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1. HEJU U 3AJJAYU OCBOEHUSA JNCHUTIJIMHBI

Henp n3yyennss IMCHUIIMHBI:

Lenbto Kypca siBiseTcss COpPMHUPOBATH Y CTYIEHTOB TEOPETHUECKOE MBIIUICHUE, HABBIKK U YMEHHS
Ha OCHOBE OOLIMX 3aKOHOMEPHOCTEH XUMHUKO-(apMalleBTUUECKUX HAyK M MX YACTHBIX IPOSBICHUH JUIf:
OCYILIECTBJICHUS] KOHTPOJI KaUyeCTBa Ha CTAAMUSIX IPOU3BOACTBA, TPAHCIIOPTUPOBKH, XpaHEHUS U 00paIlieHUs]
JIEKapCTBEHHBIX CPEIACTB JUIsl O0OECIeYeHMs] COOTBETCTBUS KadyecTBa TpeOOBAHUSAM HOPMAaTUBHOU
JOKYMEHTAI1H.
dopmupyemble IUCUMILUIMHOM 3HAHUS M YMEHUS TOTOBST BBIIYCKHUKA JaHHOW 0O0pa3oBaTelIbHON
IPOrpaMMbl K BBITIOJHEHHIO CIEAYIOIUX OOOOIIEHHBIX TPYIOBBIX (YHKIUH (TPyIOBBIX (GYHKIWH): -
CIEHUAINCT IO TMPOMBIIUICHHON (apManuu B 00JacTH HCCICIOBAHWN JIEKAPCTBEHHBIX CPEACTB, KOJ
npod.crangapra 02.010.;
- CHEUMATUCT MO NPOMBIIUIEHHON (apmanuu B 00JacTH NPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB, KO

npod.crangapra 02.016.

3agauu u3yyeHUs1 TUCHUIINHBI:

- U3JI0’)KEHUE KJIIOYEBBIX BOMPOCOB MPOrpaMMbl, MHTErpanus y4yeOHOro marepuaia, HEOOXOAUMOTO s
MOATOTOBKH CIIELUAINCTA IIIUPOKOTO MPOPus;

- ofecneunTh 3aKperyieHue TEOPETUYECKOro Marepuaia, copMrUpoBaTh YMEHUS M HABBIKH JUISl pEIICHUS
MpOOJIEeMHBIX U CUTYAI[MOHHBIX 3a/1a4;

- HAy4YUTh CTYACHTOB IOJIb30BAThCS TEXHOJIOTMYECKMMHU U anmapaTypHbIMH CXEMaMH, CIIPAaBOYHBIMU
MaTepuaIamu;

- 0Oy4YuTh CTYACHTOB IIpaBUJIaM TEXHUKU O€30MaCHOCTH MpH paboTe B MPOU3BOJICTBE;

- HAYYUTh CTYJICHTOB NOHUMAHUIO TEXHOJOIMUYECKHX MPOLIECCOB MTPOM3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

2. MECTO JAUCHUILUIAHBI B CTPYKTYPE OBPA3OBATEJIbHOM ITPOI'PAMMBI MA-
I'HCTPATYPBI

Jl1st U3ydeHus: JUCIUILUIMHBI HEOOXO0IMMBI 3HAHUS, YMEHHSI U HABBIKH, CPOPMHUPOBAHHBIC Y 00YYAIOIITUXCS B
pe3ysbTaTe OCBOCHHS JUCIHUIUINH B MPEABIIYIINX CEMECTPaX:

WHoCTpaHHBIN SI3BIK: JIMTEpATypa Ha aHTJIMHCKOM SI3bIKE - (hapMaKOITIeW €BpOIICHCKas, STIOHCKas,
CIHIA, noxymentsl ICH, cipaBouHbIe MaTepuaibl.

O6ma;1 U _HECOPraHru4dcCKasd XUMHUA: OCHOBBEI CTPOCHHS BCHICCTB (aTOMOB, MOJICKYII, KpI/ICTaJ'IJ'IOB),
CTPOCHHC XUMHUYECKOM CBS3H U MOJICKYJI, arperatHbi€ COCTOSHUA BCIICCTB, TCOPCTUYCCKHUEC OCHOBBI
XUMHUYCCKUX ITPOLUCCCOB; XUMUYCCKUC CBOMCTBA DJIECMEHTOB U UX COG,I[I/IHGHPlﬁ.

dusznyeckas XUMUSL: arperaTHbIC COCTOSIHHUA BCIICCTBA, BUAbI MCIKMOJICKYIISAPHBIX B38.I/IMO,I[GI>'ICTBI/II>'I,
TCIIIIOCMKOCTD, (1)I/I3I/I‘ICCK8.H N XHUMHYCCKasi1 az[cop6u1/1ﬂ, (1)2130131316 PaBHOBCCHsA, OCMOTHYCCKOC OABJICHHUC,
QJICKTPOJIUTHYCCKAA JUCCOLMAIUA, TCOPHUH KUCIIOT U OCHOBaHMI

MeToapl aHaIM3a BEIIECTBA M MAaTEPUAIOB: OCHOBBI (I)I/ISI/IKO'XI/IMI/I‘ICCKI/IX IMPOLECCOB, JICIKAIIUX B
OCHOBC HMHCTPYMCHTAJIBHBIX MCTOJOB aHAJIN3d, OCHOBBI TCOpUHU OIIHO0K H3MepeHHI>i, HCIIOJIb3YyEMbIX B
aHAJIUTHYECKOH XHUMHUH, OCHOBHBIC CTATUCTUYCCKUC MCTOIbI, IIPUMCHACMBIC JIS 06pa60TKI/I PE3YJIbTATOB.

B pe3yibTaTe OCBOCHHUA AUCHUINIMHBI CTYACHT HOOJIKCH IIOJTYYUTH 0a30BbIC 3HAHUS B O6’beMe,
Tpe6yeMOM JJ11 OCBOCHHS OCHOB pa6OTH Ha q)apMaI_IeBTI/I‘IeCKOM MMPONU3BOACTBE.

JlucuumuinHa peanusyercst B pamkax oOsizarenbHoi yactu OOIT u nzyuaercs Ha 1 xypee Bo |l cemectpe



3. HEPEYEHb INTAHUPYEMBIX PE3YJIbTATOB OBYUYEHMUS 1O JUCHUIIJIMHE,
COOTHECEHHBIX C INTAHUPYEMbBIMHU PY3YJIbTATAMUN OCBOEHUSA OBPA30-

BATEJbHOH NPOT'PAMMBI

B pesynbrare ocBoenust OOII maructpaTypbl 00y4YarOIIUiics JOJDKEH OBIIAJIETh Clie-
IYIOIIUMHU pe3yJibTaTaMu 00y4YeHUs MO TUCIUIUINHE:

Koanl Coaepixanue IlepeyeHnb NIaHUPYEMbIX
KOMIIETeH LM H KOMIIeTeHMH pe3yabTaToB 00y4YeHHs M0
JUCHHILINHE
YK-2 Crnocoben yrpasiasaTh | 3-YK-2 3naer: sTamnsl

IMPOCKTOM Ha BCCX ITallax
C€Iro JXU3HCHHOI'O IUKJIa

KU3HEHHOTO IIUKJIA MPOCKTA;
ATanbl pazpaboTKu U
peanu3anyy IpoeKTa; METOIbI
pa3paboTKU U YIPaBICHUS
IPOEKTaMHU

V-VK-2 Ymeer: pazpabaThiBaTh
MPOEKT C YYETOM aHan3a
aJIbTEPHATUBHBIX BAPUAHTOB
ero

peaM3anuu, OnpeesaTh
IIeJIEBBIC ITAIbl, OCHOBHBIC
HampaBJIeHUs padoT;
OOBSICHUTD SN U
copMyTUpPOBaTH 3a71a4H,
CBSI3aHHBIC C TIOJITOTOBKOH H
peanmzanuei IpoeKTa;
YIPaBJIATH MPOCKTOM Ha

BCEX ATAIax ero KU3HEHHOTO
IIUKJTa

B-VYK-2 Bnangeer: metoqukamu
pa3paboOTKH U yIIpaBJICHUS
IPOEKTOM; METOIAMU OLICHKH
NOTPEOHOCTH B pecypcax u

3¢ PEKTUBHOCTH TIPOCKTA




YK-3

Cnoco0eH opraHu3oBaTh U
PYKOBOJHUTH paboTtoi
KOMaHJbl, BbIpaOaThIBas
KOMaHJHYI0  CTpPaTETHI0
TUTS JOCTIKEHUS
ITIOCTABJICHHOW L€

3-YK-3  3Haer:  METOAMKH
dbopmupoBaHus KOMaHJI;
METO/BI 3¢ (HeKTUBHOTO
PYKOBOJICTBa  KOJUIEKTHBAaMU;
OCHOBHbIE TEOPHUH JIUAEPCTBA U
CTHJIA PYKOBOJICTBA

V-VK-3 YmeeT: pa3pabaTeiBaTh
I1aH IPYHIOBBIX u
OpraHu3allOHHBIX
KOMMYHUKAaIIHH npu
NOJTOTOBKE U  BBINOJHEHUHU
IIPOEKTA; chopMyIHpoOBaThH
3aJlayd 4jieHaM KOMaH/Abl s
JOCTUXKEHUS MOCTaBIICHHON
LETH; pa3pabarbiBaTh
KOMaHTHYIO CTpAaTeruio;
MPUMEHSTh b dexTuBHBIC
CTHJIA PYKOBOJICTBA KOMaHJOM
JUTSL TOCTUXKEHU S TIOCTAaBIIEHHON
LEH

B-YK-3 Bnaaeer: ymeHuem
aHAJIM3UPOBATH,
IIPOEKTUPOBATH "
OpraHU30BBIBATh
MEXJIMYHOCTHBIE,

IpyNIIOBBIE "
OpraHU3alMOHHBIE
KOMMYHUKAIlUM B KOMaHJE IS
JTOCTHKEHUSA IOCTaBJICHHON
LENH;

METOJlaMH  OpraHu3aluuud U
YIPaBIICHUS KOJUIEKTUBOM




OIIK-2 Cnocoben npoBoauTh | 3-OIIK-2  3nHaer: OCHOBHBIE
CUHTE3 U KOMIUIEKCHBIE  3KCHEPUMEHTAIBHBIE  METObI
UCCJIEI0BaHNUsI CBOMCTB CUHT€32a U  KOMIUIEKCHBIX
(YyHKIMOHAIBHBIX U | UCCIIEOBAaHUMN CBOWCTB
KOHCTPYKIIMOHHBIX (GyHKUMOHAIBHBIX u
MaTepHaJIoB, KOHCTPYKIIMOHHBIX
MOIU(PUIPOBATH MaTepuasoB.

UMEIOIINECS V-OIIK-2 VYwmeer: mnpoBOIUTH

AKCIIEpPUMEHTATbHbIE CUHTE3 U KOMILJIEKCHBIE

METOJIUKH, BbIOMpas | UcCle0BaHUs CBOICTB

ONTUMAJIbHBIN cnoco0 | (YHKIHOHATBHBIX u

pelIeHus]  MOCTaBJIEHHOM | KOHCTPYKIIMOHHBIX

3a/1auu MaTepHaioB, MOAU(PUIUPOBATD
UMeEIoIIuecs
AKCIIEPUMEHTATbHBIC
METOJIUKH, BbIOMpas
ONTUMAJIbHBIN CTIOCO0 pelIeHus
MMOCTaBJICHHOM 3a/1a4yu
B-OIIK-2 Bnaneer:
PaKTUYECKUMU HaBbIKaMU
IPOBEACHUS IKCIIEPUMEHTa IO
CUHTE€3Y M  KOMIUJIEKCHBIM
UCCIIEJIOBAHUAM CBOWCTB
(YHKIMOHAIBHBIX U
KOHCTPYKIIMOHHBIX MaTepUaIoOB

MK-3 I1K-3 "Cnocoben | 3-I1K-3. 3naer: aTamns
OpUHUMATh  y4yacTHE B | IJITAHUPOBAHUS
BBIOOpE, 000CHOBAaHHMH | TEXHOJIOTHYECKOTO Mpollecca u
ONTUMAJIBLHOTO POBEACHUS KOHTPOJIS
TEXHOJIOTUYECKOTO Ka4yecTBa MOJIYIPOAYKTOB U
npouecca " €ro | KOHEYHOI0 NMPOITYKTa

IIPOBEJICHUH TIPH PEIICHUN
3amad B 00JacTH CBOEH
npodeccruoHaaIbHON
JIeSITeIbHOCTH

V-IIK-3. YmMeer: mpoBOIUTH
TEXHOJIOTHYECKUN MPOIIECC U
KOHTPOJIb KayecTBa
MOJIYIPOAYKTOB M KOHEUHOTO
MpOJyKTa, 0(hOPMIATH
COOTBETCTBYIOIIYIO
JIOKyMEHTAITHIO.

B-I1K-3. Bimageer: HaBeIKamMu
BBIOOpA TEXHUYECKUX CPEJICTB
¥ METOJIOB UCTIBITAHUN JIJIS
pEIIeHNs TTOCTaBICHHBIX 3a/1a4




4. OBPBEM JUCHUIIJIMHBI B 3AYETHbBIX EJMHUIIAX C YKA3AHHUEM KOJIMYECTBA
AKAJEMHUYECKUX YACOB, BBIJAEJIEHHBIX HA KOHTAKTHYIO PABOTY
OBYYAIOIIINXCA C MPENOJABATEJIEM (II0 BUJAM 3AHATHHA) U HA CAMO-
CTOATEJIBHYIO PABOTY OBYYAIOLIUXCA

®opma o0yueHust
Ounasn
Bun padorsl Cemectp
I \ | Bcero
KosnnyecTBo yacoB Ha BuJ padoThI:

KonTakTHasi paboTa odyuarommxcs ¢

npenojaaBaTejieM
AyIUTOPHBIE 3aHATHS (6Ce20) 48 48
B Tom uncne:
JIeKYUl
npakxmuyeckue 3aHAmust
48 48
JabopamopHbvie 3aHAMUS]
IIpome:kyTouHasi aTTecTaUsA
B ToMm uncne:
3auem -
CamocTosiTeJIbHAasI padoTa 00yJarommxcst 60 60
Bcero (4achbl): 108 108
Bcero (3aueTHbIe e IMHMIIbI): 3 3

5. COJEP KAHUE JUCIUMIIJIMHbI, CTPYKTYUPOBAHHOE 110 TEMAM (PA3JEJIAM) C
YKAZAHUEM OTBEJEHHOI'O HA HHUX KO/MYECTBA AKAJEMHMYECKHX YACOB H
BHUA0OB YYEBHbBIX 3AHATHUU

5.1. Pazoenvt oucuuniunsl u mpyooemkocms no 6UdAM YH4eOHbIX 3aHAMUIL (6 AKAOCMUUECKUX HACAX).

Ne n/m | HammeHoBaHMe pa3jesia /TeMbl IMCHUIIMHBI | Buabl yueOHO# padoThl B yacax (BHOCATCS
JAHHBIE 110 peaTn3yeMbIM (popMam)

Ounas ¢gopma 00y4eHust
Jlek np Jlad | Bueayx |[CPO

1. dapmpa3padoTKa JeKapCcTBeHHbIX (hopm 48
1.1.  |[UccremoBaHue CBOMCTB JIEKAPCTBEHHBIX TIOPOIIKOB 12
1.2.  |HccrenoBaHue mpoueccoB rpaHyIMpOBaHUs U Ta0- 12
JICTUPOBAHUS
1.3. |Dapmpa3zpaboTka JIeKapCTBEHHBIX IPEMapaToB 12
1.4. |TexHonoruyeckuii KOHTPOJIb IPOU3BOJICTBA JEKap- 12
CTBEHHBIX IIpenapaToB
2.
PernamMeHThbI TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB
2.1.  |Pa3zpabotka 1a00opaTOpPHOro periamMeHTa npous- 10
BOJICTBA JIEKAPCTBEHHBIX CPEACTB - pa3zensl 1 -2
2.2.  |Pa3zpabotka 1ab0paToOpHOro periaMeHTa Mmpous- 10

BOJICTBA JIEKAPCTBEHHBIX CPECTB - pa3aessl 3
2.3. |Pa3zpaboTka 1abopaTopHOTo periiaMeHTa Mpous3- 10




BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB - pazjen 4

2.4,

Pa3paboTka mabopaTopHOTo periaMeHTa mpou3-

BOJICTBA JICKAPCTBEHHBIX CPECTB - pasjen 5 10
2.5. |[Pa3paboTka 1a00paTOpHOTO periiaMmeHTa Mpou3- 10
BOJICTBA JICKAPCTBCHHBIX CPECTB - pasjei 6
2.6. |[Pa3paboTka 1a00paTOpHOTO periiaMeHTa Mpou3- 10
BOJICTBA JIEKAPCTBEHHBIX CPEJCTB - pasei 7
HToro 3a 6 cemecTp 48 60
Bcero: 48 60

5.2. Cooepicanue oucyuniunsvl, CMpyKmypupoeanHnoe no pazoeiam (memam)
Jlexyuonnuwiii Kypc
He npenycmorpen

JlabopamopHnuvle( npaxmuueckue)3aHamus

No HaunmMeHoBaHue pa3iesia /TeMbl Ha3Banue J1abopaTopHoii padoThl
AU CHUIIJIMHBI

1. dapmpa3paboTka JeKapCcTBEHHbIX popm

1.1. |MccnemoBanue cBOWCTB Jie-  |MI3MepeHne PpakImOHHOTO COCTaBa, ChIMYyYECTH, HACHIITHON
KapCTBEHHBIX IIOPOIIIKOB [JIOTHOCTH, PacyeThl KOAPPUIIUEHTOB.

1.2. |HUccrnenoBanue npouneccon Cyxo€ 1 BIIaXKHOE IpaHyJIMpOBaHUE
rpaHyIupOBaHUS U TaOJIETH-
pOBaHU

1.3. |dapmpaspaboTka ekap- [Ton6op cocraBa TabIETOK B 3aBUCUMOCTH OT CBOWCTB HC-
CTBEHHBIX IpEnapaToB XOJTHOTO ChIPbsI

1.4. |Texuosormueckuii KOHTPOJIb |OnpeeneHue 0JHOPOTHOCTH MACChl TAOJIETOK, UCTUPAEMO-
[IPOM3BOJICTBA JIEKAPCTBEHHBIX [CTH, PaclaaéMOCTH, OJHOPOJIHOCTH 103UPOBAHMS
[pernapaTon

6. IEPEYEHb YYEBHO-METOINMYECKOI'O OBECIHIEYEHUWSI A CA-
MOCTOATEJBHOU PABOTHI OBYYHAIOLINXCA IO JUCIIUIIJIMHE 1.
NudopManimoHHBIN CIpaBOYHHK.

7. ®OH/JI OIEHOYHBIX CPEJICTB JIJISI TPOBEJIEHWSI TEKYIIEN 1
MPOMEKYTOYHOI ATTECTALIMYA OBYYAIOIIAXCS MO TUCHUTNIUHE

YK-2 CrniocobeH ynpaBisiTh IPOEKTOM Ha BCEX ITAlax €ro >KU3HEHHOTO IIHUKJIa

CrniocobeH opraHu30BaTh U PyKOBOJIUTH pabOTOM KOMaHIbl, BbIpa0aThIBasi KOMaH/IHYIO
VK3 CTpPATETrHIo IJIs TOCTHKEHUS TIOCTAaBICHHON LeNn

Crnioco6eH MpOBOJUTH CUHTE3 U KOMIUIEKCHBIE UCCIIeI0BaHHsI CBOMCTB (DYHKIIMOHATIBHBIX
OlK-2 1 KOHCTPYKIIMOHHBIX MaTepHasioB, MOJIU(PHUIIMPOBATH UMEIOLIHECS IKCTIEPUMEH-




TAaJIbHBIC MCTOAUKU, BBI6I/Ipa$I ONTHUMAJIBHEIN CI0CO0 peuicHuAd IIOCTaBJICHHOM 3aJa4u

[1K-3

JACATCIBHOCTH

Crioco0OeH mpuHUMATh Y9acTUE B BRIOOpE, 000CHOBAHHUH ONTHMAIILHOTO TEXHOJIOTHIECKOTO

[pOIIeCcCa M €ro MPOBEICHUH TPH PEIICHUH 33/1a4 B 00J1aCTH CBOCH MpoecCHOHATBHON

8.1.Cea3b medncoy hopmupyemvimu KomnemeHyuAMU U hopmamu KOHMPOs UX 0C60CHUSA

bopm

YK-2 CnocoGeH ympaBisTh
MIPOEKTOM Ha BCEX ATalax €ro
PKU3HEHHOTO IIHKJIA

YK-3 CrnocobGeH opranuso-
BaTb M PYKOBOJAUTH DPabOTOM
KOMaH/Ibl, BbIpaOaThIBasi KO-
MaHIHYIO CTPATETHIO IS JI0-
CTHDKEHHSI TIOCTABIICHHOM TI1e-
MY

OIIK-2 CnocoGeH mpoBOIUTE
CHHT€3 W  KOMIUICKCHBIC
HCCIIEIOBAHUS CBOMWCTB
(YHKIMOHATIBHBIX H  KOH-
CTPYKIIMOHHBIX ~MaTepHajoB,
MOJIU(PUIIMPOBATH HMEIOIITHE-
Csl OKCIEPUMEHTAILHBIC Me-
TOJIMKW, BBIOWMpAs ONTHUMAJIb-
HBI CIIOCOO pEHICHHs T10-
CTaBIICHHOH 3a/1a4u

IIK-3 CnocobeH mnpuHUMATH
y4acTHe B BBIOOpE,
000CHOBaHHMU ONTUMAIBLHOTO
TEXHOJIOTUYECKOTO IPOIECcCa
U ero TMpOBEACHUU  TIPH
peuieHnu 3amad B o0nacTy
cBOEH npogeccuoHaIbHOH
eI TeIbHOCTH

Ne /1 | KonTposimpyemblie pazaennl (Tembl)| Ko konTposupyemoii komne- HanmeHoBaHHE O1¢HOYHOTO
AUCHMILTMHBI (Pe3yJbTaThI MO TeHIHH (Mn e€ yacTu) / U ee CpeAcTBa
pasaenam) (opmyanpoBka
Tekymas arrecrauus, |1 cemectp
1. ®apmpazpaboTKa JeKapCTBEHHBIX - cobecenoBanue (YCTHBIN

oTIpoc)
- OTYETHI 110 J1abopatop-
HBIM paboTam
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PersiameHThbI npousBoacTBaYK-2 Crocoben ympaBisTh- cobecenoBanue (yCTHBIN
JIEKAPCTBEHHBIX CPEICTB [IPOEKTOM Ha BCEX 3Tallax eroomnpoc)
YKU3HEHHOT'O LIUKJIa - JlJaboparopHsblii peria

YK-3 CrnocoGeH oOpranuzo-MeHT
BaTb U PYKOBOJAUTH PabOTOM
KOMaH/Ipl, BBIpaOaThIBasi KO-
MaHJIHYIO CTPATETHIO VIS JI0-
CTHUKEHUS ITOCTABJICHHOM 1IE
by
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OIIK-2 CniocoGeH npoBOAHUTh
CHHTE3 U KOMILJICKCHBIE
UCCIIEI0BaHUs CBOMCTB
(YHKIIMOHATIBHBIX U KOH-
CTPYKIIMOHHBIX MAaTCPUAJIOB,
MOAU(PHUIIMPOBATH UMEIOTIIHIC-
Cs KCIIEpUMEHTAIIbHBIE Me-
TOJIMKH, BEIOMPAsi ONITUMAJTh-
HBIH c110CO0 perieHus mno-
ctaBieHHol 3a1aun IK-3
Crnioco0OeH npuHUMaTh
ydacTue B BbIOODE,
000CHOBAaHUU OTITUMAJILHOTO
TEXHOJIOTUIECKOTO TpoIecca
U €T0 MPOBEJACHUN TIPH
pelieHny 3a1a4 B 00J1acTu
cBOEH MpoQecCHOHATTLHON
eI TeTbHOCTH

IIpomexyTounas arrecranus, |l cemectp

3auér

YK-2 CniocobeH ynpaBisiTh
IPOEKTOM Ha BCEX ATaIax ero
PKU3HEHHOTO IIUKJIa

YK-3 CnocobeH opranuso-
BaTh M PYKOBOJUTH PabOTOM
KOMaH/IbI, BBIpaOaThIBasi KO-
MaHJIHYIO CTPATETHUIO JIJIS JI0-
CTHDKEHHUSI TOCTABJICHHOM I1e-
NY

OIIK-2 CnocoOeH IpoBOIUTh
CHHTE3 U KOMILICKCHBIE
UCCIICIOBAHMSI CBOCTB
(YHKIIMOHATBHBIX U KOH-
CTPYKIIMOHHBIX MaTEPUAJIOB,
MOJIU(PUIIMPOBATH HUMEIOLITHE-
Cs 9KCIIEPUMEHTAIIbHBIC ME-
TOJIMKH, BRIOUPAst OTITUMAJTb-
HBIH CIIOCOO perIeHwusl mo-
craBienHol 3agaun IMTK-3
CrniocobeH npuHUMATh
ydacTue B BbIOOpe,
000CHOBaHHUU OTITUMATLHOTO
TEXHOJIOTUYECKOTo Ipolecca
U €0 MPOBEACHUU TIPU
pelleHny 3a7a4d B 001IacTu
cBOEH nmpodeccuoHaTbHON
eI TeNIbHOCTH

- cobecenoBanue (YCTHBIN
oTpoc)
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7.1. Tunosvie KoHmponbHble 3A0AHUA UIAU UHbIE Mamepuaivl, HeoOXooumvle 0711 OUEHKU
3HAHUIL, YMEHUIL U HABLIKO8, XAPAKMEPUZYIOUWUX IMANDBL YOPMUPOBAHUA KOMNEHEH YU

@DoH/T OLIEHOYHBIX CPEJICTB MO JUCHUIUIMHE OOECNEYMBAECT NPOBEPKY OCBOCHUS ILIa-
HUPYEMBIX pe3yJbTaTOB 00y4YeHUS (KOMIETEHIIUNA U UX WHIUKATOPOB) MOCPEACTBOM MEPONPUITUI
TEKYIEeH U MMPOMEKYTOUHOM aTTeCTAIlUH IO AUCIUILIUHE.

OueHnounsie cpeacTBa npuBeacHbI B [Ipunoxkennn « DoH OLIEHOYHBIX CPEACTBY.

7.2. Memoouueckue mamepuaisl, onpeoenaujue npoyeoypvl OUeHUBAHUA 3HAHUI, YMEHU,
HAGbIKO6 U (unu) onvima O0eaAmeaIbHOCMU, XaAPAKMEPU3YIWuUx 3mansvlt @GOpmMupoeanus
KomnemeHuyuu

PeliTunroBas orieHKa 3HaAHUH SIBJISIETCS MHTETPAJIbHBIM TOKa3aTesleM KadecTBa TEOPETUUYECKUX U
MPaKTUYECKUX 3HAHUHN M HABBIKOB CTY/AECHTOB M0 TUCIUIUIMHE U CKJIAbIBA€TCS U3 OI[CHOK, IOJYYEHHBIX B
XO0/JI€ TEKYIIEro KOHTPOJIS U MPOMEKYTOYHON aTTeCTalluu.

Texyiuil KOHTPOJIb B CEMECTPE MPOBOAUTCS C IENIbI0 00ecrevyeHns CBOEBpPEMEHHON 0OpaTHOM
CBSI3M, JUISl KOPPEKIMH 00y4eHUs1, aKTUBU3ALIMHM CAMOCTOATEIbHON pabOThI CTY/IEHTOB.

[IpomexyTouHas aTTecTalus NpeJHa3HauYeHa sl 0ObEKTUBHOIO MOATBEPKICHUS U OLEHUBAHUS
JNOCTUTHYTBIX Pe3y/IbTaTOB 00YUEHHUS MOCIIE 3aBEPIICHHS U3YUCHUSI TUCIUTIIHHBI.

Texymuii KOHTPOJIb OCYIIECTBIIIETCS TPH pasa B cemecTp: KouTposbHas Touka Ne 1 (KT Ne 1)
OIICHWBAETCS [0 UTOTaM KOHTPOJIbHOM paboThl 1, koHTposbHas Touka Ne 2 (KT Ne 2) no uroram
KOHTPOJIbHOH paboThl 2 1 KoHTpoJibHAs Touka Ne 3 (KT Ne 3) o utoram KOHTpOJIbHO# paboThI 3.

Pe3ynbTarhl TEKYHIEro KOHTPOJISI U TPOMEXKYTOUHOM aTTecTally MOJBOAATCS MO MIKaje OaibHO-
PEUTHHTOBOM CUCTEMBI.

Il cemecTp
Bua koHTpoOJIs Jtan peiTHHroBoM cucrembl / OLIEHOYHOE Bana*
CPEICTBO
Munumym [Makcumym
Texymmii Kontp oabnas Tou ka Ne 1 (KT Ne 1) 0 20
Oruer 1o 1a6opaTopHLIM paboram, co0eceI0BaHIE 0 20
(ycTHBIH orpoc)
KontpoabHast Touka Ne 2 (KT Ne 2) 0 40
JlabopaTOpHBI periiaMeHT, cobecenoBanue (YCTHBIA 0 40
oI1poc)
[IpomexyTOUHBIN 3auér 0 40
HTorossiii 0a 60 100
(TIpY YCIIOBHH TMOJIOKUTETHHON aTTeCTAllu OCBOCHUS TUCIIUTUIMHBI)

*-HpI/IMe‘{aHI/ICZ a0COJIIOTHAs BEJIMYHHA CYMMapHOIo Oamma 10 pe3yiibTaTaM MPUMCECHCHUS
OLCHOYHOI'0 CPEACTBA pPACCUUTBIBACTCA IIO Q)opMyne «Oammy = CpeaHAA OLCHKa MNIPUMCHCHHOIO
OLCHOYHOI'0 CpEACTBa 110 100-6amnpHOM mIKaie YMHO>K€CHHOC Ha MAKCUMAJIbHOC 3HAUYCHUC B Oarax JJIA

AaHHOTO CpeACTBA pa3ACICHHOC HA 100, IIpU YCJIOBUH OKPYTJICHUA PE3YJIbTaTa A0 LCIIOYNCICHHOTO.

Cucrema M KpUTEpHH OLICHKM 3HaHWM, oOydarommxcst coorBercTByeT . 3.4.2. CMK-IUI-7.5-06 «IlonoxeHust o
KpenuTHo-MoayisHoU cucteme HUSAY MU O ».
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JI71st KOHTPOJISL M OLICHMBAHMsI KAYeCTBA 3HAHUH CTY/ICHTOB MPUMEHSIIOTCS MATHOAIUTbHAS (POCCHICKAsT), CTOOAIIbHAS
n esporeiickas (ECTS) cucrembl OLleHKH KayecTBa OOy4YeHHUs CTyAEHTOB. CBsi3b MEOXKIY YKa3aHHBIMU CHCTEMaMH
MpHBeEACHA B TaOJIHILIE.

Cymma 6an- Onenka no 4-x 0aJJILHOH IKa-| 3auer Onenka I'papanus

JIOB e (ECTS)
90 - 100 5(oTnu4HO) 324TEHO A OTJINYHO

85 -89 4 (xopomro) B OUYCHb XOPOIIO
75 -84 C XOPOIIO
70-74 D YZIOBJIETBOPUTEIIHHO
65 - 69 3(yI0BIETBOPUTEIHHO)
60 - 64 E MOCPEJICTBEHHO

HE 3a4Te-
Hwxe 60 2(HEyIOBIETBOPUTENBHO) HO F HEYJI0OBJIETBOPUTEIIBHO

B utoroByto cymmy 0ajiiioB BXOJAT PE3Y/IbTAThl ATTECTAILIMU PA3CIOB AUCIUIUIMHBI K MTOrOBOH ()OPMBI aTTECTAIIMU
(3auer/sk3aMeH). MakcuMallbHbIH HTOrOBBIN Oast Beerna pasen 100.

MakcuManbHBIM 0all1 3a 3k3aMeH (3adeTr) ycraHaiuBaercs B uatepBaje ot 0 mo 40. Pasmensl qUCIMITIMHBL
OI[EHUBAIOTCS 10 MHOI'00AJTLHOM IITKaJIe OIIEHOK B COOTBETCTBUU C YTBEPKACHHON CTPYKTYPOH JUCIIHMITIIMHBL
CTyIeHT CYMTAETCsl aTTECTOBAaHHBIM 10 pa3/eiy, 3a4eTy WM dK3aMeHy, €CliM OH HabOpan He MeHee 60% ot
MaKCUMaJIBHOTO Oayiia, IPeIyCMOTPEHHOTO pabodei mporpaMMOi.

8. MEPEYEHHh OCHOBHOM Y JONOJHUTEJIbHON YYEFHOM JTUTEPATYPHI, HE-
OBXOJIUMOM JIJIsI OCBOEHU A TUCITATLIMHBI

a) OCHOBHAs JIUTEpaTypa:

1. dapmanestuyeckas TexHojorus. Trepasie nekapcrBenusie popmel / [lox pen. Keauka C.A. - M.: 2011.
2. ®apwmanestuueckas texHosorus/I[lox pen. Kpacuroka M.U., Muxaiinosoii I'.B., M.: Axanemus, 2006,
996 c. - 5 ak3.

3. Tlpomsbitennas texuosorus aekapcets / [ox pex. Uyemrosa B.U. - X.: MTK-Kuura, 2002.

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

5. IlpaBuna Hajexamieil mpou3BOICTBEHHOM MpakTUKU EBpa3uiickoro 3KOHOMHUYECKOTO CO03a.
YrBepxaeHsl Pemennem Coeta EBpa3uiickoil s5koHOMUYECKOH kKoMuccuu oT 3 HosiOpst 2016 r. Ne 77.

6. dapmakomnes EBpa3uiickoro skoHOMHUYECKOTo coto3a. Tom 1.

7. OCT 64-02-003-2002. I[Tpoaykuusi MEAUITTHCKON TPOMBIIIUICHHOCTH. TEXHOJIOTUUECKHUE PErIaMEHTHI
npousBojicTBa. Conepkanue, NOPSA0K pa3paboTKH, COTJIACOBAHUS U YTBEPKICHHUSL.

0) JAomoJTHMTEbHAS JUTepaTypa:

1. ®apwmakomnes CILA.
2. EBpormeiickas hapmakories.
3. Tlocranosnenue [IpaButennbctBa PO ot 22 nexadps 2020 r. Ne 2206 “O BHeceHUU N3MEHEHUN

B [lonoskeHre o MUIeH3UPOBAHUH TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB” .
4. dapmaneBTUYECKas TEXHOJIOTHUs. [[pOMBIIIIEHHOE TPOU3BOJICTBO JIEKAPCTBEHHBIX CPENCTB. B IByX
tomax. / Ilox pen. .M. Kpacutoka, H.B. Jlemunoii. - M.: TDOTAP-Menua, 2023..

10. IHHEPEYEHD PECYPCOB NHPOPMAIIUOHHO
TEJEKOMMYHUKAILIMOHHOM CETU «<MHTEPHET» (IAJIEE - CETh
«MHTEPHET»), HEOBXO/JMUMBbIX VIS OCBOEHUSA AUCIHUIIJINHBI

«  http://www.window.edu.ru/window/library ®enepanbHbiii noptaj. Poccuiickoe o6pa3oBaHue.
«  http://www.cir.ru/index.jsp YHuBepcuTeTckass uHGopMalMOHHas cucTeMa Poccun.

«  http://www.diss.rsl.ru Poccuiickas rocygapcTBeHHas 6M6M0TeKa. JJeKTPOHHas 6ubIn0oTEeKA


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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JiuccepTanui.

«  http://www.scsml.rssi.ru UHpopmaLioHHbIe pecypchl LieHTPaJbHOW HAy4YHOW MeJULIMHCKON
OHUOJIMOTEKH.

«  http://medlib.tomsk.ru UndopmManoHHble pecypcbl/Hay4YHO-MeAULIUHCKON OUOJINOTEKH
Cubupckoro I'MY)

«  http://www.science.viniti.ru UHpopmanuoHHbie pecypcbl HayuyHoro noptaia BUHUTH, pasgen
MeJaUuIlMHa.

«  http://wwwl.fips.ru UndopmanonHsle pecypcbl PocniaTeHTa.

«  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. METOJUYECKHUE YKA3AHUS JUISI OBYYAIOLIIUXCSI IO OCBOEHUIO
JUCHUTJINHBI

MeTtomudeckre yKa3aHus Ui 00yJIarOIIUXCs TI0 OCBOCHUIO JUCIMILIAHBI - KOMIUIEKC peKOMEH 1Al 1
pa3bsICHEHUH, MO3BOJISIONINN 00YJalONIMMCS OIITUMAIBHBIM 00pa30M OpPraHU30BaTh MPOIIECC H3YUYCHUS KaK
TEOPETHUYECKOTO y4eOHOTO MaTepralia JUCIUILTUHBI, TAaK U MMOJATOTOBKU K KIIMHUYECKAM TPAKTHIECCKUM
(;1abopaTopHBIM) 3aHATHUSAM, B TOM YHCIIE€ TPOBOIUMBIM C HCIIOJIH30BAHUEM aKTUBHBIX M HHTCPAKTHBHBIX
TEXHOJIOTUI 00yUeHUS.

12. HNEPEYEHb TH®OPMAIIMOHHBIX TEXHOJIOT U, UCOJIb3YEMBIX ITPU
OCYHECTBJIEHUU OBPA30OBATEJIBHOI'O ITPOIECCA 110 JUCHUIIVIMHE, BKIIIOY A
IHHEPEYEHD ITPOI'PAMMHOI'O OBECHIEYEHUA 1 THOOPMALIMOHHBIX CITPABOYHBIX
CUCTEM (IIPM1 HEOBXOAUMOCTH)

Hcnonb3oBanne HHPOPMAILIMOHHBIX TEXHOJIOTHI MPU OCYIIECTBICHUU 00pa30BaTEIbHOTO Mpoliecca
[0 JUCIUIUIMHE OCYLIECTBIISIETCS B COOTBETCTBUU C YyTBepxkAeHHbIM [lojoxeHnem 00 DIEKTPOHHOM
nHpopMannoHHO-00pa3oBareabHOM cpene UATD HUAY MUDU.

DnekTpoHHas cucteMa ympasieHus oOydenuem (LMS) ucmosmsyercs mist peanusanuu o0pa-
30BaTENbHBIX POTPAMM IPU OYHOM, AUCTAHIIMOHHOM M CMEIIEHHOM pexxuMe o0yueHus. Crucrema peanusyer
CJIEYIOIIME OCHOBHBIE (DYHKIUU:

1) Co31aHue 1 ynpaBJeHHUE KITaCCaMH,

2) Co3naHue Kypcos,

3) Opranu3anus 3alicy yJanuxcs Ha Kypc,

4) [Ipenocrarienue noctymna K yaeOHBIMMAaTepHaliaM JUIydaliuxcs,

5) [TyOnukarus 3aqaHuii i yY4eHUKOB,

6) Onenka 3ajaHuii yJalnuxcs, IpoBeeHIe TEeCTOB U OTCIEKUBaHKE Mporpecca o0ydeHus,
7) Opranuzanus B3auMOJeHCTBHS yUaCTHUKOBOOPA30BaTEIHHOTO IpoIiecca.

Cucrema wuHTErpupyercs ¢ JONOJHUTEIbHBIMU CEpPBHCAMH, OO0ECIEYMBAIOUIMMU BO3MOXKHOCTh HC-
MOJIb30BaHMs TakuX (YHKUIMH Kak paOouuil KajeHgapb, BHJIEO CBsI3b, MHOTOIOJIB30BATEIBCKOE pe-
JAKTUPOBAaHHWE JOKYMEHTOB, coO3laHue (OpM OINPOCHUKOB, HHTEPAKTHBHAs JIOCKa JJS PHCOBAHMSL.
ABTOpH3aIMsA TOJB30BAaTENEd B CHCTEME OCYHIECTBIIIETCS IOCPEICTBOM KOPIOPATUBHBIX AaKKayHTOB,
NPUBSI3aHHBIX K IOMEHY Olate.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. . Iepeuenv unghopmayuonnvix mexnonozui

- TlpoBepka nOManIHUX 3aJJaHUI U KOHCYJIBTHPOBAHHUE TOCPEACTBOM DJIEKTPOHHOM 3IEKTPOHHON 00-
pa30BaTENbHON CPEMBL.

- HMcnonp30BaHue 3IEKTPOHHBIX PE3EHTALUI IIPU IIPOBEACHUY IIPAKTUYECKUX 3aHATUH.

- Habop oOy4aromux Buae0(GUIHLMOB

1.2. . Ilepeuensv npozpammnozo obecneuenusn

- IIporpammsl, teMoHCTpalMu Buaeo MaTepraiioB (npourpsiBatenb Windows Media Player).
- TexkcroBslit pegakrop Microsoft Word,;

- TaGnuunsii pegakrop Microsoft Excel;

- Pepmakrop npesenrtanuit Microsoft PowerPoint;

- TIporpaMmsl uisi IEMOHCTPAIMHK U co3anus mpesentanuii («Microsoft Power Point»)$

- Bpaysep - Google Chrome.

1.3. . Ilepeuensv ungpopmayuonnwvix cHPAgOUHBIX CUCHIEM

JlocTynm K 3J€KTPOHHBIM OMOIMOTEYHBIM pecypcaM U 3JIeKTpOHHOM OubnuoreuHoil cucreme (OBC)
OCYIIECTBJISIETCSI TTOCPEACTBOM CICIMAIIBHBIX pa3fiesioB Ha oduiuaibHoMm caiite MATD HUAY MUDU.
ObecniedeH T0CTYM K 3IAEKTPOHHBIM KaTanoram oubmuoteku MATO HUAY MU®U, a Takxke 271eKTpOHHBIM
obpazoBarenbHbiM  pecypcam  (DUOC), cdhopMUpOBaHHBIM Ha OCHOBAaHUHM TIPSIMBIX JOTOBOPOB C
npaBooOagaTensiMu yueOHOU U yd4eOHO-METOAUUECKOH JIUTepaTyphl, METOJUUYECKUX MTOCOOUH:

1) WNudopmarmonnsie pecypcbl Cetn  Koncymerant Ilmroc, www.consultant.ru  (uadopmanms
HOPMaTHBHO-TIPABOBOTO XapaKTepa Ha OCHOBE COBPEMEHHBIX KOMITBIOTEPHBIX M TEICKOMMYHUKAIIMOHHBIX
TEXHOJIOTUH);

2) DneKTpOHHO-OUOIHOTeUHAS cucreMa HUAY MU®DU,
http://libcatalog.mephi.ru/cgi/irbis64r/cgiirbis_64.exe7C21COM=F&I21DBN=BOOK&Z
211D=&P21DBN=BOOK;

3) DBC «M3narenscTBa Jlanby, https://eJanbook.com/;

4) DrnekTpoHHO-0MOIMOoTeuHas cuctema BOOK.ru, www.book.ru;

5) basbl manHbIX «DneKTpoHHO-O0nOMHoTeuHas cucrema elibrary» (9BC elibrary);

6) basosas Bepcus DbC IPRbooks, www.iprbooks.ru;

7) basbl nanHbIX «DneKkTpoHHas OHOIroTeKa TexHuaeckoro BY3a» www.studentlibrary.ru;
8) DneKkTpoHHO-O0nOMroTeuHas cucteMa «Aloyke.py/ibooks.ruy,

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

13. OIMMUCAHME MATEPHUAJBHO-TEXHUUYECKOM BA3bI, HEOBXOJIAMOM 15
OCYHECTBJIEHHUSA OBPA3OBATEJIBHOT' O ITPOLHECCA IO JUCHUIIJIMHE

Annapammnoe obecneuenue yueOHbIX 3AHAMUIL:

VYuebHast ayJUTOPUS, OCHAILEHHAsI

Mynstumenna-npoekrop ACER P5290 - 1 mwr.

IIpoekuoHHBIH 5KpaH - 1mT.

Hoyt6yk BenG JoyBook - 1.

Jlocka Juist HalMCcaHusl MEJIOM - 11IT.

dnomacrepHas gocka - 1 mr.

Ocnauienue 1eKYUOHHbIX 3AHAMUINL:

HoytOyx Asus F3QO00Jr T2130 15.4"WXGA(1 mT.);

IIpoextop ACER P5290 - 1 mr.;

Buneonexkuuu u nexiuu B popmMe MyIbTUMEAUHHBIX MPE3EHTALNU 110 AUCIUIIINHE; yueOHbIe (PHIIBMBI .
Texnuueckue cumynayuoHHble CPeocmea 00yHeHus

Moy YMCTOTO MOMELIECHHS U1l Y4eOHOT'O U MCCIIEI0BATENbCKOTO Ha3HaYeHU - 1 mIT.


http://www.consultant.ru/
http://libcatalog.mephi.ru/cgi/irbis64r/cgiirbis_64.exe7C21COM%3DF%26I21DBN%3DBOOK%26Z
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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Becsl anexrponnsie Vibra - 2mr.;

Bub6opcuro ¢ Habopom cur - 1 mr.;

Becrr anaautnueckue BJIP -200 - 1mr.;

Tectep chimydectn Erweka - 1 mr.;

YHusepcanbHbli npuBoa AR403 co cmecuTeneM NOPOLIKOB, TPaHYJIATOPOM Ui BIAXKHOTO TPaHYIIH -
pOBaHUs, U3MENIbYUTENIEM TabJIEeTOK - 11T, ;

Dkcnpecc-piaromep - lmrt.;

Portanmonnsiit TabneTounslit mpecc - 1mr.;

Tecrep ucrupaemoctu TabaeTok - 1mrT.;

Tecrep pacniagaemMocTu TaONIETOK U Karcyd - 1 mr.;

Tectep pacTBopeHus TabaeToK U Karcyn - 1 mr.;

TecTep repMEeTUYHOCTH KOHTYPHBIX STMEUKOBBIX YIAKOBOK - 1 IIT.;
JlabopaTopHast me0Oenb;

HaGops! xumudeckoit mocy bt

14, UHBIE CBEAEHUSA U (MJIN) MATEPUAJIBI

14.1. IHepeuensv odpazosamenvuvix mexnHo102Ull, UCHONLIYEMBIX NPU OCYULECMEIEHUU 00PA306a-
menbHOo20 npoyecca no OUCHUNIUHE

B npenonaBanuu npeaMera “OcHOBBI (papMalleBTUUECKON TEXHOJIOTUN UCTIOIb3YIOTCS:

- aKTHUBHbIE (GOPMBI OOyUEHUS: JIEKIUH, TPAKTUUECKHUE U JIaDOpAaTOPHBIE 3aHATHUS;

- UHTEpaKTUBHBIE GOPMBI 00yUEHUs: Ipe3eHTAMHU (ClIaiifibl), yueOHble (PUITBMBI.

- CcoueTaHue yKa3aHHbIX (opMm.

OcHoBHbIMH (popMamMu yueOHOI padOThI SIBJISIIOTCSH:
- JIeKUUU
- TpakTUYecKHe U JabopaTopHbIe 3aHITUS
- caMocCTOATeNbHAs paboTa 00yJaroIIuXCs
- HaIlMCaHUE PerjiaMeHTOB
- KOHTPOJIb U OIICHKA 3HAHUI

YueOHas Jekuus - oHa U3 GopM cUCTeMaTHUYECKUX Y4eOHBIX 3aHsATHI. Ha nexuuu BeIHOCATCA
HauboJee CI0KHBIE TEOPETUUECKHE Pa3/ielibl Kypca.
PaznuyaroT cnegyromue Bubl y4eOHBIX JIEKIHI: BBOJAHbBIE, TEMAaTHUYECKHE, 0030pHbIE, 3aKIIOYNTENbHBIC,
KOMILJIEKCHBIE, TPOOJIEMHBIE.
Kypc nexiuit MoxkeT ObITh CUCTEMATUYECKUM, CIIeLUaIbHBIM, IOCBSIIEH H30PaHHBIM TTIaBaM.
OO6beM JeKIuil B yacax onpeaeseTcs yueOHbIM TUIaHOM U porpaMMmoit o0ydenus. K kaxmoit nekuun
HEO0OXO0IMMO COCTaBJICHHE METOIUYECKON pa3paboTku. MeToanueckas pa3paboTKa JODKHA COJIEpKaTh
Ha3BaHHe JICKIWH, LIeTU U 33/1a4M ee, JJIs KaKoro KOHTMHT€HTA CllylaTeNieil OHa nmpeAHa3HaueHa, 00beM
y4eOHOT0 BpeMeHHU, IJIaH JIEKIUU, XapaKTep WITIOCTPUPOBAHHOTO MaTepuaa, IepedyeHb OCHOBHOM
mutepatypsl. [IpogoKUTENbHOCTD EKIUH - 2 aKaJIeMUYECKUX Yaca.
Jlexuu ABNAIOTCA BaXHeHelH GopMoit yueOHOTO mpoliecca U MPeICTaBISIIOT co00il MHUPOKOE U3T0KEHHE
MPOGIIEMHBIX BOIIPOCOB MO OIPEICTICHHOMY pa3Aeny yueOHOU AUCHUTUIMHBI COTJIACHO YPOBHIO COBPEMEHHOMN
HAyKH.
Jlexuu HEOOXOAMMO COTMIPOBOXKAATH AEMOHCTpAIMEH ClaiiioB, TOKa30M Y4eOHBIX BUACOMATEPUATIOB.

IIpakTuuyeckoe (1adopaTopHoe) 3aHATHE - OJHA U3 (POPM CHUCTEMATHUECKUX y4eOHBIX 3aHATUH,
Ha KOTOPBIX OOydarolrecs NpruoOpeTaroT HEOOXOIUMbIE MPAKTUYECKUE YMEHUS U HABBIKM MO0 TOMY WM
MHOMY pa3JieNly CIeUaIbHOCTH.

Onmnoit u3 ¢opMm opraHuzauuu y4eOHOro Tmpolecca SBISIETCS CaMOCTOsITeJIbHAs padora
o0y4Jaromuxcsl: ayIMTOpHas U BHEAYAUTOPHAs!.

AYyAUTOpPHAsl CaMOCTOSATENbHAs padoTa BKIIOYAET PELICHHE CUTYAIlMOHHBIX 3a7a4 U TECTOBBIX
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3aJaHuH;

BreayauropHast camocTosiTenbHas padoTa BKIIOYACT TMOArOTOBKY M HAIMCAHHE PErJIaMEHTOB, paboTy ¢

y4eOHOM TUTepaTypol U yaeOHBIMU MTOCOOUSIMHU, JICKITMOHHBIM MaTEPUAJIOM, CO CITPABOYHOU U TEPATYPOH.
14.2. @opmoul opeanuzayuu camocmoamenbHoil padomol 0dyuaWuxca

Ne n/mt HauMeHoBaHHE TEMBI Conep:kanue caMoCTOSATENbHOM pa- Buj xonrpoJst Yacsbl
(pa3neina) 6oTbI

1. Pa3zpaboTka nabopa-Hanucanue pasnena pernaMmenTta mo |- coobecenosanue (10
TOPHOTO periiaMeHTauHIUBUYaIbHOMY 3a1aHUIO (ycTHBI O11poC)
MPOU3BO/ICTBA Jexap-
CTBEHHBIX  CpEICTB -
pazneinst 1-2

2. Pa3paboTtka nabopa-Hanucanue pa3aena perinamenTta mo |- cobecemoBanne (10
TOPHOTO periaMeHTaUHINBH Iy aTbHOMY 33/IaHUI0 (ycTHBII orpoc)
MPOU3BOJICTBA Jexap-
CTBEHHBIX  CPEICTB -
pazneinsl 3

3. Pa3paboTtka nabopa-Hanucanue pa3aena perinamenTta mo |- coobecemoBanne (10
TOPHOTO periaMeHTaUHINBHI Iy aTbHOMY 33/ IaHUIO (YCTHBII o1poc)
MPOU3BOJICTBA Jexap-
CTBEHHBIX  CPEICTB -
paznen 4

4. Pa3paboTtka nabopa-Hanmcanue pa3aena perinamenTta mo |- cobecemoBanne (10
TOPHOTO periIaMeHTaUHINBH Ty TbHOMY 3a/IaHUI0 (YCTHBII o1poc)
[POU3BO/ICTBA Jexap-
CTBEHHBIX  CpPEACTB -
pasnen 5

5. Pa3paboTka nabopa-Hanucanue pazzaena perjamenrta mo |- cooecenoanne (10
TOPHOTO periaMeHTaUuHUBHIyalbHOMY 3a/1aHUI0 (ycTHBIH o1poc)
[IPOU3BO/ICTBA Jexap-
CTBEHHBIX  CpPEACTB -
paznen 6

6. Pa3paboTka nabopa-Hanucanue pazzaena perjamenrta mo |- cooecempoanune (10
TOPHOTO periaMeHTaUuHIUBUyaIbHOMY 3aJaHUI0 (ycTHBIH o1poc)
[IPOU3BO/ICTBA Jexap-
CTBEHHBIX  CpPEACTB -
paznen 7

14.3. Kpamkuii mepmunonozuieckuil ciosapb

«axtuBanus» (activation) - moaroToBka K BEICBOOOXKICHHIO YCTPOICTBA IS JOCTABKH (pacHbUICHHUS );
«anjepren» - 1000 JeKapCTBEHHBIN MIpenapar, npelHa3HaueHHbIN AJIS TOT0, YTOObI BBISBUTH MJIU BBI3BAaTh
cnenn(puyeckoe MpUOOPETEHHOE M3MEHEHHWE HMMMYHOJOTMYECKOW peaklMy Ha BEILIECTBO, BbI3bIBAIOILEE
AJIJIEPTHUIO;

«aHaNUTHYeCKass Mertojuka» (amalyiical procedure) - Meroamka IPOBEICHHS WCIBITAHHS, KOTOpas
BKJIFOYAET B ce0s MOJpOOHOE OMMCaHUE MOCIEI0BAaTEIbHOCTH ACHCTBUM, HEOOXOAUMBIX JUIS BBITIOJIHEHUS
aHAJIMTUYECKOTO MCIBITAaHUs (B TOM YMCJIE ONMMCAHUE MOJArOTOBKH HUCHBITYEMBIX 00pa3loB, CTaHJApTHBIX
o0pa3loB, pEeakTHBOB, HCIOJb30BaHUS OOOPYAOBaHMS, TIOCTPOEHHUS TI'PaJyupOBOYHOM  KPHUBOW,
UCTOJIb3yEMBbIX pacUeTHBIX (GOPMYI U T. 11.);

«a’po3onby» (pressurised) - nekapcTtBeHHas (opma, HpEACTaBISIOmAs coOOW PacTBOP, AIMYIbCHIO WIH
CYCIIEH3HUIO JIEHCTBYIOIMX BEUIECTB, HAXOJAIIMXCS IO AABJIEHUEM MPOTIEIUIEHTAa B TEPMETUYHON YIIaKOBKE
(adpo30sbHBINA 0aJIIOH), CHAOXKEHHON YCTPOMCTBOM ISl JOCTABKH (pacmbUIeHHs), KOTOpoe oOecreynBaeT
BBICBOOOXK/IEHHUE JICHCTBYIOLIETO BEIIECTBA B BUJIE JUCIIEPCUU TBEPABIX WM )KUIKUX YaCTHI] B ra3e, pasmep
KOTOPBIX COOTBETCTBYET IIyTH BBEJICHUS;
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«a3p030JIb JIJISI MHT SN J03UPOBAHHBIIY, «a3p030JIbHBIN T03UPYIOLIHI HHTaIsITOP» (pressurised metered
dose inhaler) - a3po3osb, npeaHa3HAYCHHBIN [T HHTAISIIHOHHOTO IPUMEHEHHSI U JIOCTABIISIOMINM 103y IS
OJTHOKPATHOTO MPUMEHEHU 32 0HO (M 60Jiee) BEICBOOOXKICHHE;

«a’po30Jib Ha3albHBIA J03upoBaHHBI» (pressurised metered dose nasal spray) - asposounb, npeaHa-
3HAYEHHBIH [UI HA3JIBHOTO MPUMEHEHHs, JOCTABISIOMMN 03y Ul OJHOKPATHOTO MPUMEHEHHS 33 OJIHO
(nu GoJiee) BEICBOOOXKICHHE;

«0e301acHOCTh JIGKAPCTBEHHOTO Ipenapara (COOTHOLICHHE «IT0JIb3a - PHCK»)» - OLIEHKA TMOJIO0KHUTEIbHBIX
TepaneBTHIECKUX 3(P(EKTOB JIEKapCTBEHHOTO Tperapara 1Mo OTHOIICHWIO K PUCKaM, CBSI3aHHBIM C €ro
IIpUMEHEHNEM (IIOHSTHE PUCKa BKIIIOYAET B ce0s JII0OOH PUCK, CBA3aHHBIN ¢ KAaUeCTBOM, O€30M1aCHOCTHIO UITU
3P PEKTHBHOCTHIO JIEKAPCTBEHHOTO TIpenapaTa 1o OTHOIIEHHUIO K 3/I0POBBIO MALMEHTA W HACEIICHUS ),
«OMOaHaTOTUYHBIN JIEKapCTBEHHBIN MpenapaT («0roaHanory, «0uonoJ00HbIH JeKapCTBEHHBIHN MpenapaTy,
«OMOCUMMIISIPY) - OMOJIOTUYECKHIA JIEKAPCTBEHHBIN IMperapar, KOTOPBIA COAEPKUT BEPCHIO AEHCTBYIOLIETO
BEIIECTBA, 3aPETUCTPUPOBAHHOTO OHOJOIMYECKOTO OPHTHHAIBHOTO (pedepeHTHOro) mpemapara W JUis
KOTOPOTO MPOJEMOHCTPUPOBAHO CXOJCTBO (M0J00KME) Ha OCHOBE CPaBHUTENBHBIX HCCIEIOBAaHUN C
pedepeHTHBIM TpenapaToM MO IMOKa3aTelsiM KadecTBa, OMOJOTMYECKOW aKTUBHOCTH, 3(PpdeKTHBHOCTH U
0e30I1aCHOCTH;

«Omoormyeckasi JOCTYTHOCTBY («OHMOIOCTYITHOCTE») - CKOPOCTh M CTETEeHb, ¢ KOTOPBIMHU JICHCTBYIOIIIEE
BEIIECTBO WJIM €0 aKTHBHAS YacTh MOJIEKYNBI M3 JO3WPOBAaHHOH JIEKAPCTBEHHOW (POPMBI BCACBIBAIOTCS U
CTaHOBSTCS TOCTYITHBIMHU B MECTE JICHCTBHS;

«OmoorHYecKasi SKBHBAJICHTHOCTB» («OMOIKBUBAJICHTHOCTH») - OTCYTCTBHE 3HAUMMBIX Pa3IMUUil TIO
CKOPOCTH ¥ CTETICHHU, C KOTOPBIMH JICHCTBYIOIIEE BEIIECTBO WIIM aKTHBHAS YaCTh MOJIEKYIIBI IEHCTBYIOIIETO
BemecTBa  (papMalleBTUYECKUX OKBUBAJICHTOB WM  (apMalleBTHYECKHX aJbTEPHATUB CTAHOBSTCS
JOCTYITHBIMHU B MECTE CBOETO JICHCTBUS MPU BBEACHUH B OJMHAKOBOW MOJISIPHOU J03€ B CXOXKUX YCIIOBHUSX B
WCCIICIOBAaHUM C HAIUICKAIUM TU3aHOM;

«OWOJIOTUYECKUN JICKAPCTBEHHBIM TIpemapar» - JICKapCTBEHHBIN TMpernapar, ACHCTBYIOIIEE BEIIECTBO
KOTOPOTO MPOU3BEICHO WJIH BBIJIEIICHO U3 OMOJIOTMYECKOTO CTOYHUKA U JIJISl OTIMCAHMSI CBOWCTB M KOHTPOJIS
KadecTBa KOTOPOTO HEOOXOIUMO COYETaHHE OMOJOTHMYECKUX M (DU3UKO-XHMUYECKAX METOJIOB aHAIM3a C
OIICHKO MTPOU3BOJICTBEHHOTO MPOIIECCa U METOIOB €r0 KOHTPOJIS;

«ouocepusn» (biobatch) - cepus, ucnonpdyemas B KIMHHYECKOM HCCICIOBAaHUM OHOIOCTYITHOCTH
(OMOAKBUBAJIGHTHOCTH) WJIM KIMHUYECKOM HCCIIENOBaHMH d(P(GHEKTHBHOCTH (MMOATBEP)KIAIONIEM HAIUYWE
(YHKIIMOHAIBHBIX XapaKTEPUCTHUK JIEKAPCTBEHHOM (hopMbI). Pazmep Onocepun COOTBETCTBYET KAK MUHUMYM
pasMepy OIBITHO-POMBIIICHHON CEPUU, TO €CTh JUIS TBEPABIX JICKAPCTBEHHBIX (OPM IUIsS TIpueMa BHYTPb
oH cocTtaBiisieT He MeHee 10% ot pa3mepa cepun nipu mostHoMacmtadbHoM ripou3BoacTBe uiu 100 000 eguHMIY
JICKApCTBEHHON (OPMBI (B 3aBUCUMOCTH OT TOTO, KAKOH M3 ATHX MOKa3aTesiel 0oJIbIie);
«OMOTEXHOJIOTUYECKUH JIEKapCTBEHHBIN Iperapar» - JIEKapCTBEHHBIM MpenapaT, MPOU3BEACHHBIA TpU
MOMOIIIA OMOTEXHOJOTHYECKUX IPOLECCOB M IMPHUMEHEHHS METOJOB C HCIOJIb30BAHUEM TEXHOJIOTHU
pexomOuHanTHOU JIHK, KOHTpOJHMpYyeMOii 3KCIPECCUU T'€HOB, KOJUPYIOIIMX BBIPAOOTKY OMOJIOTUYECKU
aKTHBHBIX  OCJKOB, THOPHIOMHBIX  TEXHOJIOTHH, MOHOKJIOHAJIBHBIX AQHTUTEN WM  JPYTHUX
OMOTEXHOJIOIMUYECKHX TPOIIECCOB;

«OMOPKBUBAJICHTHBIC JIGKAPCTBEHHBIC TIpenapaThb» - JICKApPCTBEHHBIC Iperaparhl, sBistomuecs dap-
MAaIeBTHYECKH JKBUBAJICHTHBIMU WIH (HapMaleBTHUSCKH AIbTEPHATUBHBIMHU, OMOJIOCTYITHOCTh KOTOPBIX
MOCJIe MX BBEJCHUS B OJMHAKOBBIX MOJISIPHBIX JI03aX COMOCTaBUMa (CXOJHA) HACTOJIBKO, UTO 00eCreynBaeT
¢dakTHuecku (MO CYIIECTBY) OJUHAKOBbIE HX 3((eKTUBHOCTH U Oe30macHOCTb. [l  OLEHKH
OMOAPKBUBAJIEHTHOCTH MOTYT MPOBOJUTHCS KIMHUYECKUE MCCIEeIOBaHUs C (apMaKOKMHETHYECKUMU
KOHEYHBIMU TOYKaMH, KIMHUYECKUMHU UM (papMaKoIMHAMHUYECKUMH KOHEYHBIMH TOUKaMHM, UCCIIEIOBAHUS
Ha JKMBOTHBIX MOJIENSAX WM HCCIEAOBaHHs IN VItro, ecid OHM aJeKBaTHO OOOCHOBaHbI M (WJIM)
BaJIMTUPOBAHBI;

«Opo1topa uCCle0BaTeNs» - CBOJHOE M3JIOKEHHE KIMHUYECKMX W JIOKJIMHUYECKUX JaHHBIX 00 wHc-
CJIeZIyeMOM JIEKAPCTBEHHOM IIperapare, OTHOCSIIUXCS K €r0 UCCIIEJOBAHUIO Y UEIOBEKA,;
«OBICTPOPACTBOPSIOIINECS JIEKAPCTBEHHbIE MpenapaTh» - TBEP/bIN JIGKAPCTBEHHBIHN Mpenapar Uil npuemMa
BHYTPb C HEME/JICHHBIM BBICBOOOXK/IEHHEM CUMTAETCsl ObICTpOpacTBOpsAoLIMMcs, eciu He MeHee 80 % oT
3aBJICHHOTO COJIepKaHMsl (hapMaleBTUUECKON CyOCTaHIIMM pacTBOPSETCS B TeUeHUE 15 MUHYT B KaXKA0H U3
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cnenyromux cpen: npu pH 1,2, 4,0 u 6,8;

«Banupanus mpoiecca» (process validation) - nokymeHnranbHO 0(GOpPMIIEHHOE TOATBEPIKICHUE TOTO, YTO
IpoIecc MPOM3BOJCTBA, BBHIMOJHSAEMBIA B IMpeaeiaX YCTAaHOBICHHBIX NapaMeTpoB, 3(P(EKTUBHO H
BOCIPOM3BOJMMO OOECIIeYrBAaeT MOJY4YEeHHE JIEKAPCTBEHHOTO IIperapara, COOTBETCTBYIOILEIO 3apaHee
YCTAHOBJICHHBIM CTICIU(UKAIMIM U TIOKA3aTeNIsIM KauecTBa;

«BHEHIHSS MPOTHOCTHYECKas crnocoOHocThy (external predictability) - mporHocTHueckas crmocoOHOCTb, B
OTHOIIEHUH KOTOPO IIPOBOAMTCS OIICHKA C UCTIOIb30BAaHUEM PE3yJIbTaTOB, OTIIMYHBIX OT TEX, HA OCHOBAHUHU
KOTOPBIX YCTAQHOBJICHA Koppeislus «in VIVO - in Vitro» (HacKoJbKO TOYHO MOJIENIb HPOTHO3UPYET
pe3yabTaThl);

«BHYTPEHHSS MPOTHOCTHYECKasi criocoOHOCThY (internal predictability) - mporHocTuueckast cnocoOHOCTh, B
OTHOIIIEHWH KOTOPOH TPOBOJMTCS OIEHKA C HCIOJBb30BAaHUEM pPE3YJIbTATOB HMCXOJHBIX HCIBITAHWUH, Ha
OCHOBAaHUHU KOTOPBIX YCTAHOBJIEHA KOPPENSIUS «in VIVO - 1n Vitro» (HaCKOJbKO TOYHO MOJIEJIb ONHCHIBAET
PE3yJIbTaThI, UCTIOJIL30BAHHBIC [Tl YCTAHOBIICHUS KOPPEISAIMH «iN VIVO - in VItro»);
«BHYTPHUIIPOW3BOJICTBEHHBIC HCIBITAHHUS» - WCHBITAHHUS, MPOBOJUMBIE B TIPOIECCE IPOU3BOICTBA
(dhapmareBTHUYECKOM cyOCcTaHIIUM U (MJIH ) JISKAPCTBEHHOTO MperapaTa, a He B paMKaxX KOMILUIEKCa UCTIBITAaHUH,
MIPOBOJIMMBIX TI€PE]T BHIITYCKOM B 0OpalieHue;

«BOBJICUEHHOE B HCCIIEZIOBaHUE rocynapcTBo - wieH Coro3a» - rocyaapctBo - wieH Coro3a, B KOTOPOM
MOJIAaHO 3asBJICHWE O TOJYYEHUHM pPa3pelIeHHsT Ha TPOBEJCHHE KIMHUYECKOTO HWCCIICJOBaHMS WM Ha
BHECCHHE CYIIECTBCHHOHN IOMpaBKU (B paMKaX HHCIIEKTUPOBAHHUS MEXIYHAPOIHBIMUA OpraHU3AHUSIMA
MOHATHIO COOTBETCTBYET TEPMUH «member state concerned»);

«BOCITPOU3BEACHHBIN JIeKapCTBEHHBIN MpenapaTy («IKEHEPUK», «T€HEPHK») - JIEKapCTBEHHbIN Ipernapar,
KOTOpPBIA MMEET TAKOW € KOJIMYECTBEHHBIM M KAaUYECTBEHHBIM COCTaB JCHCTBYIOIIMX BEHIECTB U Ty K€
JIEKapCTBEHHYIO (pOpMY, UTO M OPUTHHAIIBHBIHN IpenapaT, 1 OM0IKBUBAIEHTHOCTh KOTOPOTO OPUTHHAITEHOMY
JIEKapCTBEHHOMY Ipenapary HOATBEPXkAAeTCs COOTBETCTBYIOIIMMH HCCIEIOBAaHUAMU OHOIOCTYIHOCTH.
Paznuunble comu, 3Quphl, U30MEpbl, CMECH HM30MEPOB, KOMIUIEKCHI MM IMPOU3BOJAHBIE JEHCTBYIOLIETO
BEIIECTBA MPHU3HAIOTCA OJHMM M TEM JK€ JEHCTBYIOIIMM BEIIECTBOM, €CIM HMX O€30MacHOCTh H
3QPEKTUBHOCT CYLIECTBEHHO HE OTJINYalOTCs. PasznuuHble JiekapcTBEHHbIE (POPMBI Ul IpHEMa BHYTPb C
HEMEJUIEHHBIM BBICBOOOKICHUEM MIPU3HAIOTCS B PaMKax MCCIeIOBaHUNA OMOJIOCTYITHOCTH OJHOM M TOM ke
JIEKapCTBEHHOU (POpPMOi;

«BocpousBoaumocThy (reproducibility) - cBoiicTBo, XapakTepu3yrolee MPEIHU3UOHHOCTh B MEKJIa-
OOPATOPHBIX UCIIBITAHUSIX;

«BPEMEHHAsi OCTAHOBKAa KJIMHUYECKOTO MCCIEJOBAHUSA» - NpPEpbIBAaHUE IPOBEACHUS KIMHUYECKOTO
HCCIIEIOBAHUS CIIOHCOPOM, HE NPEAyCMOTPEHHOE MPOTOKOJIOM, C MOCIEAYIOIMM HaMEpEeHUEeM CIIOHCOopa
BO300HOBUTH €r'0 (B paMKaX MHCIEKTHPOBAHUS MEKIYHAPOIHBIMU OPraHU3alMSIMU OHATHIO COOTBETCTBYET
tepmun «temporary halt of a clinical trial»);

«BpeMsl XpaHeHHus (IepepbiBa) MEXIYy OIepalMsMHU» - YCTAaHOBJICHHBIM IEpUOJ BpPEMEHH, B TEUEHHUE
KOTOPOI'0 MaTepuabl (MICXOJHOE ChIpbe, IPOMEKYTOUHbIE MPOIYKTHI U Hepac(hacoBaHHas MPOIYKLUS Mepes
ee 3aKIIOYUTENbHOW YIAaKOBKOW) MOTYT XPaHMUTbCS IPHU 33/JaHHBIX YCIOBUSAX XpaHEHHsI B OXKHUIAHUU
OuepeHON TEeXHOJOIMYECKOH CTaJuu, MPU ITOM KauecCTBO yKa3aHHBIX MaTEpUaloOB OCTAETCs B Ipejaenax
cnenudukanuu;

«BCIIOMOT'aTeIbHOE BEIIECTBOY - BEIIECTBO, 32 MCKIOUYEHUEM aKTUBHBIX (papMalleBTUYECKUX CyOCTaHLUH,
BXO/ISII€€ B COCTAB JIEKAPCTBEHHOTO Ipernapara Julsl IpUIaHus eMy HEOOXOIMMBIX CBOMCTB;
«BCIIOMOTaTEIbHOE BEIIECTBO, KOHTPOJIMPYIOIIEE BBICBOOOXKIECHHE» - BCIOMOTATEIbHOE BEILIECTBO C
OTIpE/IENAIONIUM BIUSHUEM Ha BHICBOOOXKAEHUE JICHCTBYIOIIErO BEIIECTRA;

«BCIIOMOTaTENNbHBIM JIEKApCTBEHHBIM Mpenapary - JEKapCTBEHHbIM Npenapar, MpUMEHSeMbIH B LENIIX
KJIMHMYECKOTO MCCIEIOBAHUS B COOTBETCTBUH C MIPEANKUCAHNEM IPOTOKOJIA, HO HE B KAUECTBE UCCIIEAYEMOT0
JIEKapCTBEHHOT'0 Ipernapara (B paMKax MHCIEKTUPOBAHUS MEXKIYHApOJHBIMU OPraHU3alUsAMU MOHATHUIO
cooTBeTcTBYeT TepMuH «auxiliary medicinal product»);

«BTOpUYHAA (TTOTPEOUTENbCKAs) YITAKOBKa» - YIAKOBKA, B KOTOPYIO MTOMEIIAETCs JIEKapCTBEHHBIH Mpernapar
B IEPBUYHOM MJIM MIPOMEXKYTOUHOM YITaKOBKe Ul pealu3aluu IoTpeOuTeNto;

«BBIOOP KpallHMX BapuaHTOB (OPEKETHHI)» - COCTaBJCHHE IUIaHA HCCIIEOBAHUS CTAaOMIBHOCTH TaKUM
o0pa3oM, 4ToOBI UCCIIE0OBAHUIO TOBEPraUCh NMPOOBI TOJIBKO ¢ KpallHUMHU (MpeieIbHBIMH) 3HAYCHUSIMHU
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OTpeieIeHHBIX (PaKTOPOB B PSYy BO BCEX BPEMEHHBIX TOYKAX KOHTPOJIS, UCIIOIb3YEMbIX TPU MPOBEACHUN
MOJIHBIX HccaenoBanuid. [aH mpemnosaraer, 4To CTaOUIBLHOCTh MPOO ¢ MPOMEKYTOYHBIMH 3HAUYCHHUSIMH
(bakTOpOB B Psily IPUPABHUBAETCS K CTAOMIBHOCTH MTPOO ¢ KpaHHUMH 3HAYCHUSMU;

«BbIMBIBaecMbIe BelecTBay (leachables) - coemuHenus, KOTOpPbIE MOTYT BBIACISATHCS M3 CUCTEMbI YITAKOBKU
(YKYIIOPKH) U MOTIaIaTh B JICKAPCTBEHHYIO (POPMY ITPH OOBIYHBIX YCIOBHSIX XpaHCHHs U IPUMCHCHUS;
«BBICBOOOXKTaeMast 103a» (delivered dose) - KOTMUECTBO JACHWCTBYIOIIETO BEIIECTBA, KOTOPOE (pakTHUECKH
moJiydaeT marueHTt (0e3 ydera KOJIMYEeCTBA JCHCTBYIOMICTO BEIIECTBA, OCEBINEr0 HA COCTABHBIX YaCTAX
UHTAJIATOPA);

«BBICBOOOXKAeHKE» (actuation) - mpuBeneHHE B JCHCTBHE YCTPOWMCTBA IS JTOCTaBKHM (pacrbLICHUS);
«BBICBOOOIKICHHE HYJICBOTO MOPSAIKA» - BHICBOOOXKICHHE ICHCTBYIOIIETO BEIIECTBA, CKOPOCTH KOTOPOTO HE
3aBHCHUT OT BPEMCHH;

«TeHepaTop paJMOHYKIHIHBIN - TF00as CHCTeMa, cojiepskaiiias GUKCHPOBAHHBIN IEPBUYHBIN PATHOHYKIIH/I,
U3 KOTOPOTO 00pa3yloTcsi BTOPHYHBIC PATHMOHYKIHJIbI, H3BJICUYECHHE KOTOPBIX OCYIIECTBIACTCS ITyTEM
JIIIOMPOBAHUS  HWIIM JIPYTUM  CHOCOOOM W KOTOpPbIE HCHOJB3YIOTCS B paanodapMareBTHICCKOM
JICKApCTBEHHOM TIperapare;

«TEHOTOKCHYHOCTRY» (genotoxicity) - BpemHOe HM3MEHEHHE TI'eHETHYECKOTO MaTepHana HE3aBUCHMO OT
MeXaHH3Ma MPOUCX0KICHHS STOT0 H3MCHEHHUS;

«reOMETPUYECKOe CTaHIapTHOe OTKIoHeHHe» (geometric standard deviation (GSD)) - 3nauenue, moO-
Jy4aeMoe IyTeM aHanu3a TpaduKa 3aBHCHMOCTH BEJIWYMHBI HAKOIJICHHOW JOJM MAacChl, MEHBIICH
3asBJICHHOTO JMaMeTpa OTCEUYEHUS, OT BEIMIMHBI JHaMETpa OTCEUCHHS U paccunTaHHoe 1o ¢popmyie: GSB
"D84,13%/D15,87% ;

«TUOPHUIHBIN JIEKAPCTBEHHBIN MperapaT) - JEKapCTBEHHBIN Mpernapar, He MO INa a0 Mo OTpeIeICHIE
BOCIIPOM3BEICHHOTO JICKAPCTBECHHOTO TIperapara WX TpPH HEBO3MOXHOCTH TOATBEPKICHUS €ro
OMOIKBUBAJICHTHOCTH C TMOMOIIBIO UCCIICTOBAHNI OMOIOCTYITHOCTH, a TAKXKe JIGKAPCTBCHHBIN Mpenapar, B
KOTOPOM TPOHU30ILIN H3MCHEHHs JCHCTBYIOIIErO BEIIEeCTBAa (BEIIECTB), MOKa3aHWW K MPUMEHCHUIO,
JI03UPOBKH, JIEKAPCTBECHHOM ()OPMBI MM ITyTH BBEJCHUS 110 CPABHEHHIO C OPUTHHATIBHBIM TPEMapaToM;
«TJIABHBIM MCCIIEIOBATENb» - HCCIIEA0BATE b, SBIISIOUIMICS OTBETCTBCHHBIM DPYKOBOIUTEIEM TIPYIIIbI
UCCIICIOBATENICH, MPOBOASAIIMX KIMHUYECKOEC HCCICIOBAHHE B KIMHHUYECKOM IIEHTpe (B paMKaxX WH-
CIIEKTUPOBAHUS MEXIyHAPOIHBIMH OpPraHU3alMsAMH TOHATHIO COOTBETCTBYeT TepMHH «principal
investigator»);

«rOMEOTIATHYECKUI JIEKAPCTBCHHBIA Mpenapar» - JIEKapCTBEHHBIM Ipermapar, MpOMU3BEJICHHBIH 10
rOMEOTIATHYECKON TEXHOJIOTHH C HCIOJIh30BAHMEM T'OMEOIIATHYECKOTO ChIPbS B COOTBETCTBHU C Tpe-
ooBanusmu Papmakornien Coro3a WIM B Clydae MX OTCYTCTBHUS B COOTBETCTBHHM C TPEOOBAHUSAMH TO-
MEOIATHYECKUX (hapMaKoIeii;

«rOCYIapCTBO TMPHU3HAHUA» - rocyaapcTBo - wieH Coro3a, B KOTOPOM JICKAPCTBEHHBIM MpemnapaTr 3a-
perucTpupoBaH (PErUCTPUPYETCs) C MPOBEACHUEM SKCIIEPTU3bI, BKIFOUYAIOIICH OIIEHKY SKCIIEPTHOTO OTYETa
00 oreHke 0e30mMacHOCTH, 3(PPEKTUBHOCTH W KadeCTBa JEKAPCTBEHHOIO Iperapara, MOArOTOBJICHHOTO
pedepeHTHBIM TOCYIapCTBOM;

«IaHHbBIE, TOMOTHUTEIBHO MOATBEPIKIAOIINE CTAOMIBHOCTEY - JaHHBIC, KOTOPBIC HE SIBIISIOTCS OCHOBHBIMH
JaHHBIMH O CTAOMJIBHOCTH, TOJIyYEHHBIMH B XOJ€ (OPMAIM30BAHHBIX (CTAHIAPTHO BBIMOJHIEMBIX B
COOTBETCTBUH C MPEABSIBIACMBIME K TUM HCCIICAOBAHUAM TPEOOBAHUAMM) HUCCICI0BaHM. Takue TaHHbIC
JOTIOJTHUTEIIPHO OOOCHOBBIBAIOT AHAIMTUYECKAE METOJUKHU, TPEIJIOKCHHBI MEPUO JO TMOBTOPHBIX
WCCIIEIOBAaHUI UM CPOK TOJTHOCTH, & TAK)KE YCIOBUS XPaHEHUS;

«aara HMCTEYCHHS CPOKa TOJHOCTH (CpOKa XpaHEHHWs)» - JaTa, yKa3aHHas B MapKHPOBKE KOHTeHHepa
(bapMareBTHUECKOM CyOCTaHITUH HITM JIEKAPCTBEHHOTO Iperapara u 0003HavYaromas OKOHYaHUe TIepHo/Ia, B
TEYEeHHE KOTOPOTO (BKIFOYHUTENIBHO) TPU XPaHEHHUHU B YCTAHOBJICHHBIX YCIOBHUSIX OHU OY/IyT COOTBETCTBOBATH
YTBEPKJCHHBIM CIEIU(PHUKAINAIM U 110 UCTCUSHUH KOTOPOTO UX HEJb3s UCIIOJIb30BaTh;,

«Iata TMPOBEJICHHS TMOBTOPHBIX HCCIICAOBAHUIN» - Jara, MOCIE KOTOPOW CJEIyeT MOBTOPHO MPOBECTH
UCCIICIOBAaHUS CTaOMIIbHOM (papMalleBTUYECKON CyOCTaHIIMM JUIS TOATBEPXKICHHS €€ COOTBETCTBHS
crienu(UKaIU ¥, COOTBETCTBEHHO, MPUIOJHOCTH JUISl TPOU3BOJICTBA OINPEACICHHOTO JIEKAPCTBEHHOTO
npernapara;

«IaTta TMPOM3BOJICTBA CEPHM» - JlaTa BBIMOJIHEHHs MEPBOW ONepaluy, BKIOYAas CMEUIMBAHUE AKTUBHOW
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(bapManeBTHUECKOW CyOCTaHIIMM C JPYTUMHU COCTaBJSIOIIMMHU JICKAPCTBEHHOro Tmpemnapata. Jlns
JICKApCTBEHHBIX MpPENapaToB, COCTOSIIMX W3 OJHOM (apmaneBTUYECKOH CyOCTaHLIMUM B NEPBUYHON
yIaKOBKE, JaTOW MPOM3BOJICTBA CYMTACTCS HAavalbHas AaTa (GacoBKU (HANOJHEHUS IEPBUYHOM YIIaKOBKH);
«IEMIIUHT JI03bD» (COPOC T03BI) - HEMPETHAMEPEHHO OBICTPOE BEICBOOOKICHUE ICHCTBYIOIMIETO BEIIESCTBA U3
JIEKapCTBEHHOH (OPMBI;

«Jep)KaTesb PErucTPAllMOHHOTO YIOCTOBEPEHUS» - IOPUAMYECKOE JIMIIO, HAa HMsI KOTOpPOTO BBIJIAHO
pPEruCTPaIlMOHHOE YIOCTOBEPEHUE Ha JIEKAPCTBEHHBIM Npenapar U KOTOPOE HECET OTBETCTBEHHOCTh 3a
0€30MmacHOCTbh, 3(P(HEKTUBHOCTH U KAY€CTBO JICKAPCTBEHHOTO Mpenapara;

«IMara30H MpUMEHEHHUs (aHATUTHYECKast 00acTh)» (range) - HHTepBal MeX 1y HauOOJIbIICH U HAUMEHbBIILICH
KOHIICHTPAIUAMH (KOJIMYECTBOM) OMPEAEIIIEMOTr0 BEIIECTBA B 00Opasiie (BKI0Yas 3TH KOHIEHTPAIINH ), JUTS
KOTOPOTO IMOKa3aHO, YTO AaHAJIMTHYECKas METOJMKA HMEET NpHUEeMJIEMBbIH YPOBEHb NPELHU3HOHHOCTH,
MPaBUJILHOCTHU U JIMHEHHOCTH;

«JIHK-peaktuBHocTh» (DNA-reactive) - crocoOHOCTh BBI3BIBaTH mpsiMoe moBpexaeHue JIHK myrem
XUMHYECKOTO B3aUMOJICHCTBHUS C HE;

«mo3a» (dose) - ykazanHoe B WH(OpPMAIMH O JCKApPCTBEHHOM IpenapaTe KOJIWYECTBO JICHCTBYIOIIETO
BEIIIECTBA, KOTOPOE JTOJDKHO OBITH TPUHSATO 32 1 mpriemM He3aBHUCUMO OT YKCJIa BEICBOOOKICHUH;
«JIO3UPOBKa JIEKAPCTBEHHOI'O IpernapaTay - KOJIMYECTBEHHO BBIPAXKEHHOE COJAEpKaHHE IEHCTBYIOIIMX
BEIIECTB B €AMHMIIE JO3UPOBaHUS, 00bEMa MM MAacChl B COOTBETCTBHM C JIEKAPCTBEHHON (hOpMOii, a 1ist
HEKOTOPBIX BHUJOB JIEKApPCTBEHHBIX (JOPM - KOJMYECTBO BBICBOOOXKIAEMOIO M3 JIEKapCTBEHHOM (HopMbI
JEMCTBYIOLIETO BELIECTBA 3a €AUHUILY BPEMEHU;

«TOKITMHUYECKOe (HEKIIMHUYECKOE) WCCIIEeIOBaHMe» - XHMHUYECKoe, (u3nueckoe, OHOJIOTHYECKOE,
MHUKpoOHoIornyeckoe, (hapMakoJOrHYecKoe, TOKCUKOJOTHYECKOe M ApPYrue BHUAbI SKCIEPUMEHTAIHLHOTO
WCCIIEIOBAaHUSl WM Cepus HCCIIEeOBAaHUI MO HM3y4YEHHIO BellecTBa (JIEKApCTBEHHOTO CPEICTBA) IyTeM
MPUMEHEHHUs] Hay4dHBIX METOJOB OLIGHOK B LEIsIX H3ydeHus creudduueckoro paedctBus u (win)
J0Ka3aTeNbCTB 0€30MaCHOCTH /ISl 3I0POBBS UEJIOBEKa;

«JIOJITOCPOYHBIE HCCIEAOBAaHUSA» - HCCIEIOBAaHUS CTAOUIBLHOCTH (PU3NYECKUX, XUMHUYECKUX, OHoIo-
TUYECKUX, OMo(papManeBTHIeCKUX MMUKPOOHOJIOTHYECKUX XapaKTEPUCTHK (DapMalleBTHIECKON CyOCTaHITNN
WIK JIEKapCTBEHHOTO Mpernapara, B LENsIX OIpeleNeHUus Nepuoja A0 MOBTOPHBIX HCCIEAOBAHUN st
MOATBEPK/ICHUSI PaHEe YCTAHOBJIEHHOTO CpOKa TOAHOCTH U (MJIM) YCIOBUN XpaHEHMs, yKa3aHHBIX B
nH(pOpMaLIUU O JIEKAPCTBEHHOM IIpernapare;

«IOMYCTHMbIE OTKJIOHEHHS B YCIOBUSX XpaHEHHs» - MpHEMJIEMble KoJieOaHHsI TemIepaTypbl U OTHO-
CUTEJIbHOM BJIQKHOCTU B TEXHHUYECKHUX CPEICTBAX JJISl XpaHEHUs MpH (OpPMaIM30BAHHBIX HCCIEIOBAHUIX
CcTaOMIILHOCTH;

«I0CbE HEUCCIIEYEMOTO JIEKAPCTBEHHOT'O MpenapaTay - KOMIUIEKT JOKYMEHTOB (B TOM YHCIIE 3asBJICHHUE O
MOJIyUEHUU pa3pellieHus] Ha MPOBEJICHHE KIMHUYECKOTO HCCIEA0BaHuUsA), COAepKallUX HHPOPMALUI0 O
MOPSIIKE TPUMEHEHUs HEHCCIEAYeMOro JIeKapCTBEHHOIO Ipernapara B KIMHHYECKOM HCCIEIOBaHUU,
MOATBEPXKIAIOIIUX €r0 KayecTBO M 0€30IMacHOCTh, a TaKKe MPOU3BOJICTBO B cOOTBETCTBUU ¢ [IpaBmimamu
HaJJIeXKalleld MPOU3BOJICTBEHHON MpPaKTUKK EBpazuiickoro SKOHOMHYECKOTO COI03a, YTBEPKIACHHBIMU
Pemennem CoBera EBpasuiickoii s3xoHOMUYecKkoil komuccuu oT 3 Hosiopst 2016 r. N 77, npeacraBnsieMblii
JUIS TIOJYYEHHUS OT YIIOJHOMOYEHHOTO OpraHa (3KCIEpTHOM OpraHu3alii) rocyiapcTBa-ujaeHa pa3penieHus
Ha POBEACHNUE KIIMHUYECKUX UCCIIEOBAaHUI JIEKapCTBEHHOTO MIperapara;

«IOMYCTHUMOE TocTyIieHne» (acceptable intake) - ypoBeHb MOCTYIUIEHUS MPUMECH, HECYITUN HUYTOMNKHO
HU3KUH KaHIEPOTeHHBI PUCK MU B Cllydae TSKENbIX (YrpoXKaroluX XH3HU) 3a00JeBaHHUil YPOBEHb,
OTIpaBJIaHHBIN JOMYCTUMBIM COOTHOIIEHUEM «II0Jh3a - PUCKY;

«aonyctumblii mipepen» (acceptable limit) - makcumanbHas AomycTHMas KOHIICHTpAIMs NPHMECH B
(dapmalleBTHUECKON CyOCTaHIIMM WU JIEKAPCTBEHHOM Ipernapare, pacCYMTaHHAs Ha OCHOBE JOMYCTUMOTO
MOCTYIJIEHUS U CYTOUHOM J03bI IIpenapara;

«EIIUHBIA PEEeCTp 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpencTB Corozay - obmuit MHGOPMAIMOHHBIN
pecypc, GopMHUpPYEMBIii B paMKax WHTETPUPOBAHHON CUCTEMBI U COJCPKAIIHNNA CBEICHUS O JIEKAPCTBEHHBIX
CpelCTBaX, 3apErMCTPUPOBAHHBIX WIIM NPOLIEANIUX HHBIE MPOUEAYpPbl, CBSI3aHHBIE C pErucTpauuen, B
COOTBETCTBUHU C MpaBUJIAMU PETUCTPALMU U HKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB JUISI MEAUIIMHCKOTO
IIPUMEHEHHUS], YTBEPKAaeMbIMU EBpa3suiicKoi 5KOHOMUYECKON KOMUCCUEH;
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«OKUIKOCTD s mHrassiuin» (product for nebulization) - npemapar amst uHransnui B )KUIKON JIEKapCTBEHHON
dbopme, mpeTHA3HAYCHHBIHN JIJIs1 CTIOJIB30BaHUS C TOMOIIBLI0 HeOynan3epa;

(OKM3HEHHBIN IUKI TMPOAYKTa» - BCE CTAJAWU KM3HU MPOAYKTa OT HAYaIbHOW pa3pabOTKH, MpeObIBaHUS B
000poTe 1 10 MPEeKpaIeHHs CYIIECTBOBAHUS MTPOIYKTa;

«uHTEepBaN ao3upoBaHus» (dosing interval) - pekOMeHIyeMbIil TPOMEKYTOK BPEMEHH MEXIY BBEIACHUEM
JIEKApCTBEHHOTO Tpernapara, yKa3aHHbIH B MH(POPMALIMH O JIEKApCTBEHHOM IIpernapare;

«3aBepIIeHUE KIMHUIECKOTO MCCISIOBAHUS» - MOCISIHUI BU3UT TMOCIEIHETO CyObEKTa WM MO3/HEee, eCIIn
TaK YKa3aHO B IPOTOKOJIE (B paMKaX HHCHEKTUPOBAHUS MEXIYHAPOJIHBIMH OpraHU3alUsIMH TOHSITHIO
cootBerctByeT TepmuH «end of a clinical trial»);

«3aperucCTpUpOBAHHBIN BCIHOMOTIAaTEIbHBIA JIEKAPCTBEHHBIN IHpenapar» (MPUMEHUTENbHO K IpaBUiIaM
Hajuexallel knuHudeckoi npaktuku Coro3a, yrBep:kaaeMbiM EBpazniickoil SKOHOMHUYECKOW KOMUCCHEN) -
JIEKapCTBEHHBIN TIpemnapaTr, 3aperucTpupoBaHHbI B pamkax Coro3a, NIpUMEHSEMBI B KauecTBe
BCIIOMOTATENBHOTO JIEKAPCTBEHHOI'O Mpernapara BHE 3aBUCUMOCTH OT M3MEHEHUH MHQOpMaluu o HeM (B
paMKax MHCIIEKTUPOBAHKSI MK TyHAPOIHBIMU OPraHU3allUsIMU TIOHSITUIO COOTBETCTBYET TepMHH «authorised
auxiliary medicinal product»);

«3aperuCTpUPOBAHHBIN  HCCIEIYyEeMbIH JIEKAPCTBEHHBIM Ipemnapary (MPUMEHUTEIBHO K IpaBUIaM
Hajuexallel knmHudeckoi npaktuku Coro3a, yrBep:kaaeMbiM EBpazniickoil SKOHOMUYECKOW KOMUCCHEN) -
JIEKApCTBEHHBIM IIpemnapar, 3aperucTpupoBaHHbBI B pamkax Coro3a, INpUMEHsAEMBbII B KadeCcTBE
HCCIIETyeMOro JIEKapCTBEHHOTO IIperapaTa BHE 3aBUCMMOCTH OT U3MEHEHUH nH(popMalliu 0 HeM (B paMKax
MHCIICKTUPOBAHMS MEKIYHAPOJIHBIMUA OpraHU3allMsIMA TOHSATHIO COOTBETCTBYeT TepMuH «authorised
investigational medicinal product»);

«3HAUMMOE U3MEHEHHE JIEKapCTBEHHOTO Mpernaparay - 0JJHO U3 CIEeIYIOINX U3MEHEHUI:

S-MIPOLIEHTHOE M3MEHEHHE COJEepaHUS UM HECOOTBETCTBHUE KPUTEPHUSAM MPUEMIIEMOCTH 1O aKTUBHOCTHU
(potency) (mpu KCIOIB30BAHUH OHOJIOTHYECKUX MM KMMYHOJIOTHYECKUX METOJIOB);

IIPEBBIIIEHUE KPUTEPHSI IPUEMIIEMOCTH IPOAYKTa ACTPAalUu;

HECOOTBETCTBUE KPUTEPHUSIM MPHUEMIIEMOCTH IO BHEIIHEMY BHIY, (PU3MUeCKMM CBOWCTBaM U (YyHK-
[UOHAJIBHBIM XapaKTePUCTUKAM (HampuMmep, IO IBETy, pasjaeiieHhuto ¢a3, CIOCOOHOCTH K PECyCIeH-
JUPOBAHUIO, TI0 KOMKOBAaHHIO (CIEXUBAEMOCTH), IPOYHOCTH, JIOCTABKE OJHON /103bl IPU NPUBEACHUH B
nerictBue). JIONMyCKAlOTCsl HEKOTOpblE HU3MEHEHUs (HU3UYECKUX CBOICTB B YCIOBHAX YCKOPEHHBIX
UCClIeIOBaHUi (Harnpumep, pa3MsAryeHue Cynrno3uTopueB, MIaBIeHHE KPEMOB);

HECOOTBETCTBUE KPUTEPUIO IMPHEMIIEMOCTH IO 3HaueHuro PH (Ipu HaliuuMy [JaHHOTO IIOKas3arens B
cnenudukanun);

HECOOTBETCTBUE KPUTEPHUIO TPUEMIIEMOCTH TIPU PACTBOPEHUU 12 eAMHUII JO3UPOBAHHOTO JIEKAPCTBEHHOIO
npemnapara (Ipy HAJIMYMK JAHHOTO MoKa3aTess B crenudukanumn);

«3HaunMoe u3MeHenue Il Tuma» - m3MeHeHHe, KOTOpoe, HE SBJSSICH M3MEHEHUEM, TPeOyIOLUIMM HOBOH
pEerucTpany, MOXKeT OKa3aTh 3HAUYMUTEJIbHOE BIMSIHME HA KAauecTBO, 0€30MacHOCTh WM 3()(HEKTUBHOCTH
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIPENapara;

«3HaYMMOE€ U3MEHEeHHe (apMalleBTUYECKON CyOCTaHLIMNY - U3MEHEHUE, 0CIe KOTOporo ¢papMarieBTHYecKast
cyOCTaHIMs epecTaeT COOTBETCTBOBATh ClIELU(PHUKALINN;

«U3MEHeHHe, TpeOyrollee HOBOM PpErucTpaluy WM paclIUpEeHUE pEerucTpanuu» - HU3MEHEHHe, Iepe-
YHUCIEHHOE B JONOJHEHMM | K mpaBuiaM BHECEHHMs M3MEHEHHUH B PETrUCTpPAllMOHHOE JI0ChE 3aperu-
CTPUPOBAHHOTO JIEKApCTBEHHOTO Mpemnapara (mpuiokenue Ne 19 k [IpaBunam peructpaiil U SKCHEPTU3BI
JIEKapCTBEHHBIX CPEJICTB Ul MEIUIIMHCKOTO MPUMEHEHUS) U yIOBJIETBOPSIOIIEE YCIOBHUAM, ONMUCAHHBIM B
HEM;

«M3MEHEHHE yCIOBUM PETUCTPALMK JIEKapCTBEHHOIO ITpenapaTa Uil N3MEHEHHE PErMCTPALIMOHHOTO JOChE»
- moboe U3MEHEHHeE:

JOKYMEHTOB M JaHHBIX, yKa3aHHbIX B npuioxkeHun Ne 1 k IlpaBunmam perucrpauuud M 3KCIEPTU3BI
JIEKAPCTBEHHBIX CPENCTB Ul MEUIIMHCKOTO IPUMEHEHMUS;

YCIIOBUM NPUHATHS PEIICHUs] O PETUCTPALIMN JIEKAPCTBEHHOTO IIpenapaTa s MEAUIIMHCKOIO PUMEHEHMS],
BKJIFOYas OOIIYI0 XapaKTEePUCTHKY JIEKapCTBEHHOTO Mpernapara W JII0ObIe YCIOBHs, 00s3aTeNbCTBA WM
OTpaHMYEHUS, BIMSIOIINE HAa PErMCTPALUIO JIEKAPCTBEHHOTO IMpenapaTa Uiy U3MEHEHUS! MapKUPOBKHU WU
JIMCTKA-BKJI/IbIIIA, 00YCIOBIIEHHBIE U3MEHEHHEM OO0IIel XapaKTepUCTUKH JIEKAPCTBEHHOTO Mpernapara;
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«UMMYHOJIOTUYECKUN (MMMYHOOMOJIOTHYECKHUIT) JIEKapCTBEHHBIN TpenapaT» - JICKapCTBEHHBIM Mpenapar,
NpeJHa3HAYCHHBIH 11 (OPMUPOBAHUS AKTHBHOTO MM TACCUBHOIO HMMYHHTETa, WM JUArHOCTUKU
HAIMYMST MMMYHHUTETA, WM JUATHOCTHKH (BBIPAOOTKHM) Crenu(UIecKOro MpuoOpeTeHHOTO W3MEHEHHS
MMMYHOJIOTHYECKOI0 OTBETA Ha aJNIEPTU3HPYIOLIUE BELECTBA;

«UCIIBITAHUS B PEXHUME PEAJIbHOIO BPEMEHU» - TECThI, CIIOCOOHBIE OLIEHHBATh U 00eCIeYrBaTh KauyecTBO
MPOJIYKIIMM B IIpollecce TMPOMU3BOACTBA M (MJIM) TOTOBOW MPOAYKIMM HA OCHOBAHMM JIAHHBIX
TEXHOJIOTHYECKOTO TPOIIecca, KOTOPhIE, KaK MPaBHIIO, BKIIIOYAIOT B ce0sl JOCTATOYHO HAJIE)KHOE COUCTAHUE
OTIPE/IENIEHHBIX XapaKTEPUCTUK MAaTEPUATIOB U METOJI0B BHYTPUIIPOU3BOACTBEHHOTO KOHTPOJIS;
«UHCTPYKLHSI 1O MEIUIMHCKOMY IPUMEHEHUIO» (WINCTOK-BKJIABILII)) - JIOKYMEHT, YTBEpPXIAAE€MbII
YIOJHOMOYEHHBIM OpraHoM rocyjapctBa - wieHa Coro3a B COOTBETCTBUU C akTamu opraHoB Corosza,
coJiepKaliuil UHGOpMaILMIO Il TOTPEOUTENS M CONTPOBOK/IAIOIIUH JIEKAPCTBEHHBIN MIPEnapaT B yIIaKOBKE;
«MH(POPMHUPOBAHHOE COTIIACUE) - CBOOOTHOE U TOOPOBOIHLHOE BOJIEU3BSIBICHHE CYOBEKTa O CBOEM KEITaHUHU
y4acTBOBATh B KOHKPETHOM KJIMHUYECKOM HCCJIEI0OBAHUU IOCIIE TOJYyYEHHs CBEIEHUH 000 BCEX acleKTax
9TOr0 KJIMHUYECKOTO MCCIEI0BaHUS, 3HAYUMbIX JUIsl TIPUHATHSA PEIICHUsS CyObEKTOM 00 y4acTUu WIM B
Cllydae C HECOBEPIICHHOJIETHUMU U HEJIEECIOCOOHBIMH CyObEKTaMH pa3pellieHue WM COIJIacue HUX
3aKOHHBIX TMpEACTAaBUTENECH O BKIOYEHHHM TaKUX CYOBEKTOB B KJIMHHUYECKOE HCCIE0BaHUE.
WNupopmupoBaHHoe cornacue AOKYMEHTHPYETCS MOCPEICTBOM MoanucaHus (Gpopmbl HHGOPMUPOBAHHOTO
corjacusi ¢ yKa3aHueM JaThl;

«HCCIIeIOBAaHUE KPaHUX BapUaHTOB (OPEKETHHT)» - M3JI0KEHHBIN B TUTAaHE BAJIMAIIMN TPOIECCa HAYIHBIN
Y OCHOBaHHBIM Ha OLIEHKE PUCKOB MOJXOJ, 00OCHOBBIBAIOIINNA BO3MOXKHOCTh IPU BaJUJALMU Ipolecca
UCIBITHIBATh TOJBKO CEPUU C KpaWHUMHU 3HAYEHUSIMH HEKOTOPHIX (PaKTOpPOB, HAPUMEDP, C OMPEeICHHOM
JO3UPOBKOM, pa3MepoM cepuu U (WJIM) BMECTHMOCTBIO YITAKOBKH. TakoW MOJXOJ MpeArojiaracT, 4To
BAUALNSA KaKuUX-TMO0 MPOMEXYTOUHBIX 3HaueHUM (HAKTOPOB IMpeJAcTaBieHa BalUJAlMe KpalHHX
3HaueHuil. MccnenoBanue KpaliHUX BapHaHTOB MOXKET ObITh IPUMEHUMO JUISI Psiia JO3UPOBOK, MOJUIEKAIINX
BaJIUAALINY, €CIIM TaKue JI0O3UPOBKHU COBIAJAIOT UM OYEHb OJM3KU MO COCTaBY, HANpUMED, i TabJETOK,
MMOJIYYEHHBIX C PA3JIMYHBIM YCHJIMEM IPECCOBAHUSA M3 AHAIOTMYHOIO TPaHYJIATA, WIM JJIA psjia Karcyl ¢
pa3HOW BMECTHMOCTBIO, 3aIOJIHSAEMBIX OJMHAKOBBIM COCTaBOM cojepkumoro. MccimenoBanue KpalHHX
BAPUAHTOB MOXET INPUMEHATHCA B OTHOLIEHMM KOHTEHHEPOB C Pa3IMYHON BMECTHUMOCTBIO WM Pa3HBIM
00bEMOM HAITOJTHEHHS OJTHOM M TOM e CUCTEMBI KKOHTEHHEP-YKYITOPKa»;

«UCCIENOBaHUs TPUHYAUTEIbHOW Jerpajauuu (pas3ioKeHUs)» - HUCCIENOBaHMs, HAIpaBJIEHHbIE Ha
npelIHaMepeHHylo Jerpananuio npoOsl. Eciu He 000CHOBAaHO HHOE, TaKUe HCCIEIOBAHMS CIEAyeT
MIPOBOJUTH IpU pazpaboTke (papMaleBTUUECKONW CyOCTaHIIUMU, JaHHbIE UCCIEIO0BAHUN HCIOJIB3YIOTCS IS
OIICHKH 001el (hOTOUYBCTBUTEIHHOCTH MaTepuana MpH pa3paboTKe METOIUKUA U (WJIK) IS BBISCHEHUS
MyTeH ero JAerpajanuu (pa3ioxKeHus);

«HCCIEyeMbIi BBICOKOTEXHOJIOTMYECKUI JIEKapCTBEHHBIN Mpernapar» - HUCCIEAYEMBbIN JIEKapCTBEHHBII
rpenapar, sSBJISIOUMICSA T€HOTEPaeBTUYECKUM JIEKAPCTBEHHBIM IIPENapaToM, JEKapCTBEHHbBIM IIpenapaToM
HAa OCHOBE COMATHYECKUX KIJETOK MM IMpernapaToM TKaHEBOW WH)KEHEpPHH (B paMKaxX HWHCHEKTUPOBAHUS
MEKIYHAPOAHBIMUA OPTraHU3allUsIMU TMOHATHIO COOTBETCTBYeT TepMmuH «advanced therapy investigational
medicinal product»);

«HCCIElyeMblil JIEKapCTBEHHBIM IpenapaTy - JIGKapCTBEHHBIM Ipenapar, KOTOPbII B KIMHUYECKOM
UCCIIEIOBAaHUH TOJIBEPraeTcsl UCIBITAHUIO UM MPUMEHSETCS B KaUeCTBE CPaBHEHMsI, BKJIIOYas Iuianedo, B
TOM 4YHCII€ 3apEerMCTPUPOBAHHBIA JIEKAPCTBEHHBIA Mperapar B cllydae, €Clid CHoco0 ero NpHUMEHEHHs
OTJINYAETCA OT YTBEP/KIAEHHOTO, a TAK)KE IIPHU €T0 IPUMEHEHUH 110 HOBOMY ITOKA3aHUIO WU JJIS MTOJIyYEHUs
JOTIOJTHUTENBHON MH(OPMAIMK IO YTBEPKICHHOMY ITOKa3aHUIO;

«Ka4yecTBO JIEKAPCTBEHHOI'O CPEACTBa» - COBOKYIMHOCTb CBOMCTB M XapaKTEpUCTHK (papManeBTUUYECKOH
CyOCTaHIIMM M JIEKapCTBEHHOI0 Mpernaparta, oO0ecrneunBarolias UX COOTBETCTBHE II€JI€BOMY Ha3HAUYEHUIO
COIJIacHO TpeOOoBaHUAM akTOB opraHoB Coro3a;

«kBaHTH(UKaAIUs (MPUBEACHUE)» - JOBEACHHE KOJIMYECTBa Tpernapara Ha OCHOBE JIEKAPCTBEHHOTO
PacTUTEIBHOIO ChIpbS 1O OINPEAEIECHHOIO JHana3oHa KOMIIOHEHTOB MHCKIIOUUTEIBHO C IOMOIIBIO
CMEUIMBAHMS PA3JIMYHBIX CEPUH JIEKAPCTBEHHOTO PACTUTENIBHOTO ChIpbs M (WJIM) MPEnapaToB Ha OCHOBE
JIEKapCTBEHHOTO PAaCTUTEIHHOTO CHIPhs (HampuMep, MPUBEACHHBIE SKCTPAKTHI);

«KJIIMMaTUYECKUE 30HBl - 30HBI, JIEJICHHME Ha KOTOPbIE OCHOBAaHO Ha MPEBAIUPYIOIIUX €KETOJHBIX
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KJIMMaTUYECKUX YCIOBUSIX;
«KIIMHUYECKOE H3ydeHHe» - Jro0as uccienoBaTenbckas paboTa, MPOBOIMMAs C y4acTHEM YEJIOBEKa B
KauecTBE CYOBEKTa HCCJICIOBAaHUS B LEISIX YCTaHOBJICHHS Oe30macHOCTH W (WiH) ASPQPEKTUBHOCTH
JIEKapCTBEHHBIX [IPENApaTOB U HAIIPaBJIECHHAS Ha!

BBISIBJICHHE WM TIPOBEPKY KIMHUYECKHX, (DAaPMAKOJIOTHMYECKHX WM HWHBIX (hapMaKOAMHAMUUECKUX
3P PEKTOB OTHOTO WM HECKOJBKUX JIEKAPCTBEHHBIX MPETIapaToB;

BBISIBJIICHUE KaKHX-JTMOO HEXEJIATebHBIX PEaKIiii Ha OJMH WM HECKOJIBKO JIEKAPCTBEHHBIX MPETIapaToB;
u3yueHne abcopOIHH, pacrpeesieHus, MeTaboIn3Ma WU BBIBEACHUS OJTHOTO WIIM 0oJiee JIeKapCTBEHHBIX
IIpenapaTos;

KKIIMHAYECKOE MCCIIeI0BaHNe (MCTIBITAHNE)) - KITUHUYECKOE U3YUEHHUE, YIOBIETBOPSIONIEE XOTs ObI OTHOMY
W3 CIEAYIOIINX YCIOBUM:

Ha3HAYeHHe CYObEKTy HCCIEAO0BAHUS KOHKPETHOM TEeparneBTHUUYECKON CTpaTeruu (BMEIaTelIbCTBA)
MIPOUCXOJUT 3apaHee U He SABJSETCS] PyTUHHOM KIMHUYECKOW MPAKTUKOW B BOBJIEUEHHOM B HCCIIEJOBaHHE
rocynapctse - wieHe Coro3a;

pelIeHre 0 Ha3HaYeHUH UCCIIEyeMOTO JIEKApCTBEHHOTO MIpernapaTa NIPUHUMAETCS COBMECTHO C PEILIEHUEM O
BKJIIOUEHUU CYObEKTa B KIMHUYECKOE M3yYEHME; CYObEKTaM HCCIEe0BaHUS IOMUMO IpPOLENyp PYTUHHOM
KIIMHAYECKOW MPAKTHKH BBITIOIHSIIOTCS JTOTIOJHUTEIbHBIE TPOIIEYPhl AUAarHOCTHKH WJIM MOHHUTOPHHTA (B
pamMKax MHCIEKTHPOBAHUS MEXIYHAPOJHBIMU OPraHU3alUsSMU MOHSITHIO COOTBETCTBYET TEpPMHUH «clinical
study»);

«KOJIMYECTBEHHAS CTPYKTYpHO-(PYHKIIHOHAIbHAS 3aBHCUMOCTS, (quantitative structure-activity relationship,
QSAR) - 3aBUCHMOCTb MEXIY CTPYKTYpPOH COCIUHEHUS Wik (parMeHTOM ((DYHKIIMOHATBHOMN TpYIION)
COEJIMHEHUS U MyTareHHON aKTUBHOCTBIO 3TON CTPYKTYpHI ((pparMeHTa), ycTaHOBJIEHHAs Ha OCHOBE aHaIM3a
AKCTIEPUMEHTATBHBIX JaHHBIX;

«KOMOWHUPOBAHHBIA TperapaT» - JEKapCTBEHHBIN Ipemnapar, cojiepkamuid OoJsiee omHOUM (apmarieB-
THYECKOU CYOCTaHIINH;

«KOMIIOHEHTBI ¢ U3BECTHOM TEpaneBTUYECKON aKTUBHOCTBIO» - BEIIECTBA UM TPYIINA BEIIECTB, XUMUYECKOE
CTPOECHHE KOTOPBIX YCTAHOBJIEHO M BKJIAJ KOTOPBIX B TEPANlEBTUYECKYIO AKTUBHOCTH JICKAPCTBEHHOTO
pPacTUTENBHOTO  CHIPhS  (pacTUTENBHOM  (DapMalleBTHYECKOW  CyOCTaHIIMHM) WM  JICKAPCTBEHHOTO
PacTUTENILHOTO MIpenapara U3BECTEH;

«koppesnsiuusi iN ViVO - in Vitro» - BepoOsSTHOCTHAsl 3aBHCUMOCTbH (B3aHMMOCBSI3b) JIMHEHHOTO XapakTepa
napaMeTpoB OHOJOCTYIHOCTH JIEKaPCTBEHHOI'O Ipernapara OT €ro (pU3MKO-XMMHUYECKHUX CBOMCTB WM
xapakTepuctuk. [IporHoctuueckas MareMaTiueckasi MOJesb, OMMCHIBAOIIAS 3aBUCHMOCTh MEX.IY iN Vitro
CBOMCTBOM JIEKAPCTBEHHON ()OPMBI C IIPOJIOHIMPOBAHHBIM BbICBOOOKIEHHEM (KaK ITPABUIIO, CKOPOCTHIO MIIH
CTENEHbI0 PACTBOPEHHS JIMOO BBHICBOOOKICHUEM JICHCTBYIOLIEIO BEIIECTBA) U COOTBETCTBYIOIIUM IN VIVO
OTBETOM, HalpuMmep, IIa3MEHHON KOHLIEHTpALUel eHCTBYIOIIEro BEeeCTBAa WIM €ro abcopOMpOBaHHBIM
KOJINYECTBOM;

«K0d(pGUIMEHT OUUCTKI» (purge factor) - OTHOIIEHHE YPOBHS COJEpKaHUs MPUMECH B Havalle Impolecca K
YPOBHIO €€ COJepKaHHWs Ha KOHEYHOM »JTale Ipolecca, KOTOPbIH pacCUMTHIBACTCS HAa OCHOBE
HENOCPEICTBEHHOT0 U3MEPEHUS WU IIPOTHO3UPOBAHUS;

«KOA(QOUIMEHT 3KCTpaKUMU JiekapcTBeHHoro cpeactBa (KOJI)» - oTHomeHue MeXay KOJIMYECTBOM
JIEKApCTBEHHOT'O PACTUTENBHOIO ChIPbs, HCIOJIb30BAHHOIO JJIsi IPOM3BOJCTBA PACTUTENBbHOM (apma-
LEBTUYECKON CyOCTaHIIMM, U KOJUYECTBOM IIOJIyUEHHON pacTUTENbHOW (apMalleBTHUYECKON CyOCTaHIUH,
KOTOPOE BBIPA)KAETCsl 3alUChIO B BUJIE Yncia ((paKTHUECKOTO JMana3oHa), B KOTOPOM YHCIIO, YKa3blBaeMoe
nepes IBOETOYHEM, O3HaYaeT OTHOCUTEIbHOE KOJIMYECTBO PACTUTENIBHOTO ChIPbS, @ YUCIO, YKa3bIBaeMOe
MOCJIE IBOETOYUS, - OTHOCUTEIHHOE KOJIMYECTBO MOJIYYEHHOTO PaCTUTENLHOIO POIyKTa;

«KPUTHYECKHH TMapaMeTp Ipolecca» - MmapaMeTp Mpolecca, U3MEHYUBOCTh KOTOPOTO BIUSET Ha KpH-
TUYECKUE TOKa3aTeNIl KauecTBa U KOTOPBIN, CIeA0BaTEeNbHO, MMOAJEKUT MOHUTOPUHTY HIIM KOHTPOJIIO IS
oOecrieyeHus TpeOyeMOro KauecTBa B pe3yJbTaTe OCYILECTBICHUS MPOIIecca;

«KPUTHYECKHH TOKa3aTeldb KadecTBa» - (U3WYECKOe, XUMHUYECKOoe, OMOJIOrHYecKoe WIM MHKpOOHO-
JIOTMYECKOE CBOMCTBO MJIM XapaKTepUCTHUKA, KOTOPbIE s 0OecrieueHus: He0OX0JMMOT0 KauecTBa MPOIyKTa
JOJDKHBl HaxXOIMThCS B COOTBETCTBYIOIMX TMpeAenax M JAuana3oHe HJIM HUMETh COOTBETCTBYIOIIEE
pacnpeeneHue;
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«KPUTHYECKOE U3MEHEHHE JIEKAPCTBEHHOTO IperapaTta ik (papMaleBTHYecKoi CyOCTaHIIUN - U3MEHEHHE,
Biusitomiee Ha d3(dexkTuBHOCTD, 0€30MacCHOCTh M (WJIM) KadeCcTBO JIEKAPCTBEHHOI'O IIperapara HIu
(bapMareBTHUECKOW CyOCTaHIIHNH;

«KyMYJISITHBHOE mocTymiieHue» (cumulative intake) - cymMmapHOe MOCTYyIJICHHE BEIECTBA, JCHCTBHIO
KOTOPOTO TOABEPIaeTCs YEIOBEK B TCUCHUE JTUTEIHHOTO BPEMEHH;

«JIeKapcTBeHHass (opMa» - COCTOSHUE JICKAPCTBEHHOTO IIperapara, COOTBETCTBYIOIIEE CIOCO0aM ero
BBEJICHHS U TIPUMEHEHUS 1 00ecTieynBarolee T0CTHKEHnE He00XouMoTo 3 dexTa;

«JIeKapcTBeHHas (opMa cO CTaHAAPTHBIM BBICBOOOXKIECHHEM», «IEKapcTBEHHas (Gopma ¢ HeMeICHHBIM
BBICBOOOXK/IEHUEM», «IeKapcTBEHHast (opmMa ¢ OOBIYHBIM BBICBOOOXKIEHHEM» - JIeKapCcTBEeHHast (opma c
BBICBOOOXK/IEHUEM JCHUCTBYIOIIETO BEUIECTBA, MPEIHAMEPEHHO HE MOAW(UIIMPOBAHHBIM C MOMOIIBIO
CHEIHAIbHOTO COCTaBa M (MJIHM) CIIEUAIbHOM TEXHOJOTUU IPOU3BOJCTBA;

«JIEKapCTBEHHOE PACTUTEIHHOE CHIPbE» - CBEXKHE WIHM BBICYIICHHBIC PACTEHHS, BOIOPOCIHN, TPHOBI WIH
JTUIIAHHUKA 700 WX 4YacTH, IEJbHBIE WM W3MEJIbYCHHBIE, WCIOJb3yeMble JUIsI TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB;

«JIEKapCTBEHHOE CPENICTBO» - CPEICTBO, IPEJCTABISIONIEe COOON WM coJepiKaliee BEIIeCTBO HIIN
KOMOWHAITMIO BEIIECTB, BCTYMNAIOIIEE B KOHTAKT C OPraHU3MOM YeJIOBEKa, MpeTHa3HAuYCHHOE IS JICUSHUS,
npomIakTku 3a00JIeBaHUI YeNOBEKa WM BOCCTAHOBIICHHS, KOPPEKIMW WM M3MEHEHHUS €ro
¢bu3noIornuYeckux (QYHKUMHA MOCPeACTBOM (HapMaKoJIOTUYECKOTO, HMMMYHOJOTMYECKOro Jubo Mera-
00JIMYECKOTO BO3ACHCTBUS WITH JUISI JMATHOCTHKH 3a00JICBAaHUN M COCTOSIHHI YETIOBEKa;

«JIeKapCTBEHHBIE POPMBI ¢ MOIU(DUITPOBAHHBIM BBICBOOOXKICHHEM) - JIEKAPCTBEHHBIE (POPMBI, CKOPOCTh U
(mH) MecTo BBICBOOOKIEHHUS JCHCTBYIONMIETO (JIEHCTBYIONINX) BEIIECTBA (BEIMIECTB) KOTOPHIX OTIIMYAIOTCS
OT JIEKapCTBEHHBIX ()OPM CO CTAaHAAPTHHIM BBICBOOOKICHHUEM IIPH TOM K€ IyTH BBeAeHUs. Moaudukanus
TOCTUTAETCS yTeM Pa3pabOTKHU CHENHATIBLHOTO COCTaBa M (MJIM) CIICIMATbHON TEXHOJIOTHH TTPOU3BOJICTBA.
K nekapctBeHHBIM hopMaM ¢ MOTUGUIIMPOBAHHBIM BEICBOOOKICHUEM OTHOCATCS JIEKAPCTBEHHBIE (POPMBI C
MIPOJIOHTUPOBAHHBIM, OTCPOUYEHHBIM (OTJI0KEHHBIM ), MYABCUPYIOLUIUM U YCKOPEHHBIM BBICBOOOXKICHUEM;
«JIeKapCTBeHHbIE (OPMBI C TPOJIOHTHPOBAHHBIM BBICBOOOXKICHHEM», <JIEKapCTBEHHas ¢opMmMa C 3a-
MEJUICHHBIM (3aMEJJICHHBIM HETPEPHIBHBIM) BBICBOOOXKIACHUEM» - JIEKQpCTBEHHBIE (OPMBI C MOM-
(bUIIMPOBAHHBIM BBICBOOOKICHUEM, XapaKTepH3YIOIIuecs 00Jiee MEIJICHHBIM BBICBOOOXKICHUEM, YEeM Y
JIEKapCTBEHHBIX (DOPM CO CTaHAAPTHBIM BBICBOOOKIEHHUEM MTPH TOM K€ ITyTH BBeAeHus. [IpojgoHrupoBanHoe
BBICBOOOKIEHUE TIOCTUTAaeTCs MMyTeM pa3pabOTKH CIIEMAILHOTO COCTaBa U (UJK) CIIeUATbHON TEXHOJIOTUU
MIPOU3BOJICTBA;

«JIEKapCTBEHHBIN Mpernapar - JeKapCTBEHHOE CPEACTBO B BUJIE JIEKAPCTBEHHON (DOPMBI;

«JICKapCTBEHHBIH Mpenapar ¢ XOpPOIIO H3YYEHHBIM MEIUIIMHCKUM MPUMEHEHHEM» - JIeKapCTBEHHBIN
npernapar, JAeHCTBYIOIIEE BEIIECTBO KOTOPOrO XOPOIIO M3Y4E€HO B XOJI€ MEAULMHCKOTO MPUMEHEHUs, pU
3TOM NpU3HaHBI ero 3()(HEeKTUBHOCTH U pHeMIIeMasi CTeNeHb 0€3011aCHOCTH, MOATBEPKICHHBIE TIOIPOOHBIMU
Ooubnuorpa@uuecKuMy CChUIKAMH Ha OMNYOJIMKOBAHHBIE JIAHHBIE O TMOCTPErHCTPAMOHHBIX H (WJIN)
SMUAEMUOJIOTHUECKUX UCCIeIOBAHUAX, U TPOIUIo He MeHee 10 JeT ¢ JaThl mepBOro CUCTEMATUYECKOTO U
JOKYMEHTUPOBAHHOTO TPUMEHEHHs JCHCTBYIOIIEro BeElIecTBa (IEHCTBYIOLNIUX BEIIECTB) JAHHOTO
JIEKapCTBEHHOT'O MIpernapaTa He MeHee 4eM B 3 rocynapcTBax - wieHax Corosa;

«JICKapCTBEHHBIA PACTUTEIBHBIA MpemapaT» - JIEKapCTBEHHBIM Mpenapar, CoJepXalluii B KauecTBe
AKTUBHBIX KOMIIOHEHTOB MCKJIIOYUTEIHHO JEKApPCTBEHHOE PACTUTENBHOE ChIpbe U (HMJIK) MpenapaTsl Ha ero
OCHOBE;

«wmnHenocThy (linearity) - mpsMo mpomopIMOHANbHAS 3aBHCHMOCTD AHAIUTHYECKOTO CHTHAlIa OT
KOHIIEHTpaluu (KOJIMYECTBA) OMpPEENseMOro BelllecTBa B 0Opasle B Npejenax Auana3oHa NMPUMEHEHHs
(aHamuTH4eCcKOU 007aCTH) METOIUKH;

«MAJIOMHTEPBEHIIMOHHOE KIIMHUYECKOE HCCIIEOBAaHUE» - KIIMHMUYECKOE UCCIIeI0BaHNE, YAOBIETBOPSIOLIEe
OJTHOBPEMEHHO BCEM CIIEAYIOIIHUM YCIOBUSM:

HCCIIeTyeMbIe JICKApCTBEHHBIE MTPemapaThl, 3a UCKIIOYSHHEM TU1a1e00, 3aperuCTPUPOBAHbI B YCTAHOBICHHOM
NOpSIKE;

COTJIACHO MPOTOKOJTY KIMHUYECKOTO MCCIIEJOBAHUS:

UCCIIeTlyeMbIe JICKAPCTBEHHBIC MpermapaThl MPUMEHSIOTCS B COOTBETCTBHU C YCJIOBHSIMH TMPUMEHEHHS
(McmonBp30BaHMs), KOTOPbIE OBUTH OJOOPEHBI MPU MX PETUCTPALMH, WM MPUMEHEHUE HCCIETYeMbIX
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JIEKapPCTBEHHBIX MPENapaTOB OCHOBAHO HA JOKA3aTEIbCTBAX U MOJKPEIJICHO OMyOIMKOBAHHBIMHA HAYYHBIMU
JAHHBIMU 10 0€30MacHOCTH U 3()P(PEKTUBHOCTH TAKMX MCCIEIYEMBIX JCKAPCTBEHHBIX MPEMapaToB B JIIOOOM
13 BOBJICYCHHBIX B UCCIIEJIOBAHKE rOCYIapCTB - wieHOB Co103a;

JIOTIOTHATEIBHBIC MPOLEAYPHl TUATHOCTUKUA WM MOHHTOPHHTA HE HECYT i 0e30MacHOCTH CYOBEKTOB
JOTIOTHATEIHHBIA PUCK WIIH OpeMsi, TPEBBIIIAIONINE MUHIMAIBHO BO3MOYKHBIE 110 CPABHEHUIO C PYTHHHOUN
KIIMHUYECKOM TPAKTHKOM B JTIOOOM M3 BOBJICYCHHBIX B HCCIICIOBAHUE TOCYIapCTB - wieHOB Coro3a (B paMKax
MHCIIEKTUPOBAHUS MEXIyHAPOAHBIMH OPTaHU3aAIMSIMH TOHSATHIO COOTBETCTBYET TepMuH «low-intervention
clinical trial»);

«MapKepb» - KOMIOHEHTHI WJIH TPYIIITBI KOMIIOHEHTOB JIEKAPCTBEHHOT'O PACTUTEIBHOTO CHIPHS, Mperapara
Ha OCHOBE JICKAPCTBEHHOTO PACTHTEIHHOTO CHIPhSI WJIM JICKAPCTBEHHOTO PACTUTEIBHOTO TIperapara,
XUMHYECKUN COCTaB KOTOPBIX OIPENENICH, MPEJCTABISAIONINEe WHTEPEC C IMO3WIUN KOHTPOJIS KadecTBa,
HE3aBHCHMO OT TOT0, 00JI/Iat0T WU HE 00J1a/Ial0T OHU TePANICBTHUECKON aKTHBHOCTHIO;

«MapKUPOBKa JIEKAPCTBEHHBIX CPEJICTB» - HH(POpMAIWs, HAHSCCHHAas Ha YIAKOBKY JICKapCTBEHHOTO
CpeICTBA;

«Macc-MeJMaHHbIi  a’dpoauHamudeckuii nuametp» (mass median aerodynamic diameter (MMAD)) -
JTMaMETp YCIIOBHOU c(epbl eTUHUYHON TUIOTHOCTH, UMEIOIIEH Ty K€ KOHEUHYIO CKOPOCTh OCE/IaHus, YTO H
paccMmarpuBaeMasi 4acTHIIA, U OMPEACTAeMbIi 10 TpaduKy 3aBUCHMOCTH BEIMYMHBI HAKOIUICHHOW 0N
MAacChl, MEHBIIICH 3asBJICHHOTO JHAMeTpa OTCEUCHUS, OT BEJTUYHUHBI THaMETpa OTCEUSHUS TIPH YCIIOBHH, UTO
3asBJICHHBIN AuaMeTp oTcedeHus cocrasisier 50,00 mpoueHTa;

«MaTpUYHOE TUTAHUPOBAHHE», «MATPUYHBIA METOJ» - pa3paboTKa IIaHA HCCIICIOBAaHUS CTAaOMIBHOCTH
TakuM oO0Opa3oM, 4TOObI TOJIbKO BBIOpaHHAas 4YacTh W3 OOIIEro KOJIMYecTBa Mpo0 aHaJIM3upoBaiach B
OTIpeNIeTICHHBIII MOMEHT BpPEMEHH C y4eToM Bcex KoMOuHanmii (aktopoB. Ha mociemyromux sramax
KOHTPOJIS CIIETyeT UCCIIEA0BATh APYroi KOMIUICKT P00 U3 00IIero KOJIMYECTBA ¢ YIETOM BCeX KOMOMHAITUH
¢dakTopoB. I[lman mnpeamosaraer, 9YTo CTaOWIBHOCTh WCCICIOBAHHBIX TPOO OTOXKIECTBISETCS CO
CTaOMJIBHOCTBIO BCEX MPOO B JaHHBIM MOMEHT BpeMEHH. JIOJDKHBI OBITh BBISBICHBI (YUTEHBI) pa3iuvus B
po0ax Uit OJTHOTO U TOTO K€ JIEKAPCTBEHHOTO IpernapaTa, B TOM YHCIIe Pa3Indusi, OXBAThIBAIOIINAE Pa3HbIC
CepUH, Pa3HyI0 TO3UPOBKY, Pa3HbI pa3Mep OJMHAKOBOTO THIIA YITAKOBKH M YKYIOPOYHBIX AJIEMEHTOB H,
€CITM HEOOXOTMMO, CHCTEMBI «KOHTCHHEP - YKYTIOPKay;

«MEXIIyHapOJJHOE HENAaTeHTOBaHHOE HAMMCHOBAHME» - HAWMCHOBAHHE JICHCTBYIOIIETO BEUICCTBA,
pEKOMEHI0BaHHOE BceMupHOW opraHu3alyeid 31paBoO0XpaHCHHUS;

«METOJT «B TIOTOKE» - METOJ H3MEPCHHs, NPU KOTOPOM OOpasel] aHATIU3UPYeTCs HEMOCPEICTBEHHO B
TEXHOJIOTUYECKOM ITOTOKE U HE OTOMpAETCs U3 HEro,

«METOJT «BHE IMIOTOKa» - METOJI U3MEPEHUS, IPU KOTOPOM 00pa3erl 0TOMpaeTcsi H3 TEXHOJIOTHIECKOTo MOTOKA
C BO3MOJKHBIM BO3BPAIICHUEM B TEXHOJIOTHYECKUHN TTOTOK;

«METOJT «y TIOTOKa» - METOJ H3MEPEHHUSI, IIPH KOTOPOM 00pa3el] OTOMPAETCsl U3 TEXHOJIOTUYECKOTO TIOTOKA,
W30JIMPYETCSl OT HEr0 U aHAIIM3UPYETCS B HETOCPEACTBEHHOM OJIM30CTH OT MOTOKA;

«MUHHMaJIbHasE JocTaBisieMas mo3a» (minimum delivered dose) - HaumeHbInas pekoMeHIyemas 03a,
yKa3aHHas B WHQpOpPMAIMH O JICKAPCTBEHHOM IIperapare, BBIpaKCHHAs B BEJIWYMHE JIOCTABISCMOH B
OpraHu3M JI03bl;

«MHOT0JI030Basi YIIaKOBKa» - TEPBUYHAs YIIAKOBKAa JIGKAPCTBEHHOIO IIpernapara, KOTopas I03BOJISET
MOCIIEIOBATEIbHO OTOMPATH JI03bI JICKAPCTBEHHOTO Iperapara U3 00LIero KOJINYecTBa 103, COACPIKAIIMXCS
B 9TOM yMakoBKe, HE U3MEHSS MPHU 3TOM 0€30MaCHOCTh, KOHIIEHTPAIIHUIO, KAUeCTBO M MUKPOOHOJIOTHUECKYIO
YHCTOTY OCTaBIIEHCS YaCTH JIEKApCTBEHHOTO Mpemnapara;

«MHOTOILIEHTPOBOE KIIMHUYECKOE UCCIIEIOBAHUE» - KIIMHUYECKOE HCCIEI0BaHNE, POBOAUMOE M0 SIUHOMY
MPOTOKOJIy OoJiee YeM B OJIHOM HCCIIEIOBATENbCKOM IIEHTPE U, COOTBETCTBEHHO, 0OJiee YeM OJIHUM
HCCIeI0BaTeNeM;

«MOIU(PUITMPOBAHHOE BHICBOOOKIEHUE» - MPOIIECC BHICBOOOXKIEHUS (apMaleBTUYECKON CyOCTaHIIMH U3
JIEKapCTBEHHOM ()OPMBI, KOTOPHIH MO100paH MO BPEeMEHHU U (M) MECTY JOKAIM3alluK B OpraHU3Me YelloBeKa
TakuM 00pa3oMm, 4TOOBI OH OOecTeunBal TePaneBTUUECKYIO IIellb MprUeMa JIGKApCTBEHHOTO MpernapaTa uin
y100CTBO €ro JI03UPOBAHUS MIPH YCIOBUH, UTO TaKWE TepareBTUYecKas 1ellb WM yaI00CTBO T03UPOBAHUS HE
MOTYT OBITH JOCTUTHYTHI CTAaHAAPTHBIMHU JIEKAPCTBEHHBIMH (GopMamMH (pacTBOPOM WM JIEKApPCTBEHHOU
dbopMoit ¢ HeMeIUIeHHBIM BBICBOOOXKAeHHEM). K sekapcTBeHHBIM (opMaM ¢ MOAUQPHIIMPOBAHHBIM
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BBICBOOOIK/ICHHEM OTHOCSTCS JICKAPCTBCHHBIC TpErapaThl ¢ OTCPOYCHHBIM M (WIJIM) MPOJOHTUPOBAHHBIM
BBICBOOOIKICHUEM;

«MyTareHHas mpuMech» (mutagenic impurity) - mpumech, NPOSBUBILAS CIIOCOOHOCTh HW3MEHSTH Te-
HETUYECKUI MaTepual B COOTBETCTBYIOIIEM TECTE, HAPUMEP B TECTC Ha OICHKY T'€HHBIX MYyTaIHid Y
OakTepuii;

«HA00p U MPUTOTOBICHUS Panuo(apMaIeBTHIECKOTo JEKapCTBEHHOTO TpernapaTa» - JII000H mpernapar,
KOTOPBIA JIOJDKCH OBITh BOCCTAHOBJICH WMJIM CMEHIAH C PAJAMOHYKIMJAMH JUIS TOJYYEHHS TOTOBOTO K
NPUMEHEHHUIO  paaro(dapManeBTHYSCKOTO JICKAPCTBEHHOTO —Ipenapara, KaK MpaBWio, Tepe] ero
UCII0JIb30BAHUEM;

«HaIUIeXKAIIas JTUCTPUOBIOTOPCKAs MPAKTUKA» - MPAKTUKA, SBISIONIASCS YaCThIO CUCTEMbI O0OCCIICUCHHS
Ka4yecTBa W rapaHTUPYIOIIas COXPaHEHHE KauecTBa JICKAPCTBEHHBIX CPEJICTB HA MPOTSDKEHUU BCEX ATAIOB
e TOCTAaBKH, BKJIIOYAas XpPaHEHHE M TPAHCIOPTUPOBKY, OT TPOU3BOJIUTENS JO CYOBEKTOB,
OCYIIECTBIISIONINX PO3HHUYHYIO PEATH3allUI0 WA OTIYCK HACEICHHIO JIEKAPCTBEHHBIX CPEJCTB, BKIOUAs
OpraHHU3aluK, OCYIIECTBISIONINE MEAUIIUHCKYIO IESITEITbHOCTD;

«HaIUIeXKANass KIMHUYECKas TPAKTHKa» - CBOJ MOJAPOOHBIX STHYSCKMX M HAYYHBIX TpPEOOBaHUH K
TUIAHUPOBAHUIO, TPOBEACHHUIO, peaM3allii, MOHUTOPHHTY, ayIuTy, JOKYMCHTUPOBAHHUIO, aHAIM3y U
MPE/ICTABICHUIO PE3YIbTATOB KIMHUYECKUX MCCIICOBaHUI, 00SCIIeUnBAIOIINX 3aIUTY MTPaB, 0€30MaCHOCTh
1 Oyaromnosrydre cyObeKTOB UCCICIOBAHUI U TIOJTyYCHUE B paMKaxX KIMHUYECKOTO HCCIICIOBAHMS HAISKHBIX
U JIOCTOBEPHBIX JTAHHBIX;

«HAJIeKaass TMpakTHKa (apMakoHAA30pa» - TMPaBHUIIA, PACIPOCTPAHSIONIMECS Ha OCYIIECTBICHUE
JEATeTBHOCTH TI0 (papMaKoHaI30py B ToCyAapcTBax - wieHax Coro3a, pa3pabOTaHHBIE yITOJIHOMOYEHHBIMU
opranamu B cdepe oOpalieHus JIeKapCTBEHHbBIX CPECTB roCyAapcTB - wieHoB Cor03a U 3aHHTEPECOBAHHBIMU
CTOPOHAMH;

«HaIexKanme (hapMaleBTHUECKUE MPAKTHKH B cdepe oOpaiieHus JeKapCTBEHHBIX CPEICTBY» - MpaBUIIA,
pacrpoCTpaHsIONINecs Ha BCE ATalbl OOpalleHus JICKapCTBEHHBIX CPEICTB: HaUIeXkarnas J1adoparopHas
MPaKTHKa, HaJUIeKaasi KIMHHYeCcKasi MPaKkTUKa, Hauie)Kaliasi IpOU3BOJICTBCHHAS TIPAKTHKA, HaJ[IekKAaIIas
IUCTPUOBIOTOPCKAS MPAKTUKA, HAIJIS)KAIIAsl allTeuHas MPaKTHKa, HaJIeKaIlas MpakThKa papMaKoHaa3opa
U IpYTHe NPaKTUKH;

«Ha3aIbHBIN Tpemapar» (nasal product) - nekapcTBEHHBIN MpemnapaT (BKIOYas YCTPOUCTBO JJIsi JOCTABKH
(pacmbliaeHus ), €M MPUMEHHUMO ), 1IEJIEBBIM MECTOM TIOCTYIUICHHS] KOTOPOTO SIBJISIETCSI 00J1acTh HOCA U (HMJTH )
TJIOTKH, TIPA 3TOM OKa3blBaeMoe (apMaKoJOTHUECKOE ICWCTBUE MOXKET OBITh KaK MECTHBIM, TaK W
CHCTEMHBIM;

«HAMMECHOBaHUE JICKAPCTBEHHOH (POPMBI» - CIIOBO HIIU CIIOBOCOUYETAHUE, BEIPAXKAOIIEE SAMHUYHOE IIOHSITHE
0 JICKapCTBEHHOH (hopMe M OTIMYaloNiee ee OT APYrux JekapcTBeHHBIX (opM. COBOKYIHOCTD (TIEpEUCHb)
HAaMMCHOBAHHI JICKAPCTBEHHBIX OPM 00pa3yeT UX HOMEHKIIATYPY;

«HATHBHBIA TPOJYKT HAa OCHOBE JICKAPCTBEHHOTO PACTUTEILHOTO CHIPhs» - Ipernapar Ha OCHOBE Jie-
KapCTBEHHOTO PACTUTEIILHOTO CHIPBS, HE COJCPIKAIINI BCIIOMOTATEIbHBIX BEIECTB, JTAXKE €CIIU B CBSI3U C
TEXHOJIOTUYECKUMHU OTPAaHMUYCHHUSIMH TaKOW Tpernapar Ha OCHOBE JIEKAPCTBEHHOTO PACTHTEIBHOTO ChIPhS
OTCYTCTBYET. MSTKHE M JKHIKUE Ipernaparhl Ha OCHOBE JIGKAPCTBEHHOI'O PACTHUTEIBHOTO CHIPhSI MOTYT
COJIepKaTh HEKOTOPOE KOJIMYECTBO PACTBOPUTEIIS (IKCTPAreHTa);

«HAYaI0 KIMHHYECKOTO MCCIIEJOBAHUS - MEPBOEC JCHCTBHUE M0 BKIFOUCHHIO MOTCHIMAIBHOTO CyObEKTa B
OTIpENeTICHHOE KIMHUYECKOE HCCIEA0BaHNWE, €CITM HMHOE€ He YyKa3aHO B MPOTOKojie (B paMKax
MHCIIEKTHPOBAHMSI MEXIyHAPOJHBIMH OPraHU3alMsIMH ITOHATHIO COOTBETCTBYET TepMUH «start of a clinical
trial»);

«HEa’PO30JBHBIA JJO3WPOBAHHBIN MpenapaT Ui MHTASIHN, «HEa’spO30IbHBINA JTO3UPYIOMINN HHTATSATOPY
(non-pressurised metered dose inhaler) - mpemapat mis WHraasANWA, OPEACTABISIONIAN COOOH BOJHBIN
pacTBOp, CYCIIEH3UIO WA 3MYJIbCUIO, TOCTABISIONINA 103y JUI OJHOKPATHOTO NMPUMEHEHUS 33 OAHO (MM
0oJtee) BBICBOOOXKICHHE C TIOMOIIBIO TOPTaTHBHOTO YCTPOUCTBA ISl TOCTABKH (pacIbLICHNUS ),
«HeOynaiizep» (nebulizer) - wmHramstop, obecneymBaromMii NPeoOpa3oBaHHUE JKUAKOTO JACHCTBYIOLIETO
BEIIECTBA JUIS PAcIbUICHHsI B JAWUCIECPCHIO B Ta30BOM cpele NP MOMOIIH, KaK MPaBUIO, JIEKTPUYECKON
sHeprun. HeOynaiizep nomkeH odecrieunBaTh 00pa3oBaHue AUCIEPCHBIX YaCTHII HOAXOISIIETO pa3Mepa s
JOCTaBKH JCHCTBYIOLIETO BEIIECTBA B JIETKHE;
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«HEJEECTIOCOOHBIN CYOBEKT» - CYOBEKT KIMHHUYECKOTO HWCCICIOBAaHUS, KOTOPBIA IO NpUYMHAM, HE
CBSI3aHHBIM C BO3PAcTOM Jaud WH()OPMHUPOBAHHOTO COTJIACHS HA 3aKOHHBIX OCHOBAHUSX, HE CIIOCOOCH J1aTh
WH()OPMHUPOBAHHOE COTJIACHE B COOTBETCTBHHM C 3aKOHOJATEIHLCTBOM BOBJICUEHHOTO B HCCIICIOBAaHUE
rocyfapctBa - wieHa Coro3a (B paMKax HHCIEKTUPOBAHUS MEXIYHAPOIHBIMU OPraHU3aALUSIMH MOHSATHUIO
COOTBETCTBYET TepMHUH «incapacitated subject»);

HEXeTNaTebHasl peaklus» - HeNmpeIHaMEpeHHas HeOJIaronmpusiTHas peakius OpraHu3Ma, CBsS3aHHas C
MIPUMEHEHHUEM JIEKapCTBEHHOTO (MCCIIeNyeMOoro) mpenapara, mpeanoiarampias HaIuuue, Kak MUHHUMYM,
BO3MO>KHOW B3aMMOCBSI3H C PUMEHEHUEM I1003PEBAEMOT0 JICKAPCTBEHHOTO (MCCIIEyeMOro) Mmpernapara;
HEXEJIATeIbHOE SIBIICHUE» - JII000€ HEOIArompusATHOS M3MEHEHHE B COCTOSIHHH 370POBbsI MAIMCHTA WIIH
CyObCKTa KIMHUYECKOTO UCCIICOBaHMs  (WCIBITaHHS), KOTOPOMY Ha3HAudalcs JICKapCTBEHHBIN
(uccremyemslil) penapar, He3aBUCUMO OT MPUUUHHO-CIICJICTBEHHON CBSI3M C €T0 MPUMEHEHHEM;
«HEUJICHTU(PHUITUPOBAHHAS TIPUMECH» - TPUMECh, OXAPAKTEPU30BAHHAS MCKIIOYUTEIHHO C TOMOIIBIO
KaueCTBCHHBIX AHAJUTUYECKUX CBOWCTB (HAmpuMep, BPEMEHH YIEpKHMBaHUS B XpOMaTOrpapuuecKux
MEeTOJ1ax);

«HE3HAYMMOE u3MeHeHue [A Tumnay - u3MeHeHne, KOTOPoe OKa3bIBAET MUHUMAJILHOE BIIMSHHAE HAa Ka4eCTBO,
6e30macHOCTh U A((HEKTUBHOCTh 3aPETHMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tperapara WM HE OKa3bIBaeT
BOBCE;

«HEe3HaunMoe n3MeHeHue B tunay» - u3aMeHeHue, He moAmnajaroniee noj onpeaeneHus namenenui A, 11
THTIOB U PACIIMPEHUE PErUCTPAIIHH;

«HEWHTEPBEHIIMOHHOE HCCIICIOBAHUE» - KIMHUYECKOE H3YUYCHHE, HE SBISIIONICECS KIMHUYECKUM HC-
cienoBaHreM (B paMKaxX MHCIEKTHUPOBAHUS MEXIYHAPOIHBIMUA OPraHU3AMHUSAMHU TOHSITHIO COOTBETCTBYET
TepMuH «non-interventional study»);

CHEUCCIIeyeMbI JICKapCTBEHHBIN MTpenapary - JICKapCTBEHHBIH MpernapaT SBISIETCS HEUCCIIeTye- MbIM, €CITH
€ro NMPUMEHEHHE B MPOLECCE KIMHUYECKOTO MCCIEN0BaHUS HE SBIIAECTCS HEMOCPEACTBEHHOM LIENIBIO ITOTO
KJIIMHUYECKOTO MCCIIEJOBAHNUS;

«HEMEIJIEHHOE BBICBOOOXKICHHE» - TPOILIECC PACTBOPEHHUS JIEKApPCTBEHHOTO Ipernapara B KEIyI04HO-
KHUILIEYHOM COJIEP>KUMOM 0e3 HaMepeHHs OTCPOUKU UJIH MPOJIOHTAI[MHU €T0 PACTBOPEHUS Ui abcopOruu;
«HEOTJIO)KHOE OTPaHUYECHHE B LIESIX OE30IMaCHOCTI - IPOMEXYTOUHOE U3MEHEHHE YCIOBUN PETUCTPAluU B
CHITY TIOSIBJIEHUS] HOBBIX CBEJICHHI, OTHOCALIUXCS K 0€301acCHOMY IPHUMEHEHUIO JIEKApCTBEHHOTO MIperapara;
«HeTpepbIBHAs Bepu(DUKaILUS MMPOLIeccay - aAIbTEPHATUBHBIN MOAX0]] K BAIUIAIMH Mpoliecca, TP KOTOPOM
MIPOU3BOJICTBEHHBIN IIPOLIECC TOCTOSIHHO KOHTPOJIUPYETCS U OLIEHUBAETCS;

«HEPEKOMEH/I0BAaHHOE NPUMEHEHUE» - HAaMEpPEHHOE HEeHaJIe)kKalee MPUMEHEHHUE JIEKapCTBEHHOTO
npernapara, KOTOpoe He COOTBETCTBYET 0JJ0OPEHHOMY B 00IIIeH XapaKTepUCTUKE JIEKapCTBEHHOTO Mpenapara;
«HETIPEJBUJICHHAsl HE)KeNaTeIbHasl PEakLMs» - HEeXKeNaTelbHasl peakius, XapakTep, CTENEHb TKECTH WIH
UCX0J KOTOPOW HE COOTBETCTBYeT HHGOpMAalUMU B JCHCTBYIOUICH HHCTPYKIUH IO MEIUIUHCKOMY
MIPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara Jubo B Opolope uccieaoBarens i He3aperucTpupoBaHHOTO
JIEKApCTBEHHOTO MpEeTapara;

«HECOBEPILEHHOJIETHUI» - CYOBEKT, KOTOPbIH, B COOTBETCTBHUH C 3aKOHOJATEIIHCTBOM BOBIIEYEHHOTO B
uccienoBaHue rocynapersa - wieHa Corosza, HE JOCTUT Bo3pacTa Jadu WHGOPMHUPOBAHHOTO COTJAcHs Ha
3aKOHHBIX OCHOBaHHUSIX (B paMKax HWHCIEKTUPOBAHUS MEXIYHAPOJIHBIMH OPraHHU3AlUSIMU TOHSITHIO
COOTBETCTBYET TEPMHUH «MINOr»);

«HOBas (apMalleBTUYEeCKasi CYOCTaHIUS», «HOBas MOJICKYIsIpHAs CTPYKTypa» - (apmareBTudeckas
CcyOCTaHIIMsI, CoAepIKaIIasi MOJIEKyy HOBOTO XUMHUYECKOTO BEIIECTBA, OTCYTCTBYIOIIETO B COCTaBE KAKOTO-
00 3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO MpernapaTa, B TOM YHCIie HOBYIO COJIb, 3Hp MU MTPOU3BOTHOE
(c HEKOBaJICHTHOH CBs3bI0) (papMareBTHUECKON CYOCTaHIINU, Pa3pelIeHHON I TPUMEHEHUS;
«HOPMATHUBHBIN TOKYMEHT MO KauecCTBY» - JOKYMEHT, KOTOPHIH yCTaHABIMBAET TPeOOBAaHUS K KOHTPOIIIO
KauecTBa JIEKApCTBEHHOTO MpemnapaTa (cofepxKaimuii crenuuKainio U ONMMCaHNue aHATUTUIECKIX METOIUK
Y UCIBITAaHUN WM CCHUIKA Ha HUX, a TaKK€ COOTBETCTBYIOUIUE KPUTEPUU MPUEMIIEMOCTH JJIsi YKa3aHHBIX
MoKa3aTenel KayecTBa W T. I.) HA OCHOBAHWM IPOBEACHHON 3KCHEPTHU3bI JIEKAPCTBEHHOTO Ipenapara,
YTBEPKIAETCS YIOJHOMOYEHHBIM OPraHOM IPU perucTpanuu Ha Tepputropuu Coro3a u npeaHa3HaueH AJis
KOHTPOJISI KaueCTBa JIEKApCTBEHHOTO Ipenapara B OCTPErUCTPallMOHHBINA Tepro1 Ha Tepputopun Coro3a;
«oOparieHne TeKapCTBEHHBIX CPEACTB» - JAEATEIbHOCTh, BKIIOYAIONIAass B ceOs MpOIecchl pa3paboTKH,
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JTOKITMHUYECKUX HMCCICIOBAHUN, KIMHUYECKHX MCCIEIOBAHUN (MCIBITAHHI), SKCIEPTH3bI, PErHCTpPaIiH,
(bapmakoHa30pa, KOHTPOJIS KauecTBa, MPOU3BOJICTBA, U3TOTOBIICHUS, XPAHEHUS, TPAHCIIOPTUPOBKH, BBO3a
Ha TaMOXeHHyI0 TeppuTopuio Coro3a W BbIBO3a C TaMOXeHHOH Teppuropun Coro3a, MmepeMerieHus c
TEPPUTOPUU OJHOTO TrocynapcTa - wieHa Coro3a Ha TEPPUTOPUH APYrHUX TOocyaapcTB - uieHoB Corosa,
OTITyCKa, pean3allny, epeladn, TPUMEHEHUS, YHUYTOKCHHUS JICKAPCTBEHHBIX CPEICTB;

«oOmIasi XxapakTepuUCTHKa JEKaApCTBEHHOTO MpenapaTra» - AOKYMEHT, YTBEPXKJAeMbIH YIMOJIHOMOYEHHBIM
OopraHoM rocyaapcraa - wieHa Coro3a B COOTBETCTBUU ¢ akTaMu opranoB Co1o3a, coiepKaniii HHPOpMaIuio
JUTSI METUIIMHCKUX paOOTHUKOB 0 O6€30macHOM U 3G (HEeKTHBHOM IPUMEHEHUH JICKAPCTBEHHOTO IIpernapara;
«oOuenpuHsATOe (TPYNIUPOBOYHOE) HAUMEHOBAHHME» - HAaWMMEHOBAaHUE JIGKAPCTBEHHOTO TIIpernapara, He
MMEIOIIETO MEXIYHapOJHOTO HEMAaTeHTOBAHHOIO HAMMEHOBAHMSA, WM HAWUMEHOBAHHE KOMOWHAIUH
JIEKApCTBEHHBIX IMPENapaTroB, HCIOJIb3yeMOe B IENsIX OOBEIMHEHHS WX B TPYNIy MOJ €IWHBIM
HAaMMEHOBAHHMEM MCXO/IS U3 OJMHAKOBOTO KAY€CTBEHHOTO COCTaBa JICHCTBYIONINX BEIIECTB;

«OTITOBAs peaIN3alnsl JIEKAPCTBEHHBIX CPEIICTBY («IUCTPUOBIOIHS) - NESITETLHOCTD, CBSI3aHHAS C 3aKyIIOM
(mpuoOpereHuem), XxpaHeHHEM, BBO30OM (MMIIOPTOM), BBIBO3OM (IKCIIOPTOM), peasin3aluen (3a HCKII0YeHUEM
peann3aly HaceJIeHn o) 0e3 orpaHuIeHUs] 00bEMOB, TPAHCIIOPTUPOBKOW M YHUUTOKECHUEM JICKAPCTBEHHBIX
CpPE/CTB;

«OTIBITHO-TIPOMBIIIJICHHASI CEPHsD» - Cepusl (hapMalleBTHUECKOM CYOCTaHIIMY UM JIEKAPCTBEHHOTO TIpernapara,
MIPOU3BEJICHHAS! Ha MPOMBIIICHHOM 00OpPYJOBaHWU B COOTBETCTBUH C TEXHOJOTHEW, MCTIOIB3yeMOU TpH
MOJIHOMACIITA0HOM CEpUHHOM MPOU3BOACTBE (MJIM TMOCPEACTBOM €€ MojenupoBaHusi). OIbBITHO-
MIPOMBIIIIICHHAST CEPHSI ISl TBEPIIBIX JIEKAPCTBEHHBIX (hOpM JUTsl TipuemMa BHYTPb, KaK MPaBHIIO, COCTABIISIET
He meHee 1/10 o6vema npombinuieHHoi cepuu win 100 000 equHMIl T03UPOBAHHOM JIEKapCTBEHHON (OPMBI
(B 3aBHCUMOCTH OT TOTO, 4TO OOJIBIIIE);

«OpPTaHMYECKOEe MPOU3BOJICTBO» - (hopMa BEACHUS CEIIbCKOTO XO3SHCTBA, B paMKaX KOTOPOW MPOUCXOIIUT
CO3HaTeJIbHAs MUHUMU3ALUs UCIIOJIB30BaHUSI CHHTETUYECKUX YAOOPEHUM, TECTUIINIOB, PETYIITOPOB pOCTa
pacTeHuii, KOPMOBBIX J00ABOK, TE€HETUYECKH MOIU(GUIMPOBAHHBIX OpraHu3MoB. B opranmueckom
MIPOM3BOJICTBE JJISl YBEJIUYEHHUS YpOXKailHOCTH, oOecredeHHs] KYIbTYPHBIX pPACTEHUN DIeMEHTaMu
MHUHEPAJBLHOTO THUTaHUS, OOPHOBI C BpEIUTEISIMH W COPHSIKAMH aKTHBHee mpuMeHseTcs 3hdexT
CeB0O0OOPOTA, OPraHUUYECKUX yIOOPEeHHH (HaBO3a, KOMIIOCTA U JIp.), Pa3IUYHBIX METOIOB 0OPAOOTKH MOYBBI
U T.IL.;

«OpUTMHAJBHBIA JIEKAPCTBEHHBIH TMpenapar» - JIEKapCTBEHHBIM mpernapar ¢ HOBBIM JACHCTBYIOIIMM
BEIIECTBOM, KOTOPBIH ObLIT EPBBIM 3aPETUCTPUPOBAH U pa3MelIeH Ha MUPOBOM (papMalieBTHUECKOM PBIHKE
HAa OCHOBAaHMM PETHCTPAIMOHHOTO JOChE, COJEpP)KAIIEr0 pe3yabTaThl IMOJHBIX JOKIMHHYECKUX
(HEeKIMHUYECKUX) W KIMHUYECKHX HCCIIEJOBaHMMA, MOATBEP)KIAIOUIUX €ro KauyecTBO, Oe30MacHOCTh M
3¢ (HEKTUBHOCTB;

«OTJIO’)KEHHOE (OTCPOYCHHOE) BBICBOOOKICHHME» - BBICBOOOXKICHHE (DapMalleBTHYECKOW CYyOCTAaHIIMU B
MOMEHT BpPEMEHH, HE COBIAIAIONIUI CO BPEMEHEM IOCIIe HEMOCPEACTBEHHOTO MIprUeMa BHYTPb;
«OTKPBIBAEMOCTH (M3BJIEKAEMOCTH)» (recovery) - COOTHOIICHNE MEXTY MOTYYEHHBIM CPETHIUM U UCTUHHBIM
(OMIOPHBIM) 3HAUEHUSMU C YUETOM COOTBETCTBYIOIUX JTOBEPUTEIHHBIX HHTEPBAJIOB;

«opdaHHbIN (peaKuil) JeKapCTBEHHBIM MIpernapar» - JEKapCTBEHHBIN mpenapar, MpeJHa3HAYCHHBIN It
JMArHOCTHKH, STHOMATOTEHETHYECKOr0 HIIM MAaTOTeHETUYECKOTo JeueHUs (JICUCeHHUs, HANpaBICHHOTO Ha
MEXaHU3M pa3BUTHs 3aboseBaHus) ophaHHBIX (peAKHX) 3a00JieBaHUM, YACTOTa KOTOPBIX HE MPEBHIIIACT
oduIMaNTbHO ONPEAETICHHOr0 YPOBHS B rocynapcTse - uwieHe Coro3sa;

«oTMepeHHas 103a» (metered dose) - KOJIMYIECTBO CHCTBYIOIIETO BEMIECTBA, COEPIKAIIEeCs B JO3UPYIOIIEH
KaMepe yCTpOuCcTBa s JOCTABKH (PaCbUICHNUS);

«OTHOCHUTEINbHAS BIYKHOCTHY - OTHOILIIEHUE MapIUaTbHOTO JaBJICHUS MTAPOB BOBI B Ta3e (B MEPBYIO OUepeb,
B BO3/IyX€) K paBHOBECHOMY JIaBJICHHUIO HACHIIIICHHBIX MAPOB MPHU JaHHOU TeMIieparype;

«OTHOIIIEHUE JIEKAPCTBEHHOTO PACTUTENHLHOTO CBHIPhSi K HATUBHOMY IMPOJYKTY HAa OCHOBE JIEKAPCTBEHHOTO
pactutensHOro chipbsi (KOJI uCTUHHBIN)» - OTHOIIEHHE KOJTHYECTBA JIGKAPCTBEHHOTO PACTUTEIHLHOTO CHIPhS
K KOJHMYECTBY TOJIy4aeMOTO HATHBHOTO Tperapara Ha OCHOBE JIEKAPCTBEHHOTO PACTUTEILHOTO CHIPbS.
Yucno (BelpakaeMoe B BUAE (PAKTUYECKOTO [MAla3oHa), YKa3blBaeMoe IMepel] ABOCTOYHMEM, O3HAauyaeT
OTHOCHUTEIIbHOE KOJIMYECTBO JIEKAPCTBEHHOTO PACTUTENBHOTO ChIPbs, a YHCJIO, YKa3blBaeMoe TIO0cIe
JIBOETOYHS, - OTHOCUTEIBHOE KOJMYECTBO MOJyYEHHOTO HaTUBHOTO IpenapaTa Ha OCHOBE JICKApPCTBEHHOTO
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PacTUTENILHOTO CBHIPHS;
«omunOKa TpUMEHEHHs JIEKapCTBEHHOTO MperapaTa» - Jito0as HempeaHamMepeHHas omuOka paboTHHKA
CHCTEMBI 3/[PaBOOXPAHEHUs, TALMEHTA WK TOTPEOUTENS B HA3HAYCHUH, OTITYCKE, JO3UPOBKE MIIM BBEICHUHU
(mpueme) JIeKapCTBEHHOTO IIpenapara;

«TIEpBHYHAST CepUs» - cepusi (papMaleBTUIECKON CyOCTaHIIMM WJIM JICKApCTBEHHOTO Iperapara, KOTopas
UCTIONB3yeTcs B (OPMAIM30BAHHBIX HCCIENOBAHHUIX CTAOMIBHOCTH JUIS YCTAaHOBJICHUS Nepuoaa 0
MOBTOPHBIX HCCIICIOBAHUI WJIM YCTAHOBJIEHUS CPOKa TOJHOCTH M JaHHBIE O CTaOMJIIBHOCTH KOTOPOWU
BKJIIOYAIOTCSL B PETHUCTPAIMOHHOE A0che. OObeM MepBUYHON cepuu Ut (apMalleBTUYECKONH CyOCTaHIIUU
JIOJKEH OBITh HE MEHee 00beMa OTBITHO-TIPOMBINIUIEHHON cepuu. J{Jisl JIeKapCcTBEHHOTO TpenapaTa 00beMbl
2-it wim 3-i cepuM JOJDKHBI OBITH HE MEHEe 0OBEMOB OTIBITHO-TIPOMBIIIICHHBIX CepHid, 00beM 3-i cepumn
MOKET OBITh MEHbBIIE TPU YCIOBHU €€ PENPE3eHTAaTUBHOCTH B OTHOIICHWH KPUTHYECKUX CTaaWi
pou3Bo/icTBa. [lepBUUHBIE CEpHH MOTYT OBITh W IPOMBIIIJICHHBIMU;

«TrepBUYHAsI (BHYTPEHHSISI) YIIAKOBKA - YIIaKOBKA, HETIOCPEACTBEHHO COMPHUKACAIONIASICS C JIEKAPCTBECHHBIM
CPEICTBOM;

«TIEPUOJI 10 TIOBTOPHBIX HMCCIIEOBAHUI - TIEPUOJ IO NMPOBEACHUS MOBTOPHBIX MCCIIEOBAHUH, B TCUCHHE
KOTOPOTO cTabmibHas papMareBTHIecKas CyoOCTaHIIMS COOTBETCTBYET Cienn()UKAIINH Ka4yeCcTBA M IPUTOIHA
JUTSL TIPOM3BO/ICTBA JIEKAPCTBEHHOTO TIperiapaTta mpu cOOI0ICHUH YCIIOBHIA XpaHEH U, 3asIBJICHHBIX B MacTep-
(daiine dapmareBTUUECKOW CYOCTaHIIMH, BKJIIOYEHHOM B PETHUCTPAIMOHHOE JOChE JIEKApPCTBEHHOTO
npemnapara. [1o ucredeHnn STOTO MEproIa cepuro (hapMareBTHIECKOI CyOCTaHIINY, TPEeIHA3HAYCHHYTO JIJIs
WCTIOJIb30BaHUSI B TPOU3BOJICTBE JIEKAPCTBEHHOTO IIperapara, HEOOXOJMMO TOBTOPHO HCCIIEAOBATh Ha
COOTBETCTBUE cCIleUU(UKALMU M 3aTEM He3aMeIMTENbHO HCMob30BaTh. Cepurio (apmaleBTHUECKON
CyOCTaHIIMH JIOIYyCKAeTCsl MCCIEeN0BAaTh MHOTOKPATHO, Pa3HbIE YaCTH CEPHH MOTYT OBITh HCHOJH30BAHBI
Mociie KaX/I0TO TOBTOPHOTO WCCJIENOBAHUS JIO TE€X TOp, MOKa OHU MPOJOJDKAIOT COOTBETCTBOBATH
cnenudukanuu;

«IepUO/I IPUMEHEHNUS JIEKAPCTBEHHOT'O MpenapaTay - epuol, B TCUEHUE KOTOPOTo JOIMyCKaeTCsl IPUMEHSTh
JIEKapCTBEHHBIN Ipernapar B MHOTOJ030BOM YIIaKOBKE IOCJE MEPBOIO BCKPHITHUS MEPBUYHON YIAKOBKHU C
COXpaHEHHEM KadyeCTBa, YCTAHOBIIEHHOTO B CeLU(UKALIIH;

«IEePUONIECKUN 0OHOBIsIEMBIH oTUeT o Oe3omacHocTHY, («IIOOby) - oTueT mys MpeACcTaBICHUS OIEHKH
COOTHOILIEHUS «I10JIb3a - PUCK» JIEKAPCTBEHHOTO IIpenapaTa AepKaTelleM perucTpalioHHOTO Y10CTOBEPEHUS
JIEKapCTBEHHOT'0 Mpenapara B OlpeIe/IeHHbIN IepHoJ BpEMEHU B T€UEHUE TOCTPETUCTPALIIOHHOIO 3Tala;
«IUTaH YIpaBJIEHUs pUCKaMM» - TOJPOOHOE OIMCAHNUE CUCTEMBI YIIPABJICHUS PUCKAMU;

«IOBTOPSIEMOCTh (TPEU3HOHHOCTS, BHYTpH MeToaukH)y» (repeatability (intra-assay precision)) - mpe-
LU3UOHHOCTh METOAMKHM IPU BBHINOJHEHUHM MOBTOPHBIX HCHBITAHUM B OJUHAKOBBIX PabOYMX YCIIOBHUSX
(HarpuMep, OJTHUM U TEM € aHATUTUKOM WM I'PYINION aHAIMTUKOB, HA OJTHOM U TOM K€ 000py10BaHHH, C
OJIHUMHM U TEMU )K€ PEAKTUBAMHU U T. JI.) B TEYEHUE KOPOTKOTO IIPOMEXKYTKA BPEMEHH;

«TIOJITBEPKAAIOLINE HCCIIEAOBAaHUS) - HUCCIEIO0BaHMS, IPOBOJUMBIC Ul OIpPENeJICHUS XapaKTepUCTHK
(OTOCTAaOMIBHOCTH B  CTAHAAPTU3MPOBAHHBIX  YCJIOBUAX, YyCTaHOBIEHHbIX Pemenuem Komnerun
EBpasuiickoit skoHoMuueckoit komuccuu oT 10 mas 2018 r. Ne 69 «OO6 yrBepkaeHun TpeOOBaHHI K
UCCIIEIOBAaHUIO CTaOWJIBHOCTH JIEKAPCTBEHHBIX IpenapaTtoB U  (apMaleBTHUECKUX CyOCTaHLUN»,
@apmaxoneeit Coro3a wiM (apMakonesiMu TOCyJapCTB-wIEHOB. Takue MCCIIENOBAHUS MPOBOIITCS IS
ONpeNeNIeHUuss Mep MPEeJIOCTOPOKHOCTH, TpeOyeMbIX IpU MPOU3BOJACTBE WJIM  HPUTOTOBICHUU
(bapmareBTHUECKONW CyOCTaHIIMM WK pa3pabOTKe COCTaBa JIEKAPCTBEHHOTO MpenapaTa sl YMEHbIICHHS
BO3JICUCTBUSL CBETa, a TaKkXKe HEOOXOJMMOCTH HCIOJb30BaHUS CBETOYCTONYMBOM YMAKOBKM M (MJIH)
CIeUaIbHON MapKHUPOBKH;

«oMMOphU3M» - HaXOXKIEHUWE OJHOW M TOH ke (apMaleBTHUECKOW CyOCTaHIIMM B Pa3IUYHBIX
KpUCTANIMYEeCKUX (opMax, B TOM YHUCIIe B BUJAE NPOAYKTOB COJIbBATallUM WM THUApaTanuu (TCEBIO-
noJMMOpdbI) U aMOPPHBIX (HopM;

«TIOJIYTIPOHUIIAeMbIe YITaKOBKHM (KOHTEHHEpHI)» - KOHTEHHEPHI, KOTOpbIE MO3BOJSIOT MPOHHUKATh pac-
TBOPUTENIO (0OBIYHO BOJIE), HO MPEMATCTBYIOT MOTEPE PACTBOPEHHOTO BELIECTBA;

«TIOPOIIOK JUIsSl MHT AU TO3UPOBAHHBINY, «ITOPOIIOK JUISl MHTAISIIUN, IPEIBAPUTEIBHO JO3UPOBAHHBINY,
«IOPOIIKOBBIA MHTAJISTOp, IpEIBapUTENbHO Ao3upoBaHHbIN» (dry powder inhaler, premetered) -
JIEKapCTBEHHBIHN IpenapaT, CHa0KEHHBIN JO3UPYIOIIUM YCTPOUCTBOM M COJIEPIKAIMi 3apaHee OTMEPEHHOe
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KOJIMYECTBO JCWCTBYIOIIETO BEIIECTBA B BUAE MOPOIIKA, KAaK MPABWIJIO, 3aKIIOYEHHOTO B KarCyJbl WIH
OJMMCTEPHYIO YIIAaKOBKY;

«IIOPOIIOK I MHTaJSIUN JO3UPOBAHHBIM C JTO3HPYIOLIUM YCTPOMCTBOM», «IIOPOLIKOBBIM HWHIAJATOP C
nosupyromuM  ycrpoiictBom» (dry powder inhaler, device-metered) - JekapcTBeHHBIM Tmpemapar,
CoJepXKaluil pe3epByap € MOPOLIKOM, JO3WPYEMBIM Ha OT/AENbHbIE BBICBOOOKICHUS C TOMOIIBIO
yCTpOICTBA /715l JOCTaBKHU (pacIblUICHUs);

«MOTEHIIMAIBHBIA PHUCK» - HEXKEJAaTelIbHOE NOCIEACTBHE (apMaKoTeparuu, B OTHOIIEHHH KOTOPOTO
MUMEIOTCSI OCHOBAHHMSI JUIsl TIOJIO3PEHMIA 10 HAIMYHIO B3aMMOCBSI3U C JICKAPCTBEHHBIM IPETIapaToM, OJHAKO
JaHHAs! B3aMMOCBS3b HAJISKAIIM 00pa3oM He ObLIa MOITBEPKICHA;

«paBUJIBHOCTBY» (accuracy, trueness) - OJU30CTh MEXAY HPUHATHIM HCTUHHBIM (OIOPHBIM) 3HAYEHHUEM U
MOJTy4YeHHBIM 3HAYCHHEM, KOTOpas BRIPAYKACTCS BETMYUHON OTKPHIBAEMOCTH;

«IIPEBAPUTENLHBIA CPOK TOJHOCTH» - CpPOK TOJHOCTH, YCTaHOBJICHHBIH BPEMEHHO Ha OCHOBAHUU
YIIOBJIETBOPUTEIILHBIX PE3yIbTATOB YCKOPEHHBIX HCCIEJIOBAHUA M WMEIOIINUXCS JTAHHBIX JOJITOCPOYHOTO
WCCIIEIOBAaHUS JIEKAPCTBEHHOTO TIpernapaTa B CHCTEME «KOHTEWHEp - YKYMOpKa», MpeJIHa3HAYeHHOU JUIs
peanu3anum;

«IIpeseNT KOJIMYeCTBEHHOro omnpeaeneHus» (quantitation limit) - Haumenbliiee KOJIMYECTBO BEIISCTBA B
o0Opasme, KOTOpO€ MOXKHO KOJMYECTBEHHO ONPEACTHTh C COOTBETCTBYIONIEH MMPENU3HOHHOCTBIO U
MIPAaBHILHOCTHIO;

«tpenen ooHapyxeHus» (detection limit) - HauMeHbIlIee KOJMYECTBO ONPEAEIeMOro BeulecTsa B o0pasiie,
KOTOPOE MOKET OBITh 0OHAPY)KEHO, HO HE00SM3aTeIbHO TOYHO KOJIMYECTBEHHO ONPEICTICHO; IPEACTABUTEID
Jep)KaTeNss PETUCTPAIMOHHOTO  YIOCTOBEPEHUs» - IOPHIMYECKOE JIUIO, 3apEeTHCTPHUPOBAHHOE B
COOTBETCTBUH C 3aKOHOJATEIILCTBOM rocymapcrsa - wieHa Coro3a, WM 000COONIEHHOE IO/pa3/ieeHne
IOPUINYECKOTO JINIA, PACTIONOKEHHBIE Ha TEPPUTOPHH rocydapcTBa - wieHa Coro3a, yrmoJIHOMOYEHHBIC
JiepKaTesieM PEerucTpPalioHHOTO YJOCTOBEPEHMsI Ha BBIMOJIHEHUE JIEHCTBHUI, CBA3aHHBIX C OOpalieHueM
JIEKapCTBEHHBIX CPEJICTB HA TEPPUTOPHUH rocyaapcTna - wieHa Coro3a;

«IpeKypcop  panno¢apMaleBTUUECKOTO JIEKApCTBEHHOTO Mpemnapara» - paauodapManeBTUUYEeCKHi
JIEKApCTBEHHBIM TperapaT, MPEICTaBIAIONINA COO0W paTuOHYKIW, MpEeAHA3HAYCHHBIN IJI1 BBEACHHS
PaZAMoaKTUBHON METKH B IPYro€ BEIECTBO;

«rpernapar uis uHransnui» (inhalation product) - nmexapCTBEHHBIN Mpermapar B TBEPAOW HIIM KHIKON
JeKapCcTBEeHHOU (opMe, NMpeAHa3HAUYCHHBIN /Ul BBEJICHUS B JIETKUE JCHCTBYIOIIMX BEIIECTB B BUJE M1apOB
WIM JUCIIEPCUM TBEPAbIX MU JKUIKAX YACTHUI] B Ta30BOM Cpele C IeJbl0 IMOJyYeHUS MECTHOTO WU
cucteMHoOro ¢ dexra;

«rpernapar KpOBU» - JIEKAPCTBEHHBIN IpernapaTr, IPOU3BEIEHHBIH MPOMBIIUIEHHBIM CHOCOO0M U3
KOMIIOHEHTOB KpOBH uenoBeka. K mpemapatam KpoBH OTHOCATCS B TOM YHUCIE albOyMHHBI, (haKTOPbI
CBEPTHIBAHUS KPOBU U UMMYHOTJIOOYJIMHBI YEJIOBEYECKOTO MTPOUCXOXKICHUS;

«IPEIM3UOHHOCTHY (Precision) - BeipaxkeHue OJK30CTH (CTEEHH Pa3dpoca) pe3yabTaToB (3HAYCHUI) MEKTY
CepUsMHU U3MEPEHUIl, TPOBEICHHBIX HA MHOKECTBE MPO0, B3ATHIX U3 OJHON U TOH K€ O THOPOIHOM MPOOHI, B
MPEANUCAaHHBIX METOIUKOM YCIIOBUSX;

«MIPUOCTAHOBKA KJIMHUYECKOTO MCCIEAOBAHUA» - MPEKpallleHne MPOBEICHUS KIIMHUYECKOTO UCCIICOBaHUS
10 WHHUIMATUBE YMOJHOMOYEHHOIO opraHa rocygapcrsa - uieHa Coro3a (B paMKax HHCIEKTHPOBAHUS
MEKIYHAPOIHBIMU OPraHU3aIMsIMHU MOHATHIO COOTBETCTBYET TepMuUH «suspension of a clinical trial»);
«IPOAYKT Jerpaianuu (MpOayKT pasiokKeHHs)» - MOJIEKyla, 00pa3yromascsi BCIEJICTBHE XUMHUYECKOTO
U3MEHEHMs] MOJIEKYJbl (hapMalleBTHUECKOM cyOCTaHIMM CO BpeMeHeM U (WiM) NOJ BO3JeicTBHEM
OCBEIICHHUs, Temreparypsl, pH, Bi1aru u T.4. Wi NpU B3aUMOJIEHCTBUU C BCIIOMOTaTeIbHBIM BEIIECTBOM U
(uM) cUCTeMOM yrakoBKH (YKYTIOPKH);

«IIPOEKTHOE MOJIe» - MHOTOMEpHas KOMOWHAIMsS M B3aUMOJIEWCTBUE BXOJHBIX MEPEMEHHBIX (Hampumep,
noka3zaTesieil kauecTBa MaTepHalloB) U MapaMeTpOB Mpoliecca, MOATBEPAUBIINE CIOCOOHOCTh 00ECTIEUnBaATh
Ka4yecTBO MpoaykTa. PaboTta B mpenenax mMpoeKTHOTO MOJIsl He pacCMaTpUBAeTCs Kak U3MeHeHue. Boixon 3a
IIpeIeNbl MPOEKTHOTO TOJISI CYUTACTCA U3MEHEHHEM U OOBIYHO TpeOyeT YTBEpXkKAECHUS U3MEHEHUH MOocie UxX
COTJIACOBAHUS C YIOJHOMOYEHHBIM OpraHoM. lIpoekTHoe mojie mpeiaraercss JUIOM, KOTOpO€ MOJaeT
3afBJICHHME Ha PETHCTPAlMI0 JIEKapCTBEHHOIO INpenapara, M IMOJUIEKHUT OLEHKE U YTBEpPXKIACHUIO
YTIOJITHOMOYEHHBIM OPTr'aHOM;
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«IIPOU3BOAMTENb JIEKAPCTBEHHBIX CPEACTBY» - OpPraHM3alus, OCYHIECTBISIOMAs JESITEIbHOCTh TI0
MIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB M MMEIONIAs pa3pelleHne (JUIEH3HUI0) Ha TaKOH BUJ IS TEbHOCTH,
BBIJIAaHHOE YIOJTHOMOYEHHBIM OPTraHOM CTPaHbBI-TIPOU3BOIUTENS;

«IIPOU3BOJCTBEHHAS IUIOIIAJKA» - TEPPUTOPHAIBHO O000COOJCHHBIN KOMIUIEKC TPOU3BOIAMUTENS Jie-
KapCTBEHHBIX CPEJICTB, IPEIHA3HAUYCHHBIH IS BBIMIOJHEHHUS BCETO MPOIIECCca MPON3BO/ICTBA JICKAPCTBEHHBIX
CpPE/CTB WJIH €T0 OTPEACTICHHON CTaInu, BKIIIOYAs IPOMEXKYTOUHBIE CTaIMU M KOHTPOJIb KaueCTBa;
«IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTBY» - NESITEIBHOCTh MO IMPOU3BOJCTBY JICKAPCTBEHHBIX CPENICTB
MIPOU3BOIUTEISIMU JICKAPCTBEHHBIX CPEJICTB HA OJHOW CTaJMH, HECKOJBKHX WJIM BCEX CTAIUsIX Ipolecca
MIPOU3BO/ICTBA, & TAKXKE 10 XPAHEHHIO M PEaTH3aliy IPOU3BEACHHBIX JICKAPCTBEHHBIX CPEJICTB;
«Ipokaykay (pumping) - mpolecc 3aroJHEHHS JEKApCTBEHHBIM IpEnapaToM YCTPOWCTBA ISl JOCTaBKU
(pacnblieHus ), BXOJSIIETO B CUCTEMY YIIAKOBKHU (YKYIIOPKH), ITYTEM MOCJIEI0BATENbHBIX BEICBOOOKICHHI;
«IIPOJIOHTHPOBAHHOE BBICBOOOXKICHUE» - MPOIECC BHICBOOOXKIEHUS (apMaIleBTHUECKONW CyOCTaHIIMM Ha
MPOTSHKEHUH [UTUTEBHOTO TIEPHO/Ia TIOCIIE BBEACHUS;

«IPOMEXYTOYHAas (BHYTpUIabopaTopHas) MPEeU3UnOHHOCTEY (intermediate precision) - BIUSHUE BapHaIHil
BHYTpH JlabopaTopuu (pasHble IHU, pa3Hble aHAJIUTHKH, pa3HOe 000pyJ0BaHUE, pa3Hble cepuu (TMapTHH)
PEaKTHBOB U T. J.) Ha Pe3yIbTaThl UCIBITAHUI WIECHTHYHBIX 00pa3loB, OTOOPAaHHBIX M3 OIHOHN M TOH ke
cepuu;

«ITPOMEKYTOYHAS YITAKOBKa) - YITAKOBKA, B KOTOPYIO MOXET ObITh TIOMEIIeHa MTEPBUYHAS YITAKOBKA C IIEITBI0
JOTIOJTHUTEIHPHON 3aIUTHl JICKAPCTBEHHOTO TMIperapara MM HCXOIs M3 OCOOSHHOCTeH MpHMEHEHHS
JIEKApCTBEHHOTO TIpeTapara;

«ITPOMEKYTOYHBIC HCCIIEIOBAHUS» - UCCIIEIOBAHMS, MPoBoANMEIE TIpu Temrneparype 30 °C u oTHOCUTEThHOMH
BJIQKHOCTH 65 MPOIIEHTOB, HANIPABJICHHBIC HA YMEPEHHOE MOBBIIICHHE CKOPOCTH XUMHUYECKON JIerpalaliiy
Wi GU3MUECKUX W3MEHEHHH (papManeBTHYeCKOW CyOCTaHIIMU WIIM JISKapCTBEHHOTO IMperapara, KOTOphIe
IJIAHUPYETCS TOJITOCPOYHO XPaHHUTh MpH Temreparype 25 °C;

«IIPOMBILUIEHHAsT cepus» - cepus (papManeBTUYECKON CyOCTaHIMU WIM JISKapCTBEHHOTO Ipernapara
IPOMBIIIICHHOTO MacuiTaba, NPOM3BEAECHHAas B IPOU3BOJCTBEHHOM IOMELIEHUHM C MHCIOJIb30BAHUEM
IIPOU3BOJICTBEHHOTO 00OPYIOBaHMs TaK, KaK 3TO YKa3aHO B PErHCTPALMOHHOM JI0ChE JIEKapCTBEHHOI'O
npernapara;

«IIPOTOKOJ KIMHUYECKOTO HCCIEIOBAaHMUS» - JOKYMEHT, OINUCHIBAIOIIMN LENH, AU3aiH, METOOJIOTHIO,
CTaTUCTHYECKHE METOJAbl U OPraHU3aLUI0 HcciefnoBaHus. [IoMUMO 3TOro mpoTOKOJ OOBIYHO COAEPIKUT
IIOJIydeHHbIE paHee JaHHble U OOOCHOBAHME HCCIENOBaHMs, OJHAKO 3Ta HMH(OpMaIUs MOXET ObITh
IIPEJCTABICHA U B JPYTrUX JOKYMEHTaxX, Ha KOTOpPbIE CChUIAETCS MPOTOKOJ UCCIIEAOBAHUS, a TAKXKE MHYIO
HEO0O0X0MMYI0 UH(OPMAITHIO;

«panuodapManeBTUYECKUi JIEKAapCTBEHHBIM Ipernapar» - JIEKapCTBEHHBIM Ipernapar, COAEp)Kalluid B
TOTOBOM JJIsl IPUMEHEHHUSI COCTOSIHUU OJIUH MJIM HECKOJIBKO PAJUOHYKINI0B (paAlOaKTUBHBIX H30TOIIOB) B
Ka4yecTBe JACHCTBYIOLIETO BEIECTBA WIIM B COCTaBE JEMCTBYIOLIETO BEIIECTBA;

«paHHEe NpeKpallleHHe KIMHUYECKOTO HCCIEA0BaHMUs» - JOCPOYHOE 3aBEplIeHUE KIMHUYECKOTO HC-
ClIeZIOBaHUS N0 JH0OOM NpUYMHE 10 BBIOJHEHUS YCIOBMM, yKa3aHHBIX B IPOTOKOJE (B paMKax HH-
CIIEKTUPOBAHUS MEXYHApOAHBIMU OPraHU3aALUSAMH TOHATHIO COOTBETCTBYET TepMHUH «early termination of
a clinical trial»);

«pacTBOPUTENIb» - HEOpraHuyeckas WM OpraHWYecKas XHJIKOCTb, HCIOJb3yeMas B KauyecTBE CpEIbl
(HocuTeNs) Ui MPUTOTOBJIEHUS PACTBOPOB U CYCIIEH3MM MU CHHTE3€e (hapMalleBTUUECKON CyOCTaHIIMU WU
MIPOU3BO/ICTBE JIEKAPCTBEHHOI'O IpenapaTa;

«pactuTenbHas (apmalneBTUUecKas cyOcTaHLus (TpernapaT Ha OCHOBE JIEKAPCTBEHHOI'O PACTUTEIHHOTO
ceipesi)» (herbal preparation) - cyOcranums, monydaemas mociie 0OpaOOTKH pPACTUTENBHOTO CHIPbS C
MIOMOIIBIO TaKUX METO/OB, KaK OAKCTPaKIUs, AUCTHUIALHUSA, OTXKHUM, (pakIHMOHUPOBAHHUE, OUHMCTKA,
KOHIIeHTpUpoBaHue M ¢epmeHTtanus. K TakuM cyOCTaHLUSAM OTHOCSTCS MEJIKOU3MENbUYeH- HOE WM
MOPOIIKOOOPAa3HOE PACTUTENBHOE ChIPbE, HACTOMKH, 3KCTPAaKThl, 3(QUpHBIE Maciia, OTXKaTble COKH H
00paboTaHHbBIE BBITSIKKH;

«pacturensHble Yam» (herbal teas) - cBexxenpuroToBeHHBIE BOAHBIC U3BIICUSHHUS U3 OJHOTO MITH HECKOJIBKHX
BUJIOB JIEKAPCTBEHHOTO PACTUTENLHOTO ChIPhbS, TOJyYEHHBbIE IyTEM 3aBapHBaHMs, HACTAWBAHUS WU
BbIMauuBaHMs. PacTuTenbHbIE YaW, KaK MPaBUJIO, MOCTABIISAIOTCS B HepacdacoBaHHOU (opme mim
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pacdacoBaHHBIMH B carle;

«pacUIMpPEHHBIN MOAX0» - TMOAXO0/ K pa3paboTKe Mpolecca Ha OCHOBE HMCIIOJIb30BaHUS HAYYHBIX 3HAHUM,
pe3ynbTaTOB UCCIIEAOBAHUM U OLIEHKH PUCKOB JIJIsl BHISIBIICHUS] M IOHUMAHUS XapaKTEePUCTUK MAaTEPUAIIOB U
[IapaMeTpoB Ipolecca, BIUAIOMUX Ha KPUTHUUECKUE [TOKA3aTENN KAadecTBa MPOAYKTA; «palemMaT» - CMECh
(TBepmasi, kuuKasi, Tra3zoo0pa3Has) WM PACTBOP HIKBUMOJIAPHBIX KOJWYECTB JBYX HSHaHTHOMepoB. He
o0ajaeT ONTUYECKON aKTUBHOCTBIO;

«PETUCTPALIMOHHOE JI0ChE» - KOMIUIEKT JOKYMEHTOB (B TOM 4YHCIIE 3asBJICHUE) YCTAaHOBJIEHHOI'O CO-
JEp>KaHusl, B COOTBETCTBHM C IMpaBUJIAMU PETUCTPAIlMU U JKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB ISt
MEJIULHUHCKOIO IIPUMEHEHHUs, YTBEPKJAaeMbIMH EBpa3WiiCKOM 3KOHOMHMYECKOM KOMHUCCHEH, IIpen-
CTaBJISIEMBIN JUIsI TIPOBENIEHUS MPOLEIYP, CBA3AHHBIX C PETUCTpAIMEH, MOITBEPKIACHUEM PETUCTPAIlUU
(mepepeructpaiyeit) JIeKapCTBEHHOTO Mpenapara;

«PETUCTPALIMOHHOE Y0CTOBEPEHNUE JIEKAPCTBEHHOTO MIpenapaTa» - TOKyMEHT €MHON (OpPMBI, BbI1aBa€MbIi
YIOJHOMOYEHHBIM OpraHoM rocynapcrsa - uwieHa Coro3a, NOATBEpPXKIAIOMIMK (akT perucrpanuu
JIEKApCTBEHHOTO Tpernapara W SBISIONUNACA pPa3pelIeHueM i €ro MEAMIIMHCKOTO TPUMEHEHHS Ha
TEpPUTOPUH TocynapceTa - wieHa Coro3a;

«PETUCTPALIMOHHBIN HOMEpP» - KOJ0BO€ 0003Ha4YeHHE, NMPHUCBaMBAEMOE JIEKAPCTBEHHOMY IMpenapary Io
(akTy perucTpaluuy Ha TEppUTOPHH rocyaapcTaa - uieHa Corosa;

«perucTpanusi JEKapcTBEHHOIO Mpernapara» - MpoLecc MOIY4YeHUsI pa3pelieHuss A METUIUHCKOTO
MIPUMEHEHHSI JIEKapCTBEHHOTO IpernapaTa Ha TEPPUTOPUU OJHOTO WM HECKOJBKUX TOCYNapCTB - YJICHOB
Coro3a, OCyIIECTBIIIEMbIII B COOTBETCTBUHU C MpaBUJIAMH PErHCTPAllMM M SKCIEPTHU3bl JIEKAPCTBEHHBIX
CPEACTB JUIsl MEIUIIMHCKOTO TPUMEHEHUS, YTBEPKIAEMbIMU EBpa3uiickoil 5JKOHOMUYECKO KOMUCCHUEN;
«pecriupabenbHas (paxius», «Mmacca MmenkoaucnepcHsix dactuipy (fine particle mass) - kommuectBo
JEHUCTBYIOIIETO BEIMIECTBA, MPEANOIOKHUTEIIFHO IPOHUKAIOIIEE B JIETKHE BO BPEMsI MHTAJISIIUN (9aCTHUIIBI C
TUAMETPOM MPUOTU3UTETHHO OT 1 10 5 MKM);

«pedepeHTHOE TOCYIapCTBO» - rocyaapcTBo - wieH Coro3a, OCYIIECTBISIONIEe MOATOTOBKY AKCIEPTHOIO
oT4eTa 00 oleHKe 0e30macHOCTH, Y(PPEKTUBHOCTH M Ka4eCTBa JICKAPCTBEHHOTO Tpernapara Ha OCHOBAHUH
9KCIEPTU3Bl JIEKAPCTBEHHOIO IpernapaTa B COOTBETCTBUU C TMpPaBUJIAMHU PETUCTPALUU M HKCHEPTU3BI
JIEKapCTBEHHBIX CPEJICTB ISl MEIMIIMHCKOTO MTPUMEHEHUS, YTBEPKIaeMbIMU EBpa3suiickoil 5KOHOMHYECKON
KOMUCCHEH;

«pedepeHTHBII JIeKapCTBEHHBIHN Mpenapar - JIeKapCTBEeHHbIN Mpenapar, KOTOPbI HCIOIb3YeTCs B KaueCTBE
mpernapaTa CpaBHEHHSI M SIBJISIETCS 3TajJOHOM, IO KOTOPOMY OIpENeNsitoTcsl (HOPMHUPYIOTCS) CBOICTBa
JIEKapCTBEHHOI'0 Ipernapara;

«pelentT Ha JIeKapCTBEHHBIM Mpenapar» - Ha3HayeHHe JICKapCTBEHHOIO Ipernapara, BbIJAHHOE CIie-
UATKCTOM, YIOJIHOMOYEHHBIM OCYILIECTBISAThH TaKYIO JESTEIbHOCTB;

«PUCKH, CBSI3aHHBIEC C MPUMEHEHUEM JIEKAPCTBEHHOTO Ipenaparay - J000i pUCK, CBSI3aHHBINA C Ka4eCTBOM,
0€30MmacHOCThIO WK 3((HEKTUBHOCTHIO JIEKAPCTBEHHOTO Mpernapara o OTHOMICHUIO K 3JJ0POBbIO MAIIUEHTOB
WJIM HACeJICHUSI UJIH JII000M PHUCK, BEAYIIUHN K HeXeIaTelIbHOMY BO3JICHCTBUIO HA OKPYXKAIOIIYIO CPENY;
«pYTUHHAS KIMHUYECKas MPAKTUKa» - PEKUM MIPUMEHEHUs, KOTOPOMY OOBIKHOBEHHO CIIEAYIOT /IS JICUCHHUS,
MpEeIOTBPAIlEHUS] WM JUArHOCTHKU 3a00JieBaHUS WM pAcCTpoiicTBa (B paMKax HHCIEKTHPOBAHUS
MEKYHAPOAHBIMU OPraHU3aIMsIMHU MOHATHIO COOTBETCTBYET TepMuH «normal clinical practice»);

«cepuisi JIGKAPCTBEHHOTO CPEICTBA» - OMNpEAeNIeHHOE KOJIUYECTBO HCXOIHOTO CHIPhS, YMAaKOBOYHBIX
MaTepHuaIoB WM NPOAYKIMHU, TOJBEpraeMbix 00paboTKe B OJHOM WM B pAlE MOCIEAOBATEIbHBIX
TEXHOJIOTHYECKHX MPOIIECCOB TAKMM 00pa3oM, UTOOBI 00ecTiedrBaTh OJTHOPOIHOCTD MPOTYKIIHH;

«CepuH, TOJIBEpraeMble HCCIEIOBAHUSAM CTA0MIBHOCTH B COOTBETCTBHHM C 0O0S3aTENILCTBOM» - IMPO-
MBIIIJICHHBIE Cepur (apMaleBTUYECKON CyOCTaHIIMU WM JIGKAPCTBEHHOTO TMpermapaTa, HCCIeT0BaHUS
CTaOMJIBHOCTH KOTOPBIX HAYaThl WM OKOHYEHBI MOCJIE PETUCTPALMU B COOTBETCTBUU C 00S3aTENBCTBOM,
B3STHIM Ha ce0s 3asBUTEIEM BO BpeMs IIPOBEJCHHUs MIPOLIEyp B COOTBETCTBUH ¢ [IpaBunamu perucrpanuu u
AKCIIEPTHU3bl JIEKAPCTBEHHBIX CPEJICTB M YKA3aHHBIM B PETUCTPALIMOHHOM JIOChE; «CEPUU C MPEIEIbHBIM
COJIEpKAHUEM» - CEpPUHU, COOTBETCTBYIOIIME NPEANOIaraéMoMy BEpPXHEMY WM HIDKHEMY NIpeneny
crnenu(UKaMK  BBICBOOOXKIEHUS IN  VItr0, KoTopas COCTaBJeHa Ha OCHOBAaHUU OIKMCAHHOTO
MPOU3BOJICTBEHHOTO MpOIecca IMyTeM YCTAHOBJIEHUS €ro MapaMeTpoB B JMAla30HE MAaKCUMaJIbHOMN
BapuabeIbHOCTH, OKUIAEMOH TI0 Pe3yIbTaTaM UCCIIEIOBAHUH 110 BaJHIAI[UU MPOIIecca;
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«Cepbe3Hasi HEeXeNaTelbHAs peaklus» - HeKelaTelnbHas peakuus, KOTopas MPHBOAUT K CMEPTH,
MPEJCTaBISCT Yrpo3y U KHU3HU, TPeOyeT TrOCIUTATU3alMK MAIeHTa WM €€ MpPOJUICHUs, PUBOIUT K
CTOHKOM MO0 BBIPA)KEHHON HETPYIOCIOCOOHOCTH WJIM MHBAIMIHOCTH, K BPOXKJICHHBIM aHOMAIHUAM WU
MOpOKaM  pa3BUTHs, TpeOyeT MEIUIIMHCKOTO BMEMIATeNbCTBA IS NPEAOTBPALICHUS  Pa3BUTHUA
MEPEYHCICHHBIX cocTOsIHUM. JI100as HenpeaHaMepeHHas 1moJo3peBaeMas nepeaadya yepes JeKapCTBEHHBIN
npernapaT HHPEKIIMOHHOTO areHTa TaKKe CIYMTACTCS CEPhe3HON HEXKEIIATSIIbHON peaKInei;

«cucTema yrnakoBku (YKyrmopku)» (container closure system) -COBOKYIMHOCTb YITAKOBOYHBIX M YKYIIOPOYHBIX
KOMIIOHEHTOB, KOTOpBIE 3aKJIIOYAIOT B ce0sl JICKapCTBEHHYIO (OpPMY M 3aAIIMLIAIOT €€, a TaKKe MOTYT
HCII0JIb30BATHCA B KAUECTBE YCTPONCTBA AJIsl AOCTABKU (pacIbUICHUS);

«cucreMa (hapMakoHaI30pa» - CUCTEMa, OpraHu3yeMasi JepKaTesIMA PETUCTPAIIMOHHBIX YIOCTOBEPEHUH U
HAIIMOHAJIEHBIMHU PETYJISITOPHBIMU OpraHaMH JUTsl BBITIOJTHEHUS 3a/1a4 U 00s13aHHOCTEH 10 (papmMakoHaI30py,
npeaHa3HauYeHHAs ISl KOHTPOJIST O€30MacHOCTH JIEKaPCTBEHHBIX MPENapaToB, CBOEBPEMEHHOTO BEISBICHUS
BCEX M3MEHEHHWH B OIICHKE COOTHOIICHHUS «IIO0JIb3a - PUCK» JICKAPCTBEHHBIX IPENaparoB, pa3padOTKH U
BHEAPEHHS MEp 10 00ECTIEYCHUIO TPUMEHEHHS JISKAPCTBEHHBIX MPETapaToB MPH MPEBBIIICHUN TTOJIb3bI Hal
PHUCKOM;

«crefcep» - BCIIOMOTaTelbHOE YCTPOMCTBO MJIsl MHTAJIALUMN, MpeICTaBistoniee co00M MpOMEKYyTOYHBIN
pe3epByap /1l BBICBOOOKICHHOTO TTperiapara sl WHTaJISIHIA;

«cnenudukanus» - mepedeHpb Moka3aresei KauecTBa, CChUIOK Ha aHAJTUTUYECKAE METOINKH U UCTIBITAHUS H
HOPMBI, TIPEJICTABIISIONINE COO0 YncIieHHbIe (KOJIMYECTBEHHBIC) TPEIEIbl, THAa30Hbl U IPOUNe KPUTSPUHT
IUTsl yKa3aHHBIX TIOKa3aTesel KauecTBa;

«cnenu(uKanus Ha BBITYCK», «CIIEIU(HUKAINS PU BBIITYCKE» - IEPEYCHb MOKa3aTellell KayecTBa, METOI0B
WX OTpEACICHUS W KPUTEPUEB NPUEMIIEMOCTH, C TIOMOIIBI0 KOTOPBIX OIPEeNseTcsl KadecTBO
JIEKapCTBEHHOTO Tpernapara Ha MOMEHT BBIITYCKa;

«cnenuduKanus Ha CPOK TOJHOCTH (CPOK XpaHEHHs)» - MEpedYeHb IMOKa3aTeNel KauyecTBa, METOJOB HX
OTIpENIENICHUs] W KPHUTEPHUEB TNPUEMIIEMOCTH, KOTOPHIM JOJDKHBI COOTBETCTBOBAThH (hapMareBTHUECKAs
CyOCTaHIIHsI MITH JICKApCTBEHHBIH Mperapar B TCUCHHE CPOKa UX T'OTHOCTH;

«cnenuduurocts»  (Specificity) - cmocoOHOCTh aHANIUTHYECKON METOMUMKH OJHO3HAYHO OIICHUBATH
oTpesieNnsieMoe BEIIECTBO HE3aBUCHMO OT JPYTUX BEIIECTB (IIPUMECH, MPOAYKTHI JErpajallii, BCIIO-
MoraTeJIbHbIC BEIEeCTBa, MaTpuIla (Cpeaa) u JIp.), MPUCYTCTBYIOIIHNX B HCTIBITYEMOM 00pasIie;
«cnenu(pUIHOe HUCTBITAHUEY» - HCIBITAHUE, CUYUTAIONICECS NMPUMEHHMBIM B OTHOIICHHH OTPEACICHHBIX
(bapManeBTHYECKIX CYOCTaHIIHMIA U (MITH) OTIPEICIICHHBIX JICKAPCTBEHHBIX MPENapaToB B 3aBUCUMOCTH OT MX
0COOEHHOCTEH M (MJIN) IIEJICBOTr0 Ha3HAYCHUS,

«cnpei» (spray) - Oosiee TpyOOMCTIEpCHAs CUCTEMA TI0 CPAaBHEHHIO C a’p030JIeM, KOTOpasi HE COICPIKUT
MPONEIUICHTa M BBICBOOOXICHUE COJICP)KUMOTO KOTOPOW MPOMCXOJUT 3a CYET JaBIICHHS BO3IyXa,
CO3/IaBa€MOT0 C TMOMOIIbI0 MEXaHUYECKOTO PACHBUIMTENSI HACOCHOTO THUIA WJIHM MPH CXKATUHU TIOJIMMEPHOM
YIaKOBKU;

«cupeil Ha3albHBIN J03MpOBaHHBI» (non-pressurised metered dose nasal spray) - crpeit wis Ha3aIbHOTO
MPUMEHEHHUSI, TPECTABISIONINNA COOON BOJHBIA PACTBOP, CYCIICH3UIO UM SMYJIbCHIO, TOCTABJISIONIHNA 103y
JUIsl OJTHOKPATHOTO MPUMEHEHUS 3a 0J1HO (Win OoJiee) BRICBOOOXKICHHCE;

«CPOK TOIHOCTH», «CPOK XPaHCHHS» - NEPUOJ, B TEYCHUE KOTOPOTO JICKAPCTBEHHBIN IMperapar JA0JKEH
COOTBETCTBOBATH CICIU(DUKAIINY ITPH HAJUISKAIIEM XPAHEHUH B YCIOBUSX, YKa3aHHBIX Ha YIIAKOBKE;
«cTabuibHas cyOcTaHIMA» - (papMmaleBTUYecKas CyOCTaHIIMS, COOTBETCTBYIOIAs CreHUUKAIMM TpU €e
XpaHeHuu npu temmeparype 25 °C u oTHocuTenbHOM BinaxHocTH 60 nmpoueHToB uiau npu temneparype 30
°C u oTHOCHTENbHOH BiakHOCTH 60 mporieHToB (65 MpoIeHTOB) B TeueHHe 2 JIET, a TAK)Ke P TeMIIepaType
40 °C u OTHOCUTENBFHOHN BIXXHOCTH 75 MPOILIEHTOB B TEUEHHE 6 MECSIIEB;

«CTaHJApTHBIA oOpa3elnl (CTaHAApPTHBIM MaTepuai)» - BEIIECTBO, HCIOJb3yeMOE B KauecTBe CTaHJapTa
(3TasI0OHa) IPU KOJMYECTBEHHOM OTPEAETICHNH, UJICHTU(UKALIMY UM UCTIBITAHUU HA YUCTOTY;
«CTAaTUCTHUYECKUE MOMEHTBI» - MapaMeTphl, ONMUCHIBAIOLINE XaPAaKTEPUCTUKH 3aBUCUMOCTH KOHIIEHTPALIUU
JICWCTBYIOIIETO BEIIECTBa B IJIa3Me€ OT BPeMEHH (IUIOIIajb, CPEAHEE BpeMs YICpKHUBAHHUS U JTUCTIEPCHS
CpEIHEro BPeMEHH YAEP)KUBaHUS) U CKOPOCTh IKCKPEIH €r0 C MOYOii;

«CTaHJAPTHBIA oOpaszern» - HIASHTU(GUIUPOBAHHOE OJHOPOJHOE BELIECTBO MJIM CMECh BEUIECTB,
NpeJHa3HAYeHHbIE JUIsl UCIOJIb30BAHUS B XUMUUECKUX, (PU3UUECKUX U OMOJIOTMYECKHX HCCIEIOBAHUAX, B
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KOTOPBIX HMX CBOWCTBA CPAaBHUBAIOTCS CO CBOMCTBAMH HCCIEAYEeMOIO JIEKAPCTBEHHOTO CpPEICTBA, H
oOajaronue 10CTaTOYHOM sl COOTBETCTBYIOIIETO IIPUMEHEHUS CTENICHBIO YUCTOTHI;

«CTpaHa permoHa MeXIyHapOoJHOIO COBETa M0 FapMOHM3ALMU TEXHHUUYECKUX TPEOOBAHUN K PETUCTpAINH
JICKApCTBEHHBIX TMPENapaToB Ul MEIUIMHCKOro mnpumeHeHus (MexayHaponHOW KoH(EpeHIUH 1o
TapMOHHU3ALUHN TEXHUYECKUX TPeOOBAHMI K PEruCTpaIiy JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO
npumenenus, |CH)» - rocymapcTBo, TpeOOBaHUS K PErHCTPALMU JIEKAPCTBEHHBIX CPEJCTB HA TEPPUTOPUHN
KOTOPOTO PEryJUpPYIOTCS YHOJHOMOYEHHBIM OpraHoM, craBmmM yupeautesiem (Founding Regulatory
Member) wiu noctosuuasiM wieHoMm (Standing Regulatory Member) MexayHapoaHoro coBeTa IO
rapMOHHU3ALUHN TEXHHYECKHX TPEeOOBAHUH K JICKAPCTBEHHBIM CPEACTBAM JUIi MEAMIMHCKOTO NMPUMEHEHHS
(International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use);
«CTpaTerusi KOHTPOJISD - TUIAHUPYEMBIH KOMIUIEKC 3JIEMEHTOB KOHTPOJIS, pa3pabOTaHHBIA Ha OCHOBaHHUU
CYIIECTBYIOIIETO NMOHUMAaHUS MPOJYKTa U Tpoliecca, KOTOPBI o0OecTiedyrnBaeT MPUTOJHOCTh IMpolecca U
Ka4eCcTBO MPOJYKTa. DIEMEHTHI KOHTPOJISI MOTYT BKIIIOYATh B ceOs IMapaMeTphl U XapaKTePHCTUKH,
CBSI3aHHBIC C AKTHBHBIMU (hapMaIleBTHUSCKUMHU CYOCTAHIIUSIMH U JICKApPCTBEHHBIMHU MpeTapaTamu,
MaTepHallaMi U KOMITIOHEHTaMH, YCIOBHSMH JKCIUTyaTallid TMOMEMICHUH W 000pylOBaHUs, BHYTpPHU-
MTPOU3BOJICTBEHHBIM KOHTPOJIEM, CIICITU(UKAIIMSIMHI Ha TOTOBBIH MPOJIYKT, METOIUKAMHE H TIEPHOJMIHOCTHIO
MOHHUTOPHUHTA ¥ KOHTPOJIS;

«CTPECCOBBIE HCCIIEIOBAHMS JIEKAPCTBEHHOTO TIperapara» - HCCICNOBaHMS, MPOBOJAWMBIC U OLEHKH
BIUSHHUS 0OoJiee HEONarompHATHBIX YCIOBHM, YeM YCIOBHUS YCKOPEHHBIX HCCICIOBAHHWNA XpaHCHUsS, H
BKITIOYAIOIIME B ce0s McCIeIOBaHUS Ha (JOTOCTAOMIIBHOCTD M MCCIICIOBAHUS ITAPAMETPOB, CHEIN(DUICCKUX
IUTSL OTIPEJIENIEHHBIX JIEKAPCTBEHHBIX (OPM;

«CTPECCOBBIE HWCCIENOBaHUS (apMaIeBTHUECKOW CyOCTaHIIMH» - WCCIIEOBAaHUS, TPOBOJAUMBIC IS
YCTQHOBJICHUSI XapaKTEPUCTHK CTAOMIBLHOCTH, CBOWCTBEHHBIX (hapMalleBTHUECKOW cyOcTaHmmu. Takwe
WCCIIC/IOBAHUS SIBIISIIOTCSL YAacThIO CTpATerHMM pa3pabOTKH M, KaK MPaBWIO, MPOBOAATCS TpH Oojee
HeOJIarompUsATHBIX YCIOBUAX, YeM YCKOPEHHBIC UCCIICIOBAHMS,

«CTPYKTYpPHBIU Mpu3HAK» (structural alert) - xumudaeckas rpynmna uian GparMeHT MOJIEKYJbI (MOJICKYJIsIpHas
CyOCTpYKTYypa), Ui KOTOPBIX YCTAHOBJICHA WJIM BO3MOYHA CBSI3b C MyTar¢HHBIM JICHCTBUEM;

«cyOcTaHmuu i (papManeBTUYECKOTO TPUMEHEHHUSD» - OPraHWYeCKHEe WIIM HEOPraHWYeCKHE BEIIeCTBa,
KOTOpBIE HCIONB3YIOTCS Kak (papmaneBTHYecKne CyOCTaHIIMU (JEHCTBYIOIIME BEHIECTBA, AKTUBHBIC
(dapMarieBTHUECKHEe CYOCTAHIMM) WM BCIIOMOTATENbHBIC BEIIECTBA NMPU IPOM3BOJCTBE JIGKAPCTBEHHBIX
CPE/ACTB ISl METUITTHCKOTO TIPUMEHEHUS;

«CYIIECTBYIOMIAs (papMarieBTHYeCKass CyOCTaHIMsI» - (apMarieBTUYecKass CyOCTaHIIHsI, KOTOpas BXOJIUT B
COCTaB JIEKapCTBEHHOTO TIpernapara, 3aperuCTpUPOBaHHOTO Ha Tepputopun Coro3a MecsIIeB;

«CyOBEKT OOpaIlleHHUs JIEKAPCTBEHHBIX CPEACTB» - (U3NYECKOE HIIM FOPUIMUYECKOE JIMIIO, YUaCTBYIOIIEE B
oOpaleHn! JIEKapCTBEHHBIX CPEJICTB;

«CYIIECTBEHHAs TOIMPaBKay - JIF000€ M3MEHEHHE JTIF000TO acleKkTa KIMHHUYECKOTO UCCISIOBAaHHS, KOTOPOE
OCYIIECTBIICHO TIOCJIE MOJYYCHUS pa3pelieH s YIIOJTHOMOYEHHOTO OpraHa rocynapcersa - wieHa Corosa Ha
€ro MPOBEJICHHUE U KOTOPOE, BEPOSITHEE BCETO, OKAXKET CYIIECTBEHHOE BIIMSHUE HA 0€3-

OMACHOCTh WJIM TIpaBa CYOBEKTOB JIMOO HAa HAJCKHOCTh M JOCTOBEPHOCTh JAHHBIX, MOJYYCHHBIX B
KJIMHHUYECKOM HCCJICIOBaHUU (B paMKaX MHCICKTHPOBAHUS MEXKIYHAPOIHBIMU OPraHU3aIMSIMH TOHSITHIO
cooTBeTCTBYET TepMuH «Substantial modification»);

«TIA50» - no3a, mpuBoasmas K S0-MPOIEHTHON YacTOTe Pa3BUTHUSI OHKOJOTMUYECKOTO 3a00JieBaHUs, UTO
HKBHUBAJIEHTHO BEPOSITHOCTH KaHIIEPOT€HHOTO PHUCKa, paBHOTO 1 K 2;

«TepareBTHUECKH HMHAEKC» (therapeutic index) - oTHoOmICHHWE 03bI, BBI3BIBAIOIIECH TOKCHYHOCTH TECT-
CHCTEMBI, K J103€, HEOOXOAUMOMN Il TOCTHXKEHUs JKEeJTaeMOro TepaneBTHUECKOro JEHCTBUS Yy ATOM TecT-
CUCTEMBI;

«TPaJUIIMOHHBIA TOJIXOA» - MOAXOA K pa3paboTke MPOJYKTa, MPU KOTOPOM YCTAHABIMBAIOTCS 3aJaHHbBIC
3Ha4YeHHUs U paboune Auana3oHbl MapaMeTpoB Mpolecca A 00ecredeHus: BOCIIPOU3BOANMOCTH;

«TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHOTO IMpernapaTay - HaMMEHOBaHUE, MOJI KOTOPBIM 3apeTUCTPUPOBAH
JICKapCTBEHHBIH Mpernapar;

«YHUBEpCATbHOE WCIBITAHWE)» - WCHBITAHUE, CYUUTAIONIEECS MOTEHIMATFHO MTPUMEHUMBIM KO BCEM
(bapMareBTHUECKUM CYOCTaHIIUSAM U (MJIM) KO BCEM JIEKAPCTBEHHBIM TpernapaTaM (HampuMmep, UCIbITAaHHS
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IIPU ONTMCAHUH, UICHTU(UKAIIH, KOJTMUYECTBEