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1. HEJA U 3AJAYHN OCBOEHUA JUCIIUIIJINHbI

Hesab u3yyeHUs: AUCHUIIHHBI:

Lenbto Kypca sBaseTcs: CPOPMHUPOBATH Y CTYJEHTOB TEOPETUUECKOE MBIIIJICHUE, HABBIKA U YMEHUS
Ha OCHOBE OOIIMX 3aKOHOMEPHOCTEH XMMHUKO-(papMaleBTUYECKUX HAyK M MX YACTHBIX MPOSBICHHNA JUIS:
OCYIIIECTBIICHUS] KOHTPOJISI KayecTBa Ha CTaIUsAX MPOU3BOJICTBA, TPAHCIOPTUPOBKU, XpaHEHHS U 0OpalleHus
JIEKapCTBEHHBIX CPEJACTB /s OOECIeYeHHs COOTBETCTBHS KauecTBa TpeOOBAaHHSIM HOPMaTHBHOMN
JIOKYMEHTAIUH.
dopmupyemble JUCHUIUIMHON 3HAHHWA M YMEHHS TOTOBAT BBITYCKHHKA JAaHHOW 0O0pa3oBaTeNbHOU
MporpamMMbl K BBITIOJIHEHHIO CIEAYIOMHMX OOOOIIEHHBIX TPYAOBBIX (GYHKIMHA (TPYHAOBBIX (PYHKIWH): -
CHELMAINUCT IO MPOMBIIUICHHON (apmanuu B 00JaCTH HCCIEAOBAHHMA JIEKAPCTBEHHBIX CPEICTB, KOJ
npod.cranmapra 02.010.;
- CIEUUAJKNCT MO TMPOMBIIUIEHHONW (apmari B 00JACTH MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB, KOJI

npod.cranmapra 02.016.

3agauu u3y4eHus1 AUCHHUIINHBI:

- M3JI0KEHHE KIIFOUEBBIX BOINPOCOB MPOrPaMMbl, MHTETpalus ydeOHOro marepuasia, HeoOXOJUMOro s
HOJrOTOBKU CHEMAINCTa IUPOKOTO PO

- o0ecrneunTh 3aKperyieHne TEOPETHIECKOTr0 MaTepuana, cpopMUpOBaTh YMEHHSI U HaBBIKU ISl PEIICHHS
poOJEMHBIX U CUTYaIlMOHHBIX 3a/1a4;

- HAY4YMTh CTYJEHTOB IOJb30BaThCS TEXHOJOTMYECKUMH M allllapaTypHbIMH CXEMaMH, CIPaBOYHBIMU
MaTepHalaMy;

- 00Yy4YHTh CTY/IEHTOB IIPaBUJIAM TEXHUKH 0€30MaCHOCTH TPU pabOTe B MIPOU3BOJICTBE;

- HAY4MTb CTYJIEHTOB [IOHUMAHHUIO TEXHOJIOTMYECKUX MPOLIECCOB POU3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB.

2. MECTO JUCHUILUIMHBI B CTPYKTYPE OBPA3OBATEJIbHOWM IPOI'PAMMBI MA-
I'MCTPATYPBI

JIns u3ydeHus: IMCIMIUTMHBI HEOOXOIMMBI 3HAHHsI, YMEHUS M HABBIKH, COPMUPOBAHHBIC Y 00YJIAIONIHXCS B
pe3yabTaTe OCBOCHHUS AMCIUILINH B MPEIBITYIINX CEMECTpaXx:

WHOCTpaHHBIN SA3BIK: JIUTEpPATypa Ha aHTJIIMHCKOM SI3bIKE - (papMakolen eBporeiicKas, SMOHCKas,
CIIA, noxymenTts! ICH, cipaBouHble MaTepuabl.

061_[1351 U HCOPraHUYCCKasd XHMUA: OCHOBLI CTPOCHHA BCILICCTB (aTOMOB, MOJICKYII, KpI/ICTaJ'IJ'IOB),
CTPOCHUC XHMHYECKOM CBSI3H H MOJICKYJI, arp€raTHbI€ COCTOAHUA BCHICCTB, TCOPCTUUCCKHUEC OCHOBBI
XUMHYCCKUX IMPOLECCOB; XUMHUYCCKHUC CBOICTBA 3JIEMEHTOB M UX COCI[HHGHHfl.

duznueckas XMMHU: arperaTHbIe COCTOSIHUS BEILIECTBA, BUbI MEXMOJIEKYIISIPHBIX B3aUMOIEUCTBUA,
TEIJIOEMKOCTh, (PM3UYECKass U XUMUYECKas ancopOums, ¢a3oBble PaBHOBECHS, OCMOTHYECKOE JIaBJICHUE,
AJICKTPOJIUTUYECKAS TUCCOIMAIINS, TEOPUH KUCIOT U OCHOBAHHI

MeTopl aHAIM3a BEIISCTBA ¥ MAaTEPHAJIOB: OCHOBEI (1)I/ISI/IKO-XI/IMI/ILIGCKI/IX IMpoHeCCoOB, JCKAIINX B
OCHOBC HHCTPYMCHTAJIbHBIX MCTOAOB aHalin3a, OCHOBBI TCOPUU OIIMOOK HBMGPCHHﬁ, HCIIOJIb3YCMBIX B
aHAJIUTUYECKOMH XUMHHU, OCHOBHBIC CTATUCTUYICCKHUEC MCTOJAbI, IPUMCHICMBIC IJId O6pa6OTKI/I PE3YyIbTATOB.

B pesynbrate OCBOCHHS AWCIUILIUHBI CTYACHT JOJDKEH MOJYYHTh 0a30BbIe 3HaHUS B OOBEME,
TpeOyeMoM JIsi OCBOSHHUSI OCHOB PabOThI Ha (papMarieBTUIECKOM ITPOU3BOICTBE.

JucuumumHa peanusyercs B pamkax oos3arenbHoit yactu OOIT u u3yqaercs Ha 1 kypee Bo |l cemectpe



3. HEPEYEHD IIVIAHUPYEMBIX PE3YJIbTATOB OBYUEHUS 11O IUCHUIIJIMHE,
COOTHECEHHBIX C IINTAHUPYEMbBIMMU PY3YJIbTATAMUH OCBOEHUS OBPA30-
BATEJbHOHN ITPOT'PAMMBI

B pesynbraTte ocBoenust OOII maructpaTypbl 00yJarOIIHIACS TOJDKEH OBIAACTh Clie-
TYIOIIMH pe3yJbTaTaMid 00yYeHUS TI0 TUCITUTIIINHE:

Koabi Conepxanue IlepeyeHnb muIAHMPYEMBIX
KOMIIeTeHUMI KOMIIeTeH UM pe3yJbTaTOB 00y4eHHUs 10
AUCUMILTHHE
YK-2 Crnocoben ynpasiath | 3-YK-2 3Haer: oTansl
IIPOEKTOM Ha BCexX Jramax | ’KM3HCHHOTO IMKJIA MPOCKTa,
€ro KU3HEHHOTI0 ITUKJIa STarnkl pa3paboTKy U

peanu3aiy IpoeKTa; METO b
pa3pabOTKH U yIIpaBICHUS
MIPOEKTaMu

V-VK-2 Vmeer: pazpabaTbiBaTh
MPOEKT C YYETOM aHaIu3a
aIbTEPHATUBHBIX BAPUAHTOB
€ro

peanu3aiu, onpeaesiTh
1[eJIEBbIC ATaIlbl, OCHOBHBIE
HarpaBJieHUs padoT;
OOBSCHUTD 1IETIH U
copmMyupoBaTh 3a4a4H,
CBSI3aHHBIC C MTOATOTOBKOH M
peann3anmen IpoeKTa;
YIOPABJISITH MPOEKTOM Ha

BCEX ATarax ero >KU3HEHHOTO
IIUKJIa

B-YK-2 Bnaneer: metoaukamMu
pa3pabOTKH U YIIpaBICHUS
MIPOCKTOM; METOJIaMH1 OTICHKH
NOTPeOHOCTH B pecypcax u

2 PEKTUBHOCTH MTPOCKTA




YK-3

Cnoco0eH opraHu3oBaTh U
PYKOBOIHTH paboToii
KOMaH/bI, BbIpaOaTHIBas
KOMaHIHYI0  CTpPaTEeTHIO
IS TOCTHKCHHSI
MIOCTaBIICHHOM TEJIH

3-YK-3  3maer:  MeToguKu
dbopmupoBaHUs KOMaH]/I;
METO/IbI 3¢ pekTUBHOTO
PYKOBOJICTBA  KOJUIEKTUBAMU;
OCHOBHBIE TEOPUU JIHJIEPCTBA U
CTWJIM PYKOBOJICTBA

V-VK-3 Ymeer: pazpabaTsiBaTh
J1aH TPYITIOBBIX u
OpraHU3alMOHHBIX
KOMMYHUKALUN pu
MOATOTOBKE U  BBIMOJHEHUU
MIPOEKTA; c(hopMyIMpPOBATH
3a/laud 4YieHaM KOMaHJbl IS
JIOCTHKEHHUSI MOCTABJICHHON
LETH; pa3pabaTbiBaTh
KOMaH/THYO CTpAaTeruio;
MIPUMEHSITh s dexTuBHBIE
CTWJIM PYKOBOJICTBA KOMAaHJION
JUIS1 NOCTUKEHUS IOCTABICHHOMN
LEJH

B-YK-3 Bnageer: ymeHunem
aHaJM3UPOBATh,
MPOEKTUPOBATH U
OpraHU30BBIBATH
MEKJIMYHOCTHBIE,

TPYIIIOBBIC u
OpraHu3alMOHHBIE
KOMMYHUKAIIMM B KOMaHAC JJIst
JOCTUKEHUS IIOCTABJIEHHOU
LEeTH;

METOJaMH  OpraHu3alud U
YIPABJICHHS KOJUIEKTHBOM




OIIK-2 Cnocoben npoBoauTh | 3-OIIK-2  3HaeT: OCHOBHBIC
CUHTE3 U KOMIUIEKCHBIEC | SKCIIEPUMEHTAJIbHBIE  METO/IbI
UCCJIeIOBAHUS CBOWCTB CUHTE3a U  KOMIUIEKCHBIX
(GYHKIMOHATBHBIX U | UCCJIeIOBaHUM CBOICTB
KOHCTPYKITMOHHBIX GyHKIMOHATBHBIX u
MaTepHaoB, KOHCTPYKITMOHHBIX
MOIU(PUITIPOBATH MaTepHaoB.

MMEIOIIUECS V-OIIK-2 VYwmeer: mnpoBOIUTH

AKCTIEPUMEHTALHBIC CUHTE3 u KOMILJICKCHBIC

METO/IHKH, BBIOMpAs | UCCIIEAOBAHUS CBOICTB

ONTUMAJIbHBIN cnoco0 | (PyHKIIMOHAIBHBIX 151

pEIIeHNsT  TIOCTABJICHHOW | KOHCTPYKITMOHHBIX

3a/1auu MaTepHuaioB, MOIU(DHUIIMPOBATH
UMEIOIIHECS
AKCIIEPUMEHTAIbHBIC
METO/IUKH, BBIOMpAs
ONTUMAJIbHBIN CIIOCO0 pEeIIeCHUS
MOCTAaBJICHHOW 3a/1a4u
B-OIIK-2 Bnaneer:
MPaKTUYECKUMHU HaBBIKAMHU
MIPOBEICHUS IKCIIEPUMEHTA 10
CHHTE3y M  KOMIUICKCHBIM
HUCCJICIOBAHUSIM CBOICTB
(GYHKIIMOHATBHBIX u
KOHCTPYKITMOHHBIX MaTEPHUAIIOB

IK-3 [1K-3 "Cnoco6en | 3-I1K-3. 3naet: sTamnsl
NpUHUMATh  ydYacThe B | TUIAHUPOBAHUS
BBIOOpE, 000CHOBaHUU | TEXHOJOTUYECKOTO TIpoliecca u
ONTUMAJIBHOTO MIPOBEICHUS] KOHTPOJIS
TEXHOJIOTUYECKOTO KauecTBa MOIYIPOTYKTOB U
mpoiiecca u €ro | KOHEYHOTO MPOJYKTa

MIPOBEJICHUH TIPH PEIICHUN
3aJa4y B o0JlacTH CBOEH
npodecCUOHATbHON
NEITEIIbHOCTH

V-IIK-3. YMeeT: npoBOIUTH
TEXHOJOTUYECKHUM ITPOLIECC U
KOHTPOJIb KauecTBa
MOTYNPOAYKTOB U KOHEUHOTO
MPOYKTa, OPOPMIISATH
COOTBETCTBYIOIIYIO
JIOKYMEHTAITUIO.

B-11K-3. Biageet: HaBbIKaMu
BBIOOpA TEXHUUECKUX CPEJICTB
1 METOJOB MCHBITAHUM JJIs
pelIeHrs MOCTABICHHBIX 3a7a4




4. OBPBEM JUCHMIIJIMHBI B 3AYETHbIX EJUHUIIAX C YKASAHUEM KOJIMYECTBA
AKAJEMUYECKHUX  YACOB, BbBIIEJEHHBIX HA KOHTAKTHYIO PABOTY
OBYYAIOIIIUXCSA C MPENOJABATEJEM (II0 BHIAM 3AHATHN) U HA CAMO-
CTOATEJIBHYIO PABOTY OBYYAIOIIUXCA

dopma 00yueHus
Ounasn
Buna patdorsi Cemectp
1 \ \ Bcero
KoJsmyecTBO 4acoB Ha BujJ padOThI:

KonrakTHas padora odyuyarommxcs ¢

npenoaaBarTejieM
AyIMTOpPHBIE 3aHATHS (6ce20) 48 48
B Tom uncie:
JIeKYuU
npakmuyecKue 3aHAmus
48 48
JabopamopHbvie 3aHAmus.
IIpome:kyTOouHas aTTecTAlUS
B ToMm uncine:
3auem -
CaMocTosiTe1bHasi paboTa 00y4ammxcs 60 60
Bcero (4achl): 108 108
Bcero (3a4eTHbIe eIMHHUIIBI): 3 3

5. COAEP/ KAHUE JUCHUIIJINHBI, CTPYKTYUPOBAHHOE 110 TEMAM (PA3JEJIAM) C
YKA3AHHUEM OTBEJIEHHOI'O HA HHUX KOJ/IMYECTBA AKAJEMHUYECKHX YACOB H
BUOB YUEBHBIX 3AHATUM

5.1. Pazoenvt oucuyuniaunvt u mpyooemKocms no 6UOAM YHEOHBIX 3AHAMULL (6 AKAOEMUYECKUX UACAX).

Ne i/m | HammenoBanue pasjesia /TeMbl JUCHUHMILIMHBL | Buabl yueOHoO# padoThl B yacax (BHOCSTCS
JTaHHBIE TIO0 pean3yeMbIM (hopMam)

Ounas ¢popma o0ydeHus
Jlek mp Jlad | Bueayn |CPO

1. dapmpa3padoTKa JIeKApCTBEHHBIX GopmM 48
1.1. |UccremoBanue CBOMCTB JIEKAPCTBEHHBIX TIOPOIIKOB 12
1.2.  |AccremoBaHue mpoIeCCOB IPaHyIMPOBAHUS U Ta0- 12
JIeTHPOBAHUS
1.3.  |®apmpa3paboTKa JIeKapCTBEHHBIX MPEIapaToB 12
1.4. |[TexHOIOrHYECKHM KOHTPOJb IPOM3BOJICTBA JIEKap- 12
CTBEHHBIX MIPENAPaTOB
2.
PeriiaMeHTbl IPOU3BO/ICTBA JICKAPCTBEHHBIX CPEICTB
2.1. |[Pa3paboTka 1abopaTOpPHOTO perjamMeHTa mpous- 10
BOJICTBA JIEKAPCTBEHHBIX CPEJICTB - pa3ieinl 1 -2
2.2.  |[Pa3zpaboTka 1a00paTOPHOro periiaMeHTa Mpou3- 10

BOACTBA JICKAPCTBCHHBIX CPCACTB - Pa3aCIIbL 3

2.3.  |[Pa3paboTka 1abopaTOPHOrO periiaMeHTa Mpom3- 10




BOJCTBA JICKAPCTBECHHEBIX CPEACTB - Pa3aci 4

2.4.  |Pa3paboTka 1abOpaTOPHOTO periiaMeHTa Mpom3- 10
BOJICTBA JIEKAPCTBEHHBIX CPEJICTB - pa3aen 5

2.5.  |Pa3paboTka 1abopaTOpPHOTO periiaMeHTa Mpom3- 10
BOJICTBA JIEKAPCTBEHHBIX CPEJICTB - paszen 6

2.6.  [Pa3paboTka 1ab0paTOPHOro periiaMeHTa Mpou3- 10
BOJICTBA JIEKAPCTBEHHBIX CPEJICTB - paszen 7
HToro 3a 6 cemecTp 48 60
Bcero: 48 60

5.2. Codepicanue oucyuniunsvl, CHRpPyKmypuposantoe no pazoeiam (memam)
Jlexyuonmwiii Kypc
He npenycmotpen

Jlabopamopnvie( npakmuueckue)3aHamus

No HaumenoBanme pasaesa /TeMbl Hazpanue 1adopaTopHoii padoThl
AUCHUILVIMHBI

1. Pdapmpa3padoTKa JeKapcTBeHHbIX Gopm

1.1. |WccnenoBanwue cBOMCTB Jie-  |[MI3MepeHue HpakimOHHOTO COCTaBa, CHIITY4YeCTH, HACHIITHON
KapCTBEHHBIX ITOPOIIKOB [UIOTHOCTH, Pac4eThl KOOPPHUIIMEHTOB.

1.2. |HccrnenoBaHue npoueccoB Cyxoe€ 1 BIIaXXHOE IpaHyJIMPOBaHUE
rpaHyJIUpPOBaHUS U TaOIETH-
poBaHUsA

1.3. |®apmpazpaboTka nekap- [Ton6op cocraBa TabIETOK B 3aBUCUMOCTH OT CBOMCTB HUC-
CTBEHHBIX IIPENapaToB XOIHOT'O CBhIPbs

1.4. [Texnomormyeckuii KOHTPOJb |ONpeneneHNe 0OJHOPOAHOCTH MAcChl TAOJIETOK, HCTHPAEMO-
[IPOM3BO/ICTBA JICKAPCTBEHHBIX |CTH, PACIIaJTaEMOCTH, OJJHOPOJHOCTH JO3UPOBAHUS
[IperapaToB

6. HIEPEYEHb YYHEBHO-METOANMYECKOI'O OBECIIEYEHUWSI VI CA-
MOCTOSATEJBHOU PABOTHI OBYUHAIOUIUXCSA MO AUCHUIIJIUHE 1.
NudopmarimoHHbIi CIIPaBOYHHK.

7. ®@OHJ] OLIEHOYHBIX CPEJICTB /ISl IPOBEJEHHS TEKYLIE 1
MPOMEKYTOYHOI ATTECTALIMU OBYYAIOIIUXCS MO JUCLUMUITJIMHE

YK-2 CriocoOeH ympaBisiTh TPOSKTOM Ha BCEX ATallax €ro >KU3HEHHOTO IUKJIa

Crioco0OeH OpraHn30BaTh U PyKOBOJIUTH PA0OTON KOMaH/IbI, BhIpaOaThiBasi KOMaHIHYIO
VK3 CTPATETHIO JIJIsl JOCTHXKEHUSI TTOCTABIICHHOM T1EJTH

CriocoOeH MpOBOIUTH CUHTE3 M KOMILJIEKCHBIE MCCIIEIOBAaHMS CBOWCTB (DYHKIIMOHABHBIX
OTIK-2 1 KOHCTPYKIMOHHBIX MaTepHUaIoB, MOAU(PUIIMPOBATh UMEIOIIUECS IKCIIEPUMEH -




TaJIbHbIC MCTOOUKH, BH6I/IpaH ONTUMAJILHBIN CIOCO0 peicHuA IMOCTaBJICHHOM 3aJa4uun

[1K-3

JICATCIIBHOCTH

CrniocobeH mpuHUMATh y4acTHe B BbIOOpE, 000CHOBAaHMH ONTUMAIBHOTO TEXHOJIOTHIECKOTO

[pOLIecCca U €ro MPOBEICHUH IIPU PELICHUH 33/1a4 B 00JIaCTH CBOCH MPoQecCHOHATBbHOM

8.1.Ces3b Medcoy hopmupyemvimu KomnemeHyuaAMu u hopmamu KOHmMpPOas uxX 0C60eHUA

bopm

VK-2 CnocobeH ymnpaBisTh
MMPOEKTOM Ha BCEX dTamax ero
PKU3HEHHOTO IIUKJIa

YK-3 CnocobeH opranuso-
BaTh M PYKOBOJUTH PaOOTOM
KOMaH/Ibl, BbIpadaThIBas KO-
MaHIHYIO CTPaTeruio Ui J0-
CTHMKEHHSI TTOCTaBICHHON Iie-
izt

OIIK-2 CriocoGeH mpoBOANTH
CHHT€3 M  KOMIUICKCHBIC
HMCCIENOBAHUS CBOWCTB
(YHKIIMOHATBHBIX U KOH-
CTPYKIIMOHHBIX ~MaTepHAaJIOB,
MOAU(DUIIMPOBATh HMEIOIIHE-
Csl OKCIICPUMEHTAILHBIC Me-
TOJIMKH, BBIOMpAs ONTHUMAIb-
HBIE CMOCOO pelieHus TIo-
CTaBJICHHOH 3a/1a4u

IMK-3 Cnoco0eH TpHHUMATH
yyacTue B BbIOOpE,
000CHOBAaHUU ONTUMAJIBHOTO
TEXHOJOTHYECKOro Ipoliecca

W ero TMPOBEJACHUU IPHU
pelieHnd 3amad B o0nacTu
cBOCH npo¢eCcCuOHATBHON

JACATCIIBHOCTH

Ne n/m |KonTpoaupyembie pa3aenbl (Tembl)| Koa koHTpoupyemoii kommne- [HanmeHoBaHUe OLIEHOYHOTO
JUCUHHUIIMHBI (Pe3yJabTAaThI MO TeHI UM (U1U e€ YacTH) / u ee cpeacTsa
pazaenam) (popmyauposka
Texymas arrecranus, I1 cemectp
1. dapMmpazpaboTka JeKapCTBEHHBIX - cobecenoBanue (YCTHBIM

0TIPOC)
- OTYETHI MO JIabopaTop-
HBIM paboTam
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PersiameHTBbI NPOU3BOACTBA
JIEKAPCTBEHHBIX CPeICTB

VK-2 CnocobeH ymnpaBisTh
MIPOEKTOM Ha BCEX dTamax ero
PKU3HEHHOTO [IUKJIa

YK-3 CnocobeH opranmso-
BaTh M PYKOBOJUTH pPabOTOU
KOMaHIbl, BbIpadaThIBas KO-
MaHIHYIO CTPATEeTHIO JUIS JI0-
CTUKEHUS ITIOCTABJICHHOM 1€
mit

- cobecenoBanue (yCTHBIN
0TIPOC)

- JlaGopartopHblii peria
MEHT
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OIIK-2 CnocobeH npoBOAUTH
CHHTE3 U KOMIUJICKCHBIC

M CCIICIOBAHUS CBOVICTB
(YHKIIMOHATLHBIX U KOH-
CTPYKIIMOHHBIX MaTEPHUAJIOB,
MOTU(UITIPOBATH UMEIOIIHE-
Csl 9KCIIEPUMEHTAIILHBIC ME-
TOJTUKH, BRIOUPAsi ONITUMAITb-
HBII CIIOCOO pelieHus mo-
craBieHHoi 3agaun [TK-3
Crnioco0OeH npuHUMaTh
y4acTHe B BhIOOpE,
000CHOBAaHUU ONITUMAJILHOTO
TEXHOJIOTUYECKOTO MpoIecca
1 ero MPOBEACHUH TPU
peleHrH 3a1a49 B 00JIaCTH
cBOCi mpodeccnoHaTBLHOM
NesITeTbHOCTH

IIpome:xyTouHas arrecrauus, II cemecTp

BauéT

YK-2 CriocobeH ynpaBisTh
[IPOEKTOM Ha BCEX 3Tarax ero
PKIU3HEHHOTO LIUKJIa

'YK-3 Cniocoben opranuso-
BaTh U PYKOBOJUTH pabOTOMN
KOMaH/1bl, BeIpaOaThIBask KO-
MaHIHYIO CTPATETHIO JJIS JI0-
CTHIKCHHSI TOCTABJICHHOM T1e-
it

OIIK-2 CnocoOeH npoBOAUTH
CHHTE3 U KOMIUJIEKCHbIE
VICCIIE0BAHUS CBOMCTB
(YHKIIMOHATBHBIX U KOH-
CTPYKIIHMOHHBIX MaTEpPHAJIOB,
MOJTU(UIIMPOBATH UMEIOLIHE-
Cs OKCIIEpUMEHTAIIbHBIE Me-
TOJUKH, BHIOUpAst ONTUMAJIb-
HBII cr1ocO0 penieHwus mno-
craBiieHHoii 3amaun IK-3
Crnioco0OeH npuHUMaTh
ydacTue B BbIOOpE,
000CHOBAHUHU ONTHMAJIHHOTO
TEXHOJIOTUYECKOTO Ipolecca
1 ero MPOBEACHUY TIPU
pelIeHny 3aa4 B 00JacTu
cBoel mpodeccuoHaTbHON

ACATCIIbHOCTH

- cobecenoBanue (YCTHBIM
0TIPOC)
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7.1. Tunoevie KOoHmpoNbHBIE 3A0AHUA UNU UHbBIE MAMEPUATbl, HEOOX00UMble 014 OUEHKU
3HAHUIL, YMEHUIL U HABLIKOG, XAPAKM EPUYIOULUX IMANbL POPMUPOBAHUA KOMNEMEHUUTL

@®oHJ| OLIEHOYHBIX CPEJCTB MO AMCHMIUIMHE O00ECleyuBaeT IMPOBEPKY OCBOCHUS ILa-
HUPYEMBIX pe3ylbTaTOB 00y4YeHUs (KOMIIETEHIMI U UX UHIUKATOPOB) MOCPEACTBOM MEPONPUATUN
TEKYIIEH U MPOMEKYTOYHOM aTTeCTalluy N0 TUCLUILINHE.

OueHounsble cpeacTBa npuseAeHsl B [Ipunoxennn «DoHT OLIEHOYHBIX CPEACTBY.

7.2. Memoouueckue mamepuaisl, onpeoensouiue npoyeoypovl OUEeHUBAHUA 3HAHUI, YMEHUIL,
HaevlK08 u (uniu) onvima OeAMeIbHOCMU, XAPAKMEPUIVIWUX IMansvt Qopmuposanus
KomnemeHuyuil

PeifTuHroBas orneHka 3HaHUN SBJISIETCSI MHTETPAIbHBIM MOKA3aTEIeM KadeCTBa TEOPETUUYECKUX U
MPAKTUYECKUX 3HAHUI U HABBIKOB CTY/ICHTOB MO AUCLUILINHE U CKJIAJBIBAETCS U3 OLIEHOK, ITOJIYY€HHBIX B
X0JI€ TEKYIEro KOHTPOJI U IPOMEKYTOUHOM aTTeCTalUH.

Texkymuii KOHTPOIb B CEMECTpPE MPOBOIUTCS C LIETBI0 OOECTeUeHUs: CBOEBPEMEHHON 00paTHOM
CBSI3H, JUUIsl KOPPEKUIUHU 00ydeHUs], aKTUBU3ALUN CAMOCTOATEIbHOM paboThI CTY/IEHTOB.

[TpomexxyTouHasi arTecTanus NpeaHa3HavueHa Al O0bEKTUBHOTO MOATBEPKICHUS U OLICHUBAHUS
JIOCTUTHYTBIX PE3yJIbTaTOB 00YyUEHHUS MOCIIE 3aBEPIICHUS U3YUEHUS JUCITUIINHBL.

Texkymuii KOHTPOJIb OCYIIECTBIISIETCS TPU pa3a B cemecTp: KoHTposbHas Touka Ne 1 (KT Ne 1)
OLICHMBAETCA 10 UTOTaM KOHTPOJIbHOM paboThl 1, koHTposbHas Touka Ne 2 (KT Ne 2) mo utoram
KOHTPOJIbHOHM paboThl 2 1 KoHTpobHas Touka Ne 3 (KT Ne 3) mo uroram KOHTpOIBHOM paboTHI 3.

PesynbTarhl TEKYIIEro KOHTPOJISI U IPOMEKYTOUHON aTTeCTAllMU NOJIBOASTCS I10 IIKajle OaIbHO-
PEUTHUHTOBOM CUCTEMBI.

II cemecTp
Bupa xontpoas JTan peTUMHIoBoOM cucremMbl / OLIEHOYHOE Bbamwr*
CPEICTBO
MunaumyM [Makcumym
Texymmii Koutp oabnas Tou ka Ne 1 (KT Ne 1) 0 20
OTueT o 1abopaTopHBIM padoTam, cobeceoBaHuE 0 20
(YyCTHBIN o1Ipoc)
KontpoabHas Touka Ne 2 (KT Ne 2) 0 40
JlaGopaTopHBI peraaMeHT, cobecetoBanue (YCTHBIN 0 40
OTIPOC)
[IpoMe:Ky TOUHBII 3auér 0 40
HroroBbiii 6ana 60 100
(Tipu yCIIOBHUHM MOJIOKUTETBLHON aTTECTAIlMH OCBOCHHUSI TUCIIUILIAHEI )

*-mpuMevanue: aOCoNIOTHAs BeIMYMHA CyMMapHOro Oamja 1o pe3yibTaTaM INPUMEHEHUs
OLIEHOYHOI'0 CpEACTBA pAcCUUTBHIBaETCs MO (opMmysie «Oau» = cpelHsAs OLEHKAa NPUMEHEHHOIO
OIIEHOYHOTO cpecTBa mo 100-06amibHON MIKajne yMHOKEHHOE Ha MaKCHMAalIbHOE 3HaYeHHE B Oayax ajist
JTAaHHOTO cpenicTBa paszaeneHHoe Ha 100, npu ycii0BUM OKPYIJIEHUSI pE3YJIbTaTa /10 LEI0UYNUCIEHHOTO.

CucremMa W KpUTEpHH OICHKU 3HAHHM, oOydarommuxcs coorBeTcTByeT 1. 3.4.2. CMK-IUI-7.5-06 «Ilomoxkenust o
KpeauTHo-MoAyasHOM cucteme HUAY MUD».
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J171s1 KOHTPOJISL ¥ OLICHUBAHUS KAUeCTBa 3HAHUH CTYACHTOB MPUMEHSIFOTCS NATHOAIUTbHAS (pOCCHiicKast), cToOAITbHAS
u esporeiickas (ECTS) cucrembl oneHKH KadecTBa 0OydeHHUs! CTyneHTOB. CBsA3b MEXIY yKa3aHHBIMH CHCTEMaMH
MIpHUBEJICHA B Ta0JIUIIE.

Cymma 6a- Onenka o 4-x 0aJUILHOM mIKa-| 3aver Ouernka I'pananus
JIOB Jae (ECTS)
90 - 100 5(0TIM4YHO) 3a4TEHO A OTJINYHO
85 -89 4 (xoporo) B OYEHb XOPOIIIO
75 -84 C XOPOIIIO
70-74 D YIOBJIETBOPUTEIHHO
65 - 69 3(y10BIETBOPUTEIHHO)
60 - 64 E MOCPEACTBEHHO
HE 3a4Te-
Huxe 60 2(HeyIOBIETBOPUTEIHLHO) HO F HEYIOBJIETBOPUTEIHHO

B utoroByro cymMMmy 0aitoB BXOIST Pe3yNIbTAThI aTTECTAIIMU PA3/IEI0B AUCIUIUIMHBI H HTOTOBOW (DOPMBI aTTeCTaIin
(3auer/sK3ameH). MakcuManbHEIN HTOTOBBIN Oarut Beceraa paseH 100.

MakcuManbHbIE 0a/uT 3a 3Kk3aMeH (3a4eT) ycraHaBiuBaeTcss B mHTepBasie or 0 g0 40. Pasmenbl AuCHUIUIMHBI
OIIEHHBAIOTCS IO MHOTOOAJIIILHOM IIIKaJIe OLEHOK B COOTBETCTBUHU C YTBEP)KJIEHHON CTPYKTYPOH IHUCLUIUINHBI.
CTyneHT cumWTaeTcsi aTTECTOBAaHHBIM IO pa3leny, 3adeTy WM JK3aMeHy, eclih OH HaOpan He meHee 60% ot
MaKCHUMAJIBHOTO Oasuia, MpeyCMOTPEHHOTo paboueii mporpaMMoii.

8. IIEPEYEHb OCHOBHOM ¥ JOMOJIHUTEJIBbHOM YYEBHOM JINTEPATYPHI, HE-
OBXOJIMNMOMU 1JIsA OCBOEHUA JUCHUIIVIMHBI

a) OCHOBHAasi JUTepaTypa:

1. ®dapmanenTrueckas rexHonorus. Tsepable gekapctBeHHble GopMel / Ilog pen. Kenuka C.A. - M.: 2011.
2. ®apmanestryeckas Texnosorus/Ilon pen. Kpacaioka N.U., Muxaitnosoii I'.B., M.: Axagemus, 2006,
596 c. - 5 7K3.

3. Tlpomsimnennas TexHoxorus jgekapcets / [Ton pen. Uyemosa B.U. - X.: MTK-Kuwura, 2002.

4. Cemenuenko B.®. Uctopus papmanuu.- M.: MapT, 2003.

5. IlpaBuna Hajyexariei Mpou3BOACTBEHHOM MpakTUKU EBpa3uiickoro 3KOHOMHUYECKOI0 COI03a.
VYrBepxnens! Pemmennem Coeta EBpasuiickoit s3koHOMHUYeCKOM KoMuccuu OT 3 HosiOopst 2016 1. Ne 77.

6. dapmakonest EBpa3uiickoro 3KoHoMH4YecKoro coro3a. Tom 1.

7. OCT 64-02-003-2002. ITpoaykiius MeIUIUHCKON MPOMBIIIIEHHOCTH. TEeXHOIOTHYeCKHEe PeriaaMeHThl
npousBojicTBa. CozepikaHue, NOpsI0K pa3pabOTKH, COTJIACOBAHUS M YTBEPIKICHHSL.

0) JOMOJIHUTEJbHAS JIUTEepaTypa:

1. dapmakones CIIA.
2. Eppormeiickas papmaxores.
3. Tlocranosnenue IIpaBurensctBa PO ot 22 nexabpst 2020 r. Ne 2206 “O BHECEHUH U3MEHEHUI

B [lostokeHne 0 TUIEeH3UPOBAHUM TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB .
4. dapmareBTHYECKas TeXHONIOTHUS. [[pOMBIIIUIEHHOE MPON3BOACTBO JIEKAPCTBEHHBIX CPEACTB. B nByX
tomax. / [Tox pen. U.W. Kpacuroka, H.b. [lemunoii. - M.: T'O0OTAP-Menua, 2023..

10. HEPEYEHDb PECYPCOB NHO®OPMAILIMOHHO
TEJEKOMMYHUKAIIMOHHOU CETU «MHTEPHET» (JAJIEE - CETb
«MHTEPHET»), HEOBXOJNUMBIX JJJIAA OCBOEHUSA JUCHUIIJIMHbI

«  http://www.window.edu.ru/window/library ®eaepanbHbiii mopTas. Poccuiickoe o6pasoBaHue.
*  http://www.cir.ru/index.jsp YHuBepcuTeTcKass UHopMaLMoHHas cucteMa Poccun.

*  http://www.diss.rsl.ru Poccuiickas rocyjapcTBeHHasi 6M6JM0TEKA. JJIeKTPOHHAsA 6MbIMOTEeKa


https://medknigaservis.ru/publisher/goetam-media/
http://www.window.edu.ru/window/library
http://www.cir.ru/index.jsp
http://www.diss.rsl.ru/
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JiuccepTalyi.

*  http://www.scsml.rssi.ru UHpopMalimoHHbBIE pecypchl IeHTPaJIbHOW HAYyYHOU MeJUIMHCKOHN
OHUOJUOTEKH.

*  http://medlib.tomsk.ru UHpopmanmoHHble pecypcbl/Hay4YHO-MeJUIUHCKON OUOJIUOTEKU
Cubupckoro 'MY)

*  http://www.science.viniti.ru UHdpopmanmoHHbie pecypcel HayuHoro noptaia BUHUTH, pazaen
MeJHUIKMHA.

»  http://wwwl.fips.ru UnHdopmaloHHbIe pecypchl PocraTeHTa.

«  https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

«  https://eec.eaeunion.org/comission/department/deptexreg/formirovanie-obshchikh-
rynkov/pharmacopoeia/

«  https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0029.html

«  https://portal.eaeunion.org/sites/commonprocesses/ru-ru/Pages/DrugRegistrationDetails.aspx

«  https://grls.rosminzdrav.ru/grls.aspx

«  https://portal.eaeunion.org/sites/commonprocesses/ru-ru/Pages/DrugRegistrationDetails.aspx

«  www.transmedteh.com

«  www.capsulator.narod.ru

11, METOJMYECKHE YKAZAHMS 1151 OBYYAIOINXCS IO OCBOEHUIO
T CHATIIAHBI

MeTtoauueckue yKkazaHus JUisi 00y4aroIuXxcs 0 OCBOGHUIO TUCIUIUIMHBI - KOMIUIEKC peKOMEHAAINN 1
pa3bIICHEHUH, TTO3BOJISIFOIINI 00YYaIOIIMMCST ONITHMAIBHBIM 00pa30M OPTaHU30BaTh MPOIIECC U3YUCHHS KaK
TEOPETUYECKOr0 yueOHOr0o MaTepuasa JUCIUIUIHHBI, TaK U MOJATOTOBKU K KIIMHUYECKUM MPAKTUYECKUM
(J1abopaTOpHBIM) 3aHITHSM, B TOM YKCIIE TIPOBOJUMBIM C HCTIOJIb30BAaHNEM aKTUBHBIX U MHTEPAKTUBHBIX
TEXHOJIOTHI 00y4YeHUS.

12. NEPEYEHb HHO®OPMAIIMOHHBIX TEXHOJIOT I, UCITOJIb3YEMBIX ITPH
OCYHIECTBJIEHUHU OBPA3OBATEJIBHOI'O ITPOIECCA 110 JUCHUIIVIMHE, BKJIIOYAS
MNEPEYEHD ITPOI'PAMMHOI'O OBECIIEYEHUA U UTHO®OPMALIMOHHBIX CITPABOYHbIX
CUCTEM (ITPM HEOBXOAUMOCTN)

Hcnons3oBanue MH(MOPMALIMOHHBIX TEXHOIOTHI NPH OCYIECTBICHUN 00pa30BaTEeILHOTO Ipolecca
10 JWCHUIUIMHE OCYIIECTBISETCS B COOTBETCTBMM C YyTBEpKIACHHbIM I[lojoxeHunemM 00 DneKTpoHHOU
uH(popMalnoHHO-00pa3oBarenbHO cpene UATO HUAY MUDU.

OnekTpoHHass cucrema ympasieHusi oOydenunem (LMS) wucnonp3yercs anst peanmsanuu oOpa-
30BaTeNbHBIX MIPOTPAMM MIPH OYHOM, TUCTAHIIHOHHOM U CMEIIEHHOM pexrmMe o0ydeHus. CucreMa peannsyeT
CJICAYIOIINE OCHOBHBIE (DYHKIMH:

1) Cozpmanue u ynpaBjieHHE KJIaccaMH,

2) Coznanue KypcoB,

3) Oprasu3zanys 3alycy yJainuxcst Ha Kypc,

4) [Ipenocrariienue qocTymna K ydeOHbIMMAaTEpUaIaM JUISydaIuxcs,

5) [Ty6nukarus 3axanuii 17151 y4€HUKOB,

6) OneHka 3ajaHui yqanmxcs, MPOBeIeHUE TECTOB M OTCICKUBAHUE TIPporpecca 00yUeHHs,
7) Opranu3anys B3auMOJICHCTBUS Y9aCTHUKOBOOPA30BaTEILHOIO TIpoIiecca.

Cucrema UWHTErpUpYyeTCS C JONOJHUTEIbHBIMU CEpBUCAaMM, OOECIIEYMBAIOIIMMHU BO3MOXXHOCTb UC-
MOJIb30BaHUs TakuX (QYHKIUI Kak pabouuii KaleHIapb, BUIEO CBSI3b, MHOIOIOJIb30BATEILCKOE pe-
JAKTUPOBAaHHWE JOKYMEHTOB, CO3JaHHe (OpPM OINPOCHUKOB, HMHTEPAaKTUBHAS JOCKAa JUIS PUCOBAHUS.
ABTOpH3aIMs TOJb30BaTENIed B CHUCTEME OCYIIECTBISETCS IOCPEACTBOM KOPHOPATHBHBIX AaKKAyHTOB,
NPUBS3aHHBIX K JOMEHY Oiate.ru.


http://www.scsml.rssi.ru/
http://www.scsml.rssi.ru/
http://medlib.tomsk.ru/
http://www.science.viniti.ru/
http://www1.fips.ru/
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/
https://eec.eaeunion.org/comission/department/deptexreg/formirovanie-obshchikh-rynkov/pharmacopoeia/
https://eec.eaeunion.org/comission/department/deptexreg/formirovanie-obshchikh-rynkov/pharmacopoeia/
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0029.html
https://portal.eaeunion.org/sites/commonprocesses/ru-ru/Pages/DrugRegistrationDetails.aspx
https://grls.rosminzdrav.ru/grls.aspx
https://portal.eaeunion.org/sites/commonprocesses/ru-ru/Pages/DrugRegistrationDetails.aspx
http://www.transmedteh.com/
http://www.capsulator.narod.ru/
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1.1. . Ilepeuenv ungpopmayuonnuvlx mexnonozui

- TlpoBepka moMamHUX 3aJaHUN W KOHCYJIBTHPOBAHUE ITOCPEICTBOM DJIEKTPOHHOW SJIEKTPOHHOM 00-
pa30BaTeNILHON CPEMBI.

- Hcnonb3oBaHue 31EKTPOHHBIX MPE3EHTAUMI IPU POBEACHUN IPAKTUYECKUX 3aAHITHIA.

- Habop obyuaronux Buaeo(PpIBMOB

1.2. . Iepeuensv npozpammnozo obecneuenus

- IIporpammel, JeMOHCTpAIMK BUACO MaTepuajioB (mpourpeiBareias Windows Media Player).
- Tekcroerii pegakrop Microsoft Word,

- Tabmuunsnii pegaktop Microsoft Excel,

- Penaxrop nmpesenraruit Microsoft PowerPoint;

- IIporpammesl st IEMOHCTpAIMK U co3aanus mpesenTaruii («Microsoft Power Point»)$

- Bpayzep - Google Chrome.

1.3. . Ilepeuensv unghpopmayuonnwvlx cnpasoYHBIX CUCHEM

JlocTymm K SIEKTPOHHBIM OHOJIMOTEYHBIM pecypcaM W JJeKTpoHHOU Oubmmorteunoit cucteme (OBC)
OCYIIECTBIISETCS MOCPEICTBOM CIICIIMAIBHBIX pa3zienioB Ha odurnuanpHoM caiite UATD HUAY MUDU.
OOGecniedeH A0CTYM K AMEKTPOHHBIM KaTasoram oubnuoreku AT HUAY MUOU, a Takke 371€KTPOHHBIM
oOpazoBatenbHbiM  pecypcam  (DUOC), cdhopMUpPOBaHHBIM Ha OCHOBAaHMHM TMPSMBIX JOTOBOPOB C
paBooOIaAaTeIIMU YICOHOH 1 y9eOHO-METOIMYECKON TUTEPATyPhl, METOINICCKUX ITOCOOHI:

1) Nudopmanmonnsie pecypcbl Cetu  Koucymprant IDmroc, www.consultant.ru (uudopmariust
HOPMAaTUBHO-TIPABOBOTO XapaKTepa Ha OCHOBE COBPEMEHHBIX KOMITBIOTEPHBIX U TEJIIEKOMMYHHUKAIIOHHBIX
TEXHOJIOTHH ),

2) DNEeKTPOHHO-ONOIMOTeYHAS cucTemMa HUAY MHUOU,
http://libcatalog.mephi.ru/cgi/irbis64r/cgiirbis_64.exe7C21COM=F&I21DBN=BOOK&Z
211D=&P21DBN=BOOK;

3) OBC «M3marenscta Jlanw», https://eJanbook.com/;

4) DnekTpoHHO-0uOMoTeuHas cucrema BOOK.ru, www.book.ru;

5) Ba3el ganHbIX «aeKTpoHHO-O0nbaoTeyHas cuctema elibrary» (3BC elibrary);

6) bazosas Bepcust 95C IPRbooks, www.iprbooks.ru;

7) ba3el qanHbIX «DIeKTpoHHas OubmuoTeka TexHudeckoro BY3ay» www.studentlibrary.ru;
8) DNeKTpOHHO-0MOIMoTeuHas cuctemMa «AOykce.py/ibooks.ruy,

9) http://ibooks.ru/home.php?routine=bookshelf
DnekrporHo-6ubMoTeuHas cucrema «3bC FOPAUTy, http://urait.ru/

13. OIMMCAHUE MATEPHUAJIbHO-TEXHUYECKOM BA3bI, HEOBXOJIUMOM JJIs
OCYHIECTBJIEHHUSA OBPA3OBATEJIBHOT'O ITPOLHECCA 11O JUCHUIIJIMHE

Annapammnoe odecneuenue yueOHbIX 3aHAMUIL:

VYyeOHast ayTUTOpHsl, OCHAIIEHHAs

Mynstumenua-nmpoextop ACER P5290 - 1 mT.

[IpoekuoHHBIM 3KpaH - 11T.

Hoytoyk BenG JoyBook - 1mir.

Jlocka [u1st HarMcaHus MeJIoM - 1 1mT.

®dnomacrepHas 10cka - | mir.

Ocnawienue 1eKYUOHHbBIX 3AHAMUIL:

Hoyt6yk Asus F3Q00Jr T2130 15.4"WXGA(1 wr.);

IIpoextop ACER P5290 - 1 mT.;

Buneonexkuuu u nexuuu B GopmMe MyJIbTUMEIUINHBIX IPE3EHTALUH 110 TUCLUIUIMHE; y4eOHbIE (PUIbMBI .
Texnuueckue cumynaAyuoOrHble CPeoCmea 00yueHus

Mozynb yrcToro noMeuieHus A1 y4eOHOro ¥ UCCIIeJ0BaTeIbCKOr0 Ha3HaueHus - 1 1mT.


http://www.consultant.ru/
http://libcatalog.mephi.ru/cgi/irbis64r/cgiirbis_64.exe7C21COM=F&I21DBN=BOOK&Z
https://ejanbook.com/
http://www.book.ru/
http://www.iprbooks.ru/
http://www.studentlibrary.ru/
http://ibooks.ru/home.php?routine=bookshelf
http://urait.ru/
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Becnl anexkrponnsie Vibra - 2mr.;

Bubopcuto ¢ Habopom cut - 1 mr.;

Becrr ananutnueckue BJIP -200 - 1T, ;

Tecrep ceimyuectn Erweka - 1 mr.;

Yuusepcanbhblii mpuBoa AR403 co cMecuTeeM MOpPOIIKOB, TPAHYISTOPOM ISl BIAXKHOTO TPAHYIIH-
pPOBaHUS, U3METbUYUTEIIEM Ta0JIETOK - 11IT.;

Okcnpecc-Biaromep - 1mr.;

PoTarnmonnsiil TabaeTouHbIM Tipecc - 1mT.;

Tecrep ucrupaemoctu TabaeTox - 1mrT.;

Tectep pacnagaemMocT TaOJIETOK U Karcyi - 1 mr.;

Tecrep pacTBOpeHHs TAOIETOK U Karcyi - 1 mrT.;

Tectep repMETUYHOCTU KOHTYPHBIX SYEHKOBBIX YITAaKOBOK - | IIT.;
JlaboparopHast MeOelb;

HaGops! xumudeckoit mocyasl

14. UHBIE CBEJAEHUS U (WJIN) MATEPHUAJIBI

14.1. Ilepeuenn oopazosamenbHblX MeXHOI02UIL, UCROIL3YEMBIX NPU OCYULECMETIEHUU 00paA306a-
menbHO20 npoyecca no OUCYuUnIUHe

B npenonaBanuu npeamera “OcHoBBI (hapMalieBTHUECKON TEXHOJIOTUN UCTIOIB3YIOTCS:

- aKTUBHBIC POPMBI OOYUCHUS: JICKIIUH, PAKTHICCKUE U TaOOPATOPHBIC 3aHATHS;

- WHTEpaKTUBHBIC (POPMBI O0yUCHHUS: MPE3EHTAIUH (CIIalIbl), yaeOHbIC (PUITBMBI.

- COYETaHHE YKa3aHHBIX (opM.

OcHoBHbIMH opMamu y4eOHOH PadOThI ABJISIOTCH:
- JICKIIUU
- TpaKTUYECKUe U Ja00opaTOpHbIEC 3aHATHUS
- camocTosTeNnbHas paboTa 00y4aroIuXCs
- HalnucaHHe PerIaMeHTOB
- KOHTpOJIb U OLIEHKA 3HaHUH

YueOHast Jekuus - onHa U3 (GOpPM CHUCTEMATUUYECKUX Y4eOHBIX 3aHsATUH. Ha nekuum BeIHOCATCA
HauboJee CI0XKHbIE TEOPETHUECKUE pa3Aelibl Kypca.
Paznuuarot cneayromue BUIbl yUeOHBIX JIEKIUN: BBOJHBIE, TEMAaTUYECKHE, 0030pHBIE, 3aKII0UUTENbHBIE,
KOMILJIEKCHBIC, TPOOIEMHBIE.
Kypc nekuunii MoxeT ObITh CUCTEMAaTHUYECKUM, CIICIIUAIbHBIM, ITOCBSILEH U30paHHBIM TJIaBaM.
OO6beM ekl B yacax onpeensercs yueOHbIM MJIaHOM U Iporpammoii ooydenus. K kaxxaoi nexuuu
HE00XO0/IMMO COCTaBJIEHUE METOUUECKOM pa3paboTku. MeToanueckas pa3paboTka JOKHA COJepKaTh
Ha3BaHME JIEKIUH, LI U 3aJIa4M €€, 17151 KaKOro KOHTHHI€HTa CcylaTesield OHa MpeiHa3HaueHa, 00beM
y4eOHOTO BpEMEHH, IJIaH JIEKIIUH, XapaKTep WUTIOCTPUPOBAHHOTO MaTepHaa, epeuyeHb OCHOBHOM
autepaTypsl. [IpoaomKkuTeIbHOCTD JEKIUH - 2 aKaIeMUYEeCKUX Yaca.
Jlexuuu sBISIOTCS BakHeHIIelH GopMoii yueGHOro mporecca U MpecTaBIsioT coO00M MUPOKOE U3JI0KEHUE
POOJIEMHBIX BOIIPOCOB IO OIPEIETICHHOMY pa3ieny Y4eOHOM AUCIUIIIIMHBI COTIIAaCHO YPOBHIO COBPEMEHHOMN
HayKH.
Jlexuu HEOOXOIMMO COMIPOBOXKIATH JEMOHCTpALMEl ClaiiloB, MOKa30M y4eOHBIX BHI€OMATEPHAIIOB.

IIpakTuyeckoe (1aGopaTopHOeE) 3aHATHE - OJIHA U3 (POPM CHCTEMATUUYECKUX yUCOHBIX 3aHSATHH,
Ha KOTOPBIX 0Oydaronuecs MpuoOpeTaroT HEOOXOAMMbIe MPAKTUYECKUE YMEHUS U HaBBIKM 1O TOMY WU
MHOMY pa3/iely CHeHalbHOCTH.

Opnoii w3 ¢dopMm opraHm3anuu y4eOHOro TMpolecca SBISETCS CaMOCTOsiTeIbHAas padora
o0yyaromMxcsi: ayIMTOpHAas U BHEAYTUTOpHAsI.

AyauTOpHAasl CaMOCTOsTENIbHAs padoTa BKIIIOYAET pEIICHHE CUTYalMOHHBIX 33Ja4 U TECTOBBIX
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3aaHUI;

BreaynuTopHas camocTosATeNbHas pa0oTa BKIIOYAET MOJATOTOBKY M HANMCAaHUE PETJIAaMEHTOB, PaboTy ¢

y4eOHOI TuTepaTypoil u yueOHBIMU TOCOOUSMH, JIEKIIMOHHBIM MaTepHAJIOM, CO CIIPAaBOYHOM JINTEPATYPOH.
14.2. @opmoul opzanuzauuu camocmoameabHoi padomsl 00yUaOWuxc

No 1/nt HanMeHOBaHHE TeMbI Conepsxanue caMoCTOSITeILHOI pa- |[Bux koHTposs Yacel
(pa3nena) 00THBI
1. PazpaboTka nabopa-Hanmucanue paszaena pernmamenra no |- cobecenosanue (10
TOPHOT'O perjaMeHTaMHIUBUIYaIbHOMY 3a1aHHIO (YcTHBIH ompoc)
MPOU3BOJICTBA Jexap-
CTBEHHBIX  CpPEACTB -
azgensl 1-2
2. Pa3paboTka nabopa-Hanmucanue pasnena pernamenta mo |- cooecenoBanue |10
TOPHOTO periTaMeHTaUHANBUIyalbHOMY 3aaHUI0 (YCTHBIN ompoc)
[POU3BOJICTBA JeKap-
CTBEHHBIX  CPEICTB -
pazaensl 3
3. Pa3paboTtka nabopa-Hanmucanue pazaena pernmamenra no |- cobecenosanue (10
TOPHOTO periaMeHTaHAMBH1yalbHOMY 3a1aHUIO (YcTHBIH ompoc)
[IPOM3BOJICTBA JeKap-
CTBEHHBIX  CPEICTB -
pazaen 4
4. Pa3zpaboTrka nabopa-Hanmucanue pasnena perinamenra mo |- cooecemoBanue |10
TOPHOTO peraaMeHTaUuHIUBUIYATbHOMY 3a/1aHUIO (YCTHBIN 0ompoc)
MPON3BOJICTBA JeKap-
CTBEHHBIX  CpEICTB -
azzen 5
0. Pa3paboTtka nabopa-Hanucanue paznena pernamenra no |- cooecenosanue (10
TOPHOTO periiaMeHTalHMBH1yalbHOMY 3a1aHUIO (YcTHBIH ompoc)
[POM3BOJICTBA JeKap-
CTBEHHBIX  CPEICTB -
azzen 6
6. PazpaboTka nabopa-Hamucanue pazaena peryiiamenta mo |- cobecegosanue |10
TOPHOTO periiaMeHTaluHUBHIyaTbHOMY 3aJJaHUIO (ycTHBI onpoc)
[POU3BOJICTBA JeKap-
CTBEHHBIX  CPEICTB -
aznen 7

14.3. Kpamkuit mepmunonozuyeckuil cioeaps

«aktuBars» (activation) - moaroToBka K BHICBOOOKICHHUIO YCTPOMCTBA AJIs IOCTABKH (PaCIbUICHHUS);
«annepreny - Mo00# JIEKapCTBEHHBIN Mpemapart, IpeIHa3HaYeHHBINA ISl TOTO, YTOOBI BEIIBUTH WJTH BHI3BATh
cnenuduieckoe MpUOOPETEHHOE M3MEHEHHE MMMYHOJIOTMUECKON PEakiMu Ha BEIIECTBO, BBI3HIBAIOIICE
IJICPTHIO;

«aHaJIMTUYECKas Meroauka» (amalyiical procedure) - MeroauMka TPOBEACHUS HCIBITAHUS, KOTOpas
BKITIOUAeT B ceOs MoapoOHOE ONMMCAaHUE TOCIICIOBATCILHOCTH JICHCTBUN, HEOOXOAMMBIX IS BBITOJTHCHHS
AQHATUTUYECKOTO UCTIBITAaHUS (B TOM YHCIIE OMHCAHWE MOATOTOBKH HCIBITYEMBIX 00pa3loB, CTaHIAPTHBIX
o0pa3loB, pEaKkTHBOB, HCIOJb30BaHUS OOOPYAOBAaHUS, IOCTPOCHUSI TIPALYHPOBOUYHOM  KPHUBOM,
UCTIONIb3YEMBIX PACUETHBIX (OPMYI U T. 11.);

«as’po3oiby (pressurised) - mekapctBeHHass Gopma, HpeACTaBisiomas coboi pacTBOpP, SMYIBCHIO HIIH
CYCIICH3HIO ICHCTBYIOIINX BEIIECTB, HAXOISIIUXCS MO IaBJICHUEM MPOTEUICHTa B TEPMETHYHON YIIaKOBKE
(a3p030yIbHBIN OAIITIOH), CHA0KEHHON YCTPONCTBOM JJIsl IOCTaBKH (paclblICHUs), KOTOPOe 00ecreunBaeT
BBICBOOOK/ICHHE JICHCTBYIOIIETO BEIIECTBA B BHJIC AUCIIEPCUH TBEPABIX WITH KUIKUX YACTHI] B ra3e, pasMep
KOTOPBIX COOTBETCTBYET IIyTH BBEJICHUS;
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«@3p030JIb ISl HHTAJSIIUN JI03UPOBAHHBII, «a3PO30JIbHBIN A03upyroiuii uaranstop» (pressurised metered
dose inhaler) - aspo3osb, mpeHa3HAYEHHBIN /IS HHTAISIIHOHHOTO IIPUMEHEHUS M JOCTABJISIONIUIN 103y IS
OJTHOKPATHOTO MPUMEHEHU 3a 01HO (WK OoJiee) BEICBOOOXKICHHE;

«a’p030J1b Ha3zaJdbHBIN Ho3upoBaHHbI» (pressurised metered dose nasal spray) - asposonb, mpeaHa-
3HAUEHHBIN TSI HA3QJIbHOTO MPUMEHEHUS, JOCTABJISIOMINUN JT03Yy AJIsi OJHOKPATHOTO MPUMEHEHHS 32 OIHO
(w1 6oJiee) BEICBOOOKIICHHUE;

«0e30macHOCTh JICKAPCTBEHHOTO TpermapaTa (COOTHOIICHUE «II0JIb3a - PUCK»)» - OICHKA MOJOKUTEIBHBIX
TepaneBTUYecKuX 3((EeKTOB JEKapCTBEHHOTO IpernapaTa MO0 OTHOLIEHHIO K PUCKAM, CBSI3aHHBIM C €ro
nprMeHeHHeM (TIOHATHE PUCKa BKIIIOYAET B ce0s1 TI000H PHCK, CBSI3aHHBIN C Ka4eCTBOM, 0€30I1aCHOCTBIO HITH
3¢ (HeKTUBHOCTHIO JIEKAPCTBEHHOT'O Iperapara Mo OTHOLIECHUIO K 3/I0POBbIO MMallMEHTa WM HACENICHUs);
«OMOaHAIOTUYHBIN JIEKApCTBEHHBIH npenapary («0noananor», «0nomnogo0HbIH JeKapCTBEHHBIH Mpemapary,
«OUOCUMUIISIP») - OMOJIOTMYECKUH JIGKApCTBEHHBIN Mpenapar, KOTOPBIN COJAEPKUT BEPCHUIO ACHCTBYIOIIETO
BEIIIECTBA, 3apPETHCTPHPOBAHHOTO OHMOJIOTUYECKOTO OPUTHHAIBHOTO (pedepeHTHOro) mpenapata W Juis
KOTOpPOTO TMPOJAEMOHCTPUPOBAHO CXOACTBO (mogo0ue) Ha OCHOBE CpPAaBHUTEIBHBIX MCCIEIOBAHUN C
pedepeHTHBIM TpernapaToM IO MOKa3aTeIsM KadecTBa, OMOJIOTMYECKON aKTUBHOCTH, Y(P(EKTUBHOCTH U
0€30I1aCHOCTH;

