOTYT BEIZBAThL BO3IOpaHue, MOKa IPUMEHseMbli BamMu
JEKAPCTBEHHEIH Tpenapar ConpHKacaeTes ¢ Ralled ofew10H, Mops3kod wmm
OMHTAMH.

PerynspHo MeHsiiTe ofexiy M noctellibHoe Oesbe (NpeanouTHTENLHO
eKEeJHEBHO), NOCKOJNLKY mNapa()MH MPONHTHIBACT TKAHW U  [OTEHLHAILHO
orHeonaced. Heobxoaumo usberars nonajganus IeKapCcTBEHHOTO TIpernapara Ha
CHJEHBE CTYJIA WIH HHYI0 Mebernb.

CooOmmre BamuM ONMM3KMM WAW JWLAM, OCYHIECTBISIOIIMM 3a BaMu
YX04, O CBOEM JIEYeHMH W [OKLKUTE UM JIAHHYIO HHCTPYKIIMIO 110
MEJIMIIMHCKOMY TIPUMEHEHHIO (JIMCTOK-BKIA/IBIILL).

[Ipegynpeaure Bamero spaya, Me/ICECTpy WK (papMaligBTa 0 TOM, YTO Bbl

KypHTE. Onu CMOTYT J4aTh PEKOMEHAUNHN 10 NPEKPAILLEHHIO KYPEHHS, »,

10. Paspabotka npolecca npou3soicTBa U [MPOH3BOJICTEO

(pazmenst 3.2.P.2.3 n 3.2.P.3 Moayns 3 perucTpaiioHHOr0 10Che)

90.B oTHOWIEHMH AMCIEPCHBIX JIEKAPCTBEHHBIX (DOPM IIEKaAPCTBEHHbIX
npenaparos (Hanmpumep, ABYX(a3HBIX AMYJILCHH) HM3MEHEHWs B COCTaBe M
hapMaleBTUKO-TEXHOIOHYECKHX  [apaMeTpax JIeKapcTBEHHOU (opMbl  KIH
npoliecce NPOM3BOACTBA MOIYT TIOBIMATL Ha OesonacHocts u - (MiH)

APPEKTHBHOCTL JEKAPCTBEHHOTO TpEnapara U noaToMy BamHbl JJisl OLCHKH M
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KOHTpOJs. BakubiM  MOKeT OBITh  HOPANOK  10DABIECHHS  Pa3lHYHBIX
KOMIIOHEHTOB B T'OTOBYK) JEKapcTBEHHYIO (OpMy. a TakKe mnapameTps
nporecca MPOU3BOACTBA, TAKHE KaK TEMIEpaTypa M YCIOBMSI IOMOTIeHM3aIHu
(HarpUMep, CKOPOCTh U NIPOAOIKUTENILHOCTS).

91.1Ipu  TUMHYHOM TPOLECCE MPOM3BOJCTBA KPUTHUHBIMHA  TOYKAMH
00bIuHO sBAOTCH 0DpaszoBaHue JIBYX- WM MHOro(asHoll cucteMbl W3
oHO(A3HBIX CHCTEM M TOYKA, B KOTOPYH jaobaBisieTcs JedcTByrommee
BEILLECTRO,

92.TlockosibKy CKOPOCTH BBICBOOOMKIEHMS JCHCTBYIOIEr0 BellecTna,
MHKPOCTPYKTYpa ¥ (pu3uyeckue CBOHCTBA W peonorudeckue  npoduim
JIeKapeTBEHHOro  mpenaparta  MOrytT  ObiTh  MOJABEPIKEHLI  BIMAHMIO
MaciTabupoBaHus, OCOOEHHO  BaXKHO, HTODBI  yKazaHHkle  CBOWCTBA
BepU(HULIMPOBAIMCH B IIPOMBIILLIEHHOM MaciTabe.

93. Pasnens 3.2.P.3.3 u 3.2.P.3.4 moayns 3 perucrpalMoHHOTO JIOCKE
JOJOKHBL - coziepxath  TpeOyeMblli  [Ig  OLEHKM 9SKBHBAICHTHOCTH 00BeM
HH(MOPMALIUK U BKIHOYATH KPUTHUHBIE W HEKPUTWYHLIE [TapaMeTphl 1polecca
NPOM3BOJICTBA W ODOCHOBBIBATHCH [1AHHBIMH  BBIIOJHEHHOH pazpaboTiu
Mpolecca NPoU3BOJICTBA.

94, Heobxonumo ykaszare W 000CHOBATH MEpPHOMBI XPAHEHWUSA MEH Ly
MPOU3BOJACTBEHHBIMI LIMKJIAMM W YCJIOBUS XpaHeHHs pasHbIX pPacTBOPOB W
MPOMEKYTOUHBIX MAaTEPHAIOR, C YKa3aHHEM COOTBETCTBYIONIMX HCCIEA0BaHMH
cTa0MIBHOCTH U IPYTHX PEleBaHTHLIX JatHbIX,

95. Muorue HedacoBaHHBIE NEKAPCTREHHLIE TPenapaThl [Uis MEeCTHOIO
NPUMEHEHHS 3aryCTEBAIOT MPH NEPEeMEeIIMBAHHM B TEUEHHE HECKONBLKHUX JIHCH

[macie HX TIPOHU3BOJICTREA. B Takmx ClIyHasgx MOMKET TpBﬁGBH’l'bGH obocroBanue
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BPEMEHHOI'0 OTpe3Ka MexJ1y MPOM3BOACTROM HEe(aCOBAHHOIO JIEKAPCTBEHHOIO
npenapara v (hacoBKOMH JEKapCTBEHHOTO npenapara.

96. HeoOxommo  Take  000CHOBATE  NPUTOIHOCTE  MCIOJIB3YEMOi
YHAKOBKH A0 TPOMCKYTOUHBIX  TIPOOYKTOB, XpaHCHLA HE[}JHCGBE.HI'IOFU

JICKAPCTBEHHOI'O [IPEHapaTa U ero TPAaHCTIOPTHPOBKH (1TEPEBO3KH).

11. Cucrema yrnakoBKH (YKYITOPKH)
(pasmen 3.2.P.2.4 Monyng 3 perucTpalmoHHOTO J0ChE)

97. Heobxoumo  npoaHalH3HpoBaTk W 0DOCHORATHE  ITPUTOIHOCT
CHMCTeMbl yIHakoBkd (ykynopku), Taxoit adanus v 000CHOBaHHME JOIBKHDI
BKJIIOYATH B ce0f BRIOOP MAaTepUanoB, 3allluTy OT BIAI'M, KMCIOpPOJA W CBeTa
TaM, '€ MpUMEHHMO, COBMECTHMOCTE JIEKAPCTBCHHOT'O [perapara CUCTEMOH
YHAKOBKH (YKYIOPKH), 1103UpoBaHKe, YA0OCTBO NMpUMeHEeHns H 0e3011acHOCTh
JEKAPCTBEHHOTO TIpEnapara,

98. CrepunbHble N€KApPCTBEHHLIE TIPenapaThl NOJKHBI OBITH YIAKOBAHEI
B O[JHOPA30BLIE KOHTEHHEPHI,

99.Ecim kaxoe-mmbo  uzgesMe  yUaKoBbIBA€TCS  COBMECTHO €
JEKAPCTBEHHBIM 11penaparoM (4ToObl 00JNerduTh, HANpUMEp, OTMepUBaHue
(1O3MPOBAHNE) MJIM HAaHECEHHWE (ANIIMKALIMIO) JEKAPCTBEHHOTO Mpenapara), K
TAKOMY M3IEIHIO J0JKHBI IPUMEHATHCS TpeboBaHus, yKkazaHHbie B mynkTe 187
Ilpasun  perumctpaumm ®W 9Kkcnepthsbl.  Heobdxoaumo — noareepinTh
COBMECTHMMOCTL MEINY TAKHM H3ISJIHEM H HEKEPGTBEHHBIM HPEIIHPHTOM H,
€C/M  JIAHHOE  M3/JCJIME  BbIUIOAHAET (YHKIMHM  [103aTOpa, HeoOX0JHMO
MOATBEPAHMTL €0 CNOCODHOCTL OCYHIECTBISTH [IPABWILHOE JIO3MpOBaHKe

JEKAPCTBEHHOTO TPCTIApPaTd.
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| 2. MukpoOHoIoruyeckie XapakTepucTUKH
(paznen 3.2.P.2.5 moyns 3 perucTpalHOHHOrO J10ChE)

100. Mukpobnonornueckas umcTora JaHHOH TpyIHibl JEKAPCTBEHHBIX
MpernapaToB A0KHA 00eCIieuuBaThCA B TOM K€ MOPAIAKE, YTO M B OTHOIIEHHN
JEKAPCTBEHHEIX MPEapaTon ¢ JPYTrMMK [Ty TSMH BBEJIEHMs, ¢ YUETOM TOr0, 4T0
HEKOTOPEIE JIEKAPCTBEHHEIE MPENapaThl MOTYT HAHOCHTBCH HA TOBPEKIEHHYIO
Koy, JlekapcrBeHHble nNpenapathl JIO/BKHB COOTBETCTBOBATH TpebOBaHMAM
obmeii (apmaxoneiinoi crareu 2.3.1.2 «Tpebopanust Kk MUKPOOHONOIrHYECKOM
HUCTOTE JEKAPCTBEHHBLIX INpenaparon, (apMailleBTHHeCKuX cyOcTaHluid u
BCMOMOTATENLHLIX BEIECTR A UX MTPOMU3IBOICTRAY (DE}'}MHKDIIEW Comoaa,

101. CrepuiibHOCTHL  JIEKAPCTBEHHOIO Hpernaparta TpedyeTcd, eclid  OH
TpenHasnadey JJa HCTIOIL30BaAHHA Ha DobIIHX OTKPBITRIX HJIH ]."J'I}'ﬁ(JKMK
panax nubo Ha 3HAYMTENLHO MOBpeXAeHHONH Koxke. CTepunbHoCcTh TpebyeTcs
IUlsl  JIEKAPCTBEHHBIX —[pPenaparoB, MCMOJbL3YeMbIX Tepei  WHBa3HBHBIMH
npoueaypamMu (Hanpumep, 118 IpenonepanuonHoro KOXKHOTO aHTHCEeIITHKA), a
TAKIKE JUIS JIBKAPCTBEHHDIX MPenapaTos B hopMe PACTBOPOB JIJIA OPOLICHHA.

102.B  oTHOImEHAN HECTEPHIILHLIX JIEKAPCTBEHHLIX TPEnapaToB B
KOHTEHHEpax Ul MHOTOKPaTHOTO MCIONb30BaHHA HeoDXO0AHMO 000CHOBATH
BRIIKOYEHHE B cOCTan JEKAPCTBEHHOTO [Iperapara m-rrnmmtpoﬁﬂm*o
KOHcepBaHTa. Mcernosb3yemas KOHUEHTpalus aHTUMUKPOOHOTO KOHCEpBaHTA
nomkHa  ObITh  MHHMMATBHO — BO3MOMHOH W JIOJDKHA — COOTBETCTBOBATH
Tpeboranuam  obmeid  (apmakonednoii  crateu  2.3.1.1 «DddexrurHocTs
aHTUMUKPOOHBIX KoHcepBanTosy @apmakonen Corosa. Jlng MuoorohasHex
JIEKAPCTBEHHBLIX  MpenaparoB  HeoOXOJMMO  MpEeACTABATH  JAHHLIE O

PACTEOPUMOCTH KOHCEPBAHTA B KaJ10¢ (I_]iﬁﬂ.
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13. CtpaTerust KOHTPONS

103. Crpareruss KOHTpOJA, NpUMEHseMas [pH TPOH3BOJCTBE JaHHOIM
FPYINIBl JEKAPCTBEHHLIX PENapaTos, /10JKHA COOTBETCTROBATE TpeboBanmsaM
rinag 11w 111 wacru 111 TlpaBun nammemxaiied npoM3BOJICTBEHHON MPaKTHKH
EBpasuiickoro skoHoMHYeckoro corosa, yrsepucienubix Pemennem Copera
Erpasuiickoit nkoHomMudeckoi komuccuu oT 3 Hoabps 2016 r. Ne 77 u akram
opranos Coroza B chepe dapmauesTHieckoil paspaboTKH JIeKAPCTBEHHBIX
nperiapatoB.  Cruemyer MNpuBeCTM M MPOAHAIU3MPOBATE  KPUTHYECKHE
[oKasarejqu KadecTsa, HeoOXOHMMbIE JUI  KOHTPONS  BBICBODOMKIIEHMS
JNEHCTRYIONIEI0 RElIeCTBA, TO ECTh €ro BBRICBODONCIGHWS in  vitro WINA
PacTBOPEHHs U (ECiK [IPUMEHUMO) [IPOHUKHOBEHNA B KOXKY i1 Vitro.

104, dapmanesTrdeckas  paspaboTka J0KHA YCTAHABIWBATL  CBA3L
MEXIY MOKasaTensiMi KauecTsa, OModapMaleBTHYeCKUMHI XapaKTepueTHKAMH

JNIEKapCTBEHHOTO Npernapara 1 ero kKimuuyeckoii 3 pexTHBHOCTEIO.

14. Cneundukarmn
(paznen P.5 Momysa 3 perucTpaiioHHOrO JIOCKE)

105, Crienu(ukanma Ha JaHHYIO TPYINY JEeKapeTBEHHLIX TIperapaTon
J0JKHA COOTBETCTBOBATEL TpeboBanuam rpuwiokenus No 1 x PykoBomcTsy 1o
COCTABJIECHUIO HOPMATHBHOTO JIOKYMEHTA 110 KAYECTBY JIEKAPCTBEHHOTO
[periapara,  YTBEpPKIEHHOMY Pemennem  Kosuerum Erpasuiickoi
SKOHOMUYecKOH kKomuccuu or 7 cenrabps 2018 r. Ne 151, B oTHOIIEHHM
crielM(PUKallMd Ha HOBBIE AKTHBHbIC (apmaueBTHYecKkue cybCTaHIun |
NMEKapCTBEHHBIE  MpeEmNaparbl  XMMHYECKOro  cuHTe3a, IpeboBanmam K
[POBEIEHHIO MCCIICA0BAHUM (MCIbITAHMH) NEKApCTBEHHBIX CPEICTB B YacTH

OLUCHKH M KOHTpPOJ  COUCPIKaHM: HPHME‘CE}IT{, NTBERMKIEHHLIM Pemenuem



76

Konnernn LEppasuiickoii sxonoMuyeckod komuccuu o1 4 oxrsaOps 2022 r,
No 138, a rakxe tpebosanmsiv Dapmakonen Comosa Ha KakIblii B
NeKapcTBEeHHOM (hopMel.

106. Cienmpukaiiuss Ha JeKapCTBEHHBI Npenapar 10JKHA COJIePHKATh
MCHBITAHMA HAa (M3UHECKOe, XUMMYECKOE M MHKPODHOJIOTHYECKOE KAUECTRO
M OIEHKY OuodapmMaleBTHIECKMX XapaKTEPUCTUK JICKAPCTBEHHOTO Tperapara,
TO €CcTh TapPaHTHPOBATH O0ECTICUCHNE KOHTPO/IA YCTAHOBIICHHbIX XAPaKTePUCTHK
JIeKapCTBEHHOTO Mpenapara,

107. Heobxopumo  obecrednTs KOHTPOJIL  CACAYIOIIMX HELOCTATKOB
KauecTBa JIEKAPCTBEHHOIO [penapara, CIHOCOOHBIX OTPA3UTLCA  HA  €ro
ek TUBHOCTH!

a) KpucranoobpazoBatmue;

6) cunepesnc (IKCTPAKIMs WM BBITECHEHHE JKHIKOCTH M3 MATKOM
(Gopmel);

B) HEOJHOPOJIHOCTL TOTOBOTO NEKAPCTBEHHOIO Mpenapara B KoHIeiinepe
(BeI3BaHHAS CEIMMEHTAIIMEI ero KOMIIOHEHTOB).

108.B  orHOIEHMH NEKApPCTBEHHLIX [PENapatoB i1  MECTHOIO
MPUMEHEHHS pacder MaKCUMalbHOH CyTOYHOH 0361 Uil YCTAHOBJICHUS
NPEeeNnoB cojAepKannsd NMPOAYKTOB Jerpajalii He MOXKET ObITh BBIIOIHEH 110
METOJIMKAM, ITPUIOJIHBIM  JUIA  TBEPALIX  MEPOPANLHBIX  JIEKAPCTBEHHBIX
[perapaTos WM JIEKapCTBEHHBIX TPENapaTtoB i MHbeKIMd. OTKIOHEHHS OT
CTAHIAPTHREIX  METOIUK pacdera HeoOXoAWNMO ODOCHOBBIBATE C  yYETOM
BOIPOCOBR DE30MacHOCTH, a TAKAE ClieayINX hakTOPoR:

a) Tpebyemas NPONOIKUTENLHOCTL  lledeHns 145 KOJIMYECTBO

JIEKapCTBEHHONO Ipenapara HaHOCHMOTO MECTHO, ODBIYHO BapLUPYHOTCA B
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OOnbIIEH  CTENEHM, YE€M JUid  TBEPABIX MEPOPANTLHBIX  JIEKAPCTBEHHBIX
LIPEIapaToB WM JICKAPCTBEHHBLIX NpPeNapaTon /U1 HHbeKIIHIi;

0) YPOBHM SKCIIO3ULIMM MOC/E MPUMEHEHHS JIEKaPCTBEHHBIN TTPEITAPATOB,
HAHOCHMBIX Ha KOXKY, CUHTAKTCS IOPa3io MEHBIIIMMH, YeM YPOBHU DKCTTO3UIUH
10cAe NPUMEHEHHMS JTIEKAPCTBEHHBIX [IPEIIAPAaTOB ¢ CUCTEMHON 2KCIIO3UIINEIH,

109. Heobxoqumo npuMeHaTh 0oJice KECTKHE Mepbl MPEN0CTOPOKHOCTH
NpH pacdeTe KPUTCPUEB MPUCMIEMOCTH (YPOBHEHR) A5 codepKanms npumeceii
B OTHOIICHWM JICKAPCTBCHHLIX IIPENapaToR, HAHOCHMBIX HA [OBPEHKIEHHYIO
KOYKY, WIH NTPEIapaTor, CoAepKaliMiX YCHINTEIM POHUKHOBEHNS,

[10.Ecim B crenmduranmto BKIIOYEHB! KPUTEPHH HOPHEMIIEMOCTH LIS
uccneposatuit  OMOMAPMALICBTUYCCKUX — XAPaKTEPUCTHK  JIEKAPCTBEHHOTO
rrpcnapa'ra {'I‘D CCTh PACTBOPEHHE, BI:JCH{)GO}KJ_I,@HHE ,I[EﬂC-TB}’IGIIIE]"D BELIECTBA C
MCTIONB30BAHMEM  CHHTCTHYECKON — MemOpanel M (ecim  [IpUMEHUMO)
HCCIeEnoOBaHHe Ha NPOHUKHOBEHHUE B KU}KY}, HX HEOﬁKOJII'lMO (JGOCHUBHTB o
JNAHHBIM  CEPHil  JICKAPCTBEHHBIX TMPENApaToB, N KOTOPBIX IPOBEIEHL
KIMHHYECKHE HCCNCTOBAHMA i YCTAaHORJCHB] YOOBICTBOPHTEILHBIE
shdexruBHocTs U GezomacHoCTh. KpHTEpry NpHEeMIEMOCTH JIOJBKHEL OBITH
OMWHAKOBBIMM TIPH BBIYCKE M Ha KOHEL[ CPOKA TIOJIHOCTH (CpPOKa XPaHCHMS)
TEKAPCTREHHOTO TIPENapartda, €eciM  ToJbKO HHoe He o000CHOBaHO W He

MNOATBEPHAEHO NAHHBIMH KITHHHYCCKHX HUCCIEIOBAHWH,

15. CTabunsHOCTE JIeKapCTBEHHOTO TIpernapara
(paszen 3.2.P.8 Mozuymsi 3 perncTpalHOHHOTO J10Che)
111.Htobrr obecreyurs KauecTBO M CTAOMIbLHBIC XapakTEPUCTHKH
NEKAPCTBEHHOTO TMpEemnapara Ha NPpaTHACHHN BCCro CpoKd I'OOJHOCTH {CPOKEE

XpaHEHH#), YCTAHOBNEGHHE CPOKA TOJHOCTH (CpoKa XpaHeHMs) HOIDKHO
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OCHOBBIBATBCS  HA  (PU3MHECKOH, XMMHUCCKOH #M  MHKpOOMOTOTHYECKOI
CTA0MALHOCTH JIEKAPCTBEHHOIO TIpernaparTa, 4 TakKe Ha  BLICBOOONIEHHH
JIEWCTRYIOMIETO  BEINECTBA N vitro  WIH  JIPYTHX MCTIBITAHHAX
BrodapMaleBTHUECKIX XapakTepUuCeTUK JIKapCTBEHHOIO TIpenapara.

112. Heobxomumo  oleHHuTE  (akTopsbl  pucka g crabuIbHOCTH
JIEKaPCTREHHOrO Tpernapata (HanpuMep, ocakienne, pocT HacTHil, W3MEHEHMe
I{pHCTHJ'[J'IH‘{ECI{{JI‘U COCTOSIHMS MM APpYyrue KElpHKTEpHCTL‘II{l-‘I ﬂ,ﬂﬁﬂ-’l"ﬂ}’fﬂll[ﬂl"ﬂ
BELIECTBA, MOTCHUMAILHO BIHAIOIIME HA TEPMOIHHAMMYECKYIO AKTUBHOCTD,
M3MEHEHHs! B SMYILCHOHHBIX  xapakrtepuctHkax).  CoOTBETCTBYIONIME
MCTIBITAHHS  HEOOXONMMO — BKIIOYMTH B cenuuKanmo  KavyecTsa
HEKHIJL‘TB(:‘H[—[U[‘O IlpEllEipH'l'ﬂ B HCCHIENOBAHHH crabuibHOCTH JOMOJIHHATE/ILHO K
HCTIBITAHMAM, MPEIYCMOTPEHHEIM B CHIENW(HKAIMH  Ha JIeKapCTBEHHbIH
npenapar.

113.11pu vccnepoBanuy cTabUILHOCTH CHAEIYET YUMTHIBATE TAKKE TAKUE
napaMerphl  (hakTopel pHcka), Kak  3arycTeBaHue [pH  TIepeMelvBaHUM
JIEKAPCTBEHHOTO Npenaparta U W3MEHEeHHsl B MHKPOCTPYKTYPE JeHCTBYIONIEro
BelleCTRA JIEKAPCTBEHHOIO Mpernapara.

114.Tlporpamma cTabuiapHOCTH JIOJDKHA BKIIOYATHL B cedsl CTPECCOBLIE
HCCIIEIOBAHUS JIEKAPCTREHHOTO MPenapard, 4To0bl OLEHUThL BIUAHUE KECTKHX
YCIOBUI XpaneHuss Ha JeKapCeTBeHHbIH rpenapar (Hanpumep, UHMKIMYHOCTH
H3MEHEHM TeMIepaTyphl U KPEMOB H IMYJIbCHH),

115, Crietpnpukaiiust KauecTBa B HMCCHASIOBAHUN CTAOMILHOCTH JIOJKHA
BRITIOYATE B cebs HCTIRITAHHA, [MO3BONAKOIIHE OLIEHHTH [IPHTOIHOCTL CHCTEMBI

YHAKOBKH (YKYTIOPKH),
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116.B pamkax uccneposanuii crabuibHocTH HEOOXOMUMO NMOATBEPIHTS
000CHOBAHHOCTE  OCOOBLIX  VCIOBHWI  XpaHeHust  (HAPUMED,  YCIOBHS
“HE 3dMOpPait BEI.T]:-)}).

117. Jlomxnaa ObITh BINOIHEHA 1IporpaMma cTabMIBEHOCTH U1 NOTOBOTO
JeKapcTBeHHOTO npenapata. HeoOxomumo, 9ToObl 3TH MCCIENOBaHNAS HMETH
000CHOBAHHYIO TPOAOKHTEILHOCTE € YUETOM NPOJOIIKUTEIEHOCTH JIeTeHHMs,
pexMMa JIO3MPOBAHMA M BMECTHMOCTM ynakosku., He jornyckaercs B3amen
[NpOBEJeHNsA  MCCHEA0BaHMs  CTadMIBHOCTH  BBOJIMTH B yKaszaoumsd [0
IPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara M3JIMIIHWE - ero  pacxoja Wi

YCTAHABJIMBATH CIMUIIKOM KOPOTKHE CPOKH TOIHOCTH (CPOKH XPAHEHHH ).

V. DKBUBANEHTHOCTL KauecTBa JACRAPCTBEHHLIX NPenaparos
I MECTHOTO IMTPHUMEHEHMA

|. OO0l noaxo1 Kk 0DOCHOBAHUIO YKBHBAIEHTHOCTH KayecTBa
JIEKAPCTBEHHEBIX TIPETIAPATOB /71 MECTHOTO TPUMEHEHUS

[ 18. Mecnenonanue OMOIKBHBAIIGHTHOCTH JIEKAPCTBEHHLIX [PENapaToR
A MECTHOI'O TPHUMEHCHMA JOIMYCKAETCA TIPHMCHATE JUIA OODCHOBAHMS WX
TeparnesTHIecKoil SKBUBANICHTHOCTH 110 OTHOMIEHUIO K TIpenapaTaM cpaBHeHMs
BMECTO KJIMHMYECKMX MCCIIENOBAHMA TEepaneBTHYecKoil SKBUBAIECHTHOCTH TIPH
YCJIOBHUH, HTO B pPaMKax HTOro HCCIEIOBaHHAg NPOAHAIH3HPOBAHE! ACHEKTRI,
oTHocsmecs K OeszonacHocTd, 3(peKTUBHOCTH M KauyeCTBY JEeKapCTBEHHOI'O
npenapara,

119.B  ornomenuu npocTelx Mo coctaBy W (apManeBTHKO-
TEXHOJOIHUYECKHUM  [lapamerpaM  JiekapcTBeHHLIX  QopM  (Hanpumep,

oJHO(]A3HBIX PacTBOPOB, rejeli, mazeif) MOIMYCKAeTcs TOJBKO ASMOHCTpPALMs
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AKBHBANICHTHOCTH B OTHOIIECHWH KauecTBa (TO €CTh NPUMEHEHUE PACIIHPEeHHON
(hapmaleRTHYECKO YIKBUBAIICHTHOCTH).

120.B ornomennn Oonee clOXKHBIX 10 cocraBy W (papMaleBTHKO-
TEXHOJOIMYECKMM TapaMeTpaM JeKapcTBEHHBIX (JOPM WIW JICKAPCTBEHHBIX
Gopm,  comepxamuX  BCTIOMOTATENbLHLIC — BENIeCTBA,  KOTOpPble  MOIYT
HEMOCPEACTBEHHO BIMATHL HA OMOJIOCTYMHOCTE ACHCTBYROIIEIO BEIECTRA WITH
OunodapmaleBTHIECKHe XapaKTepUCTHKM NeKApPCTBEHHOTO TIperapara, Kak
npaswio, Tpedyrores  ONMOJHUTENBHBIE WCCIEMOBAHMS  SKBUBAJCHTHOCTH
KMHETHKHM OPOHHKHOBEHUS U (€CINH MPHMEHHMO) hapMaKoMHaMHKT.,

121.Cocras, thapMaleBTUKO-TEXHOTOTHYECKHE napamMeTpbl
JEKAPCTBEHHOH (POPMEBI B J03HPORKA JIEKAPCTREHHOTO MPETapaTa JoJIMHb GbITh
TAKUMH, YTOOEI WCCIENOBAHWS OSKBUBAJICHTHOCTH W CBA3AHHLIE € HUMM
AHAITMTHYECKHE METOHUKH ObUIM  JOCTATOYHO  YYBCTBHUTEIBHBIMH,
JUCKPHMUHUPYIOMIUMHA, TPABAILHBIMU M MPEHU3UOHHEIMH U U3MEPSEMOIo
napamerpa (rmapaMeTpoRB) KHHETHKN MTPOHUKHOBEHHS W
(GapMaKoOIMHAMHYECKOI'O napameTpa (mapaMeTpoB), 1011210 1erocs
KOJTUYECTREHHOH XapaKkTepHCTHKE.

122. TTogxoant, ykasanueie B myHkrax 119 — 121 nacroammx Tpedosanmit
HE MPUMEHUMEI JIIs JIEKAPCTBEHHBIX [IPENapaToR:

@) C Y3KUM TepareBTHYECKHM HHIEKCOM;

0)c mo303aBUCHMONH CHCTEMHOH TOKCHYHOCTBIO (38 WCKIMOYEeHHEM
CIIy4aes, Korja 95KBUBaIEHTHAs CHUCTEMHAsS SKCIIO3UIHNS YCTAHABIUBACTCS MPH
MOMOLIH CTAHIAPTHBIX Heese1oBaHn i (hapMaKOKHHETHYECKO
OMOIKBUBAIIEHTHOCTH );

B)C HEYyCTAHOBIIEHHBIMH WM HEACHBEIMH MeXaHu3MaMK (Hampumep,

pactBopeHue, BeicsobONIeHHe, MUBY3NT W KHHETHKA NPOHUKHOBEHUS),



sl

MPH MOMOIIK KOTOPBIX ACHCTBYIOIIEE BEIICCTBO JOCTUTACT MECTa peasin3aliim
CBOEIO JIEHCTBHS;

r) criocod npuMeHeHns KOTOphIX He COBMANALT co CnocoboM MpHUMEHEHMS!
npernapara cpaBHeHus;

J1) KOTOPBIE HEBO3MOKHO MOJHOCTHIO OXApaKTePH30BATE ¢ TOYKH 3pEHUs
OLIEHKM TMOKazaTeneld KadecTBa (Haupumep, B CHIY CIONKHOCTH cOCTaBa o
(papMaleBTHKO-TEXHOMOTHYECKMX  TApAMETPOB  JIeKapeTBeHHOl  hopMBl,
METOMOJIOTHYECKHX OIPaHHYEHHH);

€)Y KOTOPBIX HEBOZMOKHO H3MEPHTH C JIOCTATOUHON BalMIHOCTBIO
NOAJA0IIHeecs  KOIMYECTBEHHOH  XapaKTepUCTHKE MapamMeTpbl  KHHEeTHKH
MPOHUKHOBEHMA WK (QapMakoIMHaMHYecKue rapaMeTpsl (Hanpumep, BBHUAY
OrpaHuYeHHON JTHPOY3HH MK HEYYBCTBHTENBHOCTH METOIMK MCTTHITANIA);

)K) B OTHOLIEHHHW KOTOPLIX HCCIeNOBaHHA KHHETHKH NPOHHKITOBEHHH
in vitro W in vivo win (apMakoIMHAMMKK HE TIPOBOJISTCS WM HE MO3BOJISIOT ¢
AOCTATOMHON  JIOCTOBEPHOCTLI)  BBLITOJHHTL — NPOTHO3  O3KHIIAEMOr0
IKBUBAICHTHOTO  KIMHWYECKOI'0  OTBeTa  (HanpuMep,  JIeKapCTBEHHBIX
MPEnapaTon, MPUMEHAEMBIX JUI ASHEHHS OTKPbITHIX DAH U A3B).

123, Jly1a Tpynn neKapCTBEHHbLIX MPENnapaToR, YKa3aHHLIX B nymkre 122
Hactosiux  Tpebosanuii,  HeoOXOAMMO  MPOBENEHHE  KIMHHYECKHX

HCCHEN0BaHMI Teparne BTHUECKOH IKBHBAIICHTHOCTH.

2. Pacumpennan gapmaleBTHIecKas S9KBUBAIEHTHOCT
(pacmMpeHHLIH TOIX0/ K 000CHOBAHMIO HKBUBAJICHTHOCTH KA4eCTRa
JIEKapCTBEHHBIX TIPENapaToB il MECTHOIO MPUMEHEHM )
124, JlokazaTebecTBO  OKBUBAJICHTHOCTH  TpeOyeT  npejcraBieHus

CPaBHUTEIBHLIX JIAHHBIX O KaHECTBE HCCINEAYEMOIO JICKaPCTBEHHOTI'O fnpenapara

C COOTBCTCTBYHOUIHMH JaHHbIMH MHpenaparta CpaBHCHUA. B cBa3u ¢ nrum npH
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omucaHuM M OOOCHOBAHUM DKBHBATIEHTHOCTH XapaKTCPHCTHK —KauyecTsa
JIEKAPCTBEHHOrO [pernapara B perMcTpalioHHOM J10Che BasBUTEh JOJDKCH
Mpe/ICTABMTEL CBEJCHUA, NMPEIyCMOTPEeHHbIe nyHKkTamMH 72 — 74 n 161 — 169
mactosmux TpeboBanmii.

125. HeoOxouMo CpaBHUTH NMeKapcTBEHHYTO (PopMy, KavdecTBCHHBIA W
KOJIUYECTBEHHBIA  COCTAaB, MHUKPOCTPYKTYPY U (u3uueckne CBOIiCTBa,
OuoapMaleBTHIECKHE — XAPAKTEPHCTUMKM  JIEKAPCTBEHHOINO  Tpenapara
(FampuMep, pacTBOpeHHe, HCTBITAHNE Ha BBICBOOMIKICHWE in vitro u crnocob
npuMeHeHus). B OTHOIEHHM JeKapCTBEeHHLIX [PENapaToB s MECTHOro
MPUMEHEHMSA HA OCHOBE JIETYYEr0 PACTBOPHTENST HEODXOIMMO TAKKe CPaBHUTE
Hannpie 0 npeodpa3soBaHiK TOTO Npenapara Mpu HaHECEHUH,

126. DKBUBAIGHTHOCTh KavecTRa NeKapCTBEHHBIX nperaparos
HEOOXOMMO OLEHHBATH HA CEPHAX JIEKAPCTBEHHOIO IIpenapara ¢ Tem IiKe
COCTABOM M crocodoM NPOU3BOACTBA, KOTOPBIE HAEHTHYHLI TIO COCTABY H
criocofy MPOM3BOIACTBA NPOMbBILLIEHHBIM cepusM uinu 6nusku k wuM. Ecnu
OTCYTCTBYIOT M3MEHEHHsS B [IPOLECCE MPOM3BOACTBA W 0DOPYAOBAHMM U
MPEACTABICHO JIOKA3aTe/IbCTBO, YTO MaciiTabupoRanne He BIMIET HA KAYeCTBO
nperapata, TO B KadecTBe AILTEPHATHBHOIO  BapuaHTa JUIs  LeJiei
YCTAHOBJIEGHWS  XapaKTEPUCTHK  JIGKAPCTBEHHOrO  Mpenapara W ero
COMoCTaBjeHuda C IpenaparoM CpaBHEHHA JOIMYCKAETCA HCIOIL30BATE CEPHHK
OIbITHO-IPOMBILIIEHHOI'O MaciuTafa, ofbeM KOTOPBIX COCTABIINET HEe MeHee
1/10 oT 0bbema cepHi NPOMBIINIEHHOI0 MaciiTada,

127. HecmoTps Ha TO, 4TO K MOMEHTY MOJAYH 3a8BIEHUS HA PErucTpanmio
JEKAPCTBEHHOrO  lIpenapara  3asdBUTeNh  PACTIONAraerT  OrpaHrudeHHBIM
KOJIMYECTBOM  [JOCTYITHLIX PEHPEe3eHTATUBHLIX CEePHH NPOU3BEIEHHOID WM

JEKAPCTBEHHOTO  TIpEnapata, B pPErHCTPallMOHHOM  JIOChE HeoOX0IUMO
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IPEACTaBUTE Pe3yJbTaThl CPABHEHHA MO MEHBINCH Mepe Tpex pazHBIX CepHi
MCCITEe/IyeMOro JISKapCTBEHHOTO [IpenapaTa 1 npernapara CpaRHeH s .

128. /lnst  BO3IMOMCHOCTH  BBINOJHEHWS  CTATHCTUYECKOH  OLeHKH,
Konmu4gecTBO 00pasiloB JEeKapcTBEHHOrO Tpenapara JO/KHO COCTABIATh HE
MeHee |2 e/IMHMIL HA CePHIO U3MEPEHUH B KAWKTOM DKCITEPHMEHTE.

129.TToyyeHHble  JaHHble  JIOJDKHBI  TaKXKe  MOJATBEPIHTH,  4TO
XAPaKTePHCTUKH  JIEKAPCTBEHHOIO TIPEnapaTa  OCTAIOTCA TMOCTOAHHBIMM W
HKBUBANCHTHBIMU Ha TIPOTAKEHMH BCETO YKA3aHHOTO TPOM3BOJMTENIEM CPOKa

FOJHOCTH (CPOKA XPaHeHus ) JTeKApCTBEHHOTO npenapara.

3. Kpurepuu npuemieMocTs pacimpeHHoii
(apMaueBTHIECKOH IKBUBAICHTHOCTH

130. [lppMenenue pacuipeHHoil hapMaleBTHICCKOR IKBHBAICHTHOCTH
MEJK/LY MCCIEYEMBIM TPenapaToM M MpernaparoM CpaBHEHUs JTOMYCKaeTcs B
cllydde BbINOJIHEHHS BCEX YCIOBHIl, ykazaHHelx B nyHkrax 131 — 134
Hactosimx [ peboranuii.

131. Jlomkna O6ITE obecrevdeHa HASHTHIHOCTL NeKApCTBEHHOH QOPMEL, TO
€CTh HCCle/lyeMblii  JIEKdpCTBEHHBLI mpenapar  J0IDKeH HMMeTh Ty IKe
JEKAPCTBEHHYIO (POpMY, C TE€M Ke COCTOSHHEM AeHCTBYIONIEro BelllecTBa B
PACTBOPE WIIM B TEX #E HECMEIIMBAEMBIX (a3ax, KaK U IpenapaT cpaBHeHms.

132 Jlomxno  OwiTe ofecneveno  mnojobue  KayecTBEHHOrO W
KOJIMYECTBEHHOI'O COCTABA HCCHEAYEMOro JICKapCTBEHHOI'O [penapata o
npenapara cpaBHeHHs ¢ YIeTOM clie/lytouux (paKropos:

a) coziepianue JeHCTRYIONIEro BEIIECTBA M ero colieBas GopMa JOIBKHb

OBITE OOHHAKOBLIMH,



84

6} KaueCTBEHHBIN COCTAB BCIIOMOraTeIbHLIX BELIECTE, BRIHOYMasd KJ1ACC MX
YHMCTOTBI, M NPH HEODXOAMMOCTH KOJMYECTBEHHBIH COCTAB BCIOMOTATENLHBIX
BEUIECTRB, JOJIXKHBI DBITH OAHMHaKOBLIMI (E'.C.]'IPI 3asiBUTE/IEM He oDocHoBaHa
BOBMOZKHOCTE MHOIo nojaxoja). Hpu srom BO Beex cliydasx BCIIOMOIATENbHBIE
BCLIECCTBA, CI]}’HI{LU*IH KOTOPbLIX COCTOMT BO BIWAHHMKA HAa PpPacTBOPHMOCTD,
TEPMOJMHAMMYCCKYH) AKTHBHOCTR  WIH ﬁHO,[I’,DCT}'I'IHDCTb ﬂEﬁCTB}’LDL[IEI‘O
BelecTra, W OWodapmaneBTH4eckne XapakTepHCTHKH  JICKAPCTBEHHOTO
npenapara  JIO/DKHbI  OBITh  Ka4eCTBEHHO OJAMHAKOBBIMU. lOMUHAILHBIH
KOJIMMECTBEHHBII  COCTaB  BCIIOMOTaTeNbHBIX  BEIIECTB  [IOJKEH  OBITh
OJIMHAKOBBIM WMITH OThAWdYaThcs we Oomee wem Ha + 5 %. Hanpuwmep, ecin
BCITOMOTATENBHOE BENIIECTBO  COMAEPKUTCS B TIPErapare CpaBHCHHS B
kcosmuecrse 2 % 1o Macce, ero HOH}’CTHMHﬁ AHANA30H COOCpiKansd B
neeneryemom ripenapare cocrasmuster 1,9 — 2,1 % no macee npenapara;

B) JOITYCKACTCS OTIIMYHE B KAYeCTBEHHOM COCT4dBE JATIA TEX
BCMIOMOIaTelIbHbIX RBEHIECTB, OCHOBHAaA (YHKINMA KOTOPHIX He CBs3aAa C
obecrieuenueM  OUOpapMaTIEBTHYECKHX — XApaKTEPHCTHK  JIEKAPCTREHHOTO
npenapata MM ero BBEJAeHHUEM (HEll'ipHME]J, TAKHX BCOOMOTATENBHEIX BEINECTH,
KAK AHTUOKCHUIAHTBL, AaHTUMHKPOOHBIC KOHCEPBAHTHI, KPACUTENIN, KOTOPLIC HE
HMeIOT WHBIX (DYHKIMA B cocTaBe JekapcTBEHHOH (POPMbI MM KAKOTro-1ubo
aupexTa, KOTOPBIH  BIMSAET HA  PACTBOPUMOCTB, TEPMOJMHAMHYECKYHO
adKTHBHOCTL HIIH GHU,EI,OCT}’HHDC’IL ,[[EﬁCTB}fIGU_IEFD BEOICCTRA H
OrodapMaleBTHIECKUE XapaKTepUCTHKH JleKapeTBeHHOro 1penapata). Tlpu
BBITIOJHEHUM 3AMEHBI BCIIOMOIaTENbHBIX BEMIECTB B COCTABE JICKAPCTBEHHOTO
mpenapara o CcpaBHeHUK) ¢ COCTABOM Hperapara CpaBHEHHs JIonmycKaercs
MPUMEHATh  HIAPOKO  MCHOJb3yeMble  (OOIIENpUHATHE,  CTAaHJAPTHHIC)

BCIOMOTATENILHEIC BellecTBa B OOBIMHBIX KOlIHHecTBax, IpH STOM ClICOyeT
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MPUBECTH B COCTABE PETMCTPALIMOHHOIO JIOChE  dHAlli3  BO3IMOMKHBIX
B3aUMO/ICHCTBHI, BIMSIONMX HA XapakTePUCTUKUA OMOJOCTYMHOCTH W (MiH)
PACTBOPUMOCTH JIEKAPCTBEHHOIO [Tpernapara;

') AOMYCKAETCH HCTOIB30BAHHE BCIOMOIATEILHBIX BEUIECTE — FOMOJIOTOB
napaduia TP YCJIOBHH, YTO OHH  BHIMOMHAIOT (DYHKIMIO HOCHTENS W
CMATYAlOUIEro  Belecrsa | HE  BIWAIOT  HA  PacTBOPUMOCT,
TEPMOJAMHAMHUYCCKYID  dKTHBHOCTh  MIIM  OUOAOCTYITHOCTE  JIEHCTBYIOIIETO
BelecTBa M OMoapmalieBTHUCCKHE — XAPAKTEPUCTHKH  JIEKAPCTBEHHOIO
npenapara;

J1) JUIsl BCITOMOTaTeIbHBIX BEILECTB, YKA3aHHBIX B MOJAMYHKTAX «BY» U «I')
HACTOAIEIO  TYHKTA,  JOMYCKaeTes — OTIHYME  HMX  HOMHHAJILHOIO
KOJMMECTBEHHOr0 cocrtaBa B npenenax =+ 10% or ykazannoro juis
BCIIOMOI'ATE/IbHBIX BRIIECTB;

€) BBEJIGHHOE B COCTAB HMCCIE/AYyeMOro JIEKApCTBEHHOro Tpernapara
ANLETEPHATUBHOE BCIOMOTATENLHOE BEIIECTRO HE JOMKHO OKA3bIBATL BIHMAHNS
Ha MECTHYIO [IEPEHOCHMOCTE MM DesonacHocTh. Heobxoamumo nojreepints,
4TO TAKME BCIIOMOTATELHEIE BEIIECTBA He 001a1ai0T ApyruMu By HKIUSIMHA HiTH
spdexroM, BAMAIOLIMM HA PACTBOPAMOCTDL, TEPMOAMHAMNYECKYIO AKTHBHOCTE
buodapmMaleBTUIECKHE — XApPAKTEPUCTHUKH  JIEKapCTBEHHOIO rperapara
npoaykta. B Takux cnydasx OuoseliBep HeBo3aMoOxKHO 00OCHOBATH, M €ro
NPUMEHEHUE HE JAOIYCKAETCH,

133, lomxno  Opite  oOecneueHO  COOTBETCTBHE — MCCHEIYEMOID
JEKAPCTBEHHOTO NPENapaTa KPUTEPHUAM MPHUEMIIEMOCTH;

a) U1 KOJIMYecTBEeHHBIX nokasartenei kauectsa 90%-ble j0BepUTE/IbHEIE
MHTEPBAIE] JUISE PasHULLL CPE/JIHUX HMCCIEMYEMOro mnpenapara M rpernapara

CPaBHCHMA HOJIAHBL HAXONWTBECH B 'PDaHHLEAX  KPHTEPHA  [IPHCMJIEMOCTH,
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pagHoro + 10 % or cpeaHMx 3HAYEHW COOTBETCTBYIOUIMX [IOKA3ATENICH
KayecTBa [perapara CpaBHEHWS [pPH  YCIOBMH, YTO paclpejielieHue
AKCIEPUMEHTANBHBIX  JIAHHBIX ~ COOTBETCTBYET  3aKOHY  HOPMAJILHOIO
pacrpeneneHus;

0) pesynbpTarhl  OLEHKM  Ka4yeCTBEHHLIX  [IOKasaTelned  KauyecTsa
HCCITE/IyeMOoro  Tperapara W [pernapara  CpaBHEHWs  JIOIKHBL - ObITh
OJIUHAKOBBIMH.

134, Jlomno  Owite  obecnieveno  nmopodue  cnocoba  UpUMEHCHMS
HCCITE/lyEMOT0 JIEKapCTBEHHOIO [penapara crocody NpUMEHCHHs! Tpernapara
cpapHennsa. Cnoco® MpUMEHEHHS W WCMONB3YEMEBIE M3JIETUS JUIS PHMEHEHUs
(J103MpOBaHKsA, HAHECEHUS NPpenapaTa) JOMKHEI ORITE CXOKUMHA U obecneunBarTh
JIOCTABKY MIEHTHIHBIX 03 MCCIEAyeMOro npenapara 1 nperapara CpagHeHus
opu  ux HadneceHuw. Ecim B mporecce  NMPUMEHCHHs  TTPOHCXOJAT
npeodpasoBaHUe  JIEKApCTBEHHOIO  [Ipenapara, OCTATKM — MCCIEyeMOoro
npenapara | npenapara CpaBHEHUA NOJDKHBI OCTABATHCH HKBUBATIEHTHBIMH TIO
CBOEMY Ka4yecTBY ¢ TOYKH 3peHHs pacurmpentioil  dapmMaueBTHueckoii

SKBHBAJICHTHOCTH.

VI. JloxazaTenscTBO SKBHBAIEHTHOCTH B OTHOIIEHHMH S(heKTHBHOCTH
JIEKAPCTBEHHBIX NPENApaToB JUIs MECTHOTO ITPUMEHEHHS

1. MeToibl HecIeJOBAHUN YKBUBATEHTHOCTH () (DeKTHBHOCTH

135, [l npoBeeHus  WCCAEN0BAHWNE  9KBHBAIEHTHOCTH — B3aMmeH
KJIMHHYECKOTO TepaneBTH4ecKoro MCCIe/lOBAHUs [IPUMEHSIIOTCS  CIIe/lyIole
METOMABI:

E?i] HCCHENOBdAHNA KHHETHKH [MTPOHUKHOBEHMA
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ueciiegosatnue NpoOHHKHOBEHHUA B KOXKY in vifro B COOTBETCTBMH ¢
npusjoxennem Ne 2 g Hacrosium Tpedoranusim;

B3sTHE NPOD pOroBoro cnos (CoCKod JUIKOI JTEeHTOl) B COOTBETCTBUM €
METONKOH COTIACHO MPHIOIKEeHHIO No 3;

ueeeloBaHue (papMakokuHeTHYecKo i DHOIKBUBATEHTHOCTH.

YkaszaHHble HCCIEJOBAHMS TTO3BOJAIOT YCTAHOBUTH SKBHBAJICHTHOCTE
KWHETHKH  TIPOHMKHOBEHUs  JICHCTBYIOIIETO  BEIIECTBA  JIEKAPCTBEHHBIX
[PENapaToR, HAHOCHMBIX Ha HETTOBPEHKICHHYIO KOKY.

Heenenopanms dapMakokuHeTHYECKOH OMOYKBUBAIEHTHOCTH € y4acTHeM
4E/I0BEKa JOJIKHBI TPOBOAMTHCS B ClIyUae, eciid JEHCTBYIONIee BEMECTRO HMEeT
KOJTHYECTBEHHO OTPEACIIMEMYI) CHCTEMHY0 OuopocTynHocTs. Mecnemoanus
IPOHHKHOBEHHs B KOXY in Vifro clelyerT NpoBOJAUTH B CIyYasX, Korja
neiicTeyromee  Bewectso  IupdyHaHpyeT — uepe3  KOKYy, — TO3BOJSIs
KOJIMYECTBEHHO OIPEAENHTL Er0 B MPUHUMAIONIEH aHaTUTHYECKOH sueiike.
Bastue obpasutos porosoro cios (Cockod NUNKOH JieHTOH) NpoBOfUTEs B
Caydagx, Korma Habuiomaercs [MOCTATOUHAS KONWYECTBEHHO Onpenengemas
s y3us IEHCTBYIOIETO BEINECTRA Yepes poroBoii cioii.

JMpyrse — Merojbl  McclneaoBaumif, TakMe Kak  MHKPOJMAIH3 W
KOH(OKAIbHA PAMAHOBCKAs MMKPOCKONHS, HEIOCTATOYHO W3yueHbl JUis
HCTIOJIE30BanMd B IEIBEX TOJIYHEHHUA ONOPHBIX JTAHHBIX 00 OKBEHBaIIEHTHOCTH, HO
MOI'YT UI'PaTh BCIOMOTaTENBHYIO POIib;

0) thapMakoHHAMHYECKHE UCCIIEI0BaHMS

AHAITN3 BA30KOHCTPUKITAN U1 KOPTUKOCTEPORIOR;

UCCIIEIOBAHNS  AHTHCENTHYECKUX M AHTUMHUKPOOHBIX JNEKapCTBEHHBIX

[peraparTos.
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YKazanHble WMCCAEHOBAHUSA [O3BOJISIIOT YCTAHOBHTE SKBUBAJICHTHOCTD
(papmakoMHAMIYECKOH AKTHBHOCTH JICHCTBYIOMIETO BEIeCTBa JIEKapCeTBEHHBIX
HPEHEPETOB, HaAHOCHMEIX Ha HE]’[OBPﬁ}i{,&[ﬂ[—H—[}’]O KOIKY. fpﬂ.pM&]COﬂHHﬂhﬂEqBCKHE
MCCTIC/IOBAHMS B OTHOLICHUM  JIPYIMX  JIEKAPCTBEHHLIX  [PEraparon
HEJOCTATOYHO  MCHOJB30BAIUCE 718 HOJAYYEHHS OMNOPHBIX JaHHBIX 00
AKBHBAIICHTHOCTH, HO MOI'YT UI'paTh BCHOMDFRTEHLI‘I_‘;’I{] ]J'DJ'I]:. MOLI_EII]: JIOJTHR Ha
OBITE B JIOCTATOMHON CTEMNEHW BAIWIHON, W JIOJDKHA OBITH MTOKA3aHA €€ CBU3bL C

TEPAEBTHYECKON CHTYaLUEH,

2. Obume haxToOphl, YUUTHIBAEMBIE
pu obocHOBaHHKM GHODKBIBAJIEHTHOCTH

Bonpocs! BaprabensHocTn

136. YcnoBust mccie/0OBaHud JOJIMHbBL OBITH CTAHAPTHIOBAHBI, YTOOHI
MHUHHUMH3HPOBATL  BapuabeILHOCTL  BeeX  BAMAIOMMX  dakTopos, 3a
HCKITIOYEHMEM BapuadebHOCTH, CBAZAHHOM ¢ NCCTEAYEMBIMH JIEKAPCTBEHHBIMH
npernaparamu, Cieayer TpOBOAMTE MWIQTHBIE — MCCIENOBAHHA, YTOBEI
BLIpa0OTATh U OITUMH3HPOBATE TIPOLE/TYPhl HCCIE0BAHM.

137.B uccienoBanusax ¢ NPUMEHEHHEM OJIHOKPATHOM J103kl HaHeceHHue
JIEKAPCTBEHHOI'O npernapara ABJIACTCSH SHAYMMBIM HCTOUHUKOM
papuabenpHocTu. Ilponeaypa nanecenns 71036l (1 npoteypa otbopa mpod 1pu
B3ATHM 00pa3slloB porosoro cios (cocko0 JMITKOH  JeHToi))  osmkHA
COOTBETCTBOBATE CHEAYIONUTUM TpeboBaHUmM:

a) ObITh Y100HOH B BBITIOJIHEHHUH,

0) OBITE MOJIPOOHO OIMHCaHa B MTPOLEIYPAX HCCIEN0BAHMS;

B) COOTBETCTBOBATH 1TPOLEYPE NPUMEHEHHUS JIEKAPCTBEHHOTO TNpenapara

yKa3aHHOW B 001IeH XapaKTepHCTHKE [IpenapaTta cpaBHeHHns;
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) TIATEIBHO KOHTPOIUPOBATHCS (Hanpumep, c MOMOIIBIO
MCIIOIB30BAHUS Tpa(apeToB JUIs HAHECEHUS WIH TIPUBJICYEHUS K MpOLeaype
OJIHOTO  MJIM  HECKONBKMX  MEAMLUMHCKMX  pabDOTHHMKOB,  NPOLIEIAX
CHEIHATILHYIO TPEHUPOBKY );

') OBITH BANUIUPORAHA;

J1) O3BOJIATh O[HOBHAYHO ONpPENenaTh (PAKTHUECKH HAHECCHHYH) JI03Y
JEKAPCTBEHHOTO TIPEnapara.

138. JInuTenbHOCTE HWCCHSMOBAHWAS JIOMKHA OLITH JOCTATOYHOM, 4TOOLL
MO3BOMMTHL  KOJIMUYECTBEHHO  Habmonars  audgdysmio, HO  ONTHMAIBHO
OrpaHHYEHHOM, IS MUHHMM3AIMH H3MEHEHUH R YCIOBUSX WCCASTOBAHMS,
KOTOPLIE MOIYT BO3HWKAThL ECTECTBEHHbIM 00pa3oM, BHOCH CMEIIeHHE B
KUHeTHYecKHe Npodunu (HarpuMep AecKBAMAIIHA, YTPATa TETOCTHOCTH KOMKH,
obparnas nu(ipy3us, ciydaiHbie TOTEPH WIH [1ePEHOC HAHECCHHOH JTO3HI).

139.TTockonbKy METO/ibl U3yUEHHS DKBHBANEHTHOCTH MPEAYCMATPHBAIOT
HECKOJIbKO CJOMKHBIX ISl OJHOTHITHOTO BBINOJIHEHWH CTaWid, MCCe0BAHNS
JIOJIAHEI TTPOBOJIATHCH ONBITHRIMH COTPYAHUKAMM, MPOLIEANIHMHE CIIEIHAILHY O
[MOJAIOTOBKY, M BLUIOJHATHCA B CTPOrOM COOTBETCTBHHM € [POTOKOJIOM
uecnenoBanus W TpeOoBaHMaAMM  cucTeMbl  o0ecrniedenHs  KadecTsa
MCCIIEI0BATENLCKOTO TIEHTPA.

140. McenepoBannsa NPOHUKHOBEHHMS B KOWKY in Vifra v B3sTUs 00pasion
POroBOro ¢ios (cockod AUNKOH NeHTOH ) AOKHELL BKIIOYATE B cebs HeraTuBHLIe
KOHTPOJIHM, KOTOPBIE HE OKBHBAJICHTHBl MCCIENYEMOMY JIEKAPCTBEHHOMY
npenapary H rpernapary cpaBHeHHU.

141. MeuHIUBHAYATBHYIO WITH MEKIOHOPCKYIO BapHAGElbHOCTh KOWKH
HEODXOJMMO  MHUHMMU3HUPOBATL [PH  [OMOIIA  [EPEeKPecTHOro Jius3aiiHa

HCCIIETOBAHMA.
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142.11pu npopenenun MCCIeAOBaAHHI NPOHUKHOBEHHA B KOXKY (M Vilro W
B3ATHUSL 00PA3LOB POroBOro c¢ios (cockod MUMKOH JIEHTOH) HccienyeMblil
npenapar, npenapar CpaBHEHMsA M HETaTHBHLIM KOHTPOIL HeobXoaumo
MCCIIE/10BATL HA OJIHONM M TOMH e IPYIIe 100pOBOILUEE MK JIOHOPCKOH KOXKE.

143.B OTHOLICHNY JICKAPCTBCHHBIX MPENMApATOR ¢ HU3KOM JI03MPOBKOIi 1
orpaHuyeHHoi Jiddysueil oYeHb HM3KHME KOHUEHTPALMH AEeHCTBYIOLIErO
BEIECTRA, OXKMJaeMEle B 00pasuax, MOIyT ObITh CYLIECTBEHHBIM HCTOYHHUKOM
BapuabensHOCTH, HeobxonuMo Henosib30BaTh YyBCTBUTEIBHbIC AHAINTHYECKHE
METOAMKH (HaNpuMep, XpoMaTorpaduio ¢ TaHAEMHOI Macc-CeKTPOMETPHE ).

144. AnanuTuueckie METOJMKM  JIODKHBL  ObITb  BaJWIMPOBAHEl B

cooTBeTcTBHU ¢ npunoxenuem Ne 6 k [Ipasunam,

Jo3a nexapeTReHHOTO TIpenapara

145. 1lpumensiemas B MCCACAOBAHMAX  SKBUBAICHTHOCTH  J1034
JIEKApCTBEHHOT'O npenapara J1o0KHa OLIThE 000CHOBaHa € YUETOM:

a) Macchl HAHOCUMOTO JICHCTBYIOLIRIO BELIeCTBA;

0)Maccel nim 00bEMa HCTTOIL3YEMOr0 JEKAPCTBEHHOI'O NIpenapara;

B) Y4acCTKa (30HbI) HAHECEHMA;

) BeNIMYMHBL] J103bl, YKa3aHHOH B 001IeH XapakTepucTHKe IIpernapara
CpaBHEHUSI,

146. YuacTok (30Ha) HaHeceHWs JOJKHA [O3BOJATE  oDecriedyuTh
KOJIMYECTBEHHYIO OLEHKY nokaszareneii abcopOiun nefcTBRYIONIEro BellecTBa
jeKaperBennoro npenapata. Jonyckaercs, uro0Obl yuacTok (30Ha) HaHCCEHHS
MPEeBLILAIN pasMep Y4acTKa HaHECeHMs, YKasaHHb B 001el XapakTepHcTHKe

npenapara CpaBHeHMs, €C/lH HTO CBA3AHO ¢ HeoOXO[MMOCThI ofecTiednTh
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TpedyemMylo aHaJIMTHYECKYID YYBCTBHTC/ILHOCTE METOAWKH AHATH3A W HE
BBI3bIBACT OMACEHMH ¢ TOUKH 3peHms DE30MACHOCTH CYDBEKTOB HCC/Ie10BAHMNA.
147. 1Ipu npoBejieHU HecneaoBanuii 1 vivo HeoOxoaumo obocHORATE

BLIDOP y4acTKa (30HBI) KOWKH /15 HAHECeHHSs JeKapCTBEHHOTO Npernapara.

Paszmepsr BRIOOPKN CYOBEKTOB HCC/IEI0BaHHS

148. KomiuecTBO CyOBEKTOB MCCIENOBAHMA 10JDKHO OCHOBBIBATHLCA HA
COOTBETCTBYIOIIEM pacdeTe pasmepa BeIDOPKH ¥ OBITE He MeHee |2 yesoBek.

149.11pu nposefeHnn MCCIICNOBAHUI TTPOHMKHOBEHW B KOKY in Vvilro
YHCICHHOCTE JOHOPOB KOXKKM MOXKeT OwiTe MeHblie |2 ugemoBek, ecinu 910
0DOCHOBAHO 3a9BHUTENEM.

150.Tlpn npoBefenun ucciefoBaHnil IPOHUKHOBEHMS B KOKY in Vitro ®
B3ATHA ofpasnos poroBoro ciod (cockod JMIKOH neHTOH) HeoOXOoMMMO
HCMONB30BATE PEIUIMKATHBHBIA JiM3aiH ucchegosadus, MunumMansHoe 4meio
ONpe/ieSIeHnid I KakKIOTO W3 WCCICAYEMBIX JIeKAPCTBEHHBIX I[IPENapaTosB
(MCceTe/lyeMblii Ipenapar M Tpernapar CPaBHEHUs) 1 KOHTPOILHEIX HPOAYKTOB
NOMKHO OBITL He MeHee 24.

151. Konn4ecTBO BpeMEHHBIX TOYCK M 4acTOTa B3ATUA [POD UL KaXK/I0T0
cyOheKTa HCClefOBaHus WK HOBTOPHOCTH JIOJKHBI OBITH JIOCTATOUHBIMH,
yTOOLI OXapaKTepu30BaTh KHHETHYECKNH TIPo(hmms AelicTRYIOIEro BEIecTBa 1

OMNpPeaeiIMTE MapaMeTPRI SKBHBAJICHTHOCTH.

Kpurepuu npuemiemocTti

152. 1lapameTpbl  OKBHBAJIGHTHOCTH  COOTBETCTBYIOT — KpHTEpPHUAM
MPUEMIIEMOCTH TpH YCNOBHH, 4T0 90 %-blii JOBEPUTE/ILHLIN WHTEpBal s

OTHOLIEHHA CpPeIHHX MCCICIAYyeMOro npendapara K Nperapary  CcpaBHEHHA
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HaxoauTes B uHTepsane, pasHom 80,00 — 125,00 %, ecim sasputenem He
00OCHOBaHBI MHBIC TPAHMIB] KDUTCPHUER TIPUEMIIEMOCTH,

153. Pacuiipenme  rpanuiy  KpurepueB npuemsiemoctd i 90 %-ro
JAOBEPUTENBHOIO MHTEPBANA (MaKCUMalbHO J10 69,84 — 143,19 %) nonyckaercs
B CAy4Yae  BBHICOKOH — BHYTPHMMHIAMBMAYQILHOH — WMIM  BHYTPUIOHOPCKOR
papuadesibHOCTH, HaOJHOAEMOI JUI1 NEeKapCTBEHHBIX [PENapaToB ¢ HU3KOH
JIO3MPOBKON W OrpanudeHtoil 1udpy3nei, eciim 370 KIMHWYECKH 000CHOBAHO.
Onenka  paclMpeHHBIX — KPUTEPHEB  [IPUEMJIEMOCTH  BBUIOJHACTCH B

CcooTBETCTBHA ¢ nojpasienom 11 pasnena I Ipasui.

Obecrneuenye KkauyecTBa MIPH O1IEHKE DKBHBAJICHTHOCTH
JIEKaPCTBEHHBIX TPENapaTos JIjid MECTHOIO TIPHMEHEHKS
B HCC/IEN0BATEIbCKUX TabopaTopusix

154. Heobxonumo  obecriednts, 4T0DLI  nepconan  nabopaTtopun-
MCHOJIHUTENS  HMcClenoBannii  obnagan  neoOXomumoil  kKpamuukaluveil B
obnacTy OHoaHamUTHYECKHX HccnenoBanuil u urobsl B nabopatopun Onina
BHENpena HEeKTUBHAA CHCTEMA KaYyeCTBA, KOTOpas pelyCcMaTpUBaeT:

a) AeKnapaiio CoOTBETCTRHS TabopaTopHi OIHONH M3 CHCTEM KavecTsa;

0) npoBezieHHe peryJsipHbIX BHYTPEHHMX ayIUTOB CHCTEMBl KadecTha
naboparopuy B OTHOLIEHHH €€ TeXHUYECKOH OCHAIEHHOCTH H BAJMJIHOCTH
HCIOJBLIYEMBIX METOI0B € IOKYMEHTHPOBAHHEM PE3YIbLTATOR;

B) [OATBEPIK/IEHUE KBaupuKanmm [epcoHasa B Hopske,
YCTAHOBIEHHOM 3aKOHOJATENBCTBOM 'OCYJIAPCTBA, B KOTOPOM  TIPOBOATCS

HCITLITAH KA,
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3. MeToMKH U3y4eHrs KHHETHKI TIPOHUKHOBEHUA

155. Usyuenne KMHETHKH NPOHMKHOBEHWS [EHCTBYIOMIEro BelecTsa B
KOJKY BBITIQJIHAETCS OJIHUM M3 TPEX METO/I0B:

UCCIIEA0OBAHNAE MPOHMKHOBEHHS B KOXY /7 VIfro B COOTBETCTBHH C
npunokenrem Ne 2 k nactosmum Tpebosanusm;

B3SATHE TIPOD pOroBoro cjios (Cockod JMIMKO JIeHTOH) B COOTBETCTBHM ¢
npuioxednem Ne 3 K Hacrosmmm TpeboBanusim;

uecieoBanne papMakoKUHeTHYeCcKoH OMOIKBHBAIICHTHOCTI.

4, DapMakoIMHAMUYECKHE HCCIEI0BaHMA
Koprukocreponas

156. AHamM3 Ba30OKOHCTPUKLMM ISt KOPTHKOCTEPOMIOB (MPOBOAMMBIH
coriacHo npunoKkeruto No 4) 101yCcKaeTcs NpecTaBsiTh B PErHCTPAlHOHHOM

JIOCHE B KAYECTBE 3aMCHBI UCCHASTOBAHNS OHOIKBABAICHTHOCTH.

KowHBIe auTHCEIITUKH

157. TTokaszaren KayecTBA W AKTMBHOCTM KOMKHBIX AHTHCEHTHYECKHX
JICKAPCTBEHHBIX MPETApaToOB JMOMKHEl COOTBETCTBOBATL TPeDOBAHMUAM CTATHH
2.3.1.1. «DdhexTusHOCTE  aHTUMUKPOOHRIX  KorcepsanTtory  (203010001)»
dapmakonen Corosa.

158 . Ecim  crioco®  OpuMeHeHMs  HCCHIELYEMOIO  aHTHCENTHUECKOTO
JIEKAPCTBEHHOIO npernaparta B 00uied XapakTepucTHKE [Ipernapara CpasHeHus
yKa3aH He4YeTKO WK crnocod NpUMEHEHHS ABIISCTCH HOBBLIM [10 OTHOIIECHHIO K
Crocoly  NMPUMEHEHWs Tperiapata  CpaBHEHHUs, HEeOOXOJAMMO  BHITOJHHTD

HCCle/loBanus in vivo Ha noOposonbuax. B paMmxax Takmx MccleaoBanmii
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NPOBOJAT MCCHCAOBAHNE 3HIOIeHHON (Iopsl J0OPOBOBIA HA YUACTKAX KOMKH
J0 1 nocsie ee 00paboTKH aHTHCENTHYECKUMU JTIeKapCTBEHHBIMHI TIPerapaTaMu.
Kpurtepuu S5KBUBANEHTHOCTH cHIKeHMA nokaszateneil KOE, Beipascenssie B log-
CIMHALIAX, JTOKHBI OBITE 000CHOBAHRI 3agBUTEIIEM.

[59.Ecim anTreenTHYeckuil  JIeKapCTBEHHEIH Tpenapar npejiHasHAYeH
ISt IPUMEHEHUS TIEPe]l NPOBeJieHeM MHBA3MBHBIX METUITMHCKHX Iponeyp,
JOIYCKaeTest [Pe/[CTaBIsiTE Pe3yIbTaThl OleHKM TAKOTO AHTHCEIITHYECKOTo
JEKAPCTBEHHOIO [Iperapara, BbIIOIHEHHOH B COOTBETCTBUM C TpebOBaHHAMU
akToB opranos Corosa B chepe caHUTapHbIX MEP WM COOTBETCTBYIONIMX AKTOB

FOCY 1dpCTB-4JICHOB.

[IpoTBoMUKpoBHBIE JIEKAPCTBEHHEIE NPENnapaThl
JUIS JIEYEHHS KOMKHBIX MHDEKITHi
160. PesynbraTsl  uccnefoBanuii  HKBMBANEHTHOCTH AHTHCENTHYECKOro
JAEUCTBHA JIEKAPCTBEHHOIO [pelapaTa Ha MHOKYJIHPORAHHYI HHPUIUPYIOTIEH
JIO30H KOMKY W €€ MocHeayromed [eKoIOHU3aAUWK (71 vilro JOIycKaeTes
[peACTaRIsTh B KAUECTBE IOKa3aTeNLCTB HKBHBANEHTHOCTH 3(hekTHBHOCTH
JIEWCTBUS AHTUCENTTHYECKUX JIeKAPCTBEHHBIX CPEJICTB BMECTE C Pe3YJIbTATaMK
JIPYTHX HCCAEIOBAHMH HKBHBAIEHTHOCTH TPH Ha/Uexallel Bamuamuy Takux

MCCIIeI0BAHMIA.

VII. DKBUBaNEHTHOCTD B OTHOIIGHMH OE301TaCHOCTH JIEKAPCTBEHHBIX
[IPEIapaToB ISl MECTHOTO NIPUMEHEHMS
161.besonacHoeTs W MECTHAs  MEPEHOCHMOCTL  MOTYT  OBITh
MOJATBEPAIEHBl HAa OCHOBAHMM HAYYHBIX MEAMIMHCKHX JIAHHBIX B Clyyac

H3BECTHOI'O  Jie IL:{C'I'BYI{J Hiero BEOIECTBA  JIEKApPCTBEHHOI'O  npenapata H
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HCTIOJIB30BAHMA B €TO COCTABC TONBKO XOPOLIO HM3YYEHHBIX BCIIOMOI'aTC/IbLHLIX
BEIIECTR.

162.B cnyuae ecny Anas TAKKMX JEKApPCTBEHHBIX [PElApaTOB TMOKA3aHa
AKBUBAICHTHOCTh B OTHOLIGHUM [IOKA3aTellell KavuecTea, [Pe/cTaBlIeHe
HECJ’IEILDEHHHﬁ IKBUBAJIEHTHOCTH DE301acHOCTH U MECTHOI NCPCHOCHMOCTH HE
Tpebyeres.

163. DKBURAIEHTHOCTH, YCTAHOBIEHHYIO B HCCHENOBAHMX
AKBHBAIICHTHOCTH KWMHETHKH NPOHUKHOBCHMSA, OOIIYCKAETCA MCIIOJbB30BATE B
Ka4yecTBE TNONTBEPIKICHUS TOTO, YTO KONWYECTBO JICHCTBYIOLIETO BEIECTBA,
KOTOpOE MOCTHTAET MecTa NEHCTBMS W (MIM) CHCTEMHONH LMPKYISALHH TIpH
NPUMEHEHMH  HCCISAYEMOTO  JICKAPCTBEHHOTO — Mpenapara,  aHaJorM4yHO
KOJIMYECTBY JEHCTBYIOMIETO BEIIECTRA NPerapaTa CpaBHEHMS.

164.B  oTHOmEHHMW  JICKAPCTREHHRIX  NPENapatoB  JUld  MECTHOIO
MPUMEHECHUSL ¢ JIOKAILHBIM MECTOM JIeHCTBHS, JACHCTBYHOIIEE BEIECTBO
KoTOphIX  ofnamaer  cucTeMHOB — OHOMOCTYTTHOCTBIO,  MCCHEORAHMS
DMOIKBUBATEHTHOCTH CIYKAT JIOKA3ATEIBCTROM Kak ShdexTHBHOCTH, TaK u
Hel0nacHOCTH.

165. ITojoeHNs HACTOAILIETO pa3fena He TPUMEHSIOTCH B OTHOLIEHHU
JEKAPCTBEHHBIX NTPEnapaToR ¢ A0303aBHCHUMOIl CHCTEMHON TOKCHYHOCTHIO. Jls
JIAHHOR  IPYyNIbel - JIEKAPCTBEHHBIX — TIPENApaToB  HEoGXOaUMO  TIpOBecTH
MCCIe0BAHMS MECTHOH MepeHocMOCTH W KJIMHHYECKON OezonmacHocTH. Eenu
JUIS TAKWX JIEKAPCTBEHHBIX [PENapaToB CHCTEMHAs SKCMOIMINSA M3MEPHMa U
mO3BOJIACT CHEJNATE BRIBOA O TOM, HTO OHa HE BBIMIE, WM Y IMperapdra
CPABHEHM, JIOCTATOYHO TMPOBECTH HMCCICAOBAHMSA OMOSKBUBATCHTHOCTH,
NOKa3bIBAKOIMNE CXOACTBO npoduneit cucTeMHOM (apMaKOKMHETHKH HTUX

JEKAPCTBCHHLIX NpenapaTos,
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VIII. Cnenndmunbie NpOTOKOIL DOATBEPXKAEHNS OMOIKBHBATICHTHOCTH
JUTSL IEKAPCTBEHHBIX MPENapaTos /Uil MECTHOI'O PUMeHeHNs

166.11pn  pazpaborke cnemm(uUHBIX I[POTOKOJIOB  HMCCIEA0BAHMI
OMOIKBUBANIEHTHOCTH  JUIS  JIEKAPCTBEHHBLIX  [IPENApPaToB Il MECTHOIO
MpUMEHEHUs (Jalee — cneuu(UUHbIA MPOTOKOI MCCHeAoBanus), U Buibope
HCCIIE0BAHMIi  DUOIKBUBAIICHTHOCTY  [NOKHBI  YUMTBIBATLCS  CJIGAYIOIIHE
(hakTOpHI:

a) nekapcTBeHHas Qopma JIeKapcTBEHHOTO TIpernapara;

0)cocrar u GhapMalEBTHKO-TEXHOIOTHYECKHE TTapaMeTPhl JIEKapCTBEHHOM
(hOpMBL JIEKAPCTBEHHOrO [Ipenapara;

B) pACTBOpPEHUE U BRICRODONKIEHNE JAEHCTBYIOIIEr0 BEIeCTRA;

r) auddysus AeACTBYIOWErO BEIICCTBA B KOXKY H MECTO ACHCTBUA.

167. Heobxoaumo  npejacraButs M 000CHOBATH  HOOTOTOBIEHHBIHN
crenu(MYHBIH TMPOTOKOJ MCCICIOBAHHUS, B KOTOPBIM BKIIOUCHBI METObL
WCCTIEIOBAHMI T KPUTEPHA WX TIPHEMIIEMOCTH. TaKkoil npoTokon poxeH ObITH
MOJArOTORJIEH [0 Hayala NPOBEICHMS MCC/Ie/IOBAHNE OMOIKBMBATEHTHOCTH.
Heobxonumo  mpepoctaBuTh — BCE  HMMEIOIIMECS — HOJNOKWUTEHBHBIC U
OTPUIIATENRHEIC JAHHEIE T10 JIEKAPCTREHHOMY Mpernapary.

168. BeiRog, 0 OHOPKBHBAIEHTHOCTH 110 Pe3yJIbTATAM  M3Y4EHHS
JIEKAPCTBEHHOrO  Mpenapara  AOMYCKaeTes  JenaTh, eclW  IOJyYeHHBIE
pe3yJibTaThl WCCIEJOBAHHS CTPOrO COOTBETCTBYIOT allpHOPHO KPUTEPHAM
NPUEMIEMOCTH, YCTAHOBIECHHBIM B CrIel{i(hUIHOM TIPOTOKOJIE HCCIEAOBAHMIA.

169. CnetmmdimaHbII TPOTOKOM NCCNSTOBAHMS TOJKEH COJ/ICPKATH:

a) obocHoBaHKe HEBO3MOKHOCTH TTPOBE/ICHIA KIIMHUYECKOTO

HCCeg0oBaHMA TGpﬂUEBTHHECKOﬁ IKBHUBAIICHTHOCTH,
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0)obocHoBanre  JIOIMYCTUMOCTH — HPAMEHEHMA K JICKAPCTBEHHOMY
npenapary noioxkeHui Hactosinux Tpedosanmii;

B) obocHOBaHKE HCBOZMOMICHOCTH BBINOJIHHUTL HCCIIEeTOBAHHA
SKBUBANICHTHOCTH B OTHOILICHKWN DE30MaCHOCTH JIEKAPCTBEHHOIO [penapara;

') pesynbTaThl  MCCHAEJOBAHMI  pacliMpeHHONH  (papManeBTUUecKo
SKBUBAJICHTHOCTH W AKBHBAJEHTHOCTH cllocola IpUMeHeHHs JIeKapCTBEHHOIO
npenapara,

J)PesylIbTaThl  COOTBETCTBYHOLIENO  MCCIEIOBAHMA  IKBUBAJICHTHOCTH
KHHCTHKH [POHWKHOBEHHA, ecli AM(Qy3us [1eHCTBYIOMErO BEUIECTBA Hepes
KoKy HeobXxoumma Juis peanusauun sddexTurHocty, 1 obocHosanue Bribopa
MeTOfa  WCCNenoBanus  (Mccnejosanmii). B kavectBe  aibTepHATHBBI
JIOTTyCKaeTes  TPeACcTaBuTh  ODOCHOBAHME  HEBO3MOXKHOCTH  BBITIO/IHEHUS
HGCJTE,I[GBHHI’I?‘I AKBHBATICHTHOCTH KHHCTUKH IMTPOHMKHOBCHES,

€) pesyibTaThl (hapMaKOAMHAMUYECKHX MCCIIE/IOBaHMIL, eclii [IPOBEIeHHE
TaAKUX HCCIEIOBaAHHH BO3IMOKHO A JTaHHOIO ,[l,E!ﬁCTB)’IDLU,E‘!‘D BEeeCctBa M
sBigercs OODOCHOBAHHBIM € TOYKM 3PCHHMS OICHKH  SKBUBAJIEHTHOCTH
JNEKAPCTBEHHOTD TMpenapara. ﬂOl’I}"CKﬂETCH HCITCAL30EATE MWMHHOBALMOHHBIC
METOJMKH HCCEN0BAHUN, €CIM OHM Ha/nexalium obpazom paspaboraHbl M

BAITHIHPOBaHbL.

[X. Buoseiisepsr

1. buosefisep, ocHOBaHHbIN Ha DuohapmatieRTHIECKO
cHcTeMe Kmaccuduranmm
170.0rka3  or  HeoOXOAUMOCTH  MpPEJACTABIEHUS  JdHHBIX 00
IKBUBAICHTHOCTH  KMHETHMKM  MPOHMKHOBEHMS WM (hapMakoMHAMAKH

mpHeMJIEM B OTHOINSHHH
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@) ITPOCTHIX 110 COCTABY W (PApMalEBTHKO-TEXHOMOTHICCKUM ApaMeTPam
nekaperBentbix  Gopm ¢ oaHoBazHol OCHOBOM, B KOTOPHIX JIGHCTRYIONICE
BEIIECTBO HAXO/MTCA B PACTBOPE WM CYCICH3WM (HANPHMEp, KOMKHBIX
PacTBOPOB, OJIHO(A3ZHLIX rejieit 1 Masel, KOKHBIX CyCTIeH3H);

0)JiexapcTREHHBIX TPEIapaToB, MPeIHa3HAYeHHLIX HCKIIOYUTENLHO JUIs
HaHeCEHMs JCHCTBYIOMICIO BEIIECTBA HA TIOBEPXHOCTH KOJKM, 6Oe3  ero
abcopbumm. B rakux cioydasx JIOCTATOYHO PE3yNLTATOB HCCIEI0BAHMIL
pacLIMpeHHON (papmaneBTHYECKOH 9KBHBAJIEHTHOCTH, BEITHOYAS]
BBICBODOMKICHNE JeliCTBYIONEro BelecTsa /7 vitro Ui remei, maseil w
CYCITEH3MH, U Pe3yJIbTATOB HCCIeI0BAHMN YKBUBATTEHTHOCTH BBEICHIA.

171. Mceneioanist  HKBUBANCHTHOCTH B OTHOUIEHHH sdhdekTrsrocTr
HCOOXOAMMBI B CITyuae, ecii¥ JIeKapeTBEeHHEIH npenapar:

a) CO/IEPHKUT B CBOEM COCTABE BCIIOMOTATENLHLIC BEIECTBA, BIMSIONUIME
Ha DHOMOCTYIHOCTE JAEHCTBYIOLLEro  BelecrTsa, OuodapmalesTHueckue
XapaKTepUCTUKH  JIGKAPCTBEHHOIO npernapara MITH YCHJIMBAIOIIHE
MPOHNKHOBEHKE JICHCTBYIOIErO BENIECTBA;

0)CONCPKUT B CBOEM COCTABE BCIOMOTATENLHBIE BEIIECCTBA CIIOKHOIO
CTPOEHHU, U1 KOTOPRIX PasHbIE CHOCOOL! NMPOM3BOJCTRA WK KIIACCH YHCTOTHI
MOryT BIMATE Ha OuodapMaleBTHHECKUe XaPaKTEPUCTHKH JIEKAPCTREHHOrO
nperapara in vivo Wi ¢tabuiibHOCTh ACHCTBYIOLIETO BEMIECTBA;

B)MMEET KAaYECTBEHHO JPYroif CcOCTAB BCHOMOTaTeNbHBIX BENIECTH,
OTAHYAOIMHCA OT lIpenapara cpaBHeHMs.

172 1lpeacrapneHue  HaHHBIX  MUCCIENOBAHHH  OHOSKBUBANECHTHOCTH
TpeOyeTes B ClIydae, eCiiM JICKAPCTBEHHBIE MPENapaThl UMEIOT JIOKAILHOE MECTO
ACHCTBAA M JICHCTBYIOIICE BEIIECTBO 00JIaaeT CUCTEMHONH GHOMOCTYITHOCTEIO,

KOoTOpast MOIKCT OBITH H3MEPEHA KOJIMYCCTBEHHO.
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2. buoseiBep HO3HPOBOK

173.Ecnmn Ba  peructpanyio  3asBAsAIOTCS  HECKOILKO  JI03MPOBOK
MCCIIEAYEMOr0  JEKAPCTBEHHOrO  Mpernapara,  J0CTATOMHO — YCTAHOBHTh
DHOIKBHUBANIEHTHOCTE  TOJBKO  OJIHOM  JIO3MPOBKM,  KoTopas  HaubDouee
YYBCTBUTENBHA B OTHOIICHHH O0HAPYKEHUS TMOTEHIIHANBHBIX PA3/IMUMil MEXK /Ty
JIEKAPCTBEHHBLIMH [perapaTaMy B pasHbIX J03HPOBKaAX.

174. Ecnm  3asBneHO npuMeHeHne OwMoOBelBepa Ans  JAOTNOJHUTEILHOM
JMO3UPOBKH  (JOZUPOBOK) JOMKHEI  OBITH  BBITIOJIHEHBl  BCE  CIEAYHOLIHE
TpeboBaHu:

a) pazHble  JO3MPOBKM  MCCIIEYEMBIX  JIEKAPCTBEHHBIX  TIPEnapaTor
MIPOM3BOIATCS TP TTOMOIITA OJTHOTO W TOTO JKE [TPOM3BOACTBEHHOTO TIPoliecea,;

0)pa3Hble JO3UPOBKU HCCIEAYEMBIX JIEKAPCTBEHHEBIX TIPETIAPATOB WMEIOT
OJIMHAKOBBIN Ka4YeCcTBEeHHBIH COCTAB;

B) KAYECTBEHHLIH M KOINWYECTBEHHLIH COCTARBI PAa3HbIX  JIO3UPOBOK
UCCIIEAYEMBbIX JIeKapCTBEHHBIX PEnapaToB SKBUBAIECHTHE PA3HLIM JIO3HPOBKAM
MPENnapaTor cPaBHEHU;

') YCTAHOBJIEHA paciuMpeHHas (papMaleBTHHeckas HKBHBAJICHTHOCTH
MEKJTY MCCIE/YEMBIM JIEKAPCTBEHHBIM MTPENapaToM 1 IPENnapaToM cpaBHeHus B

OTHOIICHHH BCCX NO3HPOBOK.

X. llocrperucrpaiinoHHble H3MEHEHUS

175.B  cnywae moboro  mpeanaraeMoro  [ocTperucTpalMoHHOTO
M3MEHEHHA HeOOXO0AMMO BBINOMHUTE OLEHKY pPHUCKA, 4TODLI OMpeie/uTh Cro
B/lMsiHME Ha Oe301acHocTh, 3(Q(EKTHBHOCTD M KAa4ECTBO JIGKAPCTBEHHOI'O

[perapara,
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176.1lpn  nposepenum  OlEHKM — pucka — dHeobxoaumo  TaKKke
MPOAHAIIM3UPOBATE PUCKH, CBI3aHHBIC ¢ HAKOIUIEHHEM MNOCTPErHCTPALIMOHHBIX
M3MEHEHUN 110 OTHOUMIEHHIO K NEPBOHAYANIBEHOMY COCTABY H EIIDCDG}’
[MPOM3BOCTRA JIEKAPCTBEHHOI'O IIPEenapata.

177.B xauectTBe OKa3bIBAOIIUX [MOTEHIMAILHOE CYILECTBEHHOE BIMSIHNAE
Ha 6EEUHEUHUCT]:, 'Bd['bq}EKTHBHDCTb H KAHUCCTBO JICKApPCTBCHHOI'O [pélaparta
paccMaTpPUBRAKOTCS CIHEIYIONIME H3AMEHCHUS:

a) I3MeHeHue (PU3HKO-XUMHUYECKOIO COCTOMHMS H (Mn)
TEPMOJAIMHAMUYECKON AaKTUBHOCTH JCHCTBYIOIIErO BEHIECTBRA;

O)usMeneHne, BIMSIONMIEE HA  XAPAKTEPUCTHKH  pACTBOPEHMS, Ha
XapaKTePUCTUKN BEICRODOKICHUA 7 Vifro, Ha XapakTepMCTUKH KHHETHKH
MMPOHUKHOBEHWA JIEKAPCTBEHHOT'O NIPENAPATH in W'H‘{J‘,

B)M3MEHEHWE  TIpoliecca  NMPOM3BOJACTRA  (HApHMEp,  W3IMEHEHHE
KPUTUYECKOrO [apaMerpa rpouecea).

178. T1pu npoRejieHnN UCCIeTOBAHNIT S3KBHBANEHTHOCTH JINA 0D0OCHOBAHMS
MOCTPErMCTPAIMONHBIX  M3MEHEHWI JloJKeH OwITh WCIIONB30BAH mpenapar
CpaBHEHHA C ONpencjieHHbIM COCTABOM H {])ElpM&II'EBTHI{{‘I-TC}CHOJIOFHHEC]£HM14
napaMeTrpamM  JIeKapeTBeHHONW (OopMbl, TNpoLeccoM MNPOH3BOACTBA, BHJIOM
YIAKOBKW W T. JI., KOTOPBIA 3aperucTpUpOBaH B HACTOAIIEe BPeMsl U pa3perieH K
MEIHIIMHCKOMY NPUMEHEHHIO.

179.Ecnu npeanaraeMoe  W3MEHEHWE  COOTBETCTBYET — KPUTEPHAM
MPUEMIEMOCTH  paclMpeHHol  (apmaleBTuieckolt  3KBUBAIEHTHOCTH IS
JIEKapCTREHHON (DOPMBI, a TAKIKE KAYECTBCHHOTO M KOJMYECTBEHHOTO COCTABA
JEKAPCTBEHHONO MPENnapara JOCTATOUHO MOATBEPIUThL IKBUBANCHTHOCTE TAKOI0O
JTEKAPCTBEHHOrO [PErapara B COOTBETCTBHHM ¢ HACTOANIMME |pebosanusivmu,

HCTTOJIL3YH  CTIeLH {})H qHBIH 114 JeKapCTBCHHOI'O  [mpenapara TIPOTOKOJ
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SKBUBAJICHTHOCTH € YKazaHueMm O00CHOBAHHBIX METOJOB HMCCHEIOBAHMI U
rpaHul] KPUTEepHEB IPUEMIIEMOCTH.

180.Eciim  npeutaraemoe  M3MEHEHHE HE COOTBETCTBYET KPHTEPHSIM
NPAEMIIEMOCTH  PACIIMPEHHOH  (apMaleBTHYeCKOM HSKBHUBAJICHTHOCTH IS
JEKapCTBEHHOM (POpMBI MIIM  Ka4eCTREHHOTO M KOJIMYECTBEHHOTO COCTaBa,
OMODKBUBAJIEHTHOCTL  HCODXOAMMO  MPOAEMOHCTPUPOBATE,  HCIIOJIBL3YS
COOTBETCTBYIOIIEE KIMHUYECKOE HCCIe/IoBAHNE,

181.Bo Bcex caydasx M3MEHEHME JIO/DKHO  OBITE  0OOCHOBAHO
COOTBCTCTBYHOUIMMH PCHPC3CHTATUBHEIMHA JTAHHBIMH O CEePHAX OPHUIHHAIBHOTO
(peepeHTHOrO) JEKAPCTBEHHOrO IIpenapara M JIaHHBIMH O TIPeAnoiaraeMom

H3MEHEeHHH BCeX KPUTHYHEBIX rnoKasare/ied Kauectsa.

HPUIJIOMKEHWE No |

k TpeboBanusam K KauecTBy
1 OMOSKBHBANICHTHOCTH TIEKAPCTBEHHBIX
MpenapaTos s MECTHOIO TPHMEHEHHUS
IPY HAHECEHMH HA KOYXKY ¥ MHBIX
criocobax NoKATLHOTO TIPUMEHeHIs

METOIAHKA
HeeaeaoBanus Ha BuicBobomaenue in vitro (IVRT)

1. Obiue TpeboBanus

Hacrosinjas  mMeToaMka  COUEPAMT  YKazaHus 110 [OPOBSIACHUIO

uccneoBanuil Ha BricBobOKAeHne [n vitro (IVRT) s Markux nekapcTBeHHbIX
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(popm  JIeKapCTBEHHBIX HpenapaTos (Hanpumep, KPeMOB MHIIM  Masei) wu
CYCIIEH3HI.

Meroguka mnccnegoBanus IVRT we npumensiercs upu  usyuenun
BBICBOOOIKIICHHS NeHCTBYIOMIMX BEIIECTB U3 CIEAYIOIUX JEKAPCTBEHHBIX (hopM
JIEKAPCTBEHHBIX [IPENAPATOR [ MECTHOIO NPUMEHEHUS;

NPOCTHIE KUJKHE IEKAPCTBEHHBIE (JOPMBI B BUJIE PacTBOPA;

MOPOLIKH /ISt MECTHOTO TIPHMEHEHUS ]

NPOYME  HECTAHIAPTHbIC JICKAPCTBECHHBIE (OpMBI  JUIS  MECTHOIO
MpHMEHEHU (HanpuMep, MeHbI ).

B wmccneposannu IVRT ¢ «ncespobeckoHeuHBIM»  J03MPORAHUEM C
HCITONB30BAHMEM  NUGODYIMOHHBIX — AHATMTHYECKMX  S9€EK  OLEHMBACTCA
CKOpPOCTL M CTENEHb  BRICBODOMCAEHMS  JICHCTBYIOLIEIO  BCHICCTBA W3
MCCIIETYEMOTO JIEKAPCTREHHOTO TIpEnapara.

B wmccneporanum  IVRT  npeoOxommMMo  onpeaeinTs  CHEIYIOLHE
MapaMeTphl:

CKOPOCTh BBICBODOIEHMs AEHCTBYIONEro BelllecTBa (R): TaHreHc yrma
HAKIIOHA JIMHEHHOTO Y4YacTKa KPHBOH HAKOIUICHUS  BLICBODOM/1aeMOro
JIEUCTBYIOIICTO  BEILIECTBA, MOCTPOCHHOH B KOOPAWHATAX: KYMYJISATHBHBIN
MPOLEHT  BBICBODONIEHUS (HAKOIIEeHWs) NelCTRYIONIEr0  BEIIECTRa B
3ABUCHMOCTH OT KBaJAPATHOTO KOPHsA W3 3HAYEHWUS BPEMEHU BHICBODOKICHWS
JEHCTBYIONIEro BellecTRa. Eemm TMHeiHbi yHacTok npoduis BEICBOOOXK/IeHMS
JleHCTRYIONIEro  BelllecTBA MOAYUYUTh HEBO3MOMKHO, wcchenopanme I[VRT
MPU3HAETCS HE BATMIHBIM;

HAKATUTHBAIOIIEECH  KOJIIMYECTBO  BBHICBODOJMBINErOCs  AEHCTBYIONIETO

BeniecTra (A), BRIPAKECHHOE B ¢IHHMIEAX MACCH JICHCTBYIONErO BEIECTRA Ha
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IUIOIIA/A5 TOBEPXHOCTH BLICBODOAIEHHA B ITOCIIE/IHEH BPEMEHHON TOUKE B3ATHS
00pa3LoB Ha JIMHENHOM yuacTKe npoduiis BEICBOOOKIEHH;

BpeMsL 3aJIEPHIKU BRICBODOXKIEHNS (€C/IU TAKOBOE UMEETCH ).

Uccnenopanne IVRT ne Mmozenupyer noseienue in vivo n1eKapcTBEHHOIO
npenapara, HO CKOpOCTb BbIcBOOOMKIEHUS (R) JefCTBYIONIEro BelliecTra
SIBJBIETCS. KPUTHUCCKUM [10KA3ATENCM KauecTBa, KOTOPLIH ClleyeT YKa3blBaTh B
crieliM(HKalii Ha BBITYCK M HA KOHEL CPOKA IOAHOCTH (CPOKa XpaHeHus)
rOTOBOTO JIEKAPCTBEHHOTO Nperapara, €Cclii TPOU3BOANATENEM HE 00OCHOBAHO
HMHOC.

I'pasmuel  kpurepuer  BhICBOOOKACHMS [ Vitro  He0OXOIHMO
000CHOBLIBATE o JAHHBIM HCCJICIOBaAHKA BblCBUGO}KﬂEHHH IR 1’3.1‘1'“0,
OPOBEJICHHOIO [UISl CEPHil JEKAPCTBEHHOTO IIperapara, KOTOpLIE [POLLIv
KITHHWYCECKKME HCCACHOBaHA M B OTHOLWICHHA KOTOPBIX HNPOASMOHCTPHUPOEAHA
VJIOBJIETBOPUTEIEHAS 3((DEKTUBHOCTE MW 3KBUBAICHTHOCTE,

[{}]P‘[TEPI’H'I IMPHEMICMOCTH B Cl'IEI_l,Hq}HKHLT,lJ{H Ha BBITYCK H CHE‘LLH(IJHL{HLU']_L:I
Ha KOHEl, CpoKa IOJHOCTH (CPOKA XPAHECHMS) NOIKHBI OBITh OJWHAKOBLIMU.
,[[DH}’EK‘(]ETCE YCTaHOBIEHHE pPasiIHYHbIX KpUTEepHeB HNpHEMJICMOCTH TOJIBKG B
CIEIYIOIIUX ClyYasX:

3asBUTENIeM OOBACHEHRI MCXOJS M3 ACICKTOR Ka4eCTRAa JIEKAPCTBEHHOIO
npenapata “ 000CHOBAHEI TTPHYWHBI  YVKa3aHWA PazjiHydHbIX rnokasarteneit
KPUTEPHER TPHEMIEMOCTH CO CCBUIKOH Ha Pe3yibTaThl KIMHMYECKMX
HCeIe/loBaliil cepuil 1eKapeTBEHHOIO npenapara;

YCTAaHOBJICHE OoJIee KECTKHME TPaHWIhl KPUTEPHEB TIPHEMIEMOCTH B
crieMpUKallil Ha BRITYCK, 9TOOR rapaHTHPORATEL COXPAHEHUE NPHEMIEMOCTH
MOKa3aTeneil KadecTra JIEKAPCTBEHHOTO MNpenapaTa B I'paHMIlax KDHI'EPHEB

NMPUEMIEMOCTH B CrICHH(UKAIIMK HA KOHEI CPOKa MOJIHOCTH (CPOKa XpaHeHM ).
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B Lesnax o0ocHoBanud pacimMpeHHoM hapmalieBTHUeCcKO
IKBHUBAJIEHTHOCTH, TPESYBTC}I [IpenCcTaB/IeHle Pe3viLTaToB HEJTH,E(PIPOBHHHOI‘U

HMCCIIEI0BAHUs Ha BHICBODOMIICHUE im Vitro.

2. JInzaitn uccneioBaHus

Cnenyer nposectd 1mwiotHoe wuccaenosanue [VRT, cpapauparoiiee
MeeneyeMblii  JlekapeTBeHHBIM Tpenapar W o [penapar cpaBHeHus, YToObI
MOATBEPAUTE  MPUTOAHOCTL  BLIOpaHHOW — meMmOpaHbl M BalWIMPOBATH
SKCITEPHUMEHTANILHLIC YCIIOBHH.

Homxen ObiTh  oDocHOBaH BRIOOP CHEAYHOUIMX KPUTUYECKHX A
nposegenus nccaeaosanua [VRT dakropos:

A BeiOpanHoM  memOpanwl. MembGpana gomxxa  obecneuMBaTh
pa3lieeHHe UCCICAYEMOr0 JIRKAPCTBEHHOI'Q Iperapard ¥ cpelbl, B KOTOPYIO
NPOMCXOANT BLICBODOKIEHHE (/anee NMPUHUMAIOLIASA  cpefa), a TakKe
COXpaHEHHE WCCAEAYEMOro JEKapCTBEHHOTO TIpernapara Heu3MEHEHHBIM Ha
NPOTSHKEHUM Tepruoja ucclenoBanuii. MemOpana He Jl0JKHE BBICTYNATH KAK
OrpaHuYMBaloIIAi  CKOpOcTh  (hakrop  BBICRODOIKIEHWH  NeHCTBYOMIETo
BEIECTBA K3 JiekapcTBeHHOM (opmbl. MemOpana jomkHa ObITh COBMECTHMA C
JIEKAPCTBEHHBIM ITPENAPATOM W HE CBA3LIBATE JAeMCTBYIOUIEE BELRCTRO;

BMJI NpHHMMAaIOmER cpeasl. HeoOXoaumo npejacTaBuTh NMOATBEPIKICHIE
coxpaHenus ycloeuit Henaceinenns (sink conditions) npuauMaromei cpeis B
TEUEHHe  BCEro  MepUoJa  WUCCHefoBaHWil,  YCIoBWMS — HEHACHIIEHHS
NPUHUMAIOLIEH  Cpefbl  CUMTAIOTCA  [IPUeMJIeMBIMH B Cllyuyae, eciu
MAKCUMAIbHAs KOHLEHTpalua JNeHCTBYIONEro BelecTBa B IPUHUMAONIEH
AHAIMTHYECKOH s4eliKe, KOTOpas MNOCTHIaeTcs BO BpEM# SKCIEPHUMEHTa, He

npessiuaer 30 % or MakcMMaILHON PaCcTBOPMMOCTH AeliCTBYIONIEro BellecTRa
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B NPUHUMAIONER cpee. YCIoBUsL HEHACBILEHUS T[PHHUMAIOMEH Cpe/bl
co3aar0Tesl B 00beMe Cpe/ibl, KOTOPLIi PERLIIIACT 00BEM HACLILLEHUS HE MEHEE
yem B 3 — 10 pas.

Heobxopumo muHumusuposars obpatayro guddysuo gedcTByromniero
BELIECTBA M3 INpUHUMatomeld cpeisl, 4robbl m3bexats npeobpazopamms
HAHECEHHOTO JIEKAPCTBEHHOTO npernapata. Jnauenue pHl npuHuMaoweii cpejpl
JIOJKHO OCTABATHCA ITOCTOSHHBIM Ha ITPOTSKEHIH Beero uecneoBanus [VRT;

Bpemsi B3ATHs npoO. Heobxouumo ycranoeuts persiaMenT otbopa 1ipod
no Bpemenn (otbop mnpob He pexe HEM HCpPE3  Kaxaelid  uac)
W IKCTIEPAMEHTAIIBHBIC YCI0BMsA (Takue kak Buj npubopa, TeMiepaTypa cpeis,
cKopocTh  mepememmBanusg).  [lpopomxkurensHocts  wuceneposanus  IVRT
JAojpikna  ObITH  jlocTaTodHoi,  4To0bl  OXapakiepu3oBate  npodunb
BeIcBOOOKICHMs.  JloiokHO BRICBOOOIMTRCS Mo meHbieidl mepe 70 % ot
HAHECEHHOro AeHCcTBYIOEro BewlecTra. HeodXoauMo noayunTs 1Mo MeHbIIeH
Mepe 6 BpeMEHHBIX TOUYEK Ha NHUHEHHOM OTpe3ke MPOoQuis BhICBODOMKIEHMS
JIEWCTBYIOIIETO BEUIECTRBA, BKIIOYas MepBwlil obpaseln (cpasy nocie Toro, Kak
muddy3ua AelicTBYIONIEro BEecTBa IOCTUIIIA YCTORYMBOIO COCTOSHHA );

KOJIMYECTBO M CocoB  HAHECEHWs  JEKapeTBEHHOrO — mNpenapara.
KonuuecTBo W criocod HaHeCeHWUS JIEKAPCTBEHHOIO MPEenapara JIoNMHbI ObITh
MOCTOSHHBIMHA ~ ([OIYCKAIOTCS  paziuuus  Mexny obpasuamu  He Holee
yeM + 5 %) u BanMAMPOBAHHBIMH, HTOOB ODECHEYUTH  OJHOPOIHOE
pacrnpeieNieHue  5Toro mnperiapara no MemopaHe M OCTIDKEHME YCIIOBUML
BBEJICHMS  «riceBJoDecKOHEUHOMY  A03bl.  HeobxoaumMo MHHAMM3MPOBATH
BJIWSTHHE HA YCIOBHA UCCIEOBAHNS HCIIAPEHWS JIEKAPCTRBEHHOTO Npenapara;

UCTIONB3YEMBIC AHATUTHYECKHAE METOMUKH. AHAIWTHYCCKHE METOAMKH

JIOIDKHBl OBITEH BATMIHPOBAHHLIMHA H OOCTATOTHO YYBCTBHTEIIBEHBIMHA, YTOORI
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KOJIHYCCTBCHHO  ONPEIeIHTE ﬂEﬁCTB}’TOHISG BelEeCTBO B HPHHHMAIOLIEM

pacTBOpE B PAIMTHLIX BPEMEHHbBIX TOUKAX.

3. Baaupaumsa MCTOAMKH MCCIIEIOBAHMS

B perucrpanponioe oche HEOOXOAUMO BKIIOYATH OTYET O BalujiallHH
pechenoranns IVRT M ouenke ero npurofHocTd Juisi KOHTPOIS KavecTBa
nekapcTrerHoro npenapata. Heobxommo nipeacTaBiTh KpaTkyo HHGOPMAIIHIO
o pazpaborke wuccnenoranus IVRT m Bribope yenoBuid uccneaoBaHuMii,
obecrieumBaronIux Haubomee NOAXOMAUYH JHCKPAMHHATHRHYIO CIIOCOOHOCTH
METOJIMKH MCCIIeIOBaAHHA.

Banmaanronuerii OT9eT JODKEH BKIIOYATE B cebi:

JIOKa3aTeTECTRO JUCKPUMHHATUBHOM CIOCOOHOCTH METOIHKH
MCCIeIOBAHMI B OTHOLUCHMM CIEAYIOIHX JBYX MOJM(puKanui KkavecTsa
JIEKAPCTBEHHOTO TIpernapara:

M3MEHEHWH KOHIEHTpaLKUKu JeHCTBYIOMEro BellecTBa (MyTeM H3Yy4YeHWUs
JABMCHUMOCTH  CKOPOCTH  BLICBODOMIECHHA JICHCTBYIOMIETO BelecTBa Kak
(DYHKLMM €10 KOHIEHTpaLMKU B JIEKAPCTBEHHOM Lpenapare (He MeHee yem JUis
3 pasmuunbix  j03upoBok)). HeoOxomumo  moATBepAMTh  JIMHEHHOCTH
(¢ xoapduipentoMm Koppesd = > 0,90) KOHIEHTPALHH HCCHES/LyeMOro
TeKAPCTBEHHOIO [IPerapata M CKOPOCTH BLICBOOOMCIEHHs JIEHCTBYIONIETO
BElIeCTBA W3 HEero (R) B YCIOBHAX, KOIIA JAeHCTBYOLIEE BELIECTBO MOJHOCTHIO
pactBopeno. Jns  cycneHsHid  HeoOXOJMMO — TaKXKe  YCTaHOBUTHL W
IPOAHATHIUPOBATL  3ARUCUMOCTh  MEX/y KOHIEHTpaluel AeHCTBYIOLIEro
BEINECTBA U CKOPOCTHIO €10 BhicBOGOMeH s (R);

M3MEHEHHBIX MO coctaBy W (apMaleBTHKO-TEXHONOTHYECKHM

napaMcTpamM JICKapCTBEHHBIX (]JUPM JIEKAPCTBCHHOIO [Iperapara ¢ HSMEHEHHAMHA
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B KPHUTHYHBLIX [I0Ka3zaTesdax Kavecrsa (AHCKPUMHHMPYIOUIYIO  MOIIHOCTh
MCIIONIB30BAHHOH METOANKM HEODXO0IMMO MTOATBEPINUTD ISl TAKHX MoKasaTe/ e,
KaK pacnpejeicHye 4acTHL HeiCTBYIOLIEro BellecTBa [0 pa3Mepy WIIH
PEOIIOTHYECKHH NPOQIIIL NEKAPCTBEHHOIO Npernapara, a TAKKe JUIs KPUTHIHBIX
[ICPEMECHHBIX ~ IIpOLECcCa TNPOM3BOACTBA WM KPHUTHYHBIX  [EPEMEHHBIX
KOJIMYECTBEHHOI'O COCTABA BCIOMOTAaTeNLHEBIX BeulecTs ). Heobxoaumo nizbderars
MOJHOTO HCKIIOYEHHA OJIHOTO uin Oonee crietmpMYHBIX BCHOMOTATENBHBIX
BELIECTB M3 M3MEHEHHOH MO cocTaBy © (apMaleBTHKO-TEXHOJI0IHYEeCKHM
[apameTpam JIeKapcTBCHHOI (hopMbl Tpernapara;

PE3VILTATEL M3YYEHMS IIPOMEMYTOUYHON MPEIlH3NOHHOCTH METOMHKH B
OTHOIICHHH OJIHOH W TOMH K€ CEPUM JIEKAPCTBEHHOTO Mperiapara, BbINOJHEeHHOH
PasHbIMU ONepaToOpaMu B pazHele AHN (KpuTepuii npuemiemocti: CF < 10 %).

PE3YNBLTATH M3YYCHM YCTOMYMBOCTH METO/AMKH B OTHOUIEHUH BapHallkif
B CKOPOCTHM [EPEMEIIMBAHUS, KOJMHYECTBE HAHOCHUMOrQ JIEKapCTBEHHOI'D

TIpenapara, NPUHUMAIOILEH CPe/ibl I €€ TEMIIEPATYPHL,

4, lpencraBnenye favHbIX 0 BAJIHAAIAN
METOIHKH HCCIIEI0BAHUS

Jlmst  mepROHauvankHOW  BaIMIAlMH  METOJMKH MCCIEHOBAHUSA WM
HOATBEPHACHHA HSKBMBAICHTHOCTH HEOEI'}{D,JII«IMO HCIMONB30BATE HE MEHEeE
12 obpasioB Ha cepuio JleKapcTBEHHOrO npenapara. B ciyuae wcronib3oBanus
MCTOJHUKH 115 PYTHHHOI'O KOHTPOIA Kd4CCTBd JOIIYCKACTCH WUCIOIL30BATE HE
MeHee 6O 0Dpasios.

Jannnie o npogune BEICRODONKICHUS (1 Vitro ASHCTBYIOLEIO BELIECTBA
HEOOXOJMMO TIPEACTABUTE B Tabiimudom 1 rpapudeckom opmarax. [Tpodwin

BHICROOOJKICHMS JICHCTBYIOIIETO BEIIECTBA JIOJUKHBL OBITH TIPEJCTABIICHBI B
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KOOPJIMHATAX 3aBMCHMOCTH KOJIMYECTBA BBICBODOMBIIETOCS [€HCTBYIOUIETO
BellIecTBa B caOHHMIIax MACCE] Ha CIHHHLY THTOMIE T H MEMﬁpﬂHLl
BB]EBUGD}K,HEHHH OT BpeMEHH.

B ciyqae MPUMCHEHHS pacipeHHoi (hapmanieBTUYCCKO#M
AKBUBAICHTHOCTIT

3aBUCUMOCTD KYMYJASTHBHOTO BBICRODOIK ICHMS (Hakomnenus )
JNEHCTBYIOILEIO BelecTBa 0T KBAJpaTHONO KOPHA M3 3HAYEHWS €r0 BPEeMEHH
BEICBOOOIKIICHHS [JONKHA OBITH JIHHEHHOI;

napametp R jomken 3HAUMMO OTIHYATECS OT HOJIA,

90 %-ii noBepuTeNbHBIN UATEpBAN s OTHOMIEHWS CPEIHUX 3HAYEHHI
napameTpoB (K) v (4) ans ueciaenyeMoro npenaparta M npenapaTa cpaBHeHus
JOIKEH HaXOIHUTLCA B TpaHHIax KpPHTCPHA [TPHUEMIEMOCTH, PaBHBIX
90,00 — 111,00 %;

BpeMsl 3a/IepiKKi BEICBODOIKAEHMS (CC/IM TAKOBOE MMEeTEs ), TOMKHO GBITh
O/JIMHAKOBLIM JIJISl MCCIEAYEMOTo IIpernapara W npenapara CpaBHeHHsa (To ecTh

OTIIMYHS HOJKHLL cocTapistTs He Oosee + 10 %).

HPHMIIOXKEHMWE No 2

K TpeboRanmsM K Ka4ecTRY
1 OMOIKBHBANICHTHOCTH JIEKAPCTRCHHKIX
[PENAPATOB JUIS MECTHOIO TPUMEHEHHS
TIPH HAHECEHWH HA KOYKY W MHbIX
criocofax JOKaJlbHOIO NPHMEHEHNS

METO/IUKA
necqe0BaANHS IPOHHKHOBEHHS B KOKY in vitro (IVPT)
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1. Obnacts npumeHenus uecieoanui IVPT

YeTaHoBJEHHE  XAPaKTEPUCTHYECKOrO  npoduis  [POHUKHOBEHHS
JEKAPCTBCHHOI'O  IIpeliapata ¢ MCNOJAB30BaHMEM  ANCKPHUMHMHATHBHOIO
MCHBITAHUS Ha NpoHukHOBeHue i vifro (IVPT) npumensiercs npm KoHTpone
BHOCHMBIX M3MEHEHHH B JIEKAPCTBEHHBIN [penapar BO BPEMs €ro JKH3HEHHOT0
uukia. JlaHHOE MCCICHOBAHHME C M3YHYEHHMEM KHHETHKH NPOHUKHOBEHMS
JICHCTBYIOLICIO  BELIECTBA B KOXKY JOMYCKaeTcAd TaKkKe TPOBOAMTL IS
0DOCHOBAHMS DKBUBAIICHTHOCTH MCCIE/LYEMOTO JIEKADCTREHHOI'O Hperapara.

IIpy nDpoBefeHuH uccHefOBaHUNH HSKBHBAJICHTHOCTH CPABHUBAIOTCS
MCCIE/YEMBIA  TIperapaT W lpenapaT CpaBHEHMSI BMECTE C  HerarHBHBIM
KOHTpOJEM (HAOpUMep, JekapcTBeHHOH (opmMoil npenapara, ¢ COCTABOM
coorsetcTBytomed 50 %-il  jgo3upoBKEe UCCIEIyeMOro  JIEKAPCTBEHHOTO
npenapara, (] TAKUMU e (hapmatleBTHKO-TEXHOJIOI HYECKUMM

XapakTepucTHKaMH ).

2. Jln3aiin neenepopanmng

C 1nensl0 MUHMMHM3AIMH  PUCKA  BHITIOJIHEHHS CMEUIeHHOH OIeHKH
SKBHBAIEHTHOCTH B IIPOTOKOI UCCIIEIOBATTHSA BRINTOYAIOTCA METOIEI OC/ICILICHHT
H pﬂH,LlDMMEHLLHH WM HHBIE 0DOCHOBAHHBLIE 3asiBUTENIEM Mﬁp]:-] MHHHUMH3IALI MK
PHUCKA BBITIOIHEHHSA CMEILIEHHOH OLIEHKH.

B nensix noarBepKAeHMA TOTO, 4TO AeHCTBYIOLLee BRIIECTBO MPOHUKAET B
KOWKY, BAIHAALHMA YCIOBHH W KPHTHYECKHX (PAKTOPOB HMCCHETOBAHMS (TAKHX
KAK BHIL UCNOIL3YyeMOro npulopa, HAHOCHMAs J03a Mpernapara, BpeMd B3sTus
npod, CKOPOCTh TepeMelnBaHmus M T. J1.), a raoke obocHOBaHMA pa3mepa
BRIOOPKH JTIOHOPOB, HEOOXOMUMEIX [UIS [POBEAEHUA ONOPHOIO HCCISTOBAHMS,

npoBoAnTes nunotHoe wuccnenosanme i viro (IVPT), B xome kotoporo
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CpaBHMBAKOTCA  MCCIEIYEMbI  JIeKApCTBEHHBIH  [penapar M npenapar
CpaBHEHHS.

B xope nposemenus wuccaemosauus in vitro (IVPT) wneobxomumo
obocHOBATEL BLIDOP BCEX CHEAYIOUIUX KPUTHUECKUX TAPAMETPOB:

a) Buj  BeIOpaHHoH MemOpanbl. Heo®xolMMO HCHONB30BATH  KOXY
B3POCJIOTO HeloBeKa ex vivo. lIpoToxon wmccnenoBanms JIOMKEH COAEPIKATH
3dpaHec YCTAHOBJICHHBIC H 0bOCHOBAHHBIE KpHTEpHd BEJIQUEHWH  WJIH
HEBKJIIOUEHMSI B MCCIIEI0BAHME (BHI KOMKHBIX JIOCKYTOB, AHATOMMYECKAS
00JTacTh MX MCCEUEHUs, YCIOBUS W TPOJAOIDKHUTENBHOCTL WX XpaHeHus ). Jlis
HCCEUEHMS KOMHOIO JIOCKYTd y [AOHOpA HE HMCHONb3YIOTCH YHACTKH KOMKH C
TATYUPOBKaMU, JIIO0BIME JepPMATONOIHUECKUMY AHOMAIMSIMH MM Y9aCTKH
MMEIOIIHME M30BITOYHBII BOMOCSHONM NOKPOB).

ﬂUH}'CKﬂBTCH HCIIOJIB30BaHHE Pd3HBIX TCEXHHK HCCCYEHNA KOMKHBIX
nockyToB. HeobxonumMo mOATBEp/INTH, YTO TEXHHKA MCCEUEHHSI M XpaHeHHs
KOMWHBIX JIOCKYTOB He IIPpHBOIST K ITOABJICHIH apTEC]]RKTDB AHATHTHUECKON
METOJMKK W He Hapymator OapeepHyto ¢yHKuMw0 koxu. He pomyckaercs
HCCEKATh KOMKHBIA JTOCKYT Ha BCH TONWWHY. [NOCKOILKY 3710 HPpHBOINT K
HCK}'CCTBEHHGﬁ OTCPOYKE TIPOHMKHOBEHMA ﬂEﬁETBYIOLLI,E?D BEIICCTRA, CClIK
JasgBUTEIEM HEe ODOCHORAHA JIONMYCTUMOCTh TAKOIO McceueHus. B npotokone
UCCTIEIOBAHMSA HEOOXOAMMO OIMHWeaTh TONNIMHY, Ha KOTOPYH) HCCeKaeTcs
KOYCHBIH JIOCKYT, H TEXHHUKY pas/ie/ieHus CJI0EB KOKHOTO JIOCKYTA.

LEEJ]OGTHDCTI: KOHCH HEOﬁXGﬂ,HMD MNpOBCpATE NIEPE HavalloM TIPpoBEEcHHAA
K2 101ro BECHCDHMCHTE H MOCTIE €ro OKOHYaHMA. BLTﬁDp BHTa HMCCIIETOBaHMA
HNETOCTHOCTH KOXKH U KPUTEPHN €T0 TPHEMITEMOCTH HEOOX0IUMO 000CHOBATH B
MpOTOKOIE W B OTHETE [0 PE3VIbTaTaM HCCIEJOBAHMA. ECHH HCIIOJIb3VHOTCA

pa3HbIC KPHUTCPHH TMMPHUEMIICMOCTH HJA OLEHKH LCIOCTHOCTH KOXH 10 HaYdalla M
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MOCIe OKOHYAHMS HKCTIEPUMEHTA BO3MOMKHOCTE MX NPUMEHEHHA A0JKHA ObiTh
ODOCHOBAHA  3aiBUTEIIEM M TAKHC KPUTEPUM  JOJDKHBL  [IPUMEHSTHCS
€MHO00pa3HO BO BCEH CepuM 1apaUieibHbLIX DKCIIEPUMEHTOB,

Heobxonumo mosyyats KOMKHBIE JOCKYTBI OT pa3HbIX joHOpoB. Ha
KOJCHBIM JIOCKYT OT OJHOrO M TOIO K€ AOHOPA IOJKHBEI OBITH HAHECEHB
WeCHe/lyemMblii  npenapart, Mpenapat CpaBHeHHs MW lpenapar HeraTuBHOIo
KOHTposs. ONTHMaNTbHEIM SBISCTCA HAHECEHHE 3TUX MPENapaToB Ha coceline
YYACTKH B KAy /101 OBTOPHOCTH.

Hucno [JOHOPOB KOKHM J0/DKHO OBITh He MeHee 12 (He Medee JByX
TMIOBTOPHOCTEN HA JIOHOPA).

I Ipubop ans oLEHKH MPOHUKHOBEHHS JTeKapCTBEHHOTO Npeiapara B KoKy
JoJpkeH obecriedrBaTh TEMIEpPaTypPHBIH KOHTPOJb B 3alaHHBIX TIpejeliax Ha
TIPOTSKEHMHW BCETO AKCIepUMenTa. Temneparypa MOBEPXHOCTY KOXKH AQIDKHA
ObITh cTAOUIBLHOM 1 COOTBETCTBOBATE JiHanazony 32 + 1 °C;

6) seIbop npuHEMatolelt cpeast pacTeoperus. Heobxommmo npeacrasnts
MOATBEPIKIEHIE COXpaHECHHMS YCJIOBHMH  HeHacwluenus (sink  conditions)
NpUHAMAatoIieil ¢pefbl B COOTBETCTBHM € YCJIOBMSMH, ONMCAHHBIMM 115
uecseropanust IVRT B nmpuinokenun Ne | k Tpebosanmsm x KauecTBY M
DMOIKBUBATIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB T MECTHOIO MPHUMEHEHMs
[P HAHECEHUH Ha KOIKY W HHLIX criocodax JIOKaJLHOro MpuMeHeHHs.

IMpunumalonias cpena pacTBOPEHMs [0KHA OBITH BOAHOH OydepHoi
CUCTEMOI, ecnm 3agpuTelieM He obocHoBano wHoe. Heobxopmumo npegcrauthb
JIOKA3aTe/IbeTBO TOro, 4TO BbIOpAHHAA NPUHHMAIONAN CPEJla HE HapylaeT
LIEJIOCTHOCTH KOAKHOTO Dapbepa Ha NPOTHKEHUN WCCIeTOBAHNS.

BritoyeHre aHTHMHKPOOHOTO cpeJICTBa B COCTaB TIPHMHUMAOIIEH Cpeiibl

I8 MUHUMH3AIWKA NOTEeHUUANLHON DakTepHalbHoN JICKOMITO3HIMH  KOXHOK
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MeMOpaHbl JIOMyCKaeTcs, MPH YCIOBHH, OTCYTCTBHS BO3MOMKHOCTH MCKAKEHUS
(hHU3HONMOrMYECKUX CBOMCTB KOKH WITH PE3YIIbTATOB AHAIN3A;

B) Bpems B3ATHA 1pod. Yucno BpeMeHHBIX TOYEK B3sTUS 1POO AOJDKHO
OBITH JIOCTATOYHBIM, JUIA TTOJIYHCHUS TIOJIAI0IMNUXCH HHTEpIpeTaiyu npodunei
MPOHUKHOBEHWA JEeHCTBYIOMEro BelecTsa (MuTepBan BpeMenu orbopa 1pod
JIOJDKEH  OXBATbIBATH TEPHOA € MaKCHMAIBHOM CKOPOCTBH)  abcopdiiuu
JIEHCTBYIOIIEI0 BellecTBa W MepUojl ¢ MOCIEIYIOMAM CHHKEHHEM CKOPOCTH
abcopOIHn EHCTRYIOMETO BEIIECTBA, HA YY4aCTKAX HAUOOJBIIEr0 M3MCHEHMSI
ckopocty abcopOuum gelcTBylomero BemecTsa yactora orbopa npod pomkHa
ObITE BhIIIE). [TPONOMKATENHHOCTE UCCTEOBAHNTS JOIDKHA COCTARIATE 24 yaca.
Eenu npoao/skdTensHOCTh HeceloBaHuS npepbimaeT 24 gaca, Heobxoaumo
JOKA3ATh, UTO Gapbepnaﬂ ['l]}’HKL[HH H TIENOCTHOCTE KOMH COXPaHAIOTCH Ha TOM
XKe YPOBHE, 4TO H B NepBbie 24 yaca HKCIEepUMEHTA;

r) KOIMYECTBO M crnocob  HaneceHus JEeKaApCTBEHHOro  Iipenapara.
Hanocumast 1038 NeKapeTBeHHOro MpernapaTa JI0JIKHA HaXOAUThCs B JUana3oHe
2 — 15 Mr/eM? KOXWH ¥ COOTBETCTBOBATH PEKUMY JI03MPOBANNSA YKA3aHHOMY B
oDmiell XapakTepucTHKE JIEKAPCTREHHOIO [Mpenapara, ecid He 00OCHOBAHO
uHoe. Hanecenwe j03bl HOIBKHO OBITH BAIMAWPOBAHO, 49T00B 00ECnEUNTH
BOCITPOU3BOAMMOCTD (£ 5 %) M OJIHOPOJIHOCTE PACITPEIETEHNS JIEKAPCTBEHHOIO
npenapara 1o Koyknoi membpane. Jlonopekuii komnaprMmeHT jomkeH 66IThH 6e3
OKKJIIO3WH, €cid  HWHOEe He JnpeaycMoTpeno ofmel  xapakTepucTHKOM
JIEKaPCTBEHHOTO Liperapara;

J1) BLISIBJIEHME W HMCKIIOYCHUE PUCKA TMOTEeHLMATLHOH KOHTAMUHALIMHU U
(Mim)  Mekaxmawomux  Bozaedersuil.  JUis  BEBIEHMS  NOTEHIHANBLHOM
KOHTAMMHALIMM W (MJIKM) HCKaKAIONIMX BO3NCHCTRUI cllelyeT B3STh HECKONBKO

npoh Ha avanu3 w3 kaxgiod jauddysvonnol  ananuTAYeckoil  Aveiku o
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HAHECEHMH B HEC HCCIICIYEMbIX TIPENAPATOB W TIPOBECTH [MAPALICIbHbBII
IKCHEPUMEHT € «XOJOCTOH) KOHTPOJIBHOH KOXKEH HA KOTOPYIO HE HAHOCHTCH
JIeKapcTBEHHEIE NPelapaThsl;

€) MeTofl ocerieHns. B mpoTokome HeclenoBanua U B 3aKTIOYHTENBHOM
OTHETE  HEOOXO/MMO  HPEACTABUTE  MozpobHoe  OnmHCaHue  MpONE/IypH
ocierieHnA. Y NaKOBKM MCCIIEIyEMOI'0 Npenapata, npenapara cpaBHeHHs
HCTaTMBHOTO KOHTPOINs JOMAKHBI  OBITh  BHENIHE WACHTHYHBIMHA, 4TOObI
NOJIEPKHMBATEL HAJIEHKAIlMH YPOBEHE OCHEIUICHUST YIACTHUKOB MCCIIEIORAHMSL,
Meton ¥ cxemy pangoMuzanM¥  HeoOX0AMMO ONHCATH B NPOTOKOJIE
MCCIIe 10 BAHMSI;

JK) UCIIONB3YEMBIE  aHAlMTHUECKHE Mertonukd. JIng nexapcreHHOro
[penapara ¢ HU3KOH M03MPOBKOH AHATMTHISCKHE METONUKH JOJIKHBI OBITH
BA/IMAMPOBAHBI W YYBCTBUTEIBHLI JUIA  KOJHYECTBEHHOIO  ONpeleneHnns
ACUCTBYIOINEI'O BRIIECTBA B MPUHHMAIOMIEH Cpejle B pasiudHbIC BPEMCEHHBIC
TOYKI,

3) crabunbHOCTh JicicTBytomero Beiugersa. Heobxoaumo moprsepauTs
CTabMILHOCTE ACHCTBYIOLIEIO BELIECTBA B NPHHUMAIOIIEH cpele B TeyeHue
BCero nepuozia uposeaeHus necneposanus [VPT u xpanenus oGpasua mo ero

dHallK54a.

3. Bannnanus metogukn ucenenopanus [VPT

B perncrpannonnoe qocke HeoGXOANMO BKIOUATE OTYET O BANMAALMN
uccaeposanmst  IVPT W ouenke ero mpuroamocts  ans  cpaBHeHUs
JIEKapCTBEHHBIX TIPEenapaTos.

Ilpuronnoers  yenosuit uccnenopaHuii  HeoOXOMMMO MOATREPAMTE ¢

HCTIONL30BAHKEM CePHE JIEKAPCTBEHHOIO TIPENapaTa ¢ PasHbIMK MOKa3aTe MM
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KauecTBa (HEraTHBHLIA  KOHTPOJIL) (Hanpumep JekapceTBeHHas  (opma
npenapara ¢ cocTaBoM, coorseTcTBylomuM 50 %-i 103MpOBKE MCCIIENYEMOrO
JIEKapCTBEHHOIO Mpenapara ¢ TakuMH Jke (papMaleBTHKO-TEXHOIOTHYeCKHMU
XapaKTEPUCTHKAMHK), B OTHOLICHMM KOTOPOr0 TOKA3aHLl CTATHCTHYECKOE
OTJIMMUE OT HCCICAYEMBIX [PENApaToB M HEIKBHBANEHTHOCTH CPAaBHEHMS ¢
HUMH,

Jlomyckaercs MCIOJIB30BATE MHBIE CEPHM TIPETapaTa ¢ BHECEHHBIMH B HMX
MOKa3aTeNbHBIMI M3MEHEHHUAMH 110 CPABHEHHIO C M3YYaeMbIM JIEKAPCTBEHHBIM
npenaparoM. llojgoOHbIC MOKa3aTENLHBIE M3MEHCHHS MOTYT OTHOCHTHCH K
KOJIMYECTBEHHOMY  COCTABY JIEKApCTBEHHOrO Tperapara, (hapMaieBTHKO-
TEXHOJOTHYECKMM  MapaMerpaM  ero JIEKapCcTBEHHOH (OpMbl, KPHTHYHBIX
noKasaresneu Ka4decTea H (Miu) MCIOMb30BAHAS HE3HAYMHUTEIILHO
MOAH(UIMPOBAHHBIX IAPAMETPOB IIPOM3BOACTBEHHOTO 1ponecca. [1pu Bribope
MoKa3aTeneil KadecTBa [JIs BHECEHMS M3MEHEHHWIl clelyeTl UCIOIbL30BaTh
WUMEIOIIHECs JIJaHHBIC O XapakKTepUCTHKaX ACiCTIBYIOLIEro BEIIeCTBa, COCTaB
JIEKAPCTBEHHOTO Mpenapara 1 (hapManeRTHKO-TEXHONOIMICCKHE TIapaMeTpsi
JICKAPCTBeHHOH opMbl NleKkapeTBeHHOro npenapara. HeoGxoammo usberats
TMOTHOTO WCKIIOYEHUA OJHOr0 i 6osee cleUU(pUUHBIX BCHIOMOTIATEIbLHBIX
BEINECTB  (HANPHUMED, YCHIMTENsS TNPOHUKHOBCHHS, KOHCEPBAHTOB) W3
M3MEHEHHOH Mo CcOoCTaBy W (papMaleBTHKO-TEXHONOTHYECKUM  [1apameTpam

JIeKapCcTBEHHOM (hopMEI Ipenapara.

4, TlpepcragneHue TanHBIX

Hannsie ucenenosanust [VPT neobxomamo npencrasuts B TabiuuaHOM M
rpagmueckom  (opmarax. HeoOxoammo  npejacTaBuTh  Bce  noaydeHHBIC

HHAMBUAYAJIBHBIC JAHHBIE M NTAPaMeETPhl N0 KA 10MY H3YHENHOMY COCTaBy H
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(bapMaleBTUKO-TEXHOIOTHIECKAM  [TApaMeTpaM  JIeKapeTBEHHOI (hopMmBr
FOTOBOTO JIEKAPCTBEHHOI'O TIpernapara BMecTe ¢ 0000AaronMI CTATHCTHKAMH,
B unensx cpasnenus npoduns BeICBOOOMICHHA, HEOGXOIUMO MPEACTABUTD
creaymolee:

rpauK  3aBUCUMOCTH YJIEBHONH MAacchl HAKOIIEHHs JICHCTBYIONMEro
BCHICCTRA, MPOHHKIIEIO HYepe3 CAMHMILY [JIOMA[N KOXKH (BLIPAJKEHHOrO B
eJMHUIAX MACCHl HA CM?), OT BPEMEHH;

rpaguK 3aBUCMMOCTH yieabHON ckopocTd abcopGumm JICACTBYIOIIETO
BEICCTBA (BLIPAKCHHON B €IMHMIIAX MACCHI Ha CM” B 4ac) 0T BPEMEHH.

Heobxopumo  onpelenuTs W CPaBHATH peIeBaHTHBIE napaMeTphbl
NPOHUKHOBCHUA, HANPUMEP MAKCHMAILHYI) CKOpocTh abcopbuun (Ima) u
oblee KONMYECTBO ACHCTBYIOMIEr0 BENIECTBA, IPOHMKIICE B KOKY K KOHITY
skcnepuMenTa (Agal).

B choydae wWCnonk3oRaHUsS peIUIMKATHBHOTO JiM3aliHa  MCCIICHOBANMS
pe3yJibTaThl, MOMyYeHHbIE Ha AYDJMPYIOIMX YYaCTKaX Y OJHOTO M TOTO Ke
JOHOpA, HCOOXOJUMO [IPUBECTH K YCPEOHEHHBIM [10Ka3aTelsM (MCTIONB3YS
FEOMETPHYUECKOE CPEfiHEe ) Nepe/] MPOBEACHUEM CIIS/YIONIEr0 HCCIEIOBAHMS,

IMapameTtps SKBUBANEHTHOCTH COOTBETCTBYHOT KPUTEPUSIM
NPUEMIEMOCTH TIpH  yelioBuH, 410 90 %-Hble JIOBEPUTEIbHBIE HHTEPBAIDI
1IAPaMETPOB SKBUBANECHTHOCTH (Jmas) ¥ (Awil) PAcCHMTAHHBIX KaK OTHOIICHHE
CPEIHHX MOKA3ATE/ICH HCILITYEMOIO NPENnapaTa K COOTBETCTBYIONIHM CPE/THIM
NoKasaTe/IaMH MpermapaTta cpaBHEHMs HaXOIATCH B UHTepBane pasHom 80,00 —
125,00 %, ecnn sageuteneM He OOGOCHOBaHLI MHBIE TPAHMILBI KPUTEPUER
TPUEMIIEMOCTH.

Pacmmpenme rpanmi  Kputepues lpuemaemoctd s 90 %-ro

MOBEPUTENBHOrO WHTEpBana (MakcumansHo 70 69,84 — 143,19 %) nonyckaercs
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B CIIly4ac BBICOKOH BHYTPHHMHAMBUAYaJIBHOH BapuabennnocTd, HablogaeMoi
A7 NeKapCTBEHHBIX [IPELApaTOB ¢ HU3KOH JO3MPOBKOH M OrpaHHueHHOM
anpysnen, ecnm 2T KIHHMYecKk 0bocHOBaHO.

OlleHKa pacUIMPeHHBIX KPUTEPUEB [IPHEMIIEMOCTH BBIIOJHIETCS B
cooTBeTcTBUM ¢ nojpasaenom 11 paznena I11 [papnn.

Hceneopanme NpU3HACTCs BAIWIHEIM UCKIFOMHTEIBHO [PH COO/IIO1EHUM
CIIEIYFOLIHUX YCITOBMIA:

a) Uil KPUTCPUCB NPHEMIIEMOCTH T1apaMeTpPOB SKBHBAIEHTHOCTH (Jmax) M
('Amml}i

90%-ii  nOBepUTENbLHBIA  MHTEPBAN  JUIS  OTHOIIEHHS  CPEIHHX
HCCTIEJIYEMOI'0 JIEKAPCTREHHOTO TPENapatd K HEraTHBHOMY KOHTPOJIO JIOKEH
ObITh IONHOCTBLIO BHE uHTepsana 80,00 — 125,00 %:

90%-i1 noBepUTENbHbIH MHTEPBAI I OTHOLIEHHS CPEIHUX npernapara
CPaBHEHHA K HETATHBHOMY KOHTPOJIIO JIOJKEH OBITH HOJHOCTBIO BHE HHTEpBana
80,00 — 125,00 %:;

©) ans  TpUBEAEHHLIX B OTYETE  JIONONHUTENLHBEIX  [apameTpos
MPOHUKHOBEHHSA (BPEMS 110 MAKCHMAILHOM cKopoctn abcopOumn (tmax) M Bpems
3a/ePIKKH BbICBOOOKACHNS ) BRITIOIHAOTCA CAEAYOIIME YCIIOBHSL

BpeMsA  3aJIEPIKKH  BLICBODOMNICHUS (€CIM  TaKOBOE MMeeTcs) Juis
HCCIIEIyEMOT0 TperapaTa 1 npenapara cparHeHus JOMKHO OBIThH OQUHAKOBEIM
(TO eCTh OTIMIHS JIOIDKHKI COCTARIATE He bonee + 10 %);

Mo6BIe pasIHuMs B MapaMeTpax MPOHUKHOBEHHS JIOJUKHBL ObITE OLICHEHI
C TOYKH 3peHus UX BIMAHWAA HA YKRHBAICHTHOCTE,

B) yCTAHOBJIEH —MaTepHaibHelii  Oamanc. HeoOxomMmo npeiacTaBuTh

pacuert:
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HAKOIUIEHHOTO KOJIMYeCcTBa JCHCTBYIOIIETO BELIECTBA, TPOHUKIIEro B
NPUHAMATOIIY O cpey (Amww);

obImero koamvecTsa JEHCTBYIONEro BEIlecTBa, yAePKUBAEMOTro (Swul) B
ofpasiax Kowu;

KoJmyecTsa NeiCTBYIOLEro BEMCCTBA, OcTaBuieroest Ha ofopyaosaHum,
NMPUMEHACMOM  JUISl  OYHCTKH MM 000pYLOBaHHM, MCHONB3IYEMOM B
skcriepumenTe (Ripal).

B cioysae ecam obwmee Hakomnenme JeiicTByIOmero  BetiecTsa,
OPOHHKIIErO B NMpHHUMAOLYIO cpeny coctasimer 90 — 110 % we Tpebyeres
HIKAKOrO AOTIONHUTEABHOTO 0D0CHOBAHUS MaTepHaibHOro OGananca. B cnydae
HAJIMUMA  3HAYATENBHONW  BapuabeNLHOCTH  TIOKasaredell  NPUUMHEL  ee
BOIHHKHOBEHUs HEOOXOAMMO NETAIBHO NPOAHANNZNPOBATE H [IOSCHHTS.

JlonmyckaeTes OTAENBHO AHANM3NPOBATh KOJAMHYECTBO AeHCTBYIOMIEro
BEIIECTBA, YIEPKHBACMOTO B pPasHEIX CIOAX KOXKH (POroBOM clloe |
SMUAEpMHACE), 4TOBB OLEHHTH pacnpejesicHue AeiiCTBYIOINEro BeMIecTBa B

KOME HeaoBeKa.

[MTPUJIOWEHME Ne 3

K TpeboBanusm k kauecTry
1 OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX
MPernapaTon JUIs MECTHOTO ITPUMEHEHN
HPH HAHECEHUM HA KOXKY M HHBIX
cocoOax JOKILHOTO MPUMEHEHMSI



118

METO/JIUKA
B3sITHsE IPO6 porosoro ciost (cockol JTMIKoii aenToii)

1. O0mme nonoxxeHns

Hacrosiigast metonmka cofiepknT ceefienust 00 MCCIEAOBANNHN METO0M
B3SITHSI TIPOO poroporo cos (cocko® nurkoil aentoit) i vive B oTHOWEHMH
MAI'KHX JICKaPCTBEHHBIX (hOPM, TIPOBOAMMOM B Ka4eCTBE METOd OTpe/ieieHus
KHHETHKY [IPOHUKHOBCHHUSA, B LEJAX 00OCHOBAHUSA IKBHBAIEHTHOCTH (BMECTO
ITPOBEIEHNS UCCIIEIOBAHNS TEPANIEBTHYECKON HKBUBAIEHTHOCTH ).

Mcenenosanue MeTOIOM  B3fTHS Tpo6  pPOroBOTO  c€los  sBJsieTcs
MUHHMAJILHO MHBA3UBHO TEXHUKOI1, KOTOpas npelycMaTpuBaer
NOCHEA0BATE/IbHOC  YAAICHUE HAPYKHOTO €108 KOXKM (POrOBOTO ¢lof) c
HCTIONL30BAHUEM  JIMIKMX  (@AI€3MBHBIX)  JIGHT  [0CIHEe  HaHeceHus
JIEKAPCTREHHOTO Npenapata, CoaepKallero JeicTByIOlee BelecTRO.

KonwuecTrO JieHCTBYIOIEI0 BEWIECTBA B POTOBOM CJIOE 3aBHCHMT OT 3
CITEJTYIOIMX IIPOLIECCOR:

pacnpesienenue JISHCTBYIOWEr0 BELICCTBA U3 JIEKAPCTBEHHOTO TIpenapara
B POIOBOM CITOe;

nuhdysun nelfcTBYONIEro BelecTBa Yepe3 poroBoi ¢oii;

pactipesienieHus  ACHCTBYIOLIErO  BELIECTBA M3  POrOBOTO  Cllos R
HMHU3HECNOCODTBIC TKAHM.

OCHOBHOE TPEMMYIIECTRO UCCIEJOBAHMA METOIOM COCKOBa JIMIKOI
JIEHTOH COCTOUT B TOM, 4TO MCCNEIOBAHHE TIPOBOIMTCA iR VIVO € MOJHOCTHI
(bYHKIMOHUPYIONIEH MUKPOLUMPKYISILHEH KOKH, B Pe3y/bTaTe 4qero KITHPEHC
JCHCTBYIOMIETO BEIECTBA M3 KOKM IIPOMCXOIHT BecnpensTeTREHHO.

YKa3aHHOE Wcene[oBaHNe TO3BOJSIET [ONYYHTH JAHHbIE O JOKAJLHON

OMOJIOCTYTIHOCTH MATKHX JIEKapCTBEHHBIX (DOPM JISKAPCTBEHHBIX [IPEMapaTos,
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JISACTBYIOLIMX HA POTOBO clIoi WM B Hem (Hanpumep, HNPOTHBOIPUOKOBLIX
NICKAPCTBCHHBIX TpenaparoB). B coywae ecau renesble mecra  jelicTnus
BHIXOIAT 34 IPEe/Ibl POrOBOTO CIOS, UCCTIEAOBAHIS METOAOM COCKODA JIMNKOH
JEHTOH MOTYT [03BOANTH IONYMHTH [OAXOJAILYIO CYPpPOraTHY1O OIIEHKY,
YTOOBI OXApakTepU30BaTH CKOPOCTL M cTereds abeopOipm JIEKapCTBEHHOIO
lipenapara JACHCTBYIOIEr0 BENCCTRA MTOISHAIIMMA TKAHIMM,

Mcenemosanus METOIOM coCKoba JIUIKOH JIeHTOl in vivo NPUMEHSHOTCS B
OTHOILCHMH JICKApCTBEHHBIX [PENaparos B ciy4ae mpouecca audipysun
JICACTBYIONICIO BEIIECTBA B POTOBOI CIOH M CKBO3L Hero. Taxmu obpaszom,
YKa3aHHOE MCCIEN0BAHHE HE CHEIYeT WCMONb30BaTh Ul MCCICA0BAHMEH
JICKAPCTBEHHEIX LIPENapaToB, HAHOCHMbIX Ha 3HAYHTENBHO TOPAKCHHYIO KOXKY
(Hanpumep, — OTKPBITHIE — pPaHbl, OXKOIH) MM KOKY  HEJOHOMIEHHOTO
HOBOPOMK/CHHOIO, a TAKKEC HE MPUIOAHO B OTHONIECHMM IEKAPCTBEHHBIX
NPENapaToB, COAEPKALIMX JICTYUHE JICHCTBYIOWIME BEIISCTBA WM BELLECTRa,
KOTOPBIE TIOCTYNAIOT [IPEUMYLIECTBEHHO B JIEPMANBHBIE CIIOU KOKHI ( BOJIOCSHbIE

(OILTHKY B, CAllbHBIE KeNeskl).

2. Pazpaborka u OmTHMHU3AIAA METOIUKH

Heenenosanne  Mertosiom  cockoba  nunkoil  JieHtolf  He  sBISeTes
ABTOMATH3NPOBAHHONH ~ METONMKOH, MO3TOMY HEOOXOAMMO  MAKCHMATbHO
CTAHAAPTHIHPOBATE SKCTEPUMEHTANLHELH Ar3aiiH,

OKCIEPUMEHTAIILHBIE YCIIOBHS ONOPHOTO MCCHIENOBAHUA  HEOOXO0IMMO
[NPOAHATM3NPOBATE H 0OOCHOBATH MCXO/IA U3 BHAA W 0COOGEHHOCTEl H3ydaeMBIx
Npernaparos, a BLIOOP YCNOBWiT HEOOXOAMMO OCYHIECTBIIATH HA OCHOBAHNM

PE3YNLTATOB THIOTHOI'O WCCIICHOBAHMSA METOJAOM COCKOOA JHNKOH JeHTOR.
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HeobX0AMMO 1penCcTaBuTL B PETHCTPAIIMONHOM J10Che PEIFOME paszpaboTku
OINTUMM3ALNNA METO1d COCKODa JIMIKONH JIeHTOIT.

Bo Bpemsi npoBeleHMs IHAOTHONO — MCCHEAOBAHMA  HEOOXOIMMO
BEPHPUIIMPOBATEL 1 00OCHOBATEL BHIOOP CIENYIONIHNE YCIOBUS:

8)BHJL  MCCNENYEMOTO  y4acTka KoxH. MecmemoBanue  AOIKHO
NPOBOAUTLCA  HA  3/0POBBIX  YYACTKAX HOPMAIBHOH KOXKH  [IpEATIeyns
(TaTOHHOH  NMOBEPXHOCTH) ¢  ajexkBaTHOM GapwsepHoii  QyHKIMeN  KoxH,
HeoOxomumo — onpeienuth KPHTEPHM BKMIOYCHHS | HEBKJIIOUEHWS B
MCCIIEIOBaHNE OOBEKTOB C© PA3HLIMH COCTOSIHHAMM KOXKH. YUacTKd KOWKH C
TATYMPOBKAMH, JHOOBIMH TIPU3HAKAMH JIEPMATONOTHYECKUX AHOMANNHA Wi
M30LITOYHBIM ~ OBOJOCCHHEM [OUIEKAT MCKIIOUEHWIO W3 HCCIICOBAHMS
HeobxommmMo yeTaHOBATE NpoLeayphl OIOTOBKH U OUHCTKH YUACTKOB KOMKH
Mepejl SKCOEPUMEHTOM M B NPOLECCE ero MpoBeieHHs, YToOBl YYACTKH
BMEIIATEILCTRBA HE TOBPEKAAINCE TTPOLEAyPaMH OUHCTKH,

0)cocrosiHMe  MCCHEIyeMOro  y4acTka Kok, L[e/locTHOCTE  KOMKH
HEODXOIMMO OTIPE/IEIIATL Mepes| HPOBEJCHHEM SKCIIEPUMEHTa M Moclie HEero,
JList TOATBEPIKICHNS LEIOCTHOCTH U3MEPSIETCS YPOBEHb TPaHCATTHICPMATILHOM
notepu Boabl (IEWL) ¢ npumenenmeM HHBIX MeToaHK MOATREPHKICHNS
LETOCTHOCTH, €CilM UX npuMeHeHne 0bocHOBaHO 3asBuTeneM. Kpurepmw
MPUEMTEMOCTH HEODXOJIMMO AETAIBHO MPOAHATH3HPOBATEL H 0G0CHOBATE;

B)Xapakrep HaHeceHMs (amumkaumu). B CBS3M O 3HAUMMOIL
BHYTPUMHIMBUAYAILHOH  BapuabenbHOCTRI)  CPABHHBAEMBIE  MpPENAapathl
HEOOXO/IMMO HAHOCUTh HA KOKY OJIHOTO M TOr0 IKe CcyOBeKTa MCCneaOBaHms,
Heobxommmo Takke BKIIOUMTL HAHECEHHE TIPEIAPATA HETATUBHOIO KOHTPOJ1A
(B KadecTBE KOTOPOTO HE MOIKET BBICTYNATDL MPENApAT CPABHEHWs), B LIeJiX

NOJITBEPIKACHHUS JLOCTATOYHON JAMCKPUMHHHPYIONEH MOIIHOCTH METOMHKH,
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Cuenyer  ocnennaTh — HCCHEJOBATENs,  OTBEYAIOUIETO 3@  HAHECCHHE
HCCIICJLYCMOT'0 JIEKAPCTBEHHOTO [Ipenapara M cockoO JUIKOH JeHTol, uTodn
MHHHUMHU3HMPOBATE CMCUHICHHE,

) A03a [IeKapcTBeHHOro upenapata. Menoansyemylo B MccnenoBaHuu
N03Y JIEKapCTBEHHOIO Mpenapata HeoDX0MUMO ONpelIenTh, NCX0ad 13 obieii
XapakTepUCTHKKM  JICKAPCTBEHHOTO  npenapata. Bo  Bpema  nposepenus
OUOTHOTO WCCHEOBAHMS /103y W YYacTOK KOMKH /i1 HAHECEHHH J103bl
HEODXOJMMO BEPUPHIMPOBATH, [l TOro 49TO0BI JIOOWTHCH KOJIMYECTBEHHO
OIIPE/EIISIEMOIl MACChl JICHCTBYIOIIErO BEILECTBA B POTOBOM cioe. Heobxonmnmo
TAKXKE YCTAHOBHTE TEXHHKY JIO3HPOBAHMI, Opoleaypbl  OCICIUIEHHSL W
paHaIOMU3AIINN;

J)ausain uecnedoBanus.  HeoOdxommmMo — HCMmons3oBaTh  An3aiin
HCCITENIORAHUS € OJIHOKPATHBIM — NPUMEHEHMEM  J03bl  (COCKOD  KokKn
BBITIONHSIETCS 0CNe OJHOKPATHOTO HAHECCHUS MCCETYEMOro JEKapCTBEHHOIO
npenapara u nperaparta cpaBHeHNs );

€) BpeMeHHbIE TOYKM OLEHKH Pe3yibTaToR. JIeKapcTBEHHBIE TPENApaThl
HeOOXOJAMMO CPABHHBATE B JIBYX BPEMCHHLIX TOUKax (OHA Ha 3axXBaT, O4HA HA
KIMPEHE) y Kakaoro cydbekra ueenegosanms. OnTuMaiibHOE BPEMs 3aXBaTa H
KJIMPEHCA 3ABHCHT OT XapaKTePUCTHK AeHCTBYIONINX BEIIECTR W JICKAPCTREHHOM
(lopMbl  IEKAPCTBEHHBIX TMPENAPATOR M JIOMKHO ONMPENENAThCS BO BpEMS
NpoBe/leHus NUIOTHOrO wcecaenoBanua. Bpems 3axBata A0/KHO OBITEH
JAOCTATOYHO TPOJIOIKHTENbHEIM, UTOOR MEeHCTBYIOIEE BEMIECTBO JOCTHITIO
yeroduusoi  (pasel auddysnn. Jonyckaetcs, uyrobbi Bpems zaxparta ObUIO
YCTAHOBICHO 3KCNEPUMEHTATLHO MO PeE3YILTATAM ONPECIICHH HECKOIBLEUX
BPCMEHHBIX TOYEK 3aXBaTa M OTIPCHCICHHEM, C KaKOro BpeMeHu Macca

H3BJICHCHHOTO M3 pOroBoro  ciuos HEﬁC'I'By}DHJ,EFO BCIICCTBa OCTaEeTCH
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MOCTOAHHOM. Bpemsi KIHpeHca J0JKHO OhITh JOCTATOMHO TPOAOIKHTEILHBIM,
uToORl  ODecrneuuTs  HM3IMEPUMBIIA MEPEHOC  JIEHCTRYIONIETO  BELIECTBA W3
POTOBOTO €il0sl B XKH3HECTIOCODHYI0 KOKY (1 riylienekaime TKaHH), HO He
AOIZKHO HPEBbIIATh 48 wacos, 410061 3bexars moboro sddekra cuymusanys
kooku. [lpennoururensHo Bpems Kiupenca, obecredmBaiomee no MeHbLIei
Mepe 25 %-0e CHUMKEHHME B Macce JICHCTBYIONIEr0 BENIECTRA, MIRICKACMOTrO H3
POTOBOTO  CJIOfA, 110 OTHOMIEHMID K Macce JIeHCTBYIONIEro BeliecTra,
M3BJIEKACMOI0 M3 POTOBOIO €105 B (paze 3axpara. Bo Beex clydasx BpeMeHHbIE
TOYKHM B35THA 00PA3LOB CIIE/lyeT TIATEILHO NPOYMBIBATE H 060CHOBBIBATE:

K) Hpoueaypa  yAaieHHs — neKaperBeHHOro  mpemapara.  Ilocie
YCTaHOBICHHOTO BPEMCHH 3aXBara MCC/IELYEMBIH JIeKAPCTBEHHBIA NpernapaT
YHAIACTCSH ¢ [OBEPXHOCTH  KOKHM. HeoOX0JUMO yCTAHOBHUTH mnpoueypy
OUHCTKH, 4TOORI 0becneunTh 5 deKTHRHOE ylaleHe OCTATOUHOIO MPENapaTa ¢
MeCT 0D0pabOTKH KOXKHM Iepeli cocKoboM;

3) XaPaKTEPUCTHKN  JIMIKONH  JICHTEI, Mcronssyemas 1is  1npoBefcHus
HCCIeIoBaHMs JTMIKas JCHTa [0JDKHA 0TBeYATh CICMYIONAM TPeBoBaANMsIM |

JINTIKAs JICHTa HE JI0JIKHA TCPATh B MACCe IPH HAHECEHUM W [IPUTHPAHIHN
K ITOBEPXHOCTH KOMKH;

JMTIKAs! IEHTa 10/KHA 00J1a4aTh MUHUMATEHBIMH [IOKA3aTe/AMHA TIOTEph 1
YBEIUYEHNS MACChl BO BPEMSI XPAHCHNS;

ACHCTBYIONICE BEIUECTBO JIOKHO JIETKO BBIAEHSTHCA U3 POFOBOTO ClOS,
IPHITHIIIEr0 K JIeHTE;

aIre3suB  MIIA  JIPYTHE KOMIIOHEHTBbl JIEHThl HE JIOIKHEI HCKaKATh
AHANINTIHIECKOE KOMMYECTBEHHOE ONPEAeIeHNe JISHCTBYIOIIEr0 BEIecTra, mpH

ATOM CHIA a7resum JIomkHa ObITh TaKoM, 4T00b1 GOIIBIIAs YacTh POrOBOTO CIIOs
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YAQISJIACH  IIPM  [OMOLIM  JOCTATOYHO HeOOIbIIOr0 YHeIa JIMIKHX  JIeHT
(Hanpumep. He donee uem 30 nenT).

M)XapakrepucTuku B3aToll npobul. Mcnonssyemsiii meton  cockoba
JMIIKOM JIEHTOH J0JuKeH o0ecnieuuBath, 4To0b! ¢ KOKIOTO y4acTKa KoumcH Oblia
B3sTa OObIIAd YacTe porosoro cioa (> 75 %). HeoGxoaumo ycranosurs
MHUHAMAIBLHOE M MAKCHMAllbHOE HHCIO JIEHT, OCHOBBLIBASICH HA MIMEPEHMSIX
YPOBHA TpaHcommuepManeHoi  1orepu  Boast (TEWL) wmm nma  apyrue
PCIICBAHTHLIC KPUTCPHH (HalpPUMeEP, BOCBMHUKPATHBIH MPHPOCT COAEPKAHMS
JICHCTBYIOLIEIO  BCIIECTBA 110 CPaBHEHWIO C  MCXOAHBIM  3HAYEHHEM,
MpEKparieHre MPOBEACHUs HCCIE0BaHMs 10 BOTIpocaM 0e301acHoCcTH);

K)MCIONIb3yeMbIE  aHaIMTHYeCKHe  MeTodnl. llpw  crampaprHom
BRITIOJTHEHUM  METOJMKKM MCCACHOBAHUS ACHCTRYIONIEE BEIMIECTBO CHAYANA
BLIJCIOACTCA H3I JHNKHX JICHT, 4 3aTeM KOJHYECTBCHHO QUPEIC/IHETCH B
SKCTPArHPYIOHIEM PACTBOPHUTEIE (pacrBOpHTENAX ). Honyckaeres
MCTIONB30BAHNME ANBTEPHATHBHBIX METOA0B 3KCIPAKLME U KOJWYECTBEHHOrO
onperneneHms, ecid  0bocHOBaHO.  HeoOxomumo  IIpOAeMOHCTPHPOBATE
YIOBIETBOPHTENLHYIO NPOM3BOAUTENEHOCTD HpeIaracMoro METO/E

HKCTPAKITNN,

3. Jluzaitn ncenenoranus

HeobxoiumMo NOATOTOBUTE MOAPOOHBIE CTAHAAPTHRIC OlepALMOHHBIC
MPOIE/TYPHI JUTS NPOBEIEHUs HCCIEA0BaHIH METOI0M COCKoDA JTUTIKO# JTEHTOI,
nJis obecrniedeHus TOYHOTO KOHTPOIS JTO3MPOBANN:A, OUHCTKH, cOCKad/IMBAHUS,
IKCTPAKLMH, KOJIMYECTBEHHOIO ONpPeNeNeHUs W JPYIUX  [EPeMEHHBIX

HCCNICHOBAHMA HIIH NMOTEHUHANBHBIX HCTOUHHKOB CMEIIEHUd B IKCTIEPHUMEHTE,
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Kpnrepuit BKiKo4ueHNs 1 HEBKIIOYCHIS HEOOX0MMO 3apatee chOpMyIHpoBaTh
H YETKO OTTHCATh B ITPOTOKOJIE UCCIICA0BAHMS.,

B oTHomenuu wuccnemoBaHMil METOZOM COCKOOa JMNKON  JIeHTOi
CHIC/IYET NPUMEHAThH JWU3alH MCCIeNoBaHM: CXeMa KOTOpPOro NpHBeeHa Ha
pucynkax | u 2. OxonuarensHo BeIpaboTaHHBIA NPOTOKOI MCCIEI0BAHMS 715

Kay10r0 OTAEITEHOTO ciydas jJo/mKked ObTh 000CHOBaH,
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Jloiken ObITE 0DOCHOBAH BLIOOP BCEX CAEAYIOUIMX KPHTHYECKHUX Ul
MPOBEJICHMWS HCCIe OBAHNS (t)aKTopoB:

a) cyoneKTh mceneioranus. Mcecnemosanus metogoM cockoba JTMNKOi
JEHTON JIOIDKHET TIPOBOJMTHCH HA 3J0POBBIX JIOOPOBONLIAX, B OTHOINEHHN
KOTOPBIX [POBOJNTCH CKPUHHHI Ha TPUTOAHOCTD K YYACTHIO B UCCIIE/IORAHMI B
COOTBETCTBUM ¢ TpeboBanuamu pasaena 3 gacru LI Ipasw,

6) oGpabarkiBacMinii yuacToK. Y4acToK 30poBOH KOXM BEeHTPAILHOLN
MOBEPXHOCTH HPEIriedss JIOUKEH HMETh pasMep, JOCTATOYHBIH st Toro,
4TOOBI PA3MECTUThL 110 MEHBIIEH Mepe 6 y4acTKOB HaHeceHHs. HeobXonumo
yOenurnes B LENOCTHOCTH KOXHM (HAUPHMEpP, LyTeM H3MEpEHUs! YPOBHS
TpancanuiepManeioi  niotepn  Boasl (TEWL)). Ha kammom npeanneune
HOJKHO OBITH OJIMHAKOBOE KONMYECTRO YYACTKOB HAHECCHUH., BO3MOMCHBIH
BAPUAHT PACHIONIONEHUS YUACTKOB HAHECCHUS NPE/ICTAB/IEH Ha PHCYHKE |

B) HHC/ICHHOCTE cyOBeKkToB wuccmenoranms. Bribop umena cyOnexToB
HCCIeoBa s JIOIBKeH ObITE 000CHOBAH, HCXO/d M3 BapHAGEIILHOCTH, KOTOpas
Obila oleHeHAa B MHIOTHBIX HCCHCAOBAHMAX M HBIBICTCH CTATHCTHYECKH
3HATMMOM.  Jlig  [OATBEPHKIEHUS  OKBHBAJEHTHOCTH B HCCICIOBAHUE
HEOOX0JIMMO BKITHOUUTE He MeHee 12 cyOhekToR;

') 4HCII0 NoBTOpHOCTElH. HeobX0MMO MpeaycMOTpeTs [0 MEHbIIEH Mepe
2 ydacTKa HaHeCeHMs JUIS KaKI0TO NeKapcTBEHHOTO Npenapara (Mecleyemnil
Npernapar, [npenapat CpaBHeHHs M TIperapaT HeraTHBHOIO KOHTPOJs) Ha
npejiretbe. OMHO Hpeanieybe CleyeT NCNoNk30BaTh /i 00pa3noB 3axeary,
a Ipyroe — Juisi KiupeHca;

) HAHOCHMas  JI03a  JIGKAPCTBEHHOTO  npenapara.  JleKapeTneHHbie

npenaparkl  HeOOXO/IMMO  HAHOCHTE B 3apaHee  ONPEAEsCHHBIX  M03ax
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(onycKaioTes oTKIOHeHUs He Donee + 5 %) 1 pachpesiesiaTh paBHOMEPHO Ha

BCe  pasmcucHHple  yuacTku. Xonocrele npobbl  HeoBxonumo Gpate
MpuiIeKalMX yUaCTKOB KOXKH, 4T00B yOeauThes npu OTCyTCTBUM (POHOBBIX
KOHLICHTPaLMi JICACTBYIOEro BeLIeCTBA MM JIPYTHX COCJIMHEHTHH, KOTOphle
MOryT MCKaXKaThb KOJIMUYCCTBEHHOE OIpeieNenne AeHCTBYIOIIEro BEmecTsa B
obpabaTbiBAEMOM POTOBOM CJIOE;

€) pacnpe/ielieHue y9acTKoB HaneceHus. [Topsajlok YYacTKOB HaHeceHus
HeoOXxoaumo BBIOHpaTh ciiydailHEIM 00pazoM, UTOOH M3IGEKATL HMCKAKEHMS
pe3yabTaTOB  MCcnenoBanus. Hanecenwe nexkapeTBeHHLIX [MPEHapaToB Ha
YHacTKW  OCYLICCTBISIETCS  T03TANHO, s obecnedyeHHs HeoOXoauMOro
WHTEPBATA BPEMEHM JULst B3ATHA 1IPOD POroBOIo C/105 ¢ KAXKIOTO yIacTka;

) YCIl0BHA HaHECCHHs., CrejlyeT MCnonb30BaTh YCI0BH HAHECCHMs Oe3
OKKIIO3HOHHONW  HOBA3KM, €CIIM  TOJABKO TaKas NOBA3KA HE ykasaHa B
HHPOPMATIMK O NEKAPCTBEHHOM TIpeliapate WM MHLIM 00pa3’oM oBocHoBaHa
(HarpuMep, B LEMSIX NPeJOTBPALeHHs CiydaliHOr0 yHANeHHS HAHECEHHOTO
JIEKapCTBEHHOI'O [Ipenapara);

3) YCIOBHSL  YAANCHMA JIEKAPCTBEHHOTO Tipenaparta. JlekapeTBeHHbIiH
[pernapaT HEOOXOMMMO YJIAIUTh €O BCEX YHACTKOB HAHECEHMH (3axpata M
Knupetica) B KoHie (asel 3axsara. OO0liee BpeMs OUYHCTKH HEOBXOTHMO
MHHAMH3UPOBATH, BO M30€KAHWE pHCKA MOABAEHHS IHOOBIX apredaxTos,
BLISBANHBIX — nanbHeiiel auddysun  peiictByiomero  semiecrsa.  Ilepen
cockabnuBaHHEM HEOOXOAMMO MPOBEPHTH LETNOCTHOCTE KOKHM 06paGoTaHHOi
30HBI.

YHacTKu «3axsatay HeoOXO[UMO COCKOBIMTL JIMMKOH JenToi cpasy
nocne  yjAajgCHus - JICKAPCTBEHHOTO  Lperapatd.  Y4acTKH — «KIMpeHcay

HeoOX0aAMMO cockabAMBATE JMITKOH JleHTOH B 3ApaHee  YCTAHOBJICHHBIE
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BPCMCHHBIC TOUYKM kiupenca. llopsjox sefictBuii Ha Kamiom ywacrke

HAHECEHUS W COOTHOLICHUE Pa3MePOB YIaCTKOB HAHECCHHsA U B3ATHS 00pasnon
MpecTaBlIeHbl HA PUCYHKE 2;

M) TOYHOE KOJMYECTBO HEOOXOAMMBIX JUIs IPOBEJCHHS MCCIEIOBAHIA
JAMKAX  JIEHT  ONpejleliieTcs  HCXoAs |3 u3MepeHuil  ypoBHS
TpaHeanuaepManbHoi notepu Boasl (TEWL) cockaGnupaemoit ofmacty n
KPUTEPHSIX OCTAHOBKM, YCTAHORICHHBIX B MTMJI0THOM HCCIE/10BAHUH,

i) ICTIOJIB3YEMBIE  AHANIMTHYECKUE MeTO/bl. Macca pPOToBOro  cios,
ylajisiemas OJHOH JIMIIKON JICHTOH, oOnpeiensiercd ¢  WCHOJb30BAHUEM
rPABUMETPHUYECKOTO METO/A MPH [OMOILH B3BEIIUBAHHWS JIMIIKUX JIEHT 10 W
nocje  cockabmmBanms.  Jlomyckaercs  MCHO/B30BAHME  ANIBTEPHATHRHBIX
METONOB KOMYECTBEHHOIO OLPEACICHUA POrOBOTO CJI0f, €CIH OHH NoAPoBHO
ONMMCcaHbl 1 0DOCHORAHEI 3aABUTENIEM B IIPOrPAMME MCCIEAOBAHUS ¥ OTHETE 110
pe3yanLTaTaM UCCIe0BAHNS.

Heobxo0iMMo TIpoaHamH3npoBaTh BCe JMIKHE JEHTh ¢ COCKODOM, CHATRIC
¢ Kakaoro obpaboranHoro yuacrka. lleppoie 2 JeHTBl  HEOOXOMHMO
AHANM3UPOBATL OTHENBHO OT OCTABHIMXCA JICHT, I OLEHKH BO3IEHCTBMS
KOTOpOE NMPUBHOCKT JEHCTBYIONIEE BEMIECTBO ¢ 3THUX JIEHT B 00Iee KOJIUUECTRO
M3BJICKAEMOro  JeiicTByiollero Bemecta. Y100kl NOBBICHTH BO3ZMOJKHOCTD
aHAIMTUYCCKOIO  ODHAPYIMKEHUS, TIOC/CAYIONME JIMIIKHE JIGHTH  MOMKHO
00BEMHUTL B IPYNNLI (HanpuMep, Kaxaas rpyring, cojepiKaiias Tpedyemoe
MHHHMAJILHOE KOJMYECTBO POTOBOTO cios) Ui skerpakumu. O61yio maccy
JICHCTBYIOUIETO BEIIECTBA B POTOBOM CJloe, HEOOXOZUMO PACCUNTATH KAK CYMMY
MAcc, BBUIRJICHHBIX W3  BeceX o0pasuor Jmnkux jenr. Jlum  kaumoro
00paboTanHoro yvacTka HEODXOAMMO OHPENEUThH MarTepuaiibHblil  Gananc,

BKJTHOYas coaepKaHue ,ﬂﬂﬁGTByT(}ILI,EFD BCHIECTBA, YIAJIECHHOIO C MOBEPXHOCTH
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NpW TIOMOIIA O4NCTKH. JUis NPHHATHS pelieHns 06 SKBMBANCHTHOCTH ObMIce

BEIJICJICHHOE KONMYECTBO JCHCTBYIONIEro Bemecrsa, pasHoe 90 — 110 %, ue
TpebyeT obocHoBauus. TIpH HANMYME 3HAYMTEBHEIX OTKIOHEHHI HOKA3aTee]
MPUYMHBI  BOSHUKHOBCHMA TAaKMX OTKIOHEHHH HEoBXOMUMO  JIeTalbHO

MPOAHATIM3APOBATH U OSCHUTS,

4. Baymmanus Meroaa cockoba JIHMNKoi IeHToll

Ounerka noBepxHOCTH KOXKHM B 3apepiiaromeii dase HameceHms nepe;j
COCKAaONMBAHUCM [MNKOH JIeHTOM BakHAa M JODKHA  [O3BOJISITE VIATh
H30BITOYHOE KOJMUECTBO JICKAPCTBEHHONO npenapara (HeabcopOuposaHHoe
JICHCTRYIOIEE BEILCCTBO) s dexTrrHO Ges  HenpeaHAMEPEeHHOro
«BABJIMBAHMS JIEHCTRYIOLIEro Bemectsa B Oapoep. Ykazanpas npoteaypa
0OBIMHO LPEayCMATPUBAET OBICTPOE M OCTOPOKHOE MPOTHPAHHE KOXCH CYXOH
WIIN BI@XKHOH caneTKoM, BATHLIMHE NATOYKAMM ¥ (HIH) CBEKUMMA CIIMPTOBLIMH
camperkamn. B  perucTpauHMoONHOM JOCKE JIODKHO  OBITH NPEJICTABIeHO
HOATEEPHICHAE, YTO OYHMIIAIOLIHE KOMIIOHEHTH He BIASIOT Ha AMPQY3ULO
ACHCTBYIONIEIO BCIICCTBA B POroBoi cioil v ckBoss Hero. HeoBxommmo
BRITIOJIHWTD - TINATCABHYIO OLEHKY W BAaNWAANMIO [pONENypsl 3¢hdexTHBHOM
OYUCTKH KON nepea [IPOBEIEHUEM OIIOPHOT'O MCCIe10BaAHUS
(HaMpUMep, ToATBEPKICHAEM YAOBJIETBOPUTEIIEHOrO u3BneueHus (> 90 %)
JICKAPCTBEHHOI'O Ipernapara, yJaJeHHOro ¢ MOBEePXHOCTH KOKH, ¥ HUUTOIKHO
MasbIM CofepytaneM JAeHcTByIonero semecrtsa (< 10 %), H3BIeUeHHOrO B
cockobe ouMmIEHHOH KOXKHM cpasy nocie HaHeceHHs). MoiHo HMCHOTB30BATD
ApyTHe crocodrl BaIMAALNH, ECIIM OHI JOIIKHBIM 06pa3oM 060CHORAHE,

buoanamuTHyecKas MeTOJAMKA, HCNONL3YEMas U KONMYECTBEHHOTO

ONpefiefieHns JACHCTBYIOIIETO BEIIECTBA B JIMIIKUX JICHTAX, JIOMKHA OBITH
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Banuauposana. Mccnejposatens  JI0IDKEH  YCTAHOBUTH W TIOATBEP/UTH

COCTOSITENBHOCTE  3(PQEKTUBHOCTH  TPOLENYP  IKCTPAaKLMH  (BKIouas
AKCTPAKIIMIO JIMIIKWX JIEHT IPYIIIaMH) 10 [POBEICHHS OIOPHOTO HCCISIOBaHIS.

JIACKPUMUHMPYIOLIYED MOIMHOCTL METOJda cockoba JMNKOH  TenToii
HEOOXOMMO  HONTBEPAUTE € HCHONB30BAHHEM CepHH  HMCCaeayeMoro
JICKAPCTBEHHOTO MPENapaTa ¢ pasHLIMM [OKa3aTe/IAMH KAuecTBa (HeraTHBHBILI
KOHTpONb) (HanpuMmep, JIeKapcrBeHHOH (opMoil mpenapata ¢ cocraBom
cooTBeTcTBYOMEH 50 Y-l 103MPOBKE H3YHAEMOTO JIEKAPCTBEHHOTO penapara
Mo TakUMKH ke apMaleBTHKO-TEXHOJIOIHYECKUMH  XAPaKTEePHCTHKAM),
B OTHOMIEHHH KOTOPOTO MOKazaHbl CTATHCTHYECKOE OTIIHUHE OT MCCIeTyeMBIX
MPENapaToB U HEOKBUBAJICHTHOCTE CPABHEHMS C HUMH, AHAJIMTHYECKHE METO b
JUTA. ONIPENENEHHs COACPHAHUS OCHCTBYIOIErO BEIECTBA B POIOBOM CIIOE,
COCKOOJICHHOM NUTTKOH TeRTOl, NOJKHE ObITh BAIHANPOBAHLI B COOTRETCTRUM

¢ npunoxenuem Ne 6 k [lpasunam,

5. Ananus AAHHBIX M UX CTATHCTHYCCKAs QIIEHKA

Heobxomumo 1puBecTd ¢ HTOrOBOM OTYETe J@HHBIE MCCIIENOBAHWN OT
BCCX  CyOBEKTOB  MCCHENOBAHMS UM [POAHAIMIUPOBATL  BAIMAHOCTE M
BApHAOENBHOCTL  pe3ysibTaToB. Bee cyOhekrsl WecnenoBanms u YYACTKH
HAHECCHWs, MOABCPIIUMCCH BMEIUATENLCTBY, MOMKHB OBITL BKJIIOYEHBI B
CTATHCTHYECKMN aHau3, Paspemennble OCHOBAHUS /s MCKITIOUEHHUS JaHHBX
OT CYOBEKTOR MCC/ICHOBAHMA JOKHEL OBITH YCTAHOBIEHBI B TIPOTOKOIE
uccneoranmsi. Mekirouenue AaHHBIX HA OCHOBAHUM CTATUCTHYUECKOTD AHALM3A
WTH U3 OJIHMX TONBKO KMHETHYECKMX coo0pameHuii He NpHeMIiemo.

JUIs Kaxmoro JIEKapeTBEHHOIO TMpenapara HeodXoamMo PETIOPTHPOBATE

TONHHY YAAICHHOTO POTOBOI'O €08, KOJMYECTBO HCHOIL3OBAHHBIX JIMITKHX
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JIEHT W OKOHYATE/IbHOE 3HAYCHUE YPOBHS TPAHCITHAEPMAILHON MOTEPH BOJILI

(TEWL), msmepennoe BO BpeMmsi Kak 3axBara, Tak © Kiumpenca. JlioOble
PasnuYMs B OTHX [1apamMeTpax Mex/y MCCIeIyeMbIM JIEKapCTBEHHBIM
MPEeTapaToM M MPenapatomM cpapHeHus HEOOXOMMO 00CYUTL ¢ TOUKHM 3penns
IKBHBANIEHTHOCTH.

HeoOxoaumo  mpenctasuth — Tpahuk — 3aBHCUMOCTH  COJepiKaHus
JEHCTBYIOIIEI0 BEIIECTBA B POTOBOM COE IS Kay10TO YHYaCTKd HAHECEHWs
(Harmpumep, cojepikaHue JeHCTBYIOMIEro BelecTBA B KakIoH JeHTe ¢
COCKOOOM poroBoro ciios (OJHONH MW CTPYINHPOBAHHOI)) N0 OTHOWIEHWIO K
riy0HHe poroBoro cjos.

HyGimpyiotue u3Mepenns JUis KaKIOTO TEKapCTBEHHOTO Mpelapara vy
Kk 10ro cydhekTa mecne/0BaHns HeoOXomuMo  yepeaHuTh (HOmyIsiMOHHOE
FeOMeTPUYECKOE CPEHEE) MEepe]l AHATHIOM.

Jns CpaBHeHus! NeKapCcTREHHBIX Ipenaparon napamMeTpel
IKBHBAIEHTHOCTH  (Macca  AeHCTBYIONIET0  BEIEcTBa, W3BICUEHHOIO M3
y4acTKoB 3axBata (Mupake) H KIHpeHea (Meearance)), HEOBXOAUMO CTATUCTHIECKH
CPABHUTE B COOTBETCTBHM € TpeOOBaHUAMHE, IIpUBEaeHHBIME B [TpaBuiax,

KpurepusiMn npremiaeMocTi Juis napamerpoB SKBHBATCHTHOCTH (Muptake)
M (Melearance) SIBISIFOTCS:

90 %-ii noBepuTenbHBI MHTEPBAN OTHOINEHHS CPEIHMX TOKasaTesneii
HCCIBlyEMOT0 JIEKAPCTBEHHOTO Npenapara K CpefiHniM TMoKa3aTeIsM TIperapara
CpaBHEHMs JIOJUKCH HAXOAMTHCA B HHTEpBAIE IPHEMISMOCTH, paBHOM
80,00 — 125,00 %, ecim He 060CHOBAHO HHOE;

pactimperHbie rpauisl 90 Y%-ro J0BepUTETLHOTO NHTEpBATa (MakCcUMyM
no 69,84 — 143,19 %) soryr ObiTh NOPHHATHEL B Cly4ae BBICOKOM

BHYTPHHHAWBHIIyanbkHOH BapuabennHoctn, HabogaeMoil B oTHOLIEHWM
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JICKAPCTBCHHBIX  1IPETIAPATOB ¢ HU3KOH  JIO3UPOBKOI M orpaHuueHnoi

Jdysneii, a Take ecim MX NpUMEHEHHe KIMHHYECKH 0BOCHOBAHO. Jlst
MPUMEHEHNA  PACTINPEHHBIX  TPAaHULL  HEOOXOAMMO BBIIONHEHHE YCIOBM,
npuBeCHHbIX B pasiaene |1 vactu I [pasna,

Jtsi - obecriedenns  BANMAHOCTH UCCIENIOBAHNS JODKHB BRINONHATECS
CHEAYIOIIHE KPUTEPHN:

KPHTEPHH TIDHEMAICMOCTH JUIsl IaPAMETPOB IKBHBANCHTHOCTH (Mupuke) 1
(Meicarance):

90 % MoBepUTENBLHBIA MHTEPBAN UM OTHOLIEHWS CPeJIHMX ToKazaTe/ieH
Mupiake ¥ Meirarance MCCTIETYEMOT'O JIEKAPCTREHHOTO Hpenapara K rmoKazare/sm

(Mupfﬂk#-l" " Mc[gm'nncé‘?‘}

HETATHBHOTO  KOHTPOJIA NOJKEH  HaXOQIWThCH

Muptake.c Melearance.c
HOJHOCTRIO BHE HHTepsana 80,00 — 125,00 %;
90 % noBepUTENBHBIA MHTEPBAN [UIS OTHOILEHWS Cpe/IHUX ToKazaresnefi
Mupiake B Mularance 1Tpeniapara cpaBHeHuUs K CPCAHHM TTOKA3aTeIM HEraTHRHOI'O

MHIJWJCQ-R U Mclearan cs.R)
uptake Metcarance,c

uurepsaia 80,00 — 125,00 %:

KOHTPOJIs AQJGKEH HaXOOWUThCA IOJHOCTLID BHE

90 % joBepuTenbHBIT WHTEpPRAT OTHOIIEHMS CPEeAHEro ToKazares

Melearance  MCCHICYEMOI'O  JTEKAPCTBEHHOIO npenapara K Mupuake Tipenapara

fr!aamrwa.r

2
cpaBHeHus ( ) AOIKeH OBITL MOJHOCTLI0 MEHee 3HAYeHus | 0;

uptake.R
90 % moBepMTENEHBIN HHTEPBAl OTHOIICHHS CPEMHETO IOKA3ATENs

Melearance TIpEMapaTa cpaBHEHMS K Mypuke IS 9TOTO lperapara cpaBHeHus

Mclearance, i

) 0J1KeH OBITh MOIHOCTBIO MeHee 3nauenus 1 ,().
Mupmka,ﬁ

Heobxomumo npezncrasuth HTOrOBBIE BHIBOABLL HecHenoBanmus. Omu

JAOJKHBL COLUPOBOIKIATECH AHATTM3OM IMONYYEHHBIX pPEIYILTATOR C HH}".IHDH
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TOYKH 3PEHHA M  BO3MOXHOH KIMHHYECKON HHTEPIpETALHER TaHHBIX,

MOJNYHEHHBIX METOLOM COCKOOA THNKOMH JIEHTOH,

[TPHJIOEHUE Ne 4

k Tpebopannam K kauecTBy
1 OMOYKBHBAJICHTHOCTH JIEKAPCTREHHETX
MPETapaToB JUld MECTHOTO TIPHMEHEHNS
MPX HAHECEHMN HA KOXKY M MHBIX
CHOCO0AX JIOKAIBHOTO [IPUMEHEHHS

METOJHUKA
HCCJIEI0BAHHSA BA3OKOHCTPHKIMH 1151 KOPTHKOCTEPOH/10B

B nononnenwe k TpeGoBamusMm, NPHBEICHHLIM B NpuHiIoKeHUn No 9 g
[TpaBunam, npu OPraHU3ANNM W NPOBEACHHM MCCIEAOBAHMA HA AHAIN3
BASOKOHCTPUKHK  JIjI1  KOPTUKOCTEPOH/IHEIX  JIEKAPCTBEHHLIX  [IPENapaToB
HE0OX01MMO 0BECIeUHTh BRITIONHEHNAE CEYIOHX YCIOBHI;

NPEACTABUTE B PErHCTPALIMOHHOM  JIOCKE  OHNHCAHMWE  TIPOTOKOJA
HCClIe10BaHus;

BBIIOJHWTL — MUIOTHOE  HCCHEIOBAHME ¢ OQUEHKOM  3aBHCHMOCTH
(IPOJIOIDKUTEIBHOCTE BO3ACHCTRHS O3Bl — OTBETY in Vivo, 9T00bI ONpenenTh
KPUTHHECKME  [0KA3ATC/IM  MCCIE[OBAHMS  JUId  ONPEUEICHUs  ITapaMeTpoR
IKBUBAICHTHOCTH, KOTOPhIE OYIyT MCIIONB3OBATECS B ONOPHOM HCCHENOBAHHM
IKBHBAJIEHTHOCTH,

Kpurepun BKouenns 1 HEBKIIOUCHHS JOOPOBOILLES B HCC/IEL0BAHNS
HEOOX0IMMO YKa3aTh B OTHETHOH JOKYMEHTAIMM 1 coG/II01aTh UX BHLINOTHEHHE

B ITHJIOTHOM H B OIIOPHOM HCCICTOBAHMAAX
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BKMOYaTh B HCCIEJIOBAHME 3JI0POBOr0 [100pOBOMIBIA €  a/ICKBATHOMN

BA30KOHCTPUKIMEH HA TONHYECKHE KOPTHKOCTEPOHIBL.

Uccnenyemsrii  mexapersenusiii  npemnapar,  HOCHTElb, nperapar
CPABHEHMS M KOHTPO/EL O3 HaHeceHMs npenapara HeoOXOIMMO B cilyuaifHoM
NMOPsIKE PACTIPE/ICIIUTL TT0 yYacTKaM HAHCCEHWs BEHTPAIBHON nomepxnocty
Tpeiriedbs.

HMcenenoranme 1omicHo 6BITE COOTBETCTBYIOMAM obpazom ocnerieno.

B onophoe wuccneoBatne HEOOXOMUMO BKITIOYHTE KAk MUHUMYM
12 cybbekros.

BasoKOHCTPHUKTOPHYIO peakiiii HeoOX0AUMO ONPEIENsTh HA HEXOAHOM
YPOBHE (JI0 HaHeceHWs JIGKAPCTBEHHOrO TNpelapata), B MOMEHT yIaleHus
JICKAPCTBEHHOTO MPENapaTa H HECKOIbKO pa3 MOCIE Y/IaleHHus IeKapCTREHHOro
mperapara (Harpumep, yepes 2, 4, 6, 19, 24 qaca).

HeoOxomuMo cieiuTh 3a JIMHAMHKOI OTBETA BILIOTH /10 BOSBPAIICHUS K
HCXOQHOMY COCTOAHMID, 9TODBl obecrednTs HadMOJCHME MAKCHMAILHOIO
(hapMakoIHHAMUYECKOTO OTBETa. AHaNN3 HEODXOIMMO OTITHMHU3HPOBATH C TeM,
9TO0BRI  JIEKAPCTBEHHbIE MPENapaThl CPABHUBAMMCH HA JMHEHHOM OTpesKe
KpuBoH nobneanenns xoxu. Iepen uceneosannem HeoOXOINMO HCCIEIOBATD
HECKOJILKO BPEMEHHBIX TOUeK HaHecenws. Heobxomumo oupemennts HuKHHIA
[peen 9y BCTBUTEIbBHOCTH METOIHKH.

BazoKOHCTPHKTOPHYIO peakiiiio HeoOXOMMMO ONPEeAENsITh B HECKOILKHX
BPEMEHHBIX TOUKAX W reHepuponath gannsie AUC. ExuncrseHnas BpemeHHas
TOYKA JUIA OLEHUBAHKS BA3OKOHCTPUKTOPHOMN peakimm HerpueMiema.

M3mepenne BasOKOHCTPUKTOPHON PEAKITH HEOOXOAUMO BBIMOMHSITL C

MCIONL30BAHUEM XPOMOMETPa HIAM JOpPYrux bonee YYBCTBHUTC/IILHRBIX YeM
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BH3YalbHafA OLEHKa MCTOMOB, M TOCPEACTBOM BTOPOH KIMHHYECKOH O1eHKH

HE3ABMCHUMBIM HAOJIFOIATEIIeM. .