«Ounosornyeckasi 1OCTYIHOCTb» («OHMOJOCTYITHOCTB») - CKOPOCTb U CTENEHb, C KOTOPBIMU JIEHCTBYIOLIEE
BEIIECTBO WJIM €r0 aKTHUBHAS YacTh MOJIEKYJIBI U3 JIO3UPOBAHHOM JIEKAPCTBEHHOW (POPMBI BCACHIBAIOTCS U
CTaHOBSTCS JOCTYITHBIMHU B MECTE JCHCTBUS;

«OMONOTHYECKasi HKBUBAIEHTHOCTH» («OMOAKBHBAJIIEHTHOCTH») - OTCYTCTBHE 3HAYUMBIX PA3NIU4YUl 1O
CKOPOCTH H CTEIICHH, C KOTOPBIMH JICHCTBYIOIIEE BEIIECTBO MJIM AKTUBHAS YacTh MOJICKYJIBI JCHCTBYIOIIETO
BelecTBa (hapMalleBTUUECKUX OSKBUBAJCHTOB WKW  (apMalleBTUYECKUX aJbTEPHATUB CTAHOBSTCA
JOCTYITHBIMU B MECTE CBOETO JICWCTBHUS ITPH BBEJACHUH B OJIMHAKOBON MOJISIPHOH J103€ B CXO0XKHX YCJIOBHSIX B
MCCJICIOBAaHUH C HAJICKAIUM JTU3AIHOM;

«OUONOTHYECKUM JIEKAPCTBEHHBIM TperapaT» - JICKapCTBEHHBIM Tmpemapar, ISHCTBYIOIIEE BEIIECTBO
KOTOPOTO MPOU3BEICHO WIIH BIIEICHO U3 OMOIOTHYECKOT0 UCTOYHHKA U JIJISl OMUCAHUS CBOMCTB U KOHTPOJIS
Ka4yecTBa KOTOPOTO HEOOXOIMMO COUCTaHWE OMOJIOTHYECKUX W (PU3MKO-XMMHUYECKUX METOAOB aHAIN3a C
OIICHKOM MTPOU3BOJCTBEHHOIO MPOLIECCa U METOJIOB €r0 KOHTPOJIS;

«ounocepusi» (biobatch) - cepus, wucmonb3dyemas B KIMHHYECKOM MCCICIOBAHUN OMOMOCTYITHOCTH
(OMOAKBUBAJICHTHOCTH) WM KJIMHUYECKOM HCcleA0BaHUU d(D(PEeKTUBHOCTH (MOATBEPKIAIONIEM HAIUYUE
(YHKIIMOHATBHBIX XapaKTEPUCTHK JICKApCTBEHHOU (hopMbI). Pazmep Onocepuu COOTBETCTBYET KaK MUHUMYM
pa3Mepy OMBITHO-MIPOMBIIIIICHHONW CEpUH, TO €CTh JUIS TBEPBIX JEKAPCTBEHHBIX (GOpPM IS pueMa BHYTPb
oH cocTtaisieT He MeHee 10% ot pa3mepa cepun ipu osiHoMaciTabHoM ipousBoacTBe uin 100 000 enunuIl
JIeKapCTBEHHOM (OpPMBI (B 3aBUCUMOCTH OT TOT0, KAKOW U3 ATHX MOKa3aTesel 00JbIie);
«OMOTEXHOJIOTHYCCKUH JICKAPCTBCHHBIN Mpenapar» - JIGKApCTBEHHBIA Tperapar, MpOW3BEICHHBIA TpH
MOMOIIM OMOTEXHOJIOTMYECKUX TMPOIECCOB M TNPUMEHEHHS METOJOB C HCIIOJIB30BAHHEM TEXHOJOTHH
pexomOunanTHoil JIHK, KOHTponmMpyeMoil SKCIpeccHH T'€HOB, KOJUPYIOUIMX BBIPAOOTKY OMOJIOTHYECKU
AKTUBHBIX  OENKOB, THOPHIOMHBIX  TEXHOJNOTHH, MOHOKJIOHAIBHBIX  aHTUTENl WIH  JAPYTUX
OMOTEXHOJOTHYECKHX TPOIIECCOB;

«OMOIKBUBAJICHTHBIE JIEKAPCTBEHHBIE TpEraparbl» - JEKapCTBEHHBbIC Nperaparthl, sBisiomuecs dap-
MAaIeBTUYCCKH SKBHBAJICHTHBIMHA WM (hapMalleBTUYCCKU aTbTEPHATHBHBIMH, OHOJOCTYITHOCTh KOTOPBIX
MocJie UX BBEACHHS B OJIMHAKOBBIX MOJIIPHBIX J03aX COMOCTaBUMA (CXO/HA) HACTOJIBKO, YTO OOECTIeUnBaeT
dakTudecku (IO CymIeCcTBY) OAWHAKOBbIE WX J(ddexkTuBHOCTE © Oe3omacHOCTh. /[l  oreHku
OMOPKBUBAJIEHTHOCTH MOTYT TPOBOJUTHCS KIMHUYECKHE HWCCIeAOBaHUsA C (apMaKOKUHETHYECKUMHU
KOHEYHBIMHU TOYKAMH, KIIMHHYECKUMHU WU (PapMaKoIMHAMUYICCKUMHU KOHEYHBIMU TOYKAMH, HCCIICTOBAHUS
Ha JKUBOTHBIX MOJCSX MM MCCICIOBaHUs IN VILro, eciu OHM aJeKBaTHO OOOCHOBaHBI M (WJIN)
BaJIMIUPOBAHBI;

«Opolropa UCCIEIoBaTeNss» - CBOJHOE HU3JOKEHUE KIMHUYECKUX W JOKIMHUYECKUX HaHHBIX 00 HC-
CJIeTyeMOM JIEKapCTBEHHOM Ipenapare, OTHOCSILUXCS K €r0 UCCIIE0BAaHUIO Y YEJIOBEKa;
«OBICTPOPACTBOPSIONINECS JIEKAPCTBEHHBIE MPENapaThl» - TBEP/bI JEKapCTBEHHBIN MpemapaT Uik IpueMa
BHYTPb C HEMEJJICHHBIM BBICBOOOXKIECHHEM CUUTAaeTCs ObICTpopacTBOpsIouMcs, ecian He MeHee 80 % ot
3asIBJICHHOTO cofiepxkanHusl (papMarieBTHUeCKON CyOCTaHIIMK PAcTBOPSIETCS B TeUeHUE 15 MUHYT B KaXKIOU U3
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caenyromux cpen: npu pH 1,2, 4,0 u 6,8;

«Bamuaaus mpoiecca» (process validation) - mokymeHTanbHO OQOPMIICHHOE MOATBEP)KIAEHHUE TOTO, YTO
IpOLIECC TPOU3BOJICTBA, BBHINMOJNHSACMBI B TIpE/eNaX YCTaHOBICHHBIX NapaMmeTpoB, 3()(dEeKTHBHO U
BOCIIPOM3BOAMMO O0CCIICUMBACT TOJIyYCHHUE JICKAPCTBEHHOIO Iperapara, COOTBETCTBYIOIIETO 3apaHee
YCTaHOBJICHHBIM CIICIU(PHUKALIUSIM U IOKA3aTeNIsIM KauecTBa;

«BHENIHSSI MIPOrHOCTHYECKas crocobHocthy (external predictability) - mporrocTuueckast crocoOHOCTD, B
OTHOIICHUH KOTOPO POBOJIUTCS OIICHKA C UCTIOJIb30BAHUEM PE3YIbTaTOB, OTIIMYHBIX OT TEX, HA OCHOBAaHUU
KOTOPBIX YCTAHOBJICHA Koppensmnus «in VIVO - in Vitro» (HacKoJIbKO TOYHO MOMAETb MPOTHO3HPYET
pe3yJIbTaThl);

«BHYTPEHHSISI IPOTHOCTHYECKas criocodHnocthy (internal predictability) - mporamocTryeckast CrtocoOHOCTH, B
OTHOUIICHUH KOTOPOW TPOBOJHUTCS OIICHKA C HCIIOJIb30BAHHEM PE3yJIbTaTOB HMCXOJAHBIX HUCIBITAHUH, Ha
OCHOBAHHMH KOTOPBIX YCTAHOBIIEHA KOPPEIAIHUSA «iN VIVO - in Vitro» (HacKOJIbKO TOYHO MOJIENb OMUCHIBAET
pe3yNbTaThl, UCTIONB30BAHHBIC [Tl YCTAHOBJICHUS KOPPEISIHU «iN VIVO - in Vitro»);
«BHYTPUIIPOM3BOJACTBEHHBIC WCIBITAHUS» - HCIBITAHUS, MPOBOJUMBIC B TpOIEcCe MPOU3BOJCTBA
(dapManeBTUYECKOM CyOCTaHITNH U (MJTH ) JICKApCTBEHHOTO MIperapara, a He B paMKaX KOMILIEKCA HCTIBITAaHHH,
POBOIMMBIX TIEpe]T BHIITYCKOM B 0OpallieHue;

«BOBJICUCHHOE B HCCIIEAOBaHHE rocyaapctBo - wieH Corosa» - rocymapctBo - wieH Coro3a, B KOTOPOM
MOJIaHO 3asiBICHUE O TOJYYCHHUH pa3pelieHUs] Ha TMPOBEACHUE KIMHHYECKOTO HCCIIEAOBAHHUS WM Ha
BHECCHHE CYIIECTBEHHOHW MOMPaBKU (B paMKaxX HHCICKTUPOBAHHS MEXIyHAPOIHBIMH OpPTaHH3aIUSIMU
HOHSTHIO COOTBETCTBYET TEPMHUH «member state concerned»);

«BOCIPOU3BE/ICHHBIN JICKAPCTBEHHBIN Tpernapar («DKCHEPUK», «TEHEPHUK») - JICKApPCTBEHHBINA Mperapar,
KOTOPBI MMEET TaKOW K€ KOJMYECTBCHHBIH M KaYECTBCHHBIM COCTaB JCHCTBYIOIIUX BEIIECTB U Ty XKe
JIEKapCTBEHHYIO (POPMY, YTO M OPUTHHAIIBHBIH Tpenapat, 1 OMOIKBUBAICHTHOCTh KOTOPOTO OPUTHHAIILHOMY
JIEKapCTBEHHOMY Tpenapary MOATBEP)KIAETCS COOTBETCTBYIOIIUMH HCCIICAOBAHUSAME OHOIOCTYITHOCTH.
Paznuunbie comu, 3GUpBI, M30MEphI, CMECH HM30MEPOB, KOMIUICKCHI HMJIM TPOU3BOJHBIC JCHCTBYIOIIETO
BEIIECTBA MPU3HAIOTCS OJHUM M TEM >K€ JCHCTBYIOIIMM BEIIECTBOM, €CIIH HX O0€30MacHOCTh |
3¢ PEeKTUBHOCTD CYILIECTBEHHO HE OTIUYAIOTCS. Pa3inyHbIe JIeKapcTBEHHBIC ()OPMBI JIJIsl IPUEMa BHYTPb C
HEME/IJICHHBIM BBICBOOOIKICHHEM MPU3HAIOTCS B paMKax HCCIIEI0OBaHHI OMOTOCTYITHOCTH OJHON U TOH ke
JIeKapCTBEHHOM (HOpMOIii;

«BocnpousBoauMocTb» (reproducibility) - cBoiicTBo, xapakTepusyromiee NPEHU3HOHHOCTh B MEXIa-
OOpaTOPHBIX UCTIBITAHUSIX;

«BpPEMEHHAsT OCTAHOBKA KIMHHUYECKOTO WCCICAOBAHU» - TMPEPbIBAHUE TPOBEACHHUS KIMHUYECKOTO
UCCJICJIOBAHHS CIIOHCOPOM, HE MPEIyCMOTPEHHOE MPOTOKOJIOM, C TOCIEAYIONIMM HAMEPEHUEM CIIOHCOPa
BO300HOBHTH €T0 (B paMKax HHCIICKTUPOBAHUS MEKAYHAPOAHBIMU OPTaHU3ALUSIMHE MIOHSITHIO COOTBETCTBYET
tepmuH «temporary halt of a clinical trial»);

«BpeMsi XpaHeHHUs (IepephiBa) MEXAy OIepalusM{» - YCTAHOBJICHHBIM MEPUOJ BPEMCHH, B TCUCHHE
KOTOPOT'0 MaTepHabl (HCXOAHOE ChIPhE, TPOMEKYTOUHBIC MMPOAYKTHI U HepachacoBaHHAs MPOAYKIUS TIEpeT
€€ 3aKIIOYUTEILHON YIMaKOBKOW) MOTYT XPaHHTHCS TPH 3aJaHHBIX YCIOBHSX XPaHCHHS B OXHMIAHUU
OYepeTHON TEXHOJIOTHYECKON CTaJMH, MPH 3TOM KAueCTBO YKa3aHHBIX MATEPHUAIIOB OCTAETCS B Mpelesiax
cneuudukanuy;

«BCIIOMOTaTeJIbHOE BEIIECTBO» - BEIIECTBO, 338 MCKIFOUCHHEM aKTUBHBIX (papMaIleBTHYECKUX CYOCTaHIINH,
BXO/ISIII[EE B COCTAB JICKAPCTBECHHOT'O ITperapaTa AJsi IPUIaHUs eMy HEOOXOAUMBIX CBOWCTB;
«BCIIOMOTaTeJIbHOE BEIIECTBO, KOHTPOJHPYIOIIEE BBICBOOOXKICHHE» - BCIIOMOTATEIbHOE BELICCTBO C
OIIPEICTISFOIIUM BIMSHUEM Ha BBICBOOOXKICHHE JICHCTBYIOLIETO BEIIECTBA;

«BCIIOMOTATEJIbHBIN JIEKAPCTBEHHBIM IpenapaT» - JIEKapCTBEHHBIM Ipernapar, NPUMEHSEMBIA B LEIX
KJIMHUYECKOTO UCCIIEIOBAHMSI B COOTBETCTBUY C IIPEIICAaHIEM ITPOTOKOJIA, HO HE B KAUECTBE UCCIICTYEMOTrO
JIEKapCTBEHHOTO MpemnapaTta (B paMKax HMHCIIEKTUPOBAHUS MEXIyHAPOIHBIMH OPraHU3aIMsIMUA MOHATHIO
cooTBeTCTBYET TepMuH «auXiliary medicinal producty);

«BTOpHYHAs (MOTPEOUTENBCKAS) YIIAKOBKA» - YIIAKOBKA, B KOTOPYIO MOMEIIACTCS JIGKaPCTBEHHBIN Tpernapar
B IIEPBUYHO WIIK MPOMEKYTOUHON YITAKOBKE /ISl PEaTH3alliK IIOTPEOUTEITIO;

«BBIOOP KpallHUX BapWaHTOB (OPEKETHHT)» - COCTABJICHHE IUTAHA MCCIEIOBAaHUSA CTAOMIBHOCTH TAaKUM
00pa3oM, 4TOOBI MCCIICIOBAHHIO MOABEPrauCh MPOOBI TOINBKO ¢ KpaHUMH (TPEICTbHBIME) 3HAYCHUSIMU
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OIpeIeTICHHBIX (PaKTOPOB B PSIy BO BCEX BPEMEHHBIX TOYKAX KOHTPOJIS, UCIIOJIb3YEMBIX TIPH MIPOBEICHUN
HOJHBIX UccienoBanuid. [lnan mpeanonaraer, yTo CTaOMIBHOCTD MPOO ¢ MPOMEKYTOYHBIMU 3HAYCHUSIMU
(GakTOpOB B psIIy MPUPABHUBACTCS K CTAOMIBHOCTH MPOO ¢ KpallHUMH 3HAUYCHUSIMU;

«BbIMBbIBaeMbIe BerecTBay» (leachables) - coennuenns, KoTopsie MOTYT BBIACIATHCSA U3 CUCTEMbI YITAKOBKH
(YKYIOPKH) | [OTA1aTh B JIEKAPCTBEHHYIO ()OPMY MPH OOBIYHBIX YCIOBUSAX XPAHEHHS U IPUMCHEHHS;
«BBICBOOOXK Taemas 1o3a» (delivered dose) - komMuecTBO JEHCTBYIOIIETO BEMIECTBA, KOTOPOE (DAKTHUCCKH
nosydaer namnueHt (06e3 ydera KOJHYECTBA JIEHCTBYIOIIETO BEIIECTBA, OCEBIIEr0 Ha COCTABHBIX YaCTIX
WHTAJSITOPA);

«BbICBOOOKIEHHE» (actuation) - mpuBeneHHe B JCHCTBHE YCTPOWCTBA Ui JIOCTAaBKU (PacIbUICHHS);
«BBICBOOOIK/ICHHE HYJIEBOTO MOPSIIKA» - BHICBOOOKICHUE JICHCTBYIOIIETO BEIIECTBA, CKOPOCTH KOTOPOTO HE
3aBHCHT OT BPEMEHH;

«TeHEPaTOP PaIUOHYKIHIHBIN - T00ast CUCTeMa, cojieprKanias PUKCUPOBAHHBIN EPBUYHBIN PATHMOHYKIUI,
U3 KOTOPOTO O0Opa3syroTCsi BTOPHYHBIC PAIMOHYKJIUIBI, H3BJICYEHHE KOTOPBIX OCYIIECTBIIAETCS IyTEM
JJIIOMPOBAHUS WJIM  JIPYTHM  CIOCOOOM W KOTOPbIE HCIIOJB3YIOTCS B paanodapMaiieBTHIEeCKOM
JIEKapCTBEHHOM IIperapare;

«TEHOTOKCHYHOCThY» (genotoXicity) - BpemHOe H3MEHCHHE T'CHETHMUYECKOrO MaTepuaya He3aBUCHMO OT
MeXaHHU3Ma MPOUCXOXKICHHS 3TOTO H3MEHEHHS;

«rE€OMETPUUECKOE CTaHaapTHOe OTKJIOHeHue» (geometric standard deviation (GSD)) - 3mauenue, mo-
JdydaeMoe TyTeM aHain3a rpaduka 3aBUCHMOCTH BEIUYMHBI HAKOIUIEHHOM JIOMM MAacChl, MEHBIIEH
3asBJICHHOT'O JIMaMeTpa OTCCUCHHUSI, OT BEUUMHBI THAMETPa OTCEUCHHUS U paccurTaHHoe 1o Gopmyie: GSB
"D84,13%/D15,87% ;

«THOPHUIHBIN JIEKapCTBEHHBIN Tpenapar - JICKapCTBEHHBIN Mpernapar, He MOANAaIaoNIni 0/ OTpeIe/icHre
BOCIIPOM3BEICHHOIO JIEKAPCTBEHHOIO IMperapara WIM [PH HEBO3MOXKHOCTH IOATBEPKACHHS €ro
OMOIKBHUBAJICHTHOCTH C IMOMOIIBIO UCCIICIOBAHUI OMOMIOCTYITHOCTH, a TAaKXKe JIEKApCTBEHHBIN IMpemnapar, B
KOTOPOM IPOM3OILIM HM3MEHEHUsI IEHCTBYIOIIETO BemiecTBa (BEMIECTB), IMOKAa3aHUM K IMPUMEHEHHIO,
JIO3UPOBKH, JIEKAPCTBEHHOM (DOPMBI MM TTYTH BBEACHHS 110 CPABHEHHUIO C OPUTHHAIBHBIM TPEIapaToM;
«TIIABHBIM HCCIICIOBATENb» - WMCCIEN0BATENb, SBISIONIMNACS OTBETCTBEHHBIM PYKOBOIMTEIIEM TPYIIIIBI
uccrenoBaTeseld, MPOBOMAININX KIMHAYECKOE HCCICIOBAaHHE B KIMHUYECKOM IICHTpe (B paMKax HH-
CIIEKTUPOBAHUS MEXKIYHAPOJHBIMM OpPraHM3alUsAMH IOHSTHIO COOTBETCTBYET TepMHUH «principal
investigator»);

«rOMEONATUYECKUI JIEKAPCTBEHHBIM IIpenapar» - JIEKapCTBEHHBIM Ipernapar, IPOU3BEICHHBIM IO
TOMEOIATHYECKONH TEXHOJIOTHH C HWCIOJIb30BAaHUEM TOMEOIMATHYECKOTO ChIPhS B COOTBETCTBUU C Tpe-
ooBanusmu Papmakornien Coro3a WM B ClIydae HX OTCYTCTBHS B COOTBETCTBHH C TPeOOBaHUSIMH TO-
MEOMAaTHYECKUX (hapMaKoIei;

«rOCYIapCTBO TPH3HAHUS» - rocymaapctBo - wieH Coro3a, B KOTOPOM JIEKAPCTBEHHBIA Ipemapar 3a-
PErHCTPUPOBAH (PETUCTPUPYETCS) C MPOBEACHUEM IKCIIEPTU3bI, BKITIOYAOIICH OIEHKY 3KCIIEPTHOTO OTYETa
00 oreHke Oe30macHOCTH, 3(PPEKTUBHOCTH M KadyecTBa JIEKAPCTBEHHOIO IIpernapara, MOArOTOBIEHHOTO
pedepeHTHBIM TOCYIapPCTBOM;

«IaHHBIE, TOMOJIHUATEIBHO TOATBEPKIAOIINE CTAOMILHOCTEY - TaHHBIE, KOTOPHIE HE SBJISIFOTCS OCHOBHBIMHU
JTAHHBIMH O CTaOMJIBHOCTH, MOJYYEHHBIMH B XOJ€ (HOPMaaM30BaHHBIX (CTAHIAPTHO BBITIONHACMBIX B
COOTBETCTBHUH C IPEIABABIAEMBIMHA K OTHM HCCIIEI0BaHUAM TPeOOBaHUIMHI) UCCIIEN0BaHui. TaKkue JTaHHbIE
JIOTIOJTHUTEbHO OOOCHOBBIBAIOT AHATHUTUYECKHE METOMUKH, MPEIJIOKEHHBIA MEPUOA 10 IMOBTOPHBIX
UCCIIENOBAHMI HIIH CPOK TOJHOCTH, a TAKIKE YCIOBUS XPAaHEHHS;

«Iara MCTCYCHHs CPOKa TOAHOCTH (CpOKa XpaHEHWs)» - [aTa, yKa3aHHas B MapKHpPOBKE KOHTCHHepa
(apmareBTHYECKOM CyOCTaHIMK WITH JIEKApCTBEHHOTO TIpenapara 1 0003Havaromas OKOHYaHHEe [IEPUoIa, B
TEUCHHE KOTOPOTO (BKIIFOYMTEILHO) TIPH XPAHECHUH B YCTAHOBJICHHBIX YCIOBHSX OHU OYIyT COOTBETCTBOBATH
YTBEPXKICHHBIM CIEIUPHUKALIUAM U 110 UCTCIYCHUU KOTOPOTO UX HEJIb3s1 UCIOJIb30BaTh;

«aara TPOBEIACHUS TOBTOPHBIX MCCIICAOBAHUN» - JaTa, MOCJIE KOTOPOW ClIeAyeT IMOBTOPHO MPOBECTH
UCCIIeIOBaHMs CTaOMIBHON (apMaleBTUYECKOW CyOCTaHIIMK ISl MOATBEP)KIACHUS €€ COOTBETCTBUS
crielupUKaIiK U, COOTBETCTBEHHO, MPHUTOJHOCTH JJIsI MPOM3BOJCTBA OMPEAEICHHOIO JIEKAPCTBEHHOTO
npernapara;

«Iara TMpOM3BOJCTBA CEPHM» - JlaTa BBIMOJHCHUS IEPBOM OIEpaliy, BKIIOYas CMCIIMBAHHUEC aKTHBHOW
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(dapmaneBTHYECKOH CYOCTaHIIMM C JAPYTMMH COCTaBJISIIOLIMMHU JIGKapCTBEHHOro mpenapara. Jlis
JEKapCTBEHHBIX IIPETapaToB, COCTOANIMX W3 OXHOW (apMaleBTUYECKOH CyOCTaHIMU B MEPBUYHOU
yIIaKOBKE, J1aTOM MPOU3BOJICTBA CUMTACTCS HayalbHast Aata (pacoBKU (HATIOJHEHHS TICPBUYHOMN YITAKOBKN);
«IEMITUHT 103b1» (COpOC JI03bI) - HEPEAHAMEPEHHO OBICTPOE BBICBOOOXKICHHE JICHCTBYIONIETO BEIIECTBA U3
JIeKapCTBEHHOM (pOpMBI;

«IepKaTeNb PErUCTPAIMOHHOTO YAOCTOBEPEHHS» - IOPUANYECKOE JHI0, HA MMS KOTOPOTO BBIIAHO
PETHCTPAIMOHHOE YAOCTOBEPEHHE Ha JIEKApPCTBEHHBIM IMpenapar M KOTOPOE HECET OTBETCTBEHHOCTh 3a
0e301macHOCTh, dPHEKTUBHOCTH M KAYECTBO JICKAPCTBEHHOTO Tperapara;

«IMarna3oH MpUMEHeHUs (aHaTuTHYecKas 00acTb)» (range) - MHTepBa MeX 1y HauOOJIbIIICH U HAUMEHbIICH
KOHLEHTPALUSAMHU (KOJIMYECTBOM) OIPEIEIIEMOro BelecTBa B 00pasie (BKJII0Yast 3TH KOHIIEHTPALNH ), IS
KOTOPOT'0 TOKa3aHO, YTO aHAJMTUYECKash METOJHMKA HMMEET HPUEMJIEMbI YpPOBEHb INPEIHU3HOHHOCTH,
NPaBIIBHOCTH M JTMHEHHOCTH;

«IHK-peaktuBHoCcTh» (DNA-reactive) - crocoOHOCTh BbI3BIBaTH mpsiMoe moBpexaeHue JIHK myrem
XMMHYECKOTO B3aMMOJICHCTBYS C HEH;

«mo3a» (dose) - ykazaHHOe B MH(OpPMAIMK O JICKAPCTBEHHOM Ipernapare KOJIMYECTBO JCHCTBYIOIIETO
BEILIECTBA, KOTOPOE JOJDKHO OBITh MPUHSATO 32 | MpHUeM HE3aBHCUMO OT YHCIIa BEICBOOOXKICHU;
«I03MPOBKa JICKAPCTBEHHOTO TMpernaparay - KOJMYECTBEHHO BBIPAXKCHHOE COJIEPKAHUE JCHCTBYIOIIUX
BEILIECTB B €IMHMIIE JI0O3UPOBAHMS, 00bEMa MIIM MACChl B COOTBETCTBHHM C JICKAPCTBEHHOH (POpMOii, a s
HEKOTOPBIX BHJIOB JICKAPCTBEHHBIX (POPM - KOJMYECTBO BBICBOOOXKIAEMOIO M3 JICKAPCTBEHHOW (DOPMBI
JICWCTBYIOIIETO BEIIECTBA 33 €IUHHILY BPEMEHH;

«IOKJIMHUYECKOe (HEKIMHUYECKOE) UCCICIOBAaHUE» - XUMHYECKoe, (U3MYecKoe, OUOIOrHYecKOoe,
MHKpPOOHOJIOTHYECKOE, (hapMaKOIOTHIECKOe, TOKCHKOIOTHYECKOE W JPYTHe BHIBI IKCIIEPUMEHTAILHOTO
UCCJIC/IOBAHHS WJIM CEpHs MCCICIOBAHWI MO0 M3YYCHHIO BEINECTBA (JICKAPCTBEHHOT'O CPEICTBA) IyTEM
NPUMEHEHHS HAyYHBIX METOJOB OIIGHOK B IIEISIX HM3y4YeHHUS CIEHUPHUYECKOro IeHCTBUS | (W)
JIOKa3aTeIbCTB 0€30MaCHOCTH JIJIsl 3I0POBbS UEIIOBEKa;

«IOJNTOCPOYHBIC HCCIICIOBAHUS» - HUCCIEIOBAHUS CTAaOMIBHOCTH (M3MUYECKHX, XHUMHUYECKUX, OHOIIO-
THYECKHX, OodapMalieBTHUECKUX UMUKPOOHNOJIOTHYECKUX XapaKTEPUCTUK (papMalleBTUYECKON CyO CTaHITNH
WIM JIGKapCTBEHHOTO Iperapara, B LENsAX ONpeAeNeHHs TepHona A0 TMOBTOPHBIX HCCIEIOBAHUHA JUIs
HOATBEPIK/ICHHS paHEE YCTAHOBJICHHOTO CpOKa TOMHOCTH W (WJIM) YCIOBUI XpaHEHHs, YKa3aHHBIX B
UH(pOpMAaIINK O JISKApCTBEHHOM IpernapaTe;

«IOMYCTHMbIC OTKJIOHCHHUS B YCJOBHUSX XpaHCHHS» - TPUEMJIEMbIC KoJeOaHUs TeMIepaTrypbl U OTHO-
CHUTEJIFHOW BIIQKHOCTH B TEXHHUYECKHX CPEICTBAX Ul XpaHEHHs NPU (OpMaTM30BaHHBIX MCCIEIOBAHUSIX
CTaOMILHOCTH;

«I0ChE HEUCCIIETyEMOro JEKapCTBEHHOTO MpernapaTay - KOMIUIEKT JOKYMEHTOB (B TOM YHCIIE 3asBJICHUE O
MOJYYEHUH pa3pelIeHHss Ha TMPOBEACHUE KIMHUYECKOTO HCCICIOBAHUS), COACPKAIIUX HH(POPMAIHIO O
HOpSIIKE TPUMEHEHHS HEHCCIIEAYeMOro JIEKapCTBEHHOIO Iperapara B KIMHHYECKOM HCCIIEIOBaHUH,
HOATBEPIKIAIOIINX €ro KauecTBO M 0E30MacHOCTh, a TAKXKE MPOU3BOJCTBO B COOTBETCTBHHU C [IpaBuiamu
HaJUIe)KalIed MPOU3BOJICTBEHHON INPAaKTUKU EBpa3sMiCKOro 3KOHOMHYECKOTO COK03a, YTBEP)KICHHBIMHU
Pemenunem Cosera EBpasuiickoii s3xoHOMu4eckoir komuccuu ot 3 HosiOps 2016 r. N 77, npeacrapnsieMslii
JUTSL TIOJIYYSHHUSI OT YIOTHOMOYEHHOTO OpraHa (9KCIEePTHOW OpraHU3aIlii) FOCYAapCcTBa-wIeHa pa3pelleHus
Ha MPOBEICHNE KIIMHIUYECKUX UCCIICIOBAHHI JIGKapCTBEHHOTO Mperapara;

«gonycTuMoe moctyruieHue» (acceptable intake) - ypoBeHb mocTyruieHHs PUMECH, HECYIUH HUYTOXHO
HU3KUI KaHIIEPOTCHHBI PUCK WM B CIy4ae TKEIbIX (YrpoKaroIIuX KHM3HU) 3a00JIEBaHUN YpPOBCHb,
OIPaBJaHHBIN JTOMYCTUMBIM COOTHOLIEHUEM «I10JIh3a - PUCKY;

«momyctuMblid  mipenen»  (acceptable limit) - makcumanbHas JOMyCTHMas KOHIIEHTpAIMs NPUMECH B
(apmaneBTHYECKOM CyOCTaHIIMM MM JICKAPCTBEHHOM Ipenapare, pacCYMuTaHHasi Ha OCHOBE JIOIYCTUMOTO
HOCTYIICHUS. M CYTOYHOM J03bI Ipenapara;

«EMHBIA pEecTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeacTB Coroza» - oOmmii WHPOPMAIMOHHBIN
pecypc, GpopMupyeMbIii B paMKax MHTETPHPOBAHHOM CHCTEMBI U COJICPIKAIINN CBEICHHUS O JIEKAPCTBEHHBIX
CPE/ICTBAxX, 3apETMCTPUPOBAHHBIX HIIM IPOIIEANIMX HHBIC TPOLEAYPHI, CBA3aHHBIC C PErHCTpalued, B
COOTBETCTBUH C IPABWIAMH PETHCTPALMM M HKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JUII MEIUIIMHCKOTO
IIPUMEHEHUs, YTBEPKIaeMbIMUA EBpa3uiiCKON SJKOHOMUYECKON KOMUCCUEH;
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«OKHIKOCTB s mHTassimuiny (product for nebulization) - mpenapat it MHraIsIIK B KUIKOM JIEKapCTBEHHOM
(dopme, IpeHa3HAYSHHBIN I UCIIOIB30BaHUs ¢ IOMOIIBIO HeOyaii3epa;

«OKU3HEHHBIN LMK TPOAYKTa» - BCE CTaJWMU KM3HM MPOAYKTa OT HauyaIbHOM pa3paboTKu, MpeObIBaHUS B
000poTe U 10 IPEKpaIlEeHHs CYLLIECTBOBAHUS MPOIYKTa;

«uHTepBai no3upoBanus» (dosing interval) - pekoMeHyeMblil IPOMEKYTOK BPEMEHU MEKAY BBEICHUECM
JIEKapCTBEHHOTO Ipernapara, yka3aHHblid B MHPOPMaLUH O JIEKApCTBEHHOM IIpernapare;

«3aBepIIECHUE KIMHUYECKOTO UCCIIETOBAHM - OCIEAHUM BU3UT IOCIEAHEr0 CyObEKTa Ui TI03/1HEE, ECIIN
TaK yKa3aHO B IPOTOKOJE (B pamMKaxX HHCIIEKTUPOBAHUS MEXIYHApPOIHBIMH OpraHM3alUsIMH TOHSATHIO
cootBercTByeT TepmuH «end of a clinical trial»);

«3apEruCTPUPOBAHHBIN BCIIOMOIATENbHBIM JIEKAPCTBEHHBIM npenapary» (MPUMEHUTENIBHO K MpaBUiIaM
HaJJIeXxallel KIMHuYecKol npaktuku Coro3a, yrBepkaaeMbiM EBpa3uiickoil 5KOHOMUUYECKON KOMUCCHEN) -
JIEKapCTBEHHBIM TMpenapar, 3aperucTpupoBaHHbIli B pamkax (Coro3a, NpPUMEHSEMbIM B KaudecTBE
BCIIOMOTATENFHOTO JIEKAPCTBEHHOTO Tperapara BHE 3aBUCHMOCTH OT W3MEHeHHMH MH(opManuu o HeM (B
paMKax HHCIIEKTHPOBAHUS MEXYHAPOIHBIMU OPTaHU3AIUsIMU OHITHIO COOTBETCTBYET TepMHH «authorised
auxiliary medicinal product»);

«3apErUCTPUPOBAHHBIN  HCCIENyeMbIl JIeKapCTBEHHBIM Impenapar» (IPUMEHHUTEIbHO K IpaBUIIaM
HaJJIeXxalel KIMHuYeckol npaktuku Coro3a, yrBepkaaeMbiM EBpa3uiickoil 5KOHOMHUYECKON KOMUCCHEN) -
JIEKapCTBEHHBIN IIpenapaT, 3aperucTpUpOBaHHbIM B paMkax (Coro3a, NPUMEHAEMBII B KayecTBE
MCCJIETyEMOT0 JIEKApCTBEHHOTO Mperapara BHE 3aBUCUMOCTH OT U3MEHEHUH H(pOpMaluu o0 HeM (B paMKax
MHCIICKTUPOBAHUS MEXKAYHAPOJHBIMU OpraHU3alMsIMH MOHITHIO COOTBETCTBYeT TepMHUH «authorised
investigational medicinal producty);

«3HA4YMMOE U3MEHEHHE JIEKAPCTBEHHOIO IIperapaTa - OQHO U3 CIEAYIOIINX W3MEHEHUMN!

S-IIPOLIEHTHOE MU3MEHEHHUE COJEP)KaHUS WJIM HECOOTBETCTBHE KPUTEPUSIM MPUEMIIEMOCTH IO aKTUBHOCTU
(potency) (mpu UCTIOIB30BAHUH OMOJIOTUYECKHUX HUITH HMMYHOJIOTHYECKUX METOJIOB);

IPEBBIIEHUE KPUTEPUSI IPUEMIIEMOCTH MTPOIYKTa JIerpaJalty;

HECOOTBETCTBHE KPUTEPUSAM NPUEMJIEMOCTH IO BHEUIHEMY BHUAY, (HU3UYECKUM CBOWCTBAM MU (YyHK-
MMOHAIBHBIM XapaKTePUCTUKAaM (HampuMep, 1O IBETYy, pa3leleHuio ¢a3, CIOCOOHOCTH K PECYCIeH-
JUPOBAHUIO, TI0O KOMKOBAaHHIO (CJIEXHBAEMOCTH), MMPOYHOCTH, TOCTAaBKE OJHOW J103bl IPU MPUBEACHUU B
neiicteue). JlomycKkaroTCs HEKOTOpble H3MEHEHHsS (PU3MYECKHX CBOMCTB B YCIOBUSAX YCKOPEHHBIX
UCCIIeIOBaHUM (HarpuMep, pa3MsrdeHue Cynrno3uTOpUeB, IIaBJICHHE KPEMOB);

HECOOTBETCTBUE KPUTEPHUIO MPUEMIIEMOCTH M0 3HauyeHUI0 PH (Mpu HaauuuM JaHHOTO IOKas3aTels B
cnenuduKanum);

HECOOTBETCTBUE KPUTEPUIO IPUEMIIEMOCTH MPU PACTBOPEHUH 12 €IMHUIL TO3UPOBAHHOTO JIEKAPCTBEHHOIO
npenapata (Ipy HAJIMYUU JJaHHOTO TIOKa3aTess B cenudukanumn);

«3HaunMoe u3MeHenue Il Tumay - m3MeHeHue, KOTOpoe, HE SBISSCh M3MEHEHHEM, TPeOYIOIIMM HOBOM
pEerucTpaimy, MOXeT OKa3aTh 3HAUMTENbHOE BIMSHHE Ha KadyecTBO, 0€30MacHOCTbh WM 3((HEKTUBHOCTH
3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MpeIapara;

«3HaYMMOE N3MEHEeHHE (papMalleBTUYECKOI CyOCTaHIIMM - U3MEHEHUE, TI0CJIe KOTOPOro (papMalieBTUYecKast
cyOCTaHIIUs MepecTaeT COOTBETCTBOBATh CIIELM(PUKAIINH;

«M3MeHeHHe, TpeOyrollee HOBOIM perucTpalyv WIM pPACHIMPeHHE PEerucTpaluuuy - HW3MEHEHHe, Iepe-
YHUCIIEHHOE B JOMOJHEHMHM | K TpaBWjiaM BHECEHUS H3MEHEHHIl B PpErucTpallioHHOE J0ChE 3aperu-
CTPUPOBAHHOTIO JIEKAPCTBEHHOTO npenapara (npunoxenue Ne 19 k [IpaBunam peructpanuu 1 3KCIEPTU3BI
JIEKapPCTBEHHBIX CPEJCTB JUIsI MEAUIIMHCKOTO MPUMEHEHHUS) U YJOBIIETBOPSIOIIEE YCIOBUSIM, ONMKUCAHHBIM B
HEM;

«M3MEHEHHE YCIOBHI PErMCTPALMK JEKAPCTBEHHOIO ITpenapara uil H3MEHEHHE PErMCTPALIMOHHOTO JOChE»
- m000e U3MEHEHHUE:!

JOKYMEHTOB M JAaHHBIX, yKa3aHHBIX B InpuwiokeHnn Ne 1 k IIpaBmwiaMm perucrpanvu M SKCIEPTHU3BI
JIEKaPCTBEHHBIX CPENCTB I MEAUIIMHCKOTO IPUMEHEHHS],

YCIIOBUH IPUHATHS PEIICHUS O PETUCTPALUU JEKApCTBEHHOTO IIpenapara JUisi MEIULIUHCKOrO MPUMEHEHUS,
BKJIIOYas OOIIYI0 XapaKTEpUCTHKY JIEKaPCTBEHHOIO IMperapara M JroOble YCIOBHUS, 00s3aTeIbCTBAa HIIU
OTpaHMYECHUS, BIMAIOIINE HA PETUCTPALMIO JIEKAPCTBEHHOIO IIperapaTa Wil U3MEHEHUS MapKUPOBKU WJIH
JMCTKA-BKJIa/IblIa, 00yCIOBIEHHBIE U3MEHEHUEM O0IIel XapaKTEepUCTUKH JICKApCTBEHHOTO MPenapara;
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«MIMMYHOJIOTUYECKUH (MMMYHOOMOJOTHYECKHIT) JICKApCTBEHHBIN MpenapaTy» - JIGKApCTBEHHBIM Iperapar,
NpeJHAa3HAYCHHbIN [UId (OPMUPOBaHMS AKTUBHOIO WJIM NACCHUBHOTO HMMMYHUTETA, WM JWAarHOCTHUKU
HAJIMYUg MMMYHUTETa, WIH JUArHOCTHUKHU (BBIPAOOTKH) CHenu(UUYECKOro MpUOOPETEHHOTO H3MEHEHUs
MMMYHOJIOTHYECKOTO OTBETA Ha AJUIEPIU3UPYIOLINE BEIECTBA;

«UCHBITAaHUS B PEXKUME PEAIbHOTO BPEMEHM» - TECThI, CIOCOOHBIE OIICHMBATh U 00ECIeunBaTh KaueCTBO
OPOAYKIMM B IIpoliecce MPOU3BOACTBA U (WJIM) TOTOBOM MPOAYKUIMH HAa OCHOBAaHMM JaHHbBIX
TEXHOJIOTUYECKOTO TPOoIIecca, KOTOPhIE, KaK MPaBUJIO, BKIIOYAIOT B ¢€0s TOCTAaTOYHO HA/IE)KHOE COUYETaHUE
OIIPECICHHBIX XapaKTEPUCTUK MAaTEPUATIOB U METOI0OB BHYTPUIIPOU3BOJCTBEHHOIO KOHTPOJIS;
CAHCTPYKLIMSI 110 MEIHULHMHCKOMY IPUMEHEHMIO» (WIMCTOK-BKJIAJbIN») - JOKYMEHT, YTBEP)KIAcMblii
YIIOJTHOMOYEHHBIM OPraHoM rocyzaapcrsa - wieHa Corws3a B COOTBETCTBMM € akTamMu opraHos (Corosa,
coJiepKalrii nHGOPMAIHIO I TOTPEOUTENS M COTTPOBOXKIAIOIINH JIEKAPCTBEHHBIN MpernapaT B yIIaKOBKeE;
«HGOPMHUPOBAHHOE COTJIACHE» - CBOOOIHOE U TOOPOBOJIIBHOE BOJICH3BSBICHUE CYOEKTa O CBOEM JKECIIAHUH
y4acTBOBaTh B KOHKPETHOM KJIMHUYECKOM HCCIIEJOBAaHUM IOCIIE MOITYYEHHs CBEIEHUN 000 BCEX acleKTax
9TOr0 KJIMHUYECKOI0 HMCCIEIOBAHUS, 3HAUUMBIX Ul MPUHATHS peIleHUs cyOBeKTOM 00 Y4acTHUH WJIHM B
cllyuae C HECOBEPIICHHOJETHHUMH U HEJEeCIIOCOOHBIMH CYOBEKTaMH pa3pelieHne WM COorjiacue MX
3aKOHHBIX TpEJICTaBUTENEed O BKIIOYEHHH TaKMX CYOBEKTOB B KJIMHHMYECKOE HCCIel0OBaHHUE.
HNudpopmupoBaHHOe coriiacue JOKYMEHTHUPYETCS MOCPEICTBOM MOAMHCaHUS (opMbl WH()OPMUPOBAHHOTO
COIIacHs C yKa3aHUEM JIaThl;

«HCCIeI0BaHNe KpallHUX BapUaHTOB (OpPEKETHUHT)» - U3JI0KEHHBIN B IUIaHE BAJIMJAIMK IIpoLecca HayUHbIN
U OCHOBaHHBI Ha OLIEHKE PUCKOB MOAXO]l, 0OOCHOBBIBAIONINI BO3MOKHOCTh NPHU BaJUAALMU INpoliecca
UCIBITBIBaTh TOJIBKO CEPUU C KpallHUMM 3HAUEHUSMU HEKOTOPBIX (PaKTOPOB, HAIIPUMED, C ONpEAEIECHHON
JIO3UPOBKOM, pa3MepoM cepuu M (WJIM) BMECTUMOCTBIO YNAKOBKU. Takoi MOJAXOJ Mpenarnoaraer, 4ro
BAIMJANNA KAKUX-TMOO TMPOMEXKYTOUHBIX 3HAYeHUH (AKTOPOB TPEACTaBICHA BaWAAlMEH KpaWHUX
3HayeHui. MccrnenoBanmne KpalHUX BapUaHTOB MOXKET OBbITh MPUMEHUMO JUISL PsiJia JO3UPOBOK, MOAJIEkKAIIUX
BaJIMJIalliU, €CIIU TaKUe JO3UPOBKH COBIAAAIOT WIM OYEHb OJIM3KHU MO COCTaBy, HapUMep, ISl TabJIETOK,
MIOJIyYEHHBIX C Pa3IMYHBIM YCUJIMEM IPECCOBAHMUS W3 aHAJOTUYHOTO TPaHYINATA, WU U psAla Karcyl ¢
pa3HOIl BMECTHUMOCTBIO, 3alOJHIEMbIX OJMHAKOBBIM COCTaBOM cojepxkumoro. MccrnenoBanue KpaHHX
BapMAaHTOB MOYKET IPUMEHATHCA B OTHOLICHMM KOHTEHHEPOB C PA3IMYHOM BMECTHMOCTBIO WIH Pa3HBIM
00bEMOM HAITOJTHEHUS OJTHON M TOU YK€ CUCTEMBI KKOHTEUHEP-YKYIIOpKa;

«UCCIIEZIOBAaHUSl TPUHYAUTENBHOW JAerpafgauuu (pas3oKeHHs)» - MHCCIEJOBaHUs, HaNpaBlCHHblE Ha
IpeIHaMEPEHHYI0 JAerpajanuio npoOsl. Ecam He 000CHOBaHO HMHOE, TaKUE HCCIEIOBAaHUS CIEAYET
IPOBOJUTH NMpH pa3paboTke (papMalieBTUYECKON CyOCTaHIIUM, TaHHBIC MCCIEIOBAHUN MCHOIb3YIOTCS IS
OLIEHKH O0IIel (OTOYYBCTBUTEILHOCTH MaTepuana Mpu pa3paboTKe METOAWKH W (WMJIH) JJISi BBISICHEHUS
nyTeil ero aerpaganuu (pasnoxeHus);

«HCCIIEyEMBI BBICOKOTEXHOJIOTMYECKUI JIEKAPCTBEHHBIN IpernapaTr» - HMCCIEIYEMBIM JIEKapCTBEHHBIN
IIpernapar, BJISIOLUICS FTeHOTEPaneBTUUECKUM JIEKAPCTBEHHBIM IIPENApaTOM, JIEKAPCTBEHHBIM IIPETIApaTOM
Ha OCHOBE COMAaTHMYECKHMX KJIETOK WJIM MpenaparoM TKaHEBOW HMHXKEHEpUHU (B paMKax HHCIEKTHUPOBAHUS
MEXTYHApOJAHBIMU OpraHM3allMsIMHU TOHSTHIO COOTBETCTBYeT TepMmuH «advanced therapy investigational
medicinal producty);

«HCCIENYEMBI JIEKApCTBEHHBIN IIpemapaTy - JIEKapCTBEHHBIN IIpenapar, KOTOpPbIi B KIMHUYECKOM
WCCJIEIOBAaHUHM TO/IBEPraeTCs MCIBITAHUIO WM NMPUMEHSETCS B KaueCTBE CpaBHEHUs, BKIoUas Iuianebo, B
TOM 4YHCJI€ 3aperMCTPUPOBAHHBIN JICKapCTBEHHBIN Ipemapar B cilyyae, €Clid CIOco0 ero MpUMEHEHUs
OTJIMYAETCS OT YTBEP)KIEHHOT0, a TAK)KE MPU €r0 MPUMEHEHUH 10 HOBOMY ITOKa3aHUIO UJIM JJISl TOJTyYEHUS
JIOTIOJTHUTEIBHON MH(OpMAIIMH [0 YTBEP)KICHHOMY IMOKa3aHUIO;

«Ka4ecTBO JIEKAPCTBEHHOTO CPEJICTBa» - COBOKYMHOCTh CBOMCTB M XapaKTEpPHUCTUK (papMarieBTHUECKO
CyOCTaHIIMM M JIEKapCTBEHHOTO Mpernapara, 0O0ecreunBaioias UX COOTBETCTBHE IIE€JICBOMY HAa3HAYCHUIO
COIIaCHO TpeOOBaHMIM akTOB opraHoB Coro3a;

«kBaHTU(UKauus (MpUBeIEHHE)» - JOBEICHME KOJMYEeCTBAa IpernapaTra Ha OCHOBE JIEKAPCTBEHHOTO
PaCTUTEIBHOIO CBHIPbA A0 OIPEAEICHHOIO JHala3oHa KOMIIOHEHTOB HCKIKYMUTEIBHO C IIOMOIIBIO
CMEIINMBAHUS Pa3IMUHBIX CEPUIl JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIpbs U (WMJIM) IIPENapaToB HA OCHOBE
JIEKapCTBEHHOT'O PAaCTUTENILHOT'O ChIPbs (HAaIpUMep, IPUBEIEHHBIE SKCTPAKTHI);

«KJIIMMAaTUYECKUE 30HBI - 30HBI, JEJICHUE Ha KOTOpPbIE OCHOBAHO Ha MPEBAIMPYIOIIMX €XKETOJIHBIX
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KJIMMAaTUYECKUX YCIOBHSAX;
«KJIIMHUYECKOE H3yueHHe» - Jrodas uccienoBarenbckas padoTa, MpOBOAMMAs C y4acTHEM 4EJIOBEKa B
KayecTBE CyOBEKTa MCCIIEOBaHUS B LEISIX YCTaHOBJIEHUS Oe3omacHOCTH U (M) 3(PQPEeKTHUBHOCTH
JIeKapCTBEHHBIX IIPENapaToB U HAIIPaBJIECHHAS Ha!

BBIABJICHHE WJIM TPOBEPKY KIMHUYECKUX, (APMAKOJIOTUYECKUX WM HMHBIX (apMaKOJAWMHAMHYECKUX
3¢ ($eKTOB OJHOr0 WM HECKOJIBKUX JIEKAPCTBEHHBIX IPEnapaToB;

BBISBJICHHE KaKHX-THOO HEeXeNaTeIbHBIX PeaKIUii Ha OJIMH M HECKOJIBKO JIEKapCTBEHHBIX MPENapaToB;
n3ydeHue abcopOIuu, pacupeaeieHus, MeTadoM3Ma UM BBIBEACHUS OJHOTO MM OoJiee JieKapCTBEHHBIX
IpernapaTos;

«KJIIMHUYECKOE HCcieloBaHNe (MCIIBITAaHKUE)» - KITMHUYECKOE 3YUYEHUE, YIOBIETBOPSIOILEE XOTs Obl OJHOMY
U3 CIEAYIOIMX YCIOBHM:

Ha3HaueHHe CyOBEKTy HCCIe0BaHUsI KOHKPETHON TepamneBTUYECKOH cTpaTeruu (BMEIATelbCTBaA)
POMCXOIUT 3apaHee W He SBISETCS PYTHMHHOW KIMHUYECKON MPAKTHKOW B BOBJICYCHHOM B HCCIIEI0OBaHUE
rocynapctse - uiaeHe Coro3a;

pelieHre 0 Ha3HaueHUH MCCIIelyeMOT0 JIEKapCTBEHHOTO Mperapara MPUHUMAETCS COBMECTHO C PELICHHEM O
BKJIIOYEHUHU CYOBEKTa B KIIMHMUYECKOE U3y4eHHE; CyObEeKTaM HCCIel0BaHUs MOMUMO MPOLEAYp PYTHHHOM
KJIMHUYECKON MPAKTUKU BBIMOIHAIOTCS JOMOTHUTEIbHBIE MPOLEAYPHl AUarHOCTUKU WJIM MOHUTOPHHTA (B
paMKax MHCIIEKTHPOBAHUS MEXKIYHAPOJHBIMU OPraHH3alUsIMHU MMOHATHIO COOTBETCTBYeT TepMuH «cClinical
study»);

«KOJIMYECTBEHHAsI CTPYKTYpHO-(PYHKIIHOHAIbHAS 3aBUCUMOCTh, (quantitative structure-activity relationship,
QSAR) - 3aBUCHMOCTh MEXIY CTPYKTYpO#l coequHeHHs WK (pparMeHTOM ((HYyHKIMOHAIBHOW TPYIIIOW)
COEJMHEHUS U MyTareHHOM aKTUBHOCTBIO 3TOM CTPYKTYpHI ((hparMeHTa), yCTaHOBJICHHAs: HA OCHOBE aHaIM3a
IKCTIEPUMEHTAIBHBIX JIaHHBIX;

«KOMOMHHPOBaHHBIN Ipernapar» - JIEKapCTBEHHBIH INpemnapar, cojepxkamuil Gojee oxHoOM (apmares-
TUYECKOU CyOCTaHIINH;

«KOMIIOHEHTBI C U3BECTHON TeparneBTUYECKOI aKTUBHOCTBIO» - BEILIECTBA WM IPYIINA BEIECTB, XUMUYECKOE
CTPOCHHE KOTOPBIX YCTAHOBJICHO W BKJAJ KOTOPHIX B TEPANeBTHYECKYIO AaKTUBHOCTH JIEKAPCTBEHHOTO
pPACTUTENBHOTO  ChIPbsl  (pacTUTENbHOH  (hapMaleBTHUECKOW CyOCTaHLMH) WIM  JEKapCTBEHHOIO
PacTUTENBHOTO TMperapara U3BECTEH;

«koppernsius in VIVO - in Vitro» - BepOsTHOCTHAsl 3aBHCUMOCTH (B3aMMOCBSI3b) JIMHEWHOTO XapakTepa
napamMeTpoB OHOAOCTYIMHOCTH JICKQpPCTBEHHOTO IIperapara OT ero (U3WKO-XUMHUYECKHUX CBOWCTB HITH
XapakTepucTHK. [IporHocTuueckas MaTeMaTiHyeckas MOJIeib, OMMCHIBAONIAs 3aBUCUMOCTh MEXIY iN Vitro
CBOWCTBOM JIEKaPCTBEHHOW ()OPMBI C MIPOJIOHTMPOBAHHBIM BHICBOOOXKICHUEM (KaK MPABHUIIO, CKOPOCTHIO HITH
CTETEHBIO PACTBOPEHHUS JINOO BHICBOOOXKIACHHEM JCHCTBYIOLIETO BELIECTBA) M COOTBETCTBYIOIIMM iN ViVO
OTBETOM, HalpuMep, MIa3MEHHON KOHIIEHTpaIuell JelCTBYIOIIEro BEIIeCTBa UM €ro abcopOupOBaHHBIM
KOJINYECTBOM;

«ko3durment ounctku» (purge factor) - oTHoIIEHHE YPOBHS COACPKAHHS MPUMECH B Havase mpoiecca K
YPOBHIO €€ COAEp)KaHUs Ha KOHEUYHOM JTare Ipoliecca, KOTOPBIA pacCUMTHIBAeTCS Ha OCHOBE
HETIOCPEACTBEHHOTO U3MEPEHUS HITH ITPOTHO3UPOBAHHS,

«KO’(pOUIMEHT SKCTpakuuu JekapcTBeHHoro cpenctBa (KOJI)» - oTHOmIeHHE MexXIy KOJINYeCTBOM
JIEKApCTBEHHOTO PACTHTEIBHOTO CHIPbS, HWCIOIB30BAHHOTO JUISI TPOW3BOJCTBA PACTUTENHHOW (hapma-
LIEBTUYECKON CYOCTaHLIMU, U KOJMYECTBOM IOJYYEHHOH pacTUTENbHON (hapMaleBTHUECKOW CyOcCTaHLIUH,
KOTOPOE BBIPAKAETCS 3aIKCHI0 B BUE Yucia ((paKTHIECKOTo Juana3oHa), B KOTOPOM YHCIIO, YKa3bIBAEMOE
nepes IBOETOYMEM, 03HAYaeT OTHOCUTENIbHOE KOJIMYECTBO PACTUTEIBHOIO CBHIPhS, a YUCIIO, YKa3bIBaEMOe
1I0CJIE JBOCTOYHSI, - OTHOCUTEIHHOE KOJMYECTBO TOTYIEHHOTO PACTUTEIHLHOTO MTPOTYKTa;

«KpUTHYECKUH TMapaMeTp Mpolecca» - mapaMeTp IMpolecca, U3MEHYMBOCTh KOTOPOTO BIIMSET Ha KpH-
TUYECKUE IT0KA3aTeNIM KauecTBa U KOTOPBIH, CI€0BATENbHO, OUIEKUT MOHUTOPUHTY MM KOHTPOJIIO JIJIs
o0ecrieyeHus TpedyeMoro KauecTBa B pe3yJbTaTe OCYLIECTBICHHS ITPOLECCa;

«KpUTHYECKUH IIOKa3aTeldb KadyecTBa» - (U3NYECKOE, XUMHUYECKOE, OHOJOrMYecKoe MM MHUKPOOHO-
JIOTMYECKOE CBOMCTBO MJIM XapaKTEPUCTHUKA, KOTOPBIE Ui 00eCeyeHUst HE0OX0AUMOTro KayecTBa MpOIyKTa
JOJDKHBl HaxOAMTbCS B COOTBETCTBYIOIMX Mpelenax M JAHana3oHe WIM HMMEThb COOTBETCTBYHOIIEE
pacrpeneseHue;
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«KPUTHYECKOE U3MEHEHHE JIEKAPCTBEHHOTO IpernapaTa uin (papManeBTHIeCKOi CyOCTaHIuN - H3MEHEHUE,
Biusomee Ha 3(PEeKTUBHOCTH, O€30mMacHOCTh W (WJIM) KayecTBO JIEKAPCTBEHHOTO TIperapara WM
bapmarieBTHYECKON CyOCTaHIINH;

«KYMYJISTHBHOE MocTymicHue» (cumulative intake) - cymmapHOe MOCTYIJICHHE BEIIECTBA, ICHCTBHIO
KOTOPOTO MOABEPTaeTCs YEIOBEK B TEUEHUE JUTUTEIBHOTO BPEMEHU;

«JIekapcTBeHHas: (Gopma» - COCTOSHHUE JIEKApCTBEHHOrO Ipernapara, COOTBETCTBYIOIIEE CIOcoOaMm ero
BBEJICHUS U IPUMEHEHUS 1 00eCcIIeunBaroliee JOCTIKEHUE HE0OX0AUMOTO P deKTa;

«JIeKapcTBeHHasi ¢popMa CO CTaHJAPTHBIM BBICBOOOXKICHHEM», «JIEKapCTBEHHasi popMa C HEMeAJIECHHBIM
BBICBOOOXKJICHHEMY, IEKapCcTBEHHAs (hopMa ¢ OOBIYHBIM BBICBOOOXKACHHUEM)» - JIEKapCTBEHHas (opma c
BBICBOOOKJICHEM JICHCTBYIOIIErO BEIIECTBA, MPEJHAMEPEHHO HE MOAU(PHUIMPOBAHHBIM C IOMOIIBIO
CHENHATBHOTO COCTaBa M (WJIN) CTIEUATILHON TEXHOJIOTHH IPOU3BOJICTBA;

«JIEKapCTBEHHOE PACTUTEIHLHOE CHIPHhE» - CBEXKHME WJIM BBICYIICHHbIE PACTEHHUS, BOAOPOCIH, TPUOBI WU
JUIIAHHUKA MO0 WX YacTH, UENbHbIE WIM H3MeIbYeHHBIC, HCIIONb3yeMble Ui TPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

«JICKapCTBEHHOE CPEJCTBO» - CPEICTBO, MpEICTaBIsiomiee co0Oi WM cojaepikaliee BEleCTBO HWIIH
KOMOHMHAIIMIO BEIIECTB, BCTYMAOIIEe B KOHTAKT C OPraHU3MOM 4YeJIOBeKa, MpeIHa3HauYeHHOE IS JICUCHHS,
npopHIaKTUKK 3a00JICBaHUN YENOBEKAa WM BOCCTAHOBIICHHUS, KOPPEKIMH WM W3MEHEHHUS €ro
duznonornueckux (QyHKIUA TOCPEnCTBOM (PapMaKOIOrHUECKOro, MMMYHOJOTHYEeCKOoro Jubo MeTa-
00JIMYECKOT0 BO3ICHCTBHSI WJIH ISl AMATHOCTUKH 3a00JI€BAaHUN M COCTOSIHUI 4EJIOBEKa;

«J1eKapcTBeHHBIE (OPMBI ¢ MOAUPHUIIMPOBAHHBIM BHICBOOOKICHHUEM) - JIEKAPCTBEHHBIE (DOPMBI, CKOPOCTD U
(M) MECTO BBICBOOOKICHUS IEHCTBYIOMIETrO (ACWCTBYIONINX) BEHIECTBA (BEIIECTB) KOTOPHIX OTIMYAIOTCS
OT JIGKAPCTBEHHBIX (POPM CO CTaHJAPTHHIM BBHICBOOOXKIEHHUEM MPU TOM K€ MyTH BBeACHUS. Moaudukanus
JOCTUTAETCS MyTeM Pa3pabOTKU CHEIHMAIBHOIO COCTaBa U (WIJIM) CHEIHATBHON TEXHOJIOTUU MPOU3BOICTBA.
K nexapcTBeHHBIM opMaM ¢ MOAUPHUIIPOBAHHBIM BEICBOOOKIEHUEM OTHOCSTCS JIEKaPCTBEHHBIE (POPMBI C
TIPOJIOHTUPOBAHHBIM, OTCPOYECHHBIM (OTJIOKEHHBIM), TyJIHCHPYIOIINM U YCKOPEHHBIM BBICBOOOKICHHEM;
«JIeKapCTBeHHbIE (OPMBI C TPOJOHTHPOBAHHBIM BBICBOOOXKICHHUEM», «IeKapcTBeHHas (opma ¢ 3a-
MEIJICHHBIM (3aMEIUICHHBIM HETPEPHIBHBIM) BBICBOOOXKIICHHEM» - JIEKAPCTBEHHBIE (OPMBI C MOJU-
(buIMpOBaHHBIM BBICBOOOXKIICHUEM, XapaKTepu3yloluecss 0ojiee MeIJICHHBIM BBICBOOOXKICHHEM, YEM Y
JIEKapCTBEHHBIX ()OPM CO CTAaHAAPTHBIM BBICBOOOKICHHEM TP TOM K€ ITyTH BBeeHUs. [IpooaTHpoBaHHOE
BBICBOOOK/ICHHE JIOCTUTAETCS ITyTEM pa3pabOTKH CHENMAIbHOIO cOCTaBa M (MJIM) CHeMaIbHOM TEXHOIOTHUH
IPOM3BOJICTBA;

«JIEKapCTBEHHBIN Mpenapary - JIeKapCTBEHHOE CPEJICTBO B BHJIE JIEKAPCTBEHHOM (POPMBIL;

«JICKapCTBEHHBIN Tpenapar C XOpOIIO H3YYEHHBIM MEJWIWHCKUM TPUMEHEHHUEM)» - JICKapCTBEHHBIH
mpemnapar, JeHCTBYIOIIee BEIIECTBO KOTOPOTO XOPOIIO U3YYEHO B XOJE MEIUIIMHCKOTO MPUMEHEHUs, Ipu
ATOM TPU3HAHBI eT0 Y (HEKTUBHOCTH U IIpUEMIIEMast CTENIEHb 0€30MMaCHOCTH, TOATBEPKICHHBIE TOAPOOHBIMH
OoubnuorpaguuecKUMU CCHUIKAMH Ha OMYOJIMKOBAaHHBIE JJAaHHBIE O TIOCTPETUCTPALMOHHBIX U (WJIH)
AMHUIEMHUOJIOTHYECKIX MCCIEIOBAHUAX, U TIPONUIO He MeHee 10 JieT ¢ IaThl MepBOro CHCTEMaTHYECKOTO U
JOKYMEHTUPOBAaHHOTO MPHUMEHEHMs JISHCTBYIOIIErOo BeIlecTBAa (JEHCTBYIOUIMX BEIIECTB) JaHHOTO
JIEKapCTBEHHOTO Iperapara He MeHee 4eM B 3 rocyaapceTBax - wieHax Corosa;

«JIEKapCTBEHHBIA PACTUTENBHBIA TpemapaTy - JIEKapCTBEHHBIM Mpemnapar, COJepKallui B KadyecTBe
AKTUBHBIX KOMITOHEHTOB MCKJIIOUUTEIHHO JICKAPCTBEHHOE PACTUTEIHHOE ChIphe U (MIIN) TpenapaTsl Ha ero
OCHOBE;

«mnernocts»  (linearity) - mnpsMo mpomnopiHoHanbHas 3aBUCHMOCTh AHATUTHYECKOTO CHTHaja OT
KOHIIGHTpaluH (KOJIMYECTBA) ONpEAEieMOro BellecTBa B oOpaslie B Ipeaenax Juana3oHa MPUMEHEHUs
(aHaTUTHYECKOM 00J1aCTH) METOAMKHY;

«MaJIOMHTEPBEHIIMOHHOE KIIMHMYECKOE UCCIEI0BAHUE» - KIMHUYECKOE MCCIIeI0OBAHUE, YAOBIECTBOPSIOLIEE
OJIHOBPEMEHHO BCEM CJIEAYIOLUIUM YCIOBUSIM:

UCCIIelyeMble JIEKapCTBEHHBIE ITPETapaThl, 3a HCKJIIOYSHHUEM IU1a1e00, 3aperuCTPUPOBAHbI B yCTAHOBICHHOM
MOPSTIKE;

COIJIACHO MPOTOKOJTY KIMHHYECKOTO UCCIICTOBAHMS:

UCCIIeIyeMble JIEKapCTBEHHbIE IIpernapaTbl MPUMEHSIOTCA B COOTBETCTBUU C YCIOBUSIMH IPUMEHEHUS
(MCTIONIB30BaHMUsA), KOTOpbIE ObUIM OJOOpEHBI MPHU HX PETUCTPALUM, WIM HPUMEHEHHE HCCIeyeMbIX
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JIEKapCTBEHHBIX IPenapaToB OCHOBAHO HA JOKA3aTEIbCTBAX U MOAKPEIUICHO OIYOIMKOBAHHBIMU HAYYHBIMU
JAHHBIMU 110 0€30MacHOCTH U A()(PEKTUBHOCTH TaKUX HUCCIAEAYEMBIX JIEKaPCTBEHHBIX MPEINapaToB B JTHOOOM
U3 BOBJICUEHHBIX B UCCIIEZJOBAaHUE rOCYIapCTB - wieHoB Co103a;

JOTIOTHUTEJIbHBIE MPOLEAYPhl TUArHOCTUKUA WM MOHUTOPUHIA HE HECyT Juis 0e30MacHOCTH CyOBhEKTOB
I[OHOHHHTGHBHBIﬁ PUCK HUIIN 6peM;1, IMPEBLINIAOIINC MUHUMAJIBHO BO3MOXXHBIC 11O CPAaBHCHUIO C pYTHHHOﬁ
KJIIMHUYECKON MPAKTUKOH B JIF0OOM M3 BOBJICUEHHBIX B HCCIIEIOBAHNUE IOCYAapcTB - uieHoB Coro3a (B paMkax
WHCIIEKTHPOBAHHS MEXIyHAPOJHBIMHA OpraHU3aIMsIMHU MOHSITHIO COOTBETCTBYeT TepMmuH «low-intervention
clinical trial»);

«MAapKEPbD» - KOMIIOHCHTBI WUJIX I'PYyIIIbl KOMIIOHCHTOB JICKAPCTBCHHOI'O PACTUTCIIBHOI'O ChIPbA, IpCIiapaTa
HAa OCHOBE JIEKAPCTBEHHOT'O PACTUTEIBHOIO ChIpbS WM JIEKAPCTBEHHOI'O PACTUTEIBHOrO Ipernaparta,
XUMHUYECKHH COCTaB KOTOPBIX OIpEIeNieH, MPEACTABISIONINEe MHTEpPEC C IMO3UIUI KOHTPOJIS KadecTna,
HE3aBHCHUMO OT TOro, 00J1a/1al0T WK He 00J1a/1al0T OHU TE€PareBTHUECKON aKTUBHOCTHIO;

«MapKUpOBKa JICKAPCTBEHHBIX CPEACTB» - HH(OpMAaIus, HAaHECEHHas Ha YMAKOBKY JIEKAPCTBEHHOTO
CpEICTBA;

«Macc-MeMaHHBIA adpoJnHaMuveckuii nuamerp» (mass median aerodynamic diameter (MMAD)) -
JTUAMETp YCIOBHOM cepbl eAMHIUYHOM MIIOTHOCTH, UMEIONIEH Ty K€ KOHEUHYIO CKOPOCTh OCEIaHHUs, YTO U
paccMaTpuBacMad 4dactuua, U OHpGI[CJISICMI:IfI 10 Fpa(l)I/IKy 3aBUCHUMOCTH BEIUYUHBI HAKOIUIEHHOU 01
MaccChl, MEHbBIIIEH 3asBIICHHOTO UaMeTpa OTCEUEHHs, OT BEJIHMUMHBI IMaMeTpa OTCEYEHHS MPU YCIOBUH, YTO
3asBIEHHBIN nuametp otceueHus coctapisier 50,00 mporeHTa;

«MaTpUYHOE IJIAHUPOBAHUEY», «MATPUYHBIA METOI» - pa3paboTKa IJlaHAa HMCCIEAOBaHUS CTAOUIBLHOCTH
TakuM 00pa3oM, YTOOBI TOJILKO BBIOpaHHAs YacTh M3 OOIIET0 KOJMYECTBA MPOO aHATU3WPOBANIACH B
oTmpesieNieHHbIi MOMEHT BpEMEHH C y4eToM Bcex KoMOuHammii ¢aktopoB. Ha mocrmemyromux sramax
KOHTPOJIS CIIEYEeT UCCIIE0BATh APYroil KOMIUIEKT P00 U3 0OIIET0 KOJIMYECTBA C YU€TOM BCeX KOMOWHAIIHIA
dakropoB. Ilman mpenmonaraer, 4YTO CTaOWJIBHOCTH MCCIEJOBAHHBIX MPOO OTOXKIECTBISETCS CO
CTaOUIIBHOCTHIO BCEX MPOO B JaHHBIA MOMEHT BpeMeHH. J{oMKHBI OBITH BBISBICHBI (YUTEHBI) pa3ivuus B
mpoOax AJisg OTHOTO U TOTO K€ JIEKApCTBEHHOTO MpernapaTa, B TOM YKCIIE Pa3Inyusi, OXBaThIBAIOIINE Pa3HbIE
CEpHUH, Pa3HYIO JO3UPOBKY, Pa3HbIA pa3Mep OJMHAKOBOIO THIIA YIIAKOBKH M YKYIOPOYHBIX 3JIEMEHTOB H,
€cJIi HeoOX0IMMO, CUCTEMBI «KOHTEHHED - YKYIIOpKay;

CMEKAYHAPOAHOC HCIATCHTOBAHHOC HAMMCHOBAHUC) - HAUMCHOBAHUC HeﬁCTByIOMCFO BE€IICCTBA,
pekoMeH1oBaHHOe BecemupHoit opranusanueit 31paBooXpaHeHus;

«METOJ] «B TOTOKE» - METOJ H3MEPEHHs, NMPU KOTOPOM 00pasel] aHaIM3HPYeTCs HEMOCPEICTBEHHO B
TEXHOJIOTHYECKOM MOTOKE U HE OTOUpAETCsI U3 HETO;

«METOJ] «BHE MTOTOKA» - METOJI U3MEPEHUS, IPU KOTOPOM 00pasell OTOUPAETCs U3 TEXHOJIOTHUECKOTO TIOTOKA
C BO3MO>KHBIM BO3BpAIICHHEM B TEXHOJIOTHYECKHIA MTOTOK;

«METOJ] «y TIOTOKa» - METOJ H3MEPEHHSI, IIPH KOTOPOM 00pa3er] 0TOUpaeTcsi U3 TEXHOJIOTHIECKOTO MOTOKA,
U30JIUPYETCsl OT HETO U aHAJIM3UPYETCs] B HEMOCPEICTBEHHOM OJIM30CTH OT MOTOKA;

«MUHUMabHas goctaBisgeMas mo3a» (minimum delivered dose) - HamMeHbInas pekoOMeHIyemas [103a,
yKa3zaHHasg B WH(pOpMalMM O JIEKApCTBEHHOM IIperapare, BbIpaK€HHas B BEJIMYMHE JOCTABIIEMOM B
OpraHu3M J03bl;

«MHOT0JI030Basi YMaKOBKa» - MEpBUYHAs YMAaKOBKa JIEKAPCTBEHHOI'O IIperapara, KOTOpas IO3BOJISET
MIOCJIEIOBATEIEHO OTOMPATh JTO3BI JICKAPCTBEHHOTO TpernapaTa 13 00IIero KoJIM4ecTsa 103, CONEPIKAIIIXCS
B 3TOI yIakoBKe, HE U3MEHsISI IPH 3TOM 0€30MaCHOCTh, KOHIIEHTPAIIHIO, KAYeCTBO U MUKPOOHOJIOTHUECKYIO
YHCTOTY OCTABIIEHCS YaCTH JIEKAPCTBEHHOTO TIpernapaTa;

«MHOTOLIEHTPOBOE KIMHUYECKOE MCCIIE0BAaHUE» - KIMHUYECKOE MCCIIe0BAaHKE, IPOBOAMMOE MO €IMHOMY
POTOKOJIy Ooyiee 4eM B OJHOM HCCJIEIOBATEIhCKOM IIEHTPE W, COOTBETCTBEHHO, 0OJiee YeM OJHUM
UCCIIE/IOBaTENIEM;

«MOJU(PUITMPOBAHHOE BBICBOOOKIECHUE)» - MPOIIECC BBHICBOOOXKIECHUS (DapMaleBTHYECKON CYOCTaHIIUU W3
JIeKapCTBEHHOM (POPMBI, KOTOPHIH 110100paH 1o BpeMEHH U (WJIM) MECTY JIOKAIU3ALUU B OpTaHU3ME YellOBeKa
TakuM 00pa3oM, 4TOObl OH OOecreunBaj TepaneBTHUECKYIO 1l MprueMa JIEKapCTBEHHOTro MpernapaTa Uiu
YI[O6CTBO €T0 JO3UPOBAHUA MPU YCIOBUH, YTO TAKHUEC TCPAIICBTUYCCKAA LCJIb U YI[O6CTBO AO3UPOBaHUA HC
MOTYT OBITH JOCTUTHYTBI CTaHJIAPTHBIMHU JIEKAPCTBEHHBIMU (opMaMu (PacTBOPOM WM JIEKAPCTBEHHOM
dopmoii ¢ HeMeIUIeHHBIM BbICBOOOXAeHUEM). K nexkapcTBeHHBIM (opMam ¢ MOIUGPHUIIMPOBAHHBIM
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BBICBOOOXKICHHEM OTHOCSTCS JICKAPCTBCHHBIC TPENapaThl ¢ OTCPOYCHHBIM M (WJIM) MPOJIOHTHPOBAHHBIM
BBICBOOOKICHHEM;

«MyTareHHas mnpumech» (mutagenic impurity) - mpumech, NpOsSBUBIIAS CIIOCOOHOCTh HW3MEHSTH Te-
HETHYECKUII MaTepHall B COOTBETCTBYIOLIEM TECTE, HAllpUMEp B TECTE HA OLCHKY I'€HHBIX MYTalHHd y
OaxTepuii;

«HA0Op ISl IPUTOTOBIICHUS paguohapMalieBTHYECKOr0 JICKAPCTBEHHOTO TIpenaparay - JIo0oi mpemnapart,
KOTOPBIH JIOJDKEH OBITh BOCCTAHOBJICH WJIM CMEIIaH C PaJUOHYKIHIAMH JUIS TIOJYYSHHsS TOTOBOTO K
IPUMEHEHHIO  pagro(apMaleBTHYECKOro JIGKapCTBEHHOrO Ipenapara, Kak IIpaBWiIo, TIepell ero
UCIIOJIb30BAHUEM;

«HaJUIeKAIas AUCTPUOBIOTOPCKAs MPAKTHKa» - MPAKTHKA, SBISIFOLIASACS YaCThIO CHCTEMBI OOECIICUeHHs
Ka4ecTBa M TapaHTHPYIOLIAs COXPAHECHHE KauecTBa JICKAPCTBEHHBIX CPEJICTB HA MPOTSHKCHUU BCEX ITAIOB
ey IIOCTaBKH, BKJIIOYas XpaHEHWE M TPAaHCIOPTUPOBKY, OT IPOHM3BOMUTENS OO CYOBEKTOB,
OCYIICCTBIISIONIAX PO3HUYHYIO PEATM3AIUI0 WM OTIYCK HACEIICHHIO JIGKAPCTBCHHBIX CPEJICTB, BKJIFOUAs
OpraHU3alnH, OCYIIECTBISIONINE MEJUIIUHCKYIO ICSITEIbHOCTS;

«HAJUIeKAIIas KIMHUYECKas TMPAKTHKa» - CBOJ MOAPOOHBIX STHYECKUX M HAYyYHBIX TpPeOOBaHWH K
IUVITAHUPOBAHHIO, TPOBEICHUIO, pEaln3allii, MOHHTOPHHTY, AyAuTy, NOKYMEHTHPOBAHHUIO, aHAIHN3y H
HPE/ICTABICHUIO PE3yIbTaTOB KIMHUYECKUX MCCIIIOBAHNHN, 00ECTIeUnBAIOIINX 3aIIUTY MPaB, 0€30MacHOCTh
¥ OJ1aromnoinyure cyObeKTOB HCCISIOBAHU U TIOJTydeHHEe B paMKaX KIIMHUYECKOTO HCCIIeI0BaHHS HaICKHBIX
Y IOCTOBEPHBIX JJAHHBIX;

«HaJUIeKAlas TMPaKTHKa (apMakoHA[30pa» - MpaBHia, PACHPOCTPAHSIOIINECS HAa OCYIIECTBICHHE
JIeATENILHOCTH 110 (hapMaKoHaI30py B rocynapcTax - wieHax Coro3a, pa3pab0oTaHHbBIC YIOJIHOMOYECHHBIMH
opraHamu B cepe 0OpallieHHs JIeKapCTBEHHBIX CPEICTB rocyIapcTB - wieHoB Coro3a 1 3aMHTEPECOBAHHBIMU
CTOpOHAMH;

«Ha[uIeKaNpe (GapManeBTHYCCKHE MPAKTUKH B cdepe oOpalleHus JeKapCTBEHHBIX CPEICTBY - MpaBUIa,
pachpoCTpaHsIoIMecss Ha BCE ATambl OOpallleHHs JCKapCTBEHHBIX CPEJICTB: HaJJIexKalnas JabopaTopHas
IpaKTHKA, HA/JIeXKaIas KIMHUYIECKas MPAKTHKA, Ha/UIeKallas MPOM3BOICTBEHHAS IPAKTHKA, HaJIekKaIas
JMCTPUOBIOTOPCKAS MPAKTUKA, HAJICKAILAS alTeuHas TPaKTHKA, HAJUIeXKallas MpakTUKa papMaKkoHaa3opa
U JIPYTUe NPaKTHKY;

«Ha3apHBIN npenapaT» (nasal product) - nekapcTBeHHBIN mpenapaT (BKIHOYas YCTPOMCTBO JUIsi JOCTaBKU
(pacmbLICHUsI), €CITH TPUMEHHMO), LIEIEBBIM MECTOM MOCTYILICHHSI KOTOPOTO SIBJISIETCS 00J1aCTh HOCA U (HJIH)
[JIOTKH, MPU 3TOM OKa3biBaeMoe (PapMakoIOrHueckoe NCHCTBHE MOXKET OBITh KaK MECTHBIM, TaK H
CHCTEMHBIM;

«HAMMEHOBAHHE JICKAPCTBEHHON (OPMBD» - CIIOBO HITU CIIOBOCOYECTAHHE, BRIPAKAIOIICE SANHINYHOE TOHSATHE
0 JICKapCTBEHHOM (hopMe M OTIMYAIOIIEe €€ OT APYTUX JIeKapcTBEHHBIX (opM. COBOKYIMHOCTH (TIepEeUCHb)
HaMMEHOBAHUH JICKAPCTBEHHBIX (OPM 00pa3yeT UX HOMEHKIIATYPY;

HATUBHBIA TPOJYKT HAa OCHOBE JICKAPCTBEHHOI'O PACTHTEIHLHOTO CBHIPbS» - IMpernapar Ha OCHOBE Jie-
KapCTBEHHOTO PACTUTEIBLHOTO ChIPhsI, HE COJCPIKAIINN BCIIOMOTATEIbHBIX BEIIECTB, Ja)KEe €CJIM B CBSI3H C
TEXHOJIOTMYECKUMHU OTPAHUYCHHUSMH TAaKOW MpernapaT Ha OCHOBE JICKAPCTBEHHOT'O PACTUTENHLHOTO ChIPbS
OTCYTCTBYET. MSATKHE W JKUJKHE Mpernaparbl Ha OCHOBE JICKAPCTBEHHOI'O PACTUTEIBHOIO ChIPhS MOTYT
COZIepKaTh HEKOTOPOE KOJIMYECTBO PAaCTBOPHUTEINS (IKCTpareHTa);

«HAYAJIO KIMHUYECKOTO MCCICIOBAHUS» - IEPBOEC JCHCTBUE MO BKIIOYCHHUIO MOTECHIIMAIBHOTO CYOBhEKTa B
OIIpEICTICHHOE KJIMHUYECKOE HCCIEeNOBaHUE, €CIM HWHOE HE YKa3aHO B MPOTOKoie (B paMKax
WHCIIEKTHPOBAHHS MEXKIYHAPOIHBIMU OpTaHU3aLUsIMH MTOHATHIO COOTBETCTBYeT TepMuH «sStart of a clinical
trial»);

«HEa’pO30JIbHBIN JTO3UPOBAHHBIN Ipenapar Uisl MHTASLHAN, «HEa3pO30JIbHBIA JO3UPYIOIIUA HHIAIATOP
(non-pressurised metered dose inhaler) - npenapar s WHransAMA, TPEACTABISIOIUA COO0I BOTHBIHN
PacTBOp, CYCIICH3HIO WM 3MYJIBCHIO, JOCTABIISIOIIUHA 103y AJISi OHOKPATHOIO MMPUMEHEHUS 32 OJTHO (MM
0osiee) BEICBOOOXKICHUE C TOMOILBIO TOPTATUBHOTO YCTPOIMCTBA AJIsl IOCTABKH (PACIIBUICHHS);
«uebymaizep» (nebulizer) - wuuramsTop, obecrneuynBaromUii MpPeoOpa3oBaHUE KUAKOTO JIEHCTBYIOIIETO
BEILIECTBA JUIsl PACIBUICHUS B JUCIIEPCUIO B TA30BOM Cpee MPH MOMOIIM, KaK IPABHIIO, JJIEKTPUYCCKOU
sneprun. HeOynaiizep 1oymkeH odecrieunBaTh 00pa3oBaHue AUCIIEPCHBIX YaCTUI] MOAXOSIIETO pa3Mepa Juts
JOCTaBKHU JICHCTBYIOIIETO BEIIECTBA B JICTKUE,
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«HEJIEECTIOCOOHBIN CYOBEKT» - CYOBEKT KIMHHYECKOTO WCCIEAOBAHUS, KOTOPBIA IO MpHYMHAM, HE
CBSI3aHHBIM C BO3PAaCcTOM Ja4l HH()OPMHUPOBAHHOTO COTJIACHS HA 3aKOHHBIX OCHOBAHUSX, HE CITOCOOCH JaTh
WH(OPMUPOBAHHOE COTJIACHE B COOTBETCTBUHU C 3aKOHOJATEIILCTBOM BOBIICYEHHOTO B HCCIEIOBAaHUE
rocynapcta - wieHa Coro3a (B paMKax WHCIEKTHPOBAHUS MEKIyHAPOIHBIMH OPTaHHU3AIUSIMH MOHSATHIO
COOTBETCTBYET TepMHH «incapacitated subject);

«HEXeJNaTeJabHas peakius» - HeMpeIHaMEpEeHHas HeOJIaronpusaTHas peakius OpraHu3Ma, CBs3aHHas C
MPUMEHEHUEM JICKapCTBEHHOTO (MCCIeAyeMOro) mpemnapara, Ipeanoiararomias Haaudue, Kak MUHUMYM,
BO3MOYKHOHM B3aMMOCBSI3H C IPUMEHEHHUEM I10I03PEBAEMOTO JICKAPCTBEHHOTO (MCCIIeTyeMOTO) TIpernapara;
«HEXKENaTeIbHOEe SBIICHUE)» - JTH000€ HEOJIAronpusSTHOC U3MEHEHHUE B COCTOSIHUU 3JI0POBbS TMAaIlMEHTA WU
cyOBeKTa KIMHHYECKOTO HWCCAeAOBaHUS  (MCIBITAHUS), KOTOPOMY Ha3Ha4yajcs JIEKapCTBEHHBIM
(uccnemyemblil) TIpermapaTr, HE3aBUCUMO OT MPHYUHHO-CICACTBEHHON CBS3M C €ro TNPUMEHEHUEM;
«HEWJICHTH(UIIMPOBAHHAS TIPUMECH» - TPHUMECh, OXapPAKTEPU30BAHHAS HCKIIOYUTEIBHO C IOMOIIBIO
KAYeCTBCHHBIX AHAIMTUYECCKUX CBONCTB (HANpUMEp, BPEMEHHU YJCPKUBAHUS B XpOMATOrpadudIecKux
MeTo/aax);

«He3HaunMoe m3MeHeHue |A Tumnay - U3BMEeHeHHe, KOTOPOe OKa3bIBaeT MHHUMAJILHOE BIIMSHUE Ha KA4E€CTBO,
0e30omacHOCTh U A(P(HEKTUBHOCTh 3apPETUCTPUPOBAHHOTO JIEKAPCTBEHHOI'O Tperapara WM He OKa3bIBaeT
BOBCE;

«HEe3HauuMoe u3MeHeHue |B Tumna» - u3MeHeHue, He MoAnaaarIiee noa onpeacieHus usmeHenuii 1A, 1l
THUTIOB M PACIIUPEHUE PETUCTPAIIHH;

«HEWHTEPBEHIIMOHHOE HCCIEIOBaHUE» - KIMHUYECKOE H3Yy4YeHHE, HEe SBISIOLIeeCS KIMHUYECKUM HC-
cleoBaHNeM (B paMKax HMHCICKTHPOBAHHS MEXKIYHAPOJIHBIMH OPraHU3aIlUsSIMU TOHSATHIO COOTBETCTBYET
TepMuH «Non-interventional study»);

«HEUCCIEeMyeMbI JIEKapCTBEHHBIN MpenapaTy - ICKapCTBEHHBIH Mperapar BISETCS] HEUCCIISAye- MBIM, €CIIH
€ro IMpUMEHEHHUe B MpoIlecce KIMHUYECKOTO UCCICOBAHMS HE SBISETCS HETOCPEICTBEHHOM 1IENBI0 ATOrO
KJIIMHUYECKOTO UCCICIOBAHMS;

«HEMEJJICHHOE BBICBOOOXK/IEHHE» - TPOLIECC PACTBOPEHUS JIEKapCTBEHHOIO Tperapara B KETyIJOYHO-
KHIIIEYHOM COJICPKUMOM 03 HaMEPEHHUS OTCPOUYKH HJTH IPOJIOHTAIIUU €T0 PACTBOPEHUS WIIA a0 COpOIIvH;
«HEOTJIO)KHOE OTPaHUYCHHE B IENISIX O€30MaCHOCTHY - MPOMEKYTOUHOE U3MEHEHHE YCIOBUI pErucTpaliy B
CHITY TTOSIBJICHHSI HOBBIX CBEJICHHIA, OTHOCSIIIIUXCS K 0€30IMacHOMY MPUMEHEHHIO JICKAPCTBEHHOTO TIperapara;
«HeTIpepbIBHAs BepU(UKalKs MPOIIeccay - albTEPHATUBHBIN MOIX0/] K BATMAAINH MpoIlecca, TPU KOTOPOM
MIPOU3BOJICTBEHHBIN MIPOIECC MIOCTOSTHHO KOHTPOJIUPYETCS M OIEHUBACTCS;

«HEPEKOMEH/IOBAaHHOE TPUMEHEHHE» - HaMEpEeHHOE HEHaJIekKallee MPUMEHEHHE JIEKapCTBEHHOTO
mpernapara, KoTopoe He COOTBETCTBYET OJI00pPEHHOMY B OOIIICH XapaKTePUCTUKE JISKAPCTBECHHOTO Iperapara;
«HETIpeIBUICHHAsI He)KeNaTellbHasl PEeaKIusy - HeKelaTeIbHasl peakilysl, XapaKkTep, CTEeNeHb TSHKECTU WIH
UCXOJ] KOTOPOH HE COOTBETCTBYeT HH(OpPMAIMK B JCHCTBYIOIMICH HWHCTPYKIUU IO METUIIHHCKOMY
MPUMEHEHHUIO JIEKAaPCTBEHHOTO TpernapaTa JIu0o B OpOIIOpe UCCIenoBaTeNs sl He3aperuCTPUPOBAHHOTO
JICKapCTBEHHOTO TIperapara;

«HECOBEPILIEHHOJIETHUI» - CyOBEKT, KOTOPBI, B COOTBETCTBUU C 3aKOHOAATEIHCTBOM BOBJICUEHHOTO B
WCCIIeIOBaHME TocynapcTBa - wieHa Coro3a, HE JOCTHT BO3pacTa Jdadd WH()OPMHUPOBAHHOTO COTJIACHS HA
3aKOHHBIX OCHOBaHUSX (B paMKaX WHCIEKTUPOBAHUS MEXKIYHAPOAHBIMUA OPTaHU3AIUSIMH TOHSITHIO
COOTBETCTBYET TEPMHH «MINOI»);

«HOBasi (papmarieBTUUECKasT CYOCTaHIMS», «HOBas MOJEKYJspHas CTPYKTypa» - dapmaieBTHuecKas
CyOCTaHITHS, COAepIKaIIast MOJICKYJTy HOBOTO XMMHUYECKOTO BEIIECTBA, OTCYTCTBYIOMIETO B COCTaBE KAKOIO-
1100 3apEeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIperapaTa, B TOM YHCIIE HOBYIO COJIb, (U UITH IPOU3BOTHOE
(c HEKOBaJIEHTHOH CBS3bI0) (hapMalleBTHUECKON CyOCTaHIINU, Pa3peICHHON AJIsi IPUMEHEHUS;
«HOPMATHUBHBIN JOKYMEHT IO KaueCTBY» - MOKYMEHT, KOTOPBIM yCTaHABIMBACT TPEOOBAHMS K KOHTPOIIO
KauecTBa JIGKApCTBEHHOTO TIpenapara (CoAaepKamui crenupuKaifo U OMMCAaHNe aHATTUTHYECKIX METOIUK
Y UCTIBITAHUM UM CCBUIKM Ha HUX, a TAKXKE€ COOTBETCTBYIOIINE KPUTEPUU MPUEMIIEMOCTH JUIS YKa3aHHBIX
MoKaszaTeJie KadyecTBa M T. I.) Ha OCHOBAaHWUW TPOBEICHHOW AKCIEPTU3BI JICKAPCTBEHHOTO Ipernapara,
YTBEPKAACTCS YIIOJTHOMOUYEHHBIM OPraHOM IPHU peructpanuu Ha tepputopun Corosa U MpeaHa3HaueH IS
KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOTO Tperapara B MOCTPETUCTPAIMOHHBIN epruo Ha TeppuTopun Coro3a;
«oOpalieHne JIeKapCTBEHHBIX CPEACTB» - NEATEeIbHOCTh, BKIIIOUAIOmas B ceOs Mmpoiecchl pa3padoTKH,
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JOKJIMHUYECKUX HMCCIEIOBAHNHN, KIMHMYECKHX MCCIIEOBaHUM (MCIBITAHUI), SKCIEPTU3bI, PErHCTpalHH,
(apMakoHa 30pa, KOHTPOJIS KayecTBa, IPOU3BOACTBA, U3TOTOBJICHUS, XPAHEHUs], TPAHCIIOPTUPOBKH, BBO3a
Ha TaMOXEHHYI0 TeppuTopuio Coro3a M BbIBO3a C TaMOXXEHHOH Tepputopuu Coro3a, MepeMenieHus c
TEPPUTOPUU OAHOIO rocynaapcrsa - uieHa Coro3a Ha TEPPUTOPUM APYIMX TrocyaapcTs - wieHoB Corosa,
OTITyCKa, pealn3alnu, epeaadn, IPUMEHEHUS, YHUUTOXKECHHUS JIEKapCTBEHHBIX CPECTB;

«oO11asi XxapakTepUCTHKa JIEKapCTBEHHOI'O Ipernapara» - JOKYMEHT, YTBEpP)KIAeMblH YINOIHOMOUYEHHBIM
opraHom rocynapcrsa - uieHa Coro3a B COOTBETCTBHH ¢ akTaMu opraHoB Coro3a, cosiepskainii ”HPOpMaLuio
JUTSL MEUITUHCKHUX PAOOTHUKOB 0 Oe30macHOM ¥ 3P PEeKTHBHOM MPUMEHEHHUH JICKapCTBEHHOTO Mpenapara;
«oOuienpuHsATOe (TPYNIHUPOBOYHOE) HAMMEHOBAHHME» - HAWMMEHOBAaHUE JIEKapCTBEHHOIO IIpernapara, He
UMEIOILEr0 MEXIYHAPOJHOIO HENaTeHTOBAaHHOI'O HAaMMEHOBaHMs, WIM HAUMEHOBaHHWE KOMOMHALMU
JICKapCTBEHHBIX MPENapaToB, HUCIOIb3yeMOE B LENAX OOBEJUHEHUS HUX B TPYIIy IMOJA EIUHBIM
HalMEHOBAHHUEM MCXO/S U3 OAMHAKOBOI'O KAYECTBEHHOI'O COCTaBa JEHCTBYIOIINX BEILIECTB;

«OTITOBAs peasin3alus JIEKAPCTBEHHBIX CPEICTBY («IUCTPHOBIONUSY) - NEATEIBHOCTh, CBI3aHHAS C 3aKyIIOM
(mpuoOpeTeHneM), XpaHEHHEM, BBO30M (MMIIOPTOM ), BEIBO30M (IKCIIOPTOM ), peaTu3aIifei (3a UCKITFOYCHHUEM
peanu3anuy HaceJIeHn0) 0e3 orpaHuYeHus] 00EMOB, TPAHCIIOPTHPOBKON M YHUYTOKEHUEM JIEKAPCTBEHHBIX
CPE/CTB;

«OTIBITHO-TIPOMBIIIIJICHHAS CEpUs» - cepus (papManeBTUIeCKOi CyOCTaHIINH WITH JIEKapCTBEHHOTO ITperapara,
IPOM3BEACHHAs Ha IPOMBIIIJIEHHOM O0OpPYJOBAHWU B COOTBETCTBMM C TEXHOJIOTMEH, UCIOIb3yEeMOW MpH
MOJIHOMACIITAaOHOM CEPUMHOM MPOU3BOJCTBE (WJIM TOCPEJICTBOM €€ MojenupoBaHusi). OnbITHO-
IPOMBIIIJICHHAs CepUs JUISl TBEPABIX JIEKAPCTBEHHBIX (OPM JJIs IpUeMa BHYTpPb, KaK MPABUIIO, COCTABIISIET
He meHee 1/10 oobema npomeinuienHoU cepun uiau 100 000 equHHIl JO3UPOBAHHON JIEKAPCTBEHHON (DOPMBI
(B 3aBHCHMOCTH OT TOTO, YTO OOJIBIIIE);

«OpraHUYEeCcKOe MPOU3BOJICTBO» - (OpPMa BEIEHHS CEIBCKOTO XO3SICTBA, B paMKax KOTOPOH HMPOHCXOIUT
CO3HAaTeJIbHAs MUHUMU3AIUS UCIIOJIb30BaHUsl CUHTETHYECKUX YIOOpEHUH, TECTUIINIIOB, PETYIATOPOB POCTa
pacTeHuii, KOPMOBBIX J100aBOK, T€HETHYECKH MOIM(UIIMPOBAHHBIX OpraHU3MOB. B opranmdeckom
IPOM3BOJCTBE JJISi YBEJIMYEHHUS YpPOKAHHOCTH, oOecredeHus: KyJIbTYpPHBIX PAcTeHUN 3JIeMeHTaMu
MHUHEpAJIILHOTO THUTaHUS, OOpPHOBI C BPEAWTEISIMH M COPHSKAMH aKTHBHEE TpUMeHseTcs 3(pdekT
CeBOOOOPOTA, OPraHUYECKUX YAOOpeHui (HaBo3a, KOMIIOCTA U Jp.), Pa3IMYHBIX METOJ0B 0OPaOOTKH MOYBBI
U T.I.;

«OpUTHHAJbHBIN JIEKapCTBEHHBIH Mpemnapar» - JIEKapCTBEHHBIH MpernapaT ¢ HOBBIM JIEHCTBYIOLIMM
BEIIIECTBOM, KOTOPBIH OB IIEPBBIM 3apPETHCTPUPOBAH U pa3MeEIIeH Ha MUPOBOM (papMarieBTHIeCKOM PhIHKE
Ha OCHOBAaHMU PETUCTPALMOHHOIO JOChE, COJEPXKALIEr0 pPe3yJNbTaThl MOJHBIX JOKIMHUYECKHX
(HeKJTMHWYECKNX) W KIMHUYECKHX MCCIIEJOBAHUH, MOATBEPKIAIOUINX €ro KadecTBO, OE30MacHOCTh W
3¢ (HeKTUBHOCTE;

«OTJIOKEHHOE (OTCPOUYEHHOE) BBICBOOOXKIECHHE» - BBICBOOOXKIEHHE (papMalleBTUYECKOW CyOCTaHIIMM B
MOMEHT BPEMEHH, HE COBIAJIAIOIINI CO BpEMEHEM OCIIe HEMOCPEACTBEHHOTO ITpUeMa BHYTPb;
«OTKPBIBAEMOCTh (M3BJICKAEMOCTh)» (FeCOVery) - COOTHOILICHHUE MEX/TY MTOJTyYCHHBIM CPEIHUM U HCTHHHBIM
(OIIOpHBIM) 3HAYEHUSMH C YYETOM COOTBETCTBYIOILINX JOBEPUTENbHBIX HHTEPBAJIOB;

«opbaHHBIN (peaKHil) JEKApCTBEHHBIM Mpemnapar» - JIGKapCTBEHHBIM Mpernapar, MpeaHa3HAuYCHHBINA IS
JMAarHOCTUKH, ATUOMATOT€HETUYECKOT0 WM MAaTOr€HEeTHYECKOro JieueHUs (JIeYeHHUs, HAIpPaBICHHOIO Ha
MEXaHMU3M pa3BUTHA 3a0o0jieBaHUs) OppaHHBIX (pelKux) 3aboieBaHUl, YaCTOTa KOTOPHIX HE MPEBBIIIAET
o(unManbHO ONpeAeIeHHOT0 YPOBH B rocynapcerse - wieHe Coro3sa;

«oT™MepeHHas 103a» (metered dose) - KoIMYECTBO ACHCTBYIOIIETO BEIECTBA, COACPIKAIIECECs B JO3UPYIOICH
KaMepe yCTpOoicTBa s TOCTaBKU (paclbUICHUs);

«OTHOCHTEJIbHAS BIIAYKHOCTHY - OTHOIIICHHE MTapIHATBHOTO JaBJICHHS TAPOB BOIBI B ra3e (B MEPBYIO OUepe/Ib,
B BO3/1yX€) K paBHOBECHOMY JIaBJICHUIO HACBHIIICHHBIX APOB NP JaHHOH TeMIIeparype;

«OTHOILIEHUE JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbsl K HATUBHOMY IPOJIYKTY HAa OCHOBE JIEKApPCTBEHHOI'O
pactutenbHoro cbipbs (KOJI uCTHHHBIN)» - OTHOILIEHUE KOJINYECTBA JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbS
K KOJIMYECTBY I10JIy4a€MOI'0 HAaTUBHOIO IpernapaTra Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEIBHOIO ChIPBS.
Uucno (BelpakaeMoe B BHJAE (DAaKTUYECKOTrO JHarna3oHa), yKa3blBaeMOE€ Iepesl BOETOYMEM, O3Ha4yaeT
OTHOCHUTEJIBHOE KOJINYECTBO JIEKAPCTBEHHOTO PACTUTENIBHOIO ChIPbs, @ YHCIO, YKa3blBa€MOE II0CIIe
JIBOETOYHS, - OTHOCUTEIBHOE KOJIMYECTBO MOJTYYEHHOTO0 HATUBHOTO MpernapaTa Ha OCHOBE JIEKApCTBEHHOTO
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PaCTUTENIBHOTO ChIPbS;
«omuOKa MPUMEHEHHS JIEKApCTBEHHOTO Tperapara» - Jro0as HempeIHaMepeHHas omuOka paOoTHUKA
CHCTEMBI 3/]paBOOXPAHEHNs, MAIIUEHTA UITH TOTPeOnTeNs B HA3HAYEHUH, OTITYCKE, I03UPOBKE UM BBEJICHUN
(mpueme) JeKapCTBEHHOIO MIpernapara;

«TIepBUYHAS cepus» - cepHs (hapMaleBTHUECKOW CyOCTaHIIMM WM JIEKApCTBEHHOTO Mperapara, KoTopas
UCHONB3YyeTCsI B (DOpPMAM30BaHHBIX MCCIEAOBAHUAX CTAOWJIBHOCTH [UIsl YCTAHOBJEHHS IEpuoaa 0
MOBTOPHBIX HCCIIEJIOBAaHUIA WM YCTAaHOBJEHUS CPOKAa TOJHOCTH M JaHHBIE O CTaOWJIBHOCTH KOTOPOH
BKJIIOUYAIOTCSL B PETUCTpallMOHHOE Joche. OOBeM MepBUYHON cepuu Ais (hapManeBTUYECKOW CyOCTaHIIUU
JIOJDKEH OBITh HE MeHee 00beMa OIBITHO-NIPOMBIIIUIEHHON cepuu. JlJst IekapcTBEHHOTO npernapara 00beMbl
2-1i iy 3-i cepuu JTOJDKHBI OBITh HE MEHEEe 00BEMOB OMBITHO-TIPOMBIIIUICHHBIX CEpHi, 00beM 3-i cepuu
MOXET OBITh MEHbIIE IPH YCIOBUM €€ pPENpPEe3eHTATHBHOCTH B OTHOIICHUM KPUTUYECKHX CTaIHi
npou3Bo/cTBa. [lepBuUHbBIE CepruU MOTYT OBITH U POMBILIUICHHBIMH;

«TepBUYHAsI (BHYTPEHHSS) YIIAKOBKa» - YIIAKOBKA, HEMOCPEICTBEHHO CONIPUKACAIOIIASCS C JIEKaPCTBEHHBIM
CPEICTBOM;

«T1epHOJ A0 MOBTOPHBIX MCCIEAOBAHUN» - NMEPHUOJ] 10 IPOBEACHUS TIOBTOPHBIX MCCIIEOBaHUM, B TEUEHHE
KOTOpOTo cTabuinbHas (hapmarieBTHUeCKas CyOCTaHIIMs COOTBETCTBYET crieln(UKaIMy Ka4yecTBa U MPUTOAHA
JUIsl IPOM3BOCTBA JIEKAPCTBEHHOTO Iperapara npu coOI0JeHUH YCIOBUM XpaHEHUs], 3asBJIEHHBIX B MacTep-
daiine ¢dapmaneBTHUECKONH CYOCTaHIIMM, BKIIOYEHHOM B PErHCTPAIMOHHOE JOChE JIEKaPCTBEHHOTO
npenaparta. [Io ucTedeHnu 3Toro nepruoa cepuio papMareBTUIeCKoi CyOCTaHIINY, TTpeTHA3HAYEHHYIO JUIs
UCIIONIb30BaHUsl B IMPOU3BOJICTBE JIEKAPCTBEHHOTO Iperapara, HeoOXOIMMO MOBTOPHO HCCIEAOBaTh Ha
COOTBETCTBUE CIEUU(UKAMK M 3aTeM He3aMeIUIMTENbHO HCIOoNb30BaTh. Cepuio (apManeBTHUECKON
CyOCTaHIIMM JTOMYCKAeTCs HCCIEN0BaTh MHOTOKPATHO, pa3Hble YacTU CEPHUH MOTYT OBITh HCIOJb30BaHbBI
1ocje KakJ0oro IOBTOPHOI'O MCCIEIOBAHUA A0 TEX IOp, MOKAa OHU IPOJOJIKAIOT COOTBETCTBOBATh
cnenuuKalum;

«T1epHOJI IPUMEHEHUS JIEKAPCTBEHHOI'O Mpernaparay - Iepuo/i, B TCYeHHE KOTOPOIo I0IycKaeTcs IPUMEHSTh
JICKapCTBEHHBIN IMpernapaT B MHOTOJI030BOM YMAKOBKE IMOCIE MEPBOTO BCKPBHITHS MEPBUYHON YHMAKOBKH C
COXpaHEHHEM Ka4eCTBa, YCTAHOBIEHHOTO B CTICU(UKAIHH;

«Trepuoandeckuii 0OHOBIsIEMbIN OTUET Mo O6e3omacHocTY, («I[1I0OO0by) - oTUeT I MpeacTaBlIeHUs OLEHKU
COOTHOILLEHUS «I10J1b3a - PUCK» JIEKaPCTBEHHOTI'O [IpenapaTa AepKaTeaeM PErucTpaliOHHOIO YA0CTOBEPEHUS
JIEKapCTBEHHOTI'0 IIperapara B ONPEEIICHHBIN I€PUO] BPEMEHU B TEUEHNE IOCTPETUCTPALIMOHHOTO JTalla;
«TUTaH yTIPaBIICHUS] PUCKAMI - TTOJIPOOHOE OMMCAHUE CUCTEMBI YIIPABJICHUS PUCKAMU;

«IOBTOPSIEMOCTh  (MPEIM3HOHHOCTh, BHYTpH MeTomukH)» (repeatability (intra-assay precision)) - mpe-
LU3UOHHOCTh METOJMKU TPU BBINOJIHEHUHM MOBTOPHBIX MCIBITAHWM B OJMHAKOBBIX PabO4YMX YCIOBHSX
(HampuMep, OJTHUM U TEM K€ aHATTUTUKOM HIIM TPYIION aHATMTUKOB, HA OHOM M TOM K€ 000pyI0BaHUH, C
OJIHMMU U TEMHU K€ PEaKTUBAMU U T. [I.) B T€YEHHE KOPOTKOTO IPOMEXKYTKA BPEMEHH;

«TIOATBEPKAAIOIINE HCCIEIOBAHUS - HCCIEIOBaHUS, MPOBOJUMBIE AJI OINPEAEICHUS XapaKTEPUCTUK
¢doTocTaOUIBLHOCTH B  CTAaHAAPTU3UPOBAHHBIX YCIOBHUSX, YcCTaHOBIeHHBIX Pemennem Kosterun
EBpazuiickoil sxoHomuueckoit komuccun ot 10 mas 2018 r. Ne 69 «O0 yTBepxaeHun TpeOOBaHUI K
UCCJIEIOBAaHUIO CTaOWUJIbHOCTH JIEKAPCTBEHHBIX MpenaparoB U (apMaleBTHUECKUX CYOCTaHLUN»,
@apmaxornieeit Coro3a mwin ¢papMakonesMd TOCYAapCTB-wIEHOB. Takue HCCleaoBaHMs MPOBOIATCS JUIS
onpezieNieHuss Mep MPEeAOCTOPOKHOCTH, TpeOyeMbIX TMpPU TMPOM3BOACTBE WM  MPUTOTOBIECHUU
(bapmareBTHYeCKON CyOCTaHIIMKM WM pa3pabOTKe cOocTaBa JIEKaPCTBEHHOIO IMpernapaTa i YMEHbIICHHS
BO3/ICIICTBUS CBETa, a TaKke HEOOXOIMMOCTH HCIOJB30BaHUS CBETOYCTOMUMBON YIAKOBKU U (WIJIH)
CHeLUaJIbHON MapKUPOBKU;

«OMUMOPPU3M» - HAXOXKIEHUE OJHOM M TOM ke (apmaneBTHUECKOW CyOCTaHIIMM B pPa3iIMYHbIX
KpUCTATMYECKUX (OpMax, B TOM 4YHCIE B BHJE MPOIYKTOB COJIbBATAllMUM WM TUApATAIUH (IICEBIO-
nosimMop(b1) u aMophHBIX Gopm;

«TIOJIyTIPOHUIIAeMbIe YIIaKOBKHM (KOHTEHHEpHI)» - KOHTEHHEPHI, KOTOpBIE IO3BOJIAIOT IPOHMUKATH pac-
TBOPHUTENIO (OOBIYHO BOJIE), HO MPEMATCTBYIOT MOTEPE PACTBOPEHHOTO BEIECTBA;

«IOPOLIOK JUIS UHTAALMI JO3UPOBAHHBIN, «IIOPOLIOK /I HHTAIALMI, TPEABAPUTEIBHO TO3UPOBAHHbIN,
«IOPOIIKOBBIA MHTaIATOp, MPEABAPUTEIbHO Jo3upoBaHHbI» (dry powder inhaler, premetered) -
JIeKapCTBEHHBIN Mpenapar, CHaOKEeHHBIN JO3UPYIOIIMM YCTPOHCTBOM U COZAEPIKAIIUi 3apaHee OTMEPEHHOE
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KOJINYECTBO JICHCTBYIOLIETO BEIIECTBA B BHUJE IMOPOIIKA, KAaK MPABHJIO, 3aKJIIOUYEHHOIO B KarCyJbl MU
OJINCTEPHYIO YITAaKOBKY;

«IIOpOILIOK Il MHTAJSINUN JO3UPOBAHHBIM C JO3UPYIOLIUM YCTPOMCTBOM», «IIOPOLIKOBBIA HMHTAJSTOP C
nosupyronM  ycrpoiictBom» (dry powder inhaler, device-metered) - mexapcTBeHHBINH Ipemapar,
COZepKAIMl pe3epByap C TMOPOIIKOM, JO3UPYEMbIM Ha OTJENbHBIE BBICBOOOXKICHHS C IOMOIIBIO
YCTPOKMCTBA JUIsl JOCTABKY (PACIIBUICHHS );

«MOTEHIUAIBHBI PUCK» - HEXKENaTelIbHOE MOCIeACTBUE (apMaKOTepaliui, B OTHOIICHUU KOTOPOTO
UMEIOTCS. OCHOBAHHMS ISl TIOJIO3PEHHIA TT0 HAIMYHUIO B3aMMOCBSI3U C JICKAPCTBEHHBIM MPENapaToM, OJHAKO
JaHHas B3aUMOCBSI3b HaIeKAIUM 00pa3oM He ObLiIa MOATBEPKICHA;

«IpaBUIILHOCTBY (@ccuracy, trueness) - GJIM30CTh MEXIY MPHUHATHIM HCTHHHBIM (OTMIOPHBIM) 3HAYCHUEM U
HOJTYYCHHBIM 3HAUCHHEM, KOTOPas BEIPAKACTCSl BETMUMHON OTKPBIBAEMOCTH;

«TIPENIBAPUTENBHBIA CPOK TOJHOCTH» - CPOK TOJHOCTH, YCTAHOBIICHHBIH BpPEMEHHO Ha OCHOBaHHH
YIOBJICTBOPUTEIBHBIX PE3yJIbTATOB YCKOPCHHBIX HMCCIICJOBAHUI M WMEIOLIMXCS JAHHBIX JIOJITOCPOUHOTO
UCCIICIOBaHMS JICKAPCTBEHHOTO Tperapara B CHUCTEME «KOHTEHWHEp - YKYNOpKay, MpeaHa3HAYeHHOU s
peanu3anum;

«IIpeneNT KOMMYEeCTBEHHOro ompezencHus» (quantitation limit) - mHamMmeHbIliee KOIMYECTBO BEINECTBA B
o0pasme, KOTOpOE€ MOXKHO KOJIMYECTBEHHO ONPEACIUTh C COOTBETCTBYIOUICH NPEIM3UOHHOCTBIO U
NPaBUIBHOCTHIO;

«mpeznen ooHapyxxenus» (detection limit) - HauMeHbIIee KOTMUECTBO OMPENENIIEMOro BellecTBa B 00pasiie,
KOTOPOE MOXKET ObITh OOHAPYXKEHO, HO HE00s3aTEIbHO TOYHO KOJIMUYECTBEHHO OIPEIENICHO; «IIPEACTaBUTEIb
JiepKaTeNst PETUCTPAIIMOHHOTO yJOCTOBEPEHHS» - IOPUAMYECKOE JIMIO, 3apeTUCTPUPOBAHHOE B
COOTBETCTBUHM C 3aKOHOJATEIBLCTBOM rocynapcrsa - wieHa Coro3a, uiu 000COOJICHHOE MOJpa3/ieieHue
IOPHJINYECKOTO JIMIA, PACIIOIOKEHHBIE Ha TEPPUTOPUU TocydapcTBa - wieHa Coro3a, YHOJIHOMOYECHHBIC
JiepKaTeieM PErUCTPAIlMOHHOTO YIOCTOBEPEHHsI HA BBIMIOJIHEHUE JICHCTBUM, CBS3aHHBIX C OOpaIlcHUEM
JIEKapCTBEHHBIX CPEACTB HA TEPPUTOPHHU TOCyAapcTBa - wieHa Coro3a;

«IIpeKypcop  paarodapMaleBTHUECKOr0 JIGKAPCTBEHHOTO Tpenapara» -  paauodapMareBTHUSCKHT
JIEKapCTBEHHBIN TIpenapar, MPEeACTABISIONUNA cOO0N pagMOHYKIUJ, MNpPEeIHA3HAUYCHHBIA JUIsI BBEICHUS
PaIuOaKTUBHOW METKH B JIPYroe BEIIECTBO;

«mpenapar s wHransmmi» (inhalation product) - nekapcTBeHHBIN mpenapaT B TBEPJOH WM KHIKOW
JIeKapCTBEHHOM (opMe, MpeHa3HAYeHHBIH /7151 BBEICHHS B JIETKUE JEWCTBYIOIIMX BEIIECTB B BUJE MTapOB
WIN JTUCTICPCUI TBEPABIX WM KHIKUX YaCTHI[ B Ta30BOM Cpele C IENbI0 TONYYCHHS MECTHOTO WIIH
cucteMHoro ¢ hekra;

«mpenapar KpOBW» - JICKAPCTBEHHBIN Ipenapar, MPOU3BEJICHHBIA TNPOMBIILIICHHBIM CIIOCOOOM U3
KOMITOHCHTOB KpOBHM uYeloBeka. K mpemapatam KpOBH OTHOCSTCS B TOM 4YHCIEC albOyMHHBI, (aKTOPHI
CBEPTHIBAHUS KPOBH U KIMMYHOTJIOOYJIMHBI YEIOBEYECKOTO MPOUCX 0K ICHNUS;

«IPE3UOHHOCTB) (Precision) - BeipakeHue O1M30CTH (CTENeHN pa30poca) pe3yabTaToB (3HAYCHHI) MEKIY
CepUsIMU U3MEPEHUI, TPOBEJICHHBIX Ha MHOXKECTBE P00, B3ATHIX U3 OJJHOU U TOH K€ OJJHOPOAHOM MPOOHI, B
HPEANMCAHHBIX METOJIUKON YCIIOBHSIX;

«MIPUOCTAHOBKA KIIMHUYECKOTO MCCIIEIOBAHUS - MPEKPALICHNE MTPOBEACHUS KIMHUIECKOTO MCCIIEIOBAHMUS
10 MHUIIMATHBE YIIOJHOMOYEHHOTO OpraHa rocyaapctBa - wieHa Coroza (B paMKax HHCHEKTHPOBAHHS
MEKIyHAPOIHBIMUA OPTaHU3aIMSIMH ITOHIATHIO COOTBETCTBYET TepMuH «Suspension of a clinical trial»);
«IPOAYKT nerpaganuu (MPOAYKT pPa3iIoKeHHs)» - MOJIEKyJa, 0Opa3yroImascst BCIEICTBHE XHMHUYECKOTO
W3MEHEHUS MOJCKYJBl (papMameBTUYECKON CyOCTaHIIMM CO BpeMEeHeM W (WJIM) TIOJ BO3ACHCTBHEM
OCBEILICHHS, TEMIIEpaTypbl, PH, BIaru u T.1. WM NPH B3aUMOJCHCTBUH C BCIIOMOTATEIbHBIM BEIIECTBOM U
(unm) cucteMoi ymakoBKH (YKYHIOPKH);

«IPOEKTHOE TIOJIE» - MHOTOMEpHAs KOMOWHAIMS M B3aUMOJCHCTBHE BXOJHBIX IEPEMEHHBIX (HAIpHMep,
nokazareseil KadecTBa MaTepHajIoB) M MapaMeTPOB MPOIecca, TOATBEPAUBIIUE CITIOCOOHOCTh 00ECTIeYHBATh
Ka4ecTBO MpoaykTa. PaboTa B mpenenax mpoeKTHOTrO MOJIsl He PacCMaTpUBAaeTCsl Kak u3MeHeHue. Beixon 3a
TpeIeITbl MPOSKTHOTO MOJISl CYUTACTCS M3MEHEHHUEM M OOBIYHO TPeOyeT YTBEp KICHHSI H3MEHEHUH MOCIe X
COTJIaCOBAaHUSI C YIOJHOMOYCHHBIM OpraHoM. [IpoekTHoe moje mpemiaraeTcs JUIOM, KOTOPOE IMOJacT
3asBJICHHE Ha PETHCTPALMIO JICKAPCTBEHHOTO TMperapara, W TOJICKHT OICHKE W YTBEPKICHHIO
YIIOTHOMOYEHHBIM OPT'aHOM;
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«IPOM3BOJIMTENIb JICKAPCTBCHHBIX CPEJCTB» - OpraHW3alus, OCYLICCTBISIONIAs ACATCIBHOCTh IO
MIPOM3BOJICTBY JICKAPCTBEHHBIX CPEJICTB M UMEIOIIAst pa3pelieHue (JUICH3UI0) Ha TaKOW BUJI e TEIbHOCTH,
BBIJITAHHOE YIIOJTHOMOUYEHHBIM OPTaHOM CTPaHbBI-IIPOU3BOTUTEIIS;

«IPOU3BOJICTBEHHAS TUIOIIAAKA» - TEPPUTOPHAIBLHO OOOCOOJICHHBI KOMIUIEKC MPOU3BOIUTENS Jie-
KapCTBEHHBIX CPEJICTB, IIPEIHA3HAYCHHBIN JUIS BBIOJIHEHHSI BCETO MPOIecca MPOM3BO/ICTBA JICKAPCTBEHHBIX
CpPE/CTB WM €0 ONPEACICHHON CTaNU, BKIFOYas IIPOMEXYTOYHBIE CTAJIMHA U KOHTPOJIb Ka4eCTBa,;
«IPOM3BOJICTBO JICKAPCTBEHHBIX CPEJICTBY» - NEATEIBHOCTh IO TPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB
MIPOM3BOIUTEISIMHU JICKAPCTBEHHBIX CPEICTB HA OJHOW CTaJHMW, HECKOJBKUX HIIM BCEX CTaIHAX ITpoliecca
IPOM3BOJICTBA, @ TAKKE 10 XPAHCHUIO U PEeAN3alMK TIPOU3BEACHHbBIX JICKAPCTBCHHBIX CPEICTB;
«pokadka» (pumping) - mpolecc 3amoiHEHHs JEKAPCTBEHHBIM MpErapaToM yCTPOWCTBA Ui JTOCTaBKH
(pacribuieHHs ), BXOASIIETO B CUCTEMY YITaKOBKH (YKYIOPKH), TyTEM MOCIIEA0BaTEIbHBIX BBICBOOOKICHU;
«IPOJIOHTUPOBAHHOE BBICBOOOXKICHUE)» - TMPOIIECC BHICBOOOXKACHUS (papMarieBTUUSCKON CyOCTaHIIMU Ha
NPOTSHKEHUH JUTUTEIBHOTO TIEPHO/Ia TTOCTIC BBEICHUS,

«IIPOMEKYTOYHAs (BHYTpHIIabopaTopHasi) mperu3noHHocTsy (intermediate precision) - BiusHue BapHauit
BHYTpHU JlabopaTtopuu (pas3Hble JHU, Pa3Hble aHAJUTHKHU, pa3HOoe 00Opy/lOBaHUE, Pa3Hble CEpUU (TTAPTHH)
PEaKTHBOB U T. [.) Ha Pe3yJIbTaThl UCIBITAHUIA WIACHTUYHBIX 00Pa3IoB, OTOOPAHHBIX U3 OJHOW W TOW XKe
CepHH;

«IPOMEXKYTOYHAS YIIAKOBKA) - YIIAKOBKA, B KOTOPYIO MOKET OBITh TOMEIICHA IIEPBUYHAS YITAKOBKA C TENTBI0
JIONIOJTHUTENIPHOM 3alllUThl JICKAPCTBEHHOTO Mpenapara WM HCXOJS U3 OCOOCHHOCTEH MPUMEHEHHSI
JICKApCTBEHHOTO Mperapara;

«IIPOMEKYTOYHBIC UCCIICIOBAHUS - UCCIICIOBAHMSI, TPOBOAMMBIC 1pu Temiepatype 30 °C u 0THOCUTENbHON
BJIQXKHOCTH 65 MPOICHTOB, HANPaBJICHHBIC HA YMEPEHHOE TOBBIIIEHUE CKOPOCTH XMMUUYECKOW JIerpaiaIiiu
WK (PU3MYECKUX M3MEHECHUH (papMalneBTUYeCKOW CYyOCTaHIIMU WM JICKAPCTBEHHOIO Tpernapara, KOTOpbIe
IUTAHUPYETCS IOJITOCPOYHO XPAHUTH MPH Temnepatype 25 °C;

«IPOMBINUICHHAs Cepusi» - cepus (papMaleBTUYECKOW CyOCTAHIIMM WM JICKapCTBEHHOI'O Mperapara
NPOMBIIIJICHHOTO MaciTaba, MpPOU3BEleHHAass B IPOM3BOJCTBEHHOM IIOMEIICHUH C HCIIOJIb30BAaHHEM
IPOM3BOJICTBEHHOTO O0OpYJIOBaHHS TaK, KaK 3TO YKa3aHO B PETMCTPAIMOHHOM JOChE JIEKAPCTBEHHOTO
npenapara;

«IIPOTOKOJ KJIIMHHYECKOTO HCCIICIOBAHUS) - JIOKYMCHT, ONHMCBHIBAIONIMN IICTH, AM3aliH, METOJIOJIOTHIO,
CTaTHCTUYECKHE METOABI M OPraHM3allMI0 HCCIeoBaHUS. [IoOMHMO 3TOrO MPOTOKON OOBIYHO COJECPIKUT
NOJyYCHHBIC paHee JaHHble W OOOCHOBAHME HCCIICJOBAHUS, OJHAKO 3Ta HMHGOPMAIUS MOXKET OBITh
NpEe/ICTaBJICHa U B JAPYrUX JOKYMEHTaX, Ha KOTOPBIC CChUIAETCS MPOTOKOJ UCCICIOBAHUS, a TAKKE UHYIO
HEe0OX0oauMYyI0 HH(GOPMAITHIO;

«pannodapMalieBTUYCCKHd JIEKAPCTBEHHBIN TMpernapar» - JICKapCTBEHHBIN Iperapar, CoJepiKallui B
TOTOBOM JIJIsl IPUMEHECHHUSI COCTOSIHUN OJIMH WJIM HECKOJIBKO PAJHOHYKIHIOB (paIi0aKTHBHBIX H30TOMOB) B
Ka4eCTBE JICHCTBYIOIIETO BEIIECTBA MIIM B COCTAaBE JACHCTBYIOIIETO BEIIECTBA;

«paHHEee MPEKPAIICHUEe KIUHUYECKOTO HCCICIOBAHUS» - TOCPOYHOE 3aBEpIICHHE KIMHUYECKOTO WC-
CIIEIOBaHUS 10 JIIOOOH MpHUYMHE 10 BBHINOJHEHUS YCIOBHH, YKa3aHHBIX B IMPOTOKOJE (B paMKax WH-
CIIEKTUPOBAHUS MEXKIyHAPOTHBIMHI OPraHU3AIUAMHE IMOHATHIO COOTBETCTBYET TepMuH «early termination of
a clinical trial»);

«PaCTBOPHUTEIIb» - HEOPraHWYECKas: WM OpraHUYecKasl KHUIKOCThb, HCIOJb3yeMas B KaueCTBE CPEIb
(HOCHTENS) TSl TPUTOTOBJICHHSI PACTBOPOB M CYCIICH3UH MPH CHHTE3¢ (papMarieBTUIECKON CyOCTaHIIMYU WIH
IPOM3BOJICTBE JICKAPCTBEHHOTO ITpenapara;

«pactuTenbHas (hapMareBTHUECKas CyOcTaHIus (Ipermapar Ha OCHOBE JIEKAPCTBEHHOTO PACTHUTEILHOTO
ceipbsi)» (herbal preparation) - cyOcranmus, monsydaemasi mociie 00paOOTKH PaCTUTEIBLHOTO CHIPbS C
IIOMOIIBIO TaKMX METOJOB, KaK OSKCTPAKIUs, AMCTHIULILHS, OTXHUM, (PpPaKIMOHUPOBAHUE, OYHCTKA,
KOHIIGHTpUpoBaHue u (epmeHTanmsa. K TakuMm cyOCTaHIMSIM OTHOCSTCS MEIKOW3MENbYCH- HOE HIIH
HOPOIIKOOOpa3HOE PAcTUTEIbHOE ChIPhE, HACTOWKHM, JKCTPAKThl, d(UpHBIE Macia, OTXKATble COKH M
00paboTaHHBIC BBITSIKKH;

«pactutenbhbie yan» (herbal teas) - cBexxenpuroToBICHHBIC BOAHBIC H3BJICUCHUS U3 OJJHOTO WA HECKOJIBKHUX
BUJIOB JICKAPCTBEHHOTO PACTHTEIBHOTO CBIPhs, IMOJIyUYCHHBIC ITyTEeM 3aBapUBaHUS, HACTAMBAHHS HIIH
BbIMauMBaHUs. PacTuTelnbHBIE YaW, Kak MPaBHJIO, IOCTABISIOTCS B HepachacoBaHHOW (opme WU
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pacdacoBaHHBIMH B caIle;

«pacIIMpPEeHHBIH MOAXO0I» - MOJAXO0/ K pa3padoTke mpoliecca Ha OCHOBE HCIOJIb30BaHMs HAy4YHBIX 3HAHUM,
Pe3yJIbTaTOB UCCIIEOBAHUM U OLICHKU PUCKOB IS BBISIBJIICHUS U TOHMMAHUS XapaKTEPUCTUK MaTEPUAJIOB U
apaMeTpoB MPOLECCa, BIUSAIOIINX Ha KPUTHUECKHE MOKA3aTesId KadecTBa MPOAYKTa; «palemMaT» - CMeCh
(TBepnasi, *KuaKas, Ta3000pa3Has) WM PACTBOP SKBUMOJSIPHBIX KOJIWYECTB JABYX JHaHTHOMepoB. He
o01ajaeT ONTUYECKOM aKTUBHOCTBIO;

«PETUCTPALIMOHHOE JOChE» - KOMIUIEKT JOKYMEHTOB (B TOM YHCJE 3asBJIIEHHE) YCTaHOBIEHHOTO CO-
JIepKaHUs, B COOTBETCTBUM C IpPAaBUJIAMM PErMCTPALUM U SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB JUIs
MEIULUHCKOIO INPUMEHEHUS, YTBEp)KAAeMbIMU EBpasuMiCKOM HSKOHOMHUYECKOM KOMHUCCHEH, Ipen-
CTaBJSIEMBbIH JUIsI NIPOBEACHUS NPOLEAYp, CBA3AHHBIX C PErucTpaluei, MOATBEPkKAECHUEM pPEerucTpaluu
(nmepeperucrpanueil) J1€KapcTBEHHOIO IIpenapara;

«PETUCTPAIMIOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOI' O MpenapaTay - J0KyMEHT eIUHOM (pOpMBbI, Bbl1aBaeMbIil
YIIOJIHOMOYEHHBIM OpraHoM rocygapcTBa - wieHa Coro3a, TOATBEpXKIAIOMMK (aKT perucTpanuu
JIEKapCTBEHHOTO TIpernapara M SBISIOIIMNCSA pa3pelleHUueM JUIsl €ro MEAMIIMHCKOTO NPUMEHEHHs Ha
TEPPUTOPHUU rocyaapcTa - wieHa Coro3sa;

«PETUCTPAIMOHHBI HOMEp» - KOJOBOE 0003Hau€HHUE, IMPHUCBAUBAEMOE JIEKapCTBEHHOMY Ipenapary Io
(dakTy perucrparyy Ha TEpPUTOPUH rocyaapcTsa - wieHa Coro3a;

«perucTpanys JIEKapCTBEHHOro IpenapaTa» - MpoLecc IOJyYeHHUs pa3pelieHust Uil MEAUIHUHCKOTOo
IPUMEHEHHUS JIEKAPCTBEHHOTO Iperapara Ha TEPPUTOPUU OJHOIO WIIM HECKOJBKHUX I'OCYNApCTB - UJIEHOB
Coro3a, OCYIIECTBISIEMbII B COOTBETCTBUU C IpPAaBUJIAMM PETUCTPALMM U SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB I MEJULIMHCKOTO IPUMEHEHUS, YTBEPKAAEMbIMU EBpa3suiicKol S3KOHOMUYECKOW KOMUCCHEM;
«pecnmpabenbHas (pakiusay, «macca MeakoaucnepcHeix wactui» (fine particle mass) - xommgectBo
JEHCTBYIOLIETrO BEIIECTBA, IPEANON0KUTEIBHO POHUKAIOIIEE B JIETKHE BO BPEMS MHTAISALUUU (YaCTHULIBI C
JIMaMEeTPOM MPHUOIU3UTENBHO OT 1 10 5 MKM);

«pedepeHTHOE TOCyIapCTBO» - rocyAapcTBO - uieH Coro3a, OCYIIECTBISIONIEE MOATOTOBKY IKCIIEPTHOIO
oryera 00 oleHKe 0e30macHOCTH, 3((HEKTUBHOCTH M KayecTBa JIEKAPCTBEHHOTO Ipernapara Ha OCHOBaHUU
9KCIEPTU3bl JIEKAPCTBEHHOI'O IIpernapara B COOTBETCTBUM C MpaBWJIAMU PETUCTPALMU U IKCIEPTU3BI
JIEKapCTBEHHBIX CPEICTB /Ul MEAULIMHCKOTO IPUMEHEHHUs, yTBep)KaaeMbIMU EBpazuiickoil s5koHOMU4eCcKoit
KOMHCCHEH;

«pedepeHTHbIH JTeKapCTBEHHBIN NpenapaTy - JIEKapCTBEHHBIN Mpenapar, KOTOPbIA CIIOIb3YeTCsl B KAUeCTBE
npenapara CpaBHEHHUS U SBJISETCS STAJOHOM, MO KOTOPOMY OIpEAENstoTcs (HOPMHUPYIOTCS) CBOMCTBA
JIeKapCTBEHHOT O Mpenapara;

«peuenT Ha JEKapCTBEHHBIM IpernapaT» - Ha3HAYeHHE JIEKapCTBEHHOIO IIpernapara, BBIJAHHOE CIie-
[IUAJTUCTOM, YIIOJIJHOMOYEHHBIM OCYILECTBIISATh TAKYIO AEATEIbHOCTD;

«PUCKH, CBA3aHHBIE C TPUMEHEHHEM JIEKAPCTBEHHOTO Mpenaparay - 000N PUCK, CBA3aHHBIN C KAYECTBOM,
6€30MaCHOCTHIO UM 3P (PEKTUBHOCTHIO JIEKAPCTBEHHOT'O Mpenapara Mo OTHOUICHHUIO K 3/I0POBbIO MAI[IEHTOB
WJTM HACEJICHUSI WJTH JIF000U PUCK, BEAYITUH K HEKEIATEIIbHOMY BO3/ICHCTBHUIO HA OKPYXKAIOIIYIO CPEIY;
«PYTUHHAS KIMHUYECKas MPAKTHKA - pEXKUM IPUMEHEHUS], KOTOPOMY OOBIKHOBEHHO CIIEYIOT JJIsl JICUEHUS,
IPEIOTBPALCHUs] WM JMAarHOCTUKHM 3a00JIeBaHMsI MM PAcCTpOMCTBA (B paMKax HWHCIEKTHPOBAHUSA
MEKTYHApOIHBIMU OPTaHU3AIMSIMU MTOHSATHIO COOTBETCTBYET TepMuH «normal clinical practicey);

«cepusi JIEKapCTBEHHOTO CpEACTBa» - OIpPENeIeHHOE KOJIMYECTBO MCXOJIHOTO ChIPbsS, YHNAKOBOUHBIX
MaTepHajoB WM MNPOAYKIHH, IOJABEPracMbIX OOpabOTKE B OJHOM WM B psijie IOCIEI0BaTEIbHBIX
TEXHOJOTMYECKHX IPOIIECCOB TaKUM 00pa3oM, YTOObI 00ecIeUrBaTh OJHOPOJHOCTD MPOYKIIHH;

«CcepuH, MOJBEpraeMble HCCIEIOBAHUAM CTAOUIBHOCTH B COOTBETCTBHUM C 0053aTEIbCTBOM» - MpO-
MBILLUIEHHBIE CEepUH (papMaleBTUUECKONH CYOCTaHIIMM WM JIEKapCTBEHHOTO Ipernapara, HCCiIeI0BaHUS
CTaOMIIBHOCTU KOTOPBIX HAyaThl WIM OKOHYEHBI MOCIE PETHUCTPAIMU B COOTBETCTBUH C 00S3aTEIHCTBOM,
B3ThIM Ha ce0s 3asBUTENIEM BO BpeMsl IIPOBEACHUS POLEAYp B COOTBETCTBHHM ¢ [IpaBuiiamu perucrpanuu u
AKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U yKa3aHHBIM B PETMCTPALMOHHOM JIOChE; «CEPUU C IPEIEIbHBIM
COJEpKAHUEM» - CEPHM, COOTBETCTBYIOIIME MPEAINOJAaraéMOMy BEpXHEMY WJIM HHWXKHEMY Mpeneny
cenu(uKanuy  BBICBOOOXKICHUS 1IN VItrO, KoTopas cocTaBlieHa Ha OCHOBAaHMHM OIMCAHHOTO
IIPOM3BOJICTBEHHOTO IpoLecCa IIyT€M YCTAHOBJIEHUS €ro IapaMeTpoB B [Uala30HE MaKCHUMaJIbHON
BaprabeIbHOCTH, O’KUAAEMON IO Pe3ysIbTaTaM HUCCIIEI0BaHU 110 BaJIUALUH IIPOLECCa;
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«cepbe3Has HEKelaTellbHas peaklus» - HeKeJaTelbHas peaklMs, KOoTopas IPUBOJUT K CMEPTH,
MPEJICTaBISIET Yrpo3y JUIsl JKU3HM, TPeOyeT TOCMUTANIM3AlMK TMalueHTa WU ee MPOJUICHUS, MPUBOJIUT K
CTOMKOM MO0 BBIpAKEHHON HETPYJOCIOCOOHOCTH MM MHBAIMIAHOCTH, K BPOXKIECHHBIM aHOMAJHIM WU
OpOKaM  pa3BUTHUs, TpeOyeT MEIUIMHCKOTO BMEIIATENbCTBA JUIS MPEAOTBpAICHUS Pa3BUTUA
NEPEYHCIICHHBIX cocTosiHUM. JIrobasi HempenHamepeHHas 1moi03peBaeMasi mepeiaya yepes3 JeKap CTBEHHBIN
npenapaTr UH(QEKIIMOHHOT0 areHTa Tak)Ke CUMTAeTCsl CepPbe3HON HEeXKeNaTelIbHOM peaklireit;

«CUCTEeMa yIaKoBKH (YKyIopk#H)» (container closure system) -cOBOKYITHOCTh YITaKOBOYHBIX M YKYITOPOUHBIX
KOMIIOHEHTOB, KOTOpbIE 3aKJII0Yal0T B ceOs JIEKapCTBEHHYIO (OpMYy U 3alMINAIOT €€, a TakKe MOTYT
MCIIOJIb30BaThCS B KAUECTBE YCTPOMCTBA JUIsl IOCTABKY (paCIbLICHMS);

«cucreMa (hapMaKoHaI30pa» - CUCTEMa, OpraHu3yemas JAepKaTelsiMU PEerucTPAllMOHHBIX YJOCTOBEPEHHM U
HAIIMOHAJIBHBIMU PETYJIATOPHBIMU OpraHaMy JJIsl BBIOJTHEHUS 337124 M 00s3aHHOCTEN IO (hapMaKOHAI30py,
npelHa3HayeHHas! 1Ji1 KOHTPOJIsl 0€30IMacCHOCTH JIEKapCTBEHHBIX MperapaTroB, CBOEBPEMEHHOTO BbISBICHUS
BCEX M3MEHEHHMH B OIIEHKE COOTHOIICHHS «II0Jb3a - PUCK» JIEKAPCTBEHHBIX MPENapaToB, pa3pabOTKU M
BHEJIPEHHUS Mep MO 00ecledeHHI0 IPUMEHEHUs JIeKapCTBEHHBIX MPEnapaToB NPy MPEBBIIICHUH MOIb3bI HAJl
PHUCKOM;

«crieficepy» - BCIIOMOTATENbHOE YCTPOMCTBO ISl MHTANSIMHN, MPEICTaBISIONIee cOO0N MPOMEKYTOUHBIH
pe3epByap AJs BBICBOOOKIEHHOTO ITpenapaTa Jiylsl MHTaJsIHi;

«crienudukaysy - nepedeHb Mnokasareneil KauyecTBa, CChIJIOK Ha aHATUTHUECKUE METOJIMKH U UCTIBITAHUS U
HOPMBI, [TPEICTABIISAIONINE COO0 YKCIEeHHBIE (KOJIMYECTBEHHBIE) MPEAEIIbl, TUana30Hbl U IPOYUE KPUTEPUN
JUTSL YKa3aHHBIX [TOKa3aTesieil KauecTBa;

«crieru(UKays Ha BBIITYCK», «CIIEIU(PUKAIMS IPH BBITYCKE» - TIepeUeHb MoKa3aTeNel KauecTBa, METOI0B
UX ONpeleNeHUs U KpPUTEpUEB MPUEMIIEMOCTH, C TIOMOMIIbIO KOTOPBIX OIpeaesseTcsl KadyecTBO
JIEKapCTBEHHOI'0 IIperapaTa Ha MOMEHT BBIITYCKa;

«crienuduKays Ha CPOK TOJHOCTH (CPOK XpaHEHHs)» - MEepedyeHb MOoKa3aTellell KauecTBa, METOJOB HX
ONpesieNieHuss U KPUTEpUEB NPHUEMIIEMOCTH, KOTOPBIM JOJIKHBI COOTBETCTBOBAThH (papMalleBTUYECKas
CyOCTaHIIIS WK JIEKAPCTBEHHBIH MpernapaT B TEUEHUE CPOKA X TOAHOCTH;

«cneuupuuHocThy  (Specificity) - cmocoOHOCTh aHATMTUYECKOW METOAMKH OJHO3HAYHO OIICHMBATH
OTpesieNiieMOe BEUIECTBO HE3aBHCHMO OT JPYrUX BemlecTB (IpHUMECH, MPOAYKTHI Jerpajallid, BCIO-
MoOTaTeNbHbIE BEIIECTBA, MaTpHIla (Cpeaa) u Jp.), MPUCYTCTBYIOIIMX B UCIIHITYEMOM 00pasIie;
«crenu(UYHOE HWCIBITAHWE» - UCIBITAHWE, CUUTAIOIIeecss MPUMEHUMBIM B OTHOIICHHH OMPEIEICHHBIX
dbapmareBTUUECKNX CYOCTaHIUI U (UJTH) OTIPEICICHHBIX JICKAPCTBEHHBIX MTPEMapaToB B 3aBUCHMOCTH OT UX
0COOEHHOCTEH M (MJIN) IICJICBOT0 HA3HAYCHUS;

«cnpeit» (spray) - 6osiee TpyOOAUCIIEpPCHAs CHCTEMa 0 CPABHEHHUIO C adpO30JIeM, KOTOpasi HE COACPIKHUT
MPOMEIEHTa W BBICBOOOXICHHE COJIEPKUMOTO KOTOPOM MPOMCXOMUT 3a CYET JaBJICHHS BO3IyXa,
CO3/1aBa€MOr0 C TOMOIIbI0 MEXaHUYECKOTO PACHBUIUTEINS HACOCHOTO TUIA WU IPU CXKATUU MOJMMEPHON
YITAKOBKU;

«crpeit Ha3abHBIN T03UpOBaHHbIM» (NON-pressurised metered dose nasal spray) - crpeii s Ha3aJIbHOTO
NPUMEHEHHUS, TPEACTaBISIIOIUN COO0M BOJHBINA PACTBOP, CYCIIEH3UIO UM AMYJIBCHIO, JTOCTABIISIONINH 103y
TSl OTHOKPATHOTO IPUMEHEHUS 32 OHO (MM O0Jsiee) BHICBOOOXKICHHUE;

«CPOK TOJHOCTHY», «CPOK XPAaHEHUs» - NEPUOJ, B TEUEHHE KOTOPOTrO JIEKApCTBEHHBIN INpenapaTr I0JKEH
COOTBETCTBOBATH ClieNU(UKAIIMY TP HAJUIEkKAIIEM XPaHEHUH B YCIOBUAX, YKa3aHHBIX HA YIIAKOBKE;
«cTabuibHasg cyOcTaHIMs» - (papMmaleBTHUecKas CyOCTaHIIMsI, COOTBETCTBYIONIAs CreUU(UKALUN TIpU ee
XpaHeHuH 1pu Temreparype 25 °C u 0OTHOCHUTENbHON BlakHOCTH 60 MPOIEHTOB MiH Tpu Temreparype 30
°C ¥ OTHOCHUTENHHOM BiIaKHOCTH 60 TPOIIEHTOB (65 MPOIIEHTOB) B T€UEHUE 2 JIET, a TAKXKE MPU TeMIIepaType
40 °C 1 OTHOCUTEIIFHOU BIIAXXHOCTH 75 TIPOIIEHTOB B TCUEHHE 6 MECSIICB;

«CTaHJIApTHBIA oOpasel (CTaHIApTHBIA MaTepuan)» - BEIIECTBO, HCIOJIb3yeMOE B KauyeCcTBE CTaHAapTa
(9TayoHa) NpU KOJIMYECTBEHHOM OIpeAeICHIH, HACHTU(PUKAIMN WM UCTIBITAHUN HAa YUCTOTY;
«CTAaTUCTUYECKHE MOMEHTBI» - IMapaMeTPhl, OMUCHIBAIOIINE XaPAKTEPUCTUKU 3aBUCUMOCTH KOHIICHTPAINH
JEICTBYIOIIEro BEIIeCTBA B IUIa3Me OT BpeMeHH (IUIOoLIa/b, CpeJHEee BpeMs YACpKUBAHUS M TUCTIEPCHUs
CPEHETO BPEMEHH yIEP>KUBAHMsI) U CKOPOCTh KCKPELIUU €TI0 C MOYOM;

«CTaHJApTHBIM oOpaszen» - UIACHTUPUIMPOBAHHOE OJHOPOAHOE BEUIECTBO WM CMECh BEIIECTB,
npeIHa3HAYCHHbIE JUISl UCIOJIb30BAHUS B XUMUYECKUX, (PU3MUECKUX U OMOIOTUYECKUX HMCCIIEOBAHUSX, B
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KOTOPBIX HMX CBOWCTBA CPAaBHUBAIOTCS CO CBOMCTBaMH HCCIICAYEMOTO JIEKAPCTBEHHOTO CPEICTBA, U
o0 aaroIye T0CTaTOYHOM JIJIsl COOTBETCTBYIOIIETO IPUMEHEHHUS CTETICHBIO YUCTOTHI;

«CTpaHa perroHa MeXIyHapOJHOTO COBETa M0 TapMOHU3AIMU TEXHUYECKUX TPEOOBAHUHN K PEruCTpaliu
JICKApCTBEHHBIX MPEMapaToB Uil MEJAUIUHCKOro mnpuUMeHeHus (MexIyHapoaHOH KOH(EPEHIUH T10
rapMOHHU3AIIUN TEXHUYECKUX TPEOOBAHMI K PETUCTPAIMK JICKAPCTBEHHBIX MPENapaToB IS MEAUIIUMHCKOTO
npumenenns, 1CH)» - rocymapcTBo, TpeOOBaHUsI K PETUCTPAIMH JICKAPCTBEHHBIX CPEICTB HA TEPPUTOPHUU
KOTOPOTO PEryJUpYIOTCS YIIOJIHOMOYCHHBIM OpraHoMm, craBmmM yupenutenem (Founding Regulatory
Member) wmu mocrosHHeiM wienom (Standing Regulatory Member) MexaynapoaHoro coBera 1o
rapMOHHU3AIUN TEXHHUUYECKUX TPEOOBAHUIN K JICKAPCTBCHHBIM CPEICTBAM IS MEAMIIMHCKOTO MPUMCHEHUS
(International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use);
«CTpaTeruss KOHTPOJIS» - IJIAHUPYEMbIH KOMIUIEKC 3JIEMEHTOB KOHTPOJIS, pa3pab0TaHHBIM Ha OCHOBAHUHU
CYIIECTBYIOIIEr0 TTOHUMaHHS MPOAYKTa M TIPOIlecca, KOTOPBIA OOeCIeYrBaeT MPUTOJHOCTh Mpolecca U
Ka4eCTBO MPOAYKTA. DJIEMEHTHI KOHTPOJS MOTYT BKIIIOYAaTh B ceOs TMapaMeTpsl M XapaKTEPUCTHUKH,
CBsI3aHHBIC C aKTUBHBIMHU (hapMaIleBTUYECKHUMHU CYOCTAHIIUSAMU M JICKAPCTBCHHBIMH TIpeTiapaTamMH,
MaTeprajaMi ¥ KOMIIOHCHTAMH, YCJIOBUSIMH OJKCIUTyaTallid TOMEIICHHH H 00OpYyJI0BaHUs, BHYTPH-
NIPOM3BOJICTBEHHBIM KOHTPOJIEM, CHICTIM(DUKAIIMSIMYU HA TOTOBBIH MPOAYKT, METOJTUKAMH U TIEPUOTUTHOCTHIO
MOHHUTOPHHTA U KOHTPOJIS,

«CTPECCOBBIE HCCIEOBAHMS JIGKAPCTBEHHOTO TMperapara» - HCCICIOBaHMS, MPOBOJAUMBIC JUIS OICHKH
BIMSIHUSL OoJiee HEOJArompusATHBIX YCIOBUH, YeM YCIOBUS YCKOPEHHBIX HCCIEJIOBAHHMIA XpaHEHUs, U
BKJTIOYAIOIIUE B ce0s MCCiIeI0BaHus Ha (DOTOCTAOMIBHOCT U UCCIICOBAHUS TAPaMETPOB, CIIEIU(UICCKUX
IS OIPE/ICIICHHBIX JIEKAPCTBEHHBIX (hOpM;

«CTPECCOBBIE HCCIEOBAaHUS (apMaIleBTUYECKONH CYOCTaHIIMM» - WCCIEJAOBAHUS, TPOBOIUMBIE JUIS
YCTAHOBJICHHS XapaKTEPUCTUK CTAOMIILHOCTH, CBOWMCTBEHHBIX (hapMalleBTHUECKON cyOctaHumu. Takue
UCCIICIOBAHMS SIBJISIFOTCS. YacCThIO CTpATeTWH pa3padOTKU M, Kak MPaBHIIO, MPOBOISTCA TNpU Oosee
HEOJIArONPHSITHBIX YCIOBUSIX, YeM YCKOPCHHBIC HCCIICIOBAHNS;

«CTPYKTYpHBIH mpu3Hak» (Structural alert) - xumuyeckas rpymnmna win GpparMeHT MOJCKYIIbI (MOJEKYIIIpHAs
CYOCTPYKTYpa), JJIsl KOTOPBIX YCTaHOBJICHA MJIM BO3MOXKHA CBSI3b C MyTareHHBIM JICHCTBHEM;

«cyOcTaHmmu Ui (papManeBTUYECKOTO MPUMEHECHHUS» - OPraHHMYECKUE HIIM HEOPTaHHUYECKUE BEIECTBa,
KOTOpBIC HCIIONB3YIOTCS Kak (apMareBTHUYeCKUe cyOCTaHIMK (JICHCTBYIOIIME BEIIECTBA, AKTHBHBIC
(dapMarieBTUYECKHEe CYOCTAaHIIMKM) MM BCIIOMOTATENbHBIC BEIIECTBA TPU MPOU3BOJACTBE JICKAPCTBEHHBIX
CPE/CTB Tl MEIUITUHCKOTO TIPUMCHEHUS;

«CyIIeCTBYIONIas (papMarieBTHUECKasi CyOCcTaHIUsI» - (papmaiieBTH4eckass CyOCTaHIIHsI, KOTOpasi BXOJIUT B
COCTaB JICKapCTBEHHOTO TIpernapara, 3aperucTpUpOBaHHOTO Ha TeppuTopun Coro3a MeCSIICB;

«CyOBEKT OOpAaIlIeHUs JICKAPCTBEHHBIX CPEACTBY» - (PH3UUECKOE WM FOPUANYCCKOE JIUIO, YIACTBYIOIIEE B
oOpallleHHH JIEKAPCTBEHHBIX CPEICTB;

«CYIIECTBEHHAs TIOMPaBKay - JII000e U3MEHEHHE JIF000T0 acleKTa KIMHUYECKOTO MCCIICIOBAHUs, KOTOPOE
OCYIIECTBIICHO MOCJIE MOJIYYCHHs Pa3pelieHUs] YIIOJIHOMOUSHHOTO OpraHa rocyaapcrsa - wiena Coro3a Ha
€ro MPOBEJICHNE U KOTOPOE, BEPOSTHEE BCETO, OKAXKET CYIIECTBEHHOE BIMSHNE Ha 0e3-

OMACHOCTh HJIM MpaBa CyOBEKTOB MO0 HAa HAIEKHOCTh M JIOCTOBEPHOCTh JAHHBIX, MOJYYCHHBIX B
KJIMHUYECKOM HCCIICOBaHUM (B paMKax WHCIIEKTHPOBAHUS MEXKIYHAPOIHBIMH OPTaHU3AIMSIMUA TTOHSITHIO
COOTBETCTBYET TepMUH «Substantial modificationy);

«TJ50» - noza, mpuBosiias K S50-TPOIEHTHON YacTOTE Pa3BUTHsI OHKOJOTHUYECKOTO 3a00JICBaHHUs, YTO
9KBHUBAJICHTHO BEPOSATHOCTH KaHIIEPOT€HHOT'O PHCKa, paBHOTO 1 K 2;

«reparneBTUYECKUN uHACKe» (therapeutic index) - oTHoIIEHHE M03bI, BBI3BIBAIONICH TOKCHYHOCTH TECT-
CHUCTEMBI, K J103€, HEOOXOMUMON /JIsi TOCTHUKEHUS JKEITAEMOTO TEePaNeBTUUECKOTO JCHCTBUS Y ITOM TECT-
CHCTEMBI;

«TPATUIIMOHHBINA TOIXO/» - TIOJAXOA K pa3paboTKe MPOAYKTa, MPH KOTOPOM YCTAaHABIMBAIOTCS 3aJaHHBIC
3HAYCHUS U paboyre AUana30Hbl apaMeTPOB MpolLecca i 00SCIeUSHUs BOCIPOU3BOAMMOCTH;

«TOProBOE€ HAMMEHOBAHHWE JICKAPCTBEHHOTO Tperapara» - HAMMEHOBAHHE, 1O KOTOPBIM 3apeTruCTPUPOBaH
JICKapCTBEHHBIN IIpemapar;

«YHHBEPCAIILHOE HWCIBITAHHE» - WCIBITAHUE, CUYUTAMONIEECS IOTCHIUAIBHO TPUMEHHMBIM KO BCEM
(dapMarieBTUYECKUM CyOCTaHIIUAM U (MJIM) KO BCEM JIGKAPCTBEHHBIM Mperaparam (HarpuMep, UCIIbITaHHS
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IpY ONUCAHUH, UACHTH(PHUKAIINN, KOJTUYECTBEHHOM ONPECIICHUH 1 OTIPE/ICIICHUH TPUMECEi); «yCKOPEHHBIE
UCCIIEIOBAHMS» - MCCIIEJIOBAHMSI, CIUVIAHMPOBAHHBIE C LIEJIbI0 YCKOPEHMS] XMMHUYECKON Nerpajaluud Wid
¢du3uueckoro u3MeHeHus (papmManeBTHIECKON CyOCTaHIMK MO0 JEKapCTBEHHOTO IpenapaTta moCcpeCTBOM
CO3/aHUs HEONArOMPUSITHBIX YCIOBHM XpaHEHHS U SIBISIFOIIMECS YacThi0 (OPMaTM30BAHHOW MPOTPAMMBI
UCCIIeIOBaHMs CTa0MIbHOCTH. Takue naHHbIe JOMOTHUTEIBHO K Pe3yJIbTaTaM JI0JITOCPOYHBIX UCCIICIOBAHUIHI
CTaOUIIBHOCTH HCIONB3YIOTCS JI OLEHKH Oojiee OTHAJICHHBIX XUMHUYECKUX 3((PEeKToB B YCIOBHSIX
HEYCKOPEHHBIX MCCIIeIOBAaHUMN, a TAaKXKe ISl OLCHKH BIMSHHUS KPAaTKOBPEMEHHBIX OTKJIOHEHUH OT YCIOBUH
XpaHEHUs, yKa3aHHBIX B MapKUPOBKE, KOTOPHIE MOTYT BO3HUKHYTH IPU TPAHCIOPTUPOBKE. Pe3ynmbTaTh
YCKOPEHHBIX MCCIIEIOBAHUN HE BCEr/ia MO3BOJIAIOT IPOTHO3UPOBATh (PU3NYECKHE U3MEHEHHUS;

«YCJIOBUS JIOCTAaTOYHOI'O pa30aBiICHUS» - YCIOBHS, MPU KOTOPHIX KOJIMYECTBO BEIIECTBA B PACTBOpE IpHU
3aBEPIICHUM HCHBITAaHUS Ha pacTBopeHue He mpeBbimaeT 30% OT KOHLEHTpPAlMd €ro B HACHIIIEHHOM
pacTBOpE;

«yCIIOBHSI XpaHEHHs» - ONTHMaJbHbIE IapaMeTpbl OKPYXKAIOWIEH cpensl (Temreparypa, BIAXXHOCTb
OKPY’KaIoIlIero BO3/lyXa, CBETOBOM PEXUM H JIp.) U IpaBuiia oOpaiieHus (Mepsl Mpe1oXpaHeHus OT MOPYH U
Ip.), HeoOXomumble JUIsi OOecmeueHHsl COXpaHEHHs KayecTBa JIGKAPCTBEHHOTO TMperapara WM
dbapmareBTHUECKON CyOCTaHIINM;

«yCTOWYHMBOCTH (POOACTHOCTH)» (rODUSLNESS) - CIOCOOHOCTh AHATUTUYECKOM METOIUKH OBITh YCTOMYHUBOM K
BIIUSTHUIO HEOONIBIINX 3a/1aBa€MbIX U3MEHEHU B YCIOBHIX MPOBEICHUS HCTIBITAHHS, KOTOPAs YKa3bIBaeT HA
€€ HaJIeXKHOCTh IIPU 0OBIYHOM (CTaHAAPTHOM) UCIIOJIb30BAaHUU.

«ycTpoicTBO At AoctaBku (pacmbuteHus)» (delivery device) - coBOKYMHOCTh KOMIIOHEHTOB CHCTEMBI
YIaKOBKH (YKYHOpKH), OOECHeUMBAIOMINX JIOCTABKY JEHCTBYIOMIETO BEHIECTBA B JbIXaTeNbHBIC ITYTH
(mperapaTt a1 MHTAJISAIUN) WK B TIOJI0CTh HOCA U (MJIM) TJIOTKU (Ha3aJIbHBIN TIpernapar);
«hanpcuuuupoBaHHOE JIEKAPCTBEHHOE CPEACTBO» - JIEKAPCTBEHHOE CPEACTBO, IPOTHUBOIPABHO H
npeIHaMEPEeHHO CHAOKeHHOE HeIOCTOBEPHOI HH(OpMaIIHeii 0 ero cocTaBe U (W) MPOU3BOIUTEINE, a TAKKE
0 TTOCTaBKaX, BKIIFOYAst 3aITMCH U JOKYMEHTBI, 3aTParuBaloIIe NCII0Ih30BAHHBIC KaHAIBI JUCTPHOBIOIUH;
«(papmakoHaa30p» - NEATENBHOCTh, HAIPABJICHHAS HA BBISBICHHE, OIICHKY, IOHUMaHKE U MPEA0TBpaIlIeHNe
HE)KEeJMaTEeNbHBIX TOCIECTBUN IPUMEHEHHUS JIEKAPCTBEHHBIX MPETIapaToB;

«(papmarieBTHyecKass AESITENBHOCTY - AESITEIBbHOCTb, BKIIOYAIONIasi B ce0s ONTOBYID TOPTOBIIO Jie-
KapCTBEHHBIMU CPEJCTBAMHU, WX XpaHEHHE, TPAHCIOPTUPOBKY W (WJIM) PO3HUYHYIO TOPTOBIIO JIEKap-
CTBEHHBIMU TIpeMapaTamMH, UX OTIYCK, XpaHEHHE, TPaHCIOPTUPOBKY, H3TOTOBJICHHE JIEKAPCTBEHHBIX
IpenapaTos;

«(papmarieBTHYeCcKasi CUCTEMa KadyecTBa» - CHUCTEMa YIPaBJICHUS [Js HANpPaBICHUS U KOHTPois dap-
MAaIeBTUYECKON KOMITAaHUH B OTHOIIICHHH Ka4eCTBa;

«(papmarieBTyeckas CyOCTaHIMs», «aKTUBHas (QapMaleBTudeckass CyOCTaHIMs» - JIEKapCTBEHHOE
CpEeACTBO, MpeTHa3HAUYECHHOE JIJIsl POM3BOICTBA M U3TOTOBIICHUS JISKAPCTBEHHBIX MPENIapaToB;
«(papMmarieBTHYECKN aTbTepHATUBHBIC JICKAPCTBEHHBIC Tperaparbl» - JEKapCTBEHHBIE MperapaThl, He
SBIISTIOIIHECS (papMareBTUIECKH DKBUBAICHTHBIMH, €CITH OHH COJIEpXKAT OJHY M Ty K€ aKTHBHYIO YacTh
MOJIEKYJIbl JIEHCTBYIOIIETO BEIIECTBA, HO pa3IMyaroTcs XMMHUYECKOH (GopMmoil (Hampumep, pa3HbIe COJIH,
pazHble 3(GUpbl, U30MEPHI WK UX CMECH), JIEKapCTBEHHON (opMoil (Hampumep, TabJETKU U KaICyJibl) WIK
JIO3UPOBKOM;

«(hapmareBTHYeCKH SKBUBAJICHTHBIC JIEKAPCTBEHHBIC MPEMapaThl» - JIGKAPCTBEHHBIC MPENapaThl, KOTOPHIE
coJiepKaT OJUHAKOBOE KOJIMYECTBO OAHOTO M TOrO K€ JAEHCTBYIOLIETrO BEIIeCTBA B OJHOM M TOW ke
JICKapCTBEHHOH (opMe, COOTBETCTBYIOT OJHHUM M TEM JK€ COMOCTaBHMBIM CTaHAapTaM KadecTBa M
IPUMEHSIOTCS OIMHAKOBBIM CIIOCOOOM;

«(hapmareBTHUeCKHE CyOCTaHIINU, XOPOIIO PAaCTBOPHMEIE B BOJAE» - (hapMaleBTHUECKHE CYOCTaHIHMH C
COOTHOILIEHUEM 1032 BEUIeCTBA / paCTBOPUMOCTh BEIIECTBA» MEHBIIMM MM paBHBIM 250 MII B IMana3oHe
pH 1,2 - 6,8 (HanipuMep, coequHeHne A 00J1a/1aeT HaMMEHBIICH PacCTBOPUMOCTBIO, paBHOW 1 mMr/mit ripu 37
0 0,5 °C u pH 6,8, npeacrasneno B tpex nosuposkax: 100, 200 u 400 mr. Takoii nekapcTBEHHBIN Ipenapar
CUMTAETCSl MAJIOPACTBOPUMBIM, TOCKOJIBKY €r0 COOTHOLICHHE «/103a BEIIeCTBA / pACTBOPUMOCTD BEIIECTBA
cocramsieT 400 M (400 mr : 1 mr/mut = 400 mut) 1 TeM caMbIM TipeBbImaeT 250 mi);

«(popma BeITycKa (KOMIUIEKTHOCTB)» - YKa3aHHE BHJa MEPBUYHON M BTOPUYHON YIIAKOBKU U KOJMYECTBA
JIEKapCTBEHHOU (OpMBI (YKcTa 103) B HUX;
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«popmanuszoBaHHas MporpaMMa HCCIECIOBaHUN CTa0MIBHOCTHY» - 3aJOKyMEHTHPOBAaHHAS IpPOrpaMMa
MCCJICIOBAHNM CTaOMILHOCTH, KOTOpask BKJIIOYAET B ce0s psa HUcCCieNOBaHWM (yCIOBUW XpaHEHUS),
ONHOTHITHBIX JJI JaHHOM XUMHYECKOW Tpynmbl (apMaleBTHUECKUX CYOCTaHIIMH H JIEKapCTBEHHBIX
IIpernapaToB MECSIEB;

«popmaM30BaHHOE HCCICNOBAHUE)» - HCCICIOBAaHUE, CTAaHIAAPTHO BBITIONHSIEMOE B COOTBETCTBHH C
IpeIbABISIEMBbIMU K HEMY TPeOOBAaHUSIMU MECSIIICB;

«XUPANBHBIN - HE COBMAIAIOIINN IPH HAJTOKEHUH 3ePKATLHOTO OTPAKEHUs, IPUMEHSETCS B OTHOIICHUH
MOJIEKYJI, KOH(pOpMaIuii M MaKpPOCKONMMYECKUX OOBEKTOB (HAMpUMEp, KPHUCTALUIOB). TepMHUH Takxke
pacrpocTpaHsieTcs Ha 00pas3ibl BEIIECTB, YbM MOJICKYJbl XHMPAJbHBI, JAXE €CIM MaKpOCKOIMHUYECKOe
MHO>KECTBO MOJIEKYJI IIPEJCTaBIIAET cCO00i paremar;

«ueneBas jocraBisiemas jgo3a» (target delivered dose) - xomu4ecTBO JEHCTBYIOLIETO BEIIECTBA, KOTOPOE
JOJKHO BBICBOOOAMTHCS M3 YCTPOWCTBA [UIsl JOCTaBKU (paclbUICHHS) 3a OJHO MM HECKOJIBKO
BBICBOOOXK/ICHUH, SKBUBAICHTHBIX J03€ JUISl OJJHOKPATHOT'O IPHUMECHEHUS,

«ueneBoe J0cTaBisseMoe koiaudecTBo» (target delivery amount) - xomudecTBO AEHCTBYIOIIETO BEIIECTBa,
KOTOPOE JIOJDKHO BBICBOOOTUTHCS M3 YCTPOMCTBA IS TOCTABKU (pacIblUIeHHsI) (BHE ITYCKOBOI'O MEXaHU3Ma
WM BHE YCTPOWCTBA) 32 OJIHO BBICBOOOXKICHHUE;

«OKCIIEPTHOE 3HAHMEY» - aHAJTN3 UMEIONINXCS JaHHBIX M HCIOJIb30BAHUE JPYTUX 3HAYMMBIX CBEICHUH s
OILIEHKH TOYHOCTH MPOTHO3a MYTareHHOCTH C MOMOIIBI0 KOMITBIOTEPHOTO MOJIETTUPOBAHUS;

¢OKCIIEPTHBIA OTUYET 00 OIleHKe Oe30macHOCTH, YPPEKTUBHOCTH M KAYECTBA», <«OKCIIEPTHBIA OTYET II0
OILICHKE» - JIOKYMEHT, COJEp KaIlUi pe3ylbTaThl SKCIEepPTU3bl 0e30macHoCcTH, 3((HEKTUBHOCTU U KadecTBa
JICKapCTBEHHOTO Tperapara M 3aKII0OYeHHE O BO3MOXKHOCTH (OO HEBO3MOXKHOCTH) €Tr0 PETHUCTPAIHH,
MOJTBEPXKJICHUSI PETUCTpaluu (TepeperucTpalii), BHECEHUH HW3MEHEHHWH B PETUCTPALMOHHOE J10ChE,
NPHUBEICHUN B COOTBETCTBHE C TPEOOBAaHUSMHU AaKTOB, BXOIANMX B mpaBo Coro3a, MOATOTOBIICHHBIH
9KCIIEPTHON OpraHu3anuei peepeHTHOT0 roCyaapCTBa;

«KcTparupyemMsbie BemectBa» (extractables) - coenmunenus, KOTOpPbIE MOTYT SKCTPATMPOBATHCS U3 CUCTEMBI
YIaKOBKHU (YKYIMOPKH) B CTPECCOBBIX YCIOBHSIX;

«OKCTPAreHTHI» - PACTBOPUTEITH, UCTIOIB3YEMbIC B IIPOIIECCE IKCTPATHPOBAHHS;

«OKCTPANONAIHUA» - CHOCO0 moilydyeHuss MHPopManuu o OyAyHMIMX JaHHBIX Ha OCHOBAHHHM WMEIOIIMXCS
JAaHHBIX;

«OHAaHTUOMEPBD» - COEJIMHEHHUS C TaKOW >Ke MOIEKYIsIpHOW Qopmymnol, kak u ¢apmaleBTUUECKas
CyOCTaHITNS, KOTOPHIC OTIUYAIOTCS MPOCTPAHCTBECHHBIM PACIIONIOKEHUEM aTOMOB B MOJICKYJIC U SIBIISTIOTCS
COBMA/IAIOIIUM €€ 3epKATbHBIM OTPaKEHUEM;

«3(PEeKTUBHOCTD JIEKAPCTBEHHOI'O TMpemnapara» - COBOKYIMHOCTh XapaKTEPUCTUK, OO0CCIICUMBAIOIIIX
JTOCTHXKEHHE TMPO(YUIAKTUIECKOT0, AUArHOCTUYECKOro WM JedyeOHoro 3ddekxra Iubo BOCCTaHOBJICHUE,
KOPPEKLIHIO Ui MoauuKaluio Gpusnoaoruyeckon GyHKINN.

15. OCOBEHHOCTHU PEAJIM3AIIMU AUCLHUIIVIMHBI JId HUHBAJIMJOB U JIML C
OI'PAHUYEHHBIMUA BO3MOKHOCTSAMMU 310POBbSA

B cootBercTBHU ¢ MeTOAMYECKUMU pekoMeHnanusaMu MunoOpHayku P® (ytB. 8 ampens 2014 r. Ne
AK-44/05BH) B Kypce NpearnoyiaraeTcsi UCHOJIb30BaTh COLMAIBHO-AKTUBHBIE M PEQIIEKCUBHBIE METOMbI
00y4eHUs1, TEXHOJIOTHH COITMOKYJIBTYPHOU peabunutanuu odydarommmxcs ¢ OB3 ¢ menpro okazaHus TOMOITH
B YCTAHOBJICHUH ITOJIHOLICHHBIX MEKJIMUYHOCTHBIX OTHOIICHUH.

OOyyeHue Ul C OTPaHUYEHHBIMH BO3MOXKHOCTSIMHU 3J0POBbSI OCYILECTBISIETCS C Y4E€TOM HH-
JUBUIYAJIBHBIX TMCUXO(U3NYECKHX OCOOEHHOCTEH, a Ui WHBAIMIOB TAaKXKE B COOTBETCTBUU C HWHJU-
BUIyJIbHOM MPOTPaMMON peaOuIuTallii HHBAIKIA.

Jl1s JiMI ¢ HApyLIeHHeM cJIyXa BO3MOXKHO IMpeIocTaBieHHEe MH(POpPMAIUK BU3YalIbHO (KpaTKHi
KOHCIEKT JIEKLIUH, OCHOBHASI U JIOMOJHUTENbHAS JINTEPATypa), Ha JIEKIIMOHHBIX U MPAKTUUECKUX 3aHITHIX
JIOITyCKAeTCs MPUCYTCTBHE ACCUCTEHTA, a TaKXkKe, CYypIOIePeBOJYNKOB U TU(DIOCYPIOIEPEBOTUUKOB.

OneHka 3HaHUN CTYIEHTOB Ha MPAKTHUUECKUX 3aHATUSAX OCYILECTBISETCS HA OCHOBE MUChMEHHBIX
KOHCIIEKTOB OTBETOB Ha BOIIPOCHI, ITMCBMEHHO BBIIIOJIHEHHBIX NPAKTUYECKUX 3adaHui. [lokman Tak ke
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MOXeET OBITh IPEJOCTaBIICH B MUCHbMEHHOM (opme (B Buae pedepara), mpu 3TOM TpeOOBAHUS K COACPIKAHHIO
OCTAlOTCSl TEMHU XKe, a TpeOOBaHUS K KauecTBY HM3JIOKEHUs MaTepuasa (MOHATHOCTb, KauecTBO peuH,
B3aMMOJIEMCTBHE C ayIUTOPUEN U T. ) 3aMEHSIOTCS Ha COOTBETCTBYIOLINE TPeOOBaHUS, IPEABSABISEMBIE K
IUCbMEHHBIM paboTaMm (KayecTBO O(QOpPMIIEHHMsS TEKCTa M CHHMCKa JUTEepaTypbl, IPaMOTHOCTb, HaJIU4He
WUTIOCTPALIMOHHBIX MaTEpUaoB U T.1.)

C y4eTroM coCTOsIHUSA 3[0POBbsl IPOCMOTP BUACO(UIbMA C OCIETYIOIUM aHATU30M MOXKET OBbITh IPOBEJCH
JoMa (Harmpumep, Mpu He0OXOIUMOCTH JJOMOTHUTEIBHOM 3BYKOYCHIIMBAIOLIEH anmaparypsl (HaymHukn)). B
TaKOM CJIy4ae CTYAEHT NpPEAOCTABIAET IHUCbMEHHBIM aHaln3, COOTBETCTBYIOLIUM IperbsIBIIEMbIM
TpeOOBaHUM.

[TpomeskyTouHas arrectanus AJs JIML C HApYIIEHUSIMH CIyXa IPOBOJUTCS B MHCBMEHHOM (opme,
IpU 3TOM HCIONB3YIOTCA O0IIMEe KpUTEepHH oneHuBaHusA. [Ipu HeoOXoAMMOCTH, BpeMsi MOJTOTOBKH Ha
9K3aMEHE MJIH 3a4eTe MOKET OBITh YBEIUUYEHO.

Jns auum ¢ HapylmieHHeM 3peHHUsl JIONMYCKaeTcs ayAuajbHOE IMpeaoCTaBlIeHue WH(GOpMAINH
(HampuMep, C MCIIOJIb30BAaHMEM MPOrpaMM-CHHTE3aTOPOB peur), a TaKXkKe HCIOJIb30BAHHWE Ha JIEKIHIX
3BYKO3aIHMCHIBAIOIINX YCTPOUCTB (AUKTO(MOHOB H T.1I.). JloImycKaeTcs NpUCyTCTBUE Ha 3aHATUSAX aCCUCTEHTA
(TTOMOIIIHMKA), OKa3bIBAIOIIEr0 OOy4aroIIMMCS HEOOXOAUMYI0 TEXHHYECKYyI Nomollb. OleHKa 3HaHWH
CTYJCHTOB Ha CEMHHApPCKMX 3aHATHUSAX OCYHIECTBIISIETCA B YCTHOH (popMe (Kak OTBETHI Ha BOIIPOCHI, TAaK U
npakTudeckue 3ananus). [Ipu HeoOxoauMocTH aHann3a GpuiIbMa MOXKET ObITh 3aMEHEH OITUCAHNEM CUTYalluH
MEX3THUYECKOTO B3aUMOJAECHCTBUSI (Ha OCHOBE OIIbITa PECIIOH/IECHTA, XYA0KECTBEHHON JTUTEPATyphl U T.11.),
HO3BOJISIOIINM OLEHUTD CTENEeHb COPMUPOBAHHOCTU HABBIKOB BJIAICHHUSI METOJaMH aHAJIN3a U BBISBICHUS
cnenn(ukn HYHKIIMOHUPOBAHUS U PA3BUTHUS TICUXMKH, TIO3BOJISIONIMMH YIYUTHIBATh BIUSHUE 3THUYECKUX
¢axTopos. IIpu npoBeneHUH NPOMEKYTOUHON aTTECTAllMU JAJIS JIUL] C HAPYIIEHUEM 3PEHUs] TECTUPOBAHUE
MOKET OBITh 3aMEHEHO Ha YCTHOE cO0ecel0BaHKE 110 BOIIPOCAM.

JInna ¢ HapymieHMsIMH ONMOPHO-ABHIaTeJbHOI0 ANNAapaTa HE HYXAATCA B 0COOBIX (hopMax
IpelocTaBiIeHus yueOHbIX MaTepraoB. OHAKO, C yYETOM COCTOSIHUS 3/10pPOBbS UaCTh 3aHITHI MOXKET OBITh
peann3oBaHa TUCTAHLUMOHHO (Tmpu nmomomu cetd «MHTepHeT»). Tak, MpU HEBO3ZMOXXHOCTH MOCEIIEHUS
JIEKIMOHHOTO 3aHATHUS CTYJAEHT MOXET BOCIIOJIb30BaThCSl KPATKUM KOHCIIEKTOM JIEKLIHU.

[Ipy HEBO3MOXXHOCTU TOCELIECHUS NPAKTUYECKOTO 3aHATUS CTYIEHT [JOJDKEH IpeloCTaBUTh
NUChbMEHHBI KOHCIIEKT OTBETOB HAa BOIIPOCHI, TUCbMEHHO BHIIIOJHEHHOE PAKTUUECKOE 3a1aHHUE.

JlokJazt Tak e MOXKET OBITh ITPEJOCTaBIICH B MUCBbMEHHOM Gopme (B Buze pedepara), mpu 3ToM TpeOOBaHUS
K COJIEP’KaHUIO OCTAIOTCS TEMHM )K€, @ TPeOOBAaHUS K KaUeCTBY U3JI0KEHUsI MaTepuaiia (MOHATHOCTh, KAUeCTBO
peuH, B3aUMOJICHCTBUE C ayIuTOpUed U T. J) 3aMEHAIOTCS Ha COOTBETCTBYIOLIUE TpeOoBaHMUs,
OpeabsaBisieMble K IHCbMEHHBIM paboTaM (kKadecTBO O(OpMIIEHHS TEKCTa M CIHCKa JUTepaTyphl,
rPaMOTHOCTh, HAJIMYKME WUTIOCTPAIIMOHHBIX MAaTEpUasoB U T.1.).

ITpoMexyTouHass arrecrauus i JIML C HapyLIEHUsIMHM OIOPHO-ABUIATEIbHOIO amnmnapara
MPOBOAMTCS Ha OOIIMX OCHOBAHMSIX, MPU HEOOXOAMMOCTH IpOLEaypa 3adueTa MOXET ObITh pealn30BaHa
JMCTAaHIIMOHHO (HAIpUMep, IPH MOMOIIH IporpaMmbl SKype).

Jly1st 3TOrO MO JIOrOBOPEHHOCTH C IpernojaBaTesieM CTYACHT B ONPENEIIEHHOE BPEMS BBIXOJIUT Ha
CBSI3b JUIA NPOBEACHHUS MpOIeNyphl 3ayera. B Takom ciydae 3aueT caaercs B BHIE cOOeceOBaHUS IO
Bompocam (cM. GopMBbI IPOBEACHUS TPOMEKYTOUHOM aTTecTalluy JUIsl JIULL C HapyleHus MU 3peHust). Borpoc
U TIPAKTUYECKOE 3a/1aHK€ BHIOUPAIOTCS CAMHUM IPENOIaBaTEIIEM.

[Tpumeuanune: @OHABI OIIEHOYHBIX CPEACTB, BKIFOYAIOIIUE TUIIOBBIC 3aaHUSI M METOJIbl OLICHKH, KPUTEPUH

OIICHUBAHMSI, TIO3BOJISIOIINE OIICHUTh PE3yIbTaThl OCBOCHUS JAHHOW MUCHUILUIMHBI oOydarommmucs ¢ OB3
MOT'yT BXOJUTh B cocTaB PII/] Ha mpaBax OTIENbHOTO JOKYMEHTA.

[Iporpammy cocraBuiI:
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B.C. Ily4nuH - TOLEHT OT/ENECHUSI OMOTEXHOIOTUI, KaHIUAAT (GapMaIleBTUYECKUX HAYK

Penienzenr:

H.b.Onmreiin - 3aBenyromas kadenpoit ¢papmareBTuyeckoil u paguodapmManeBTHIeCKO XUMHUH, TOKTOP
(bapMarieBTUIECKIX HAYK
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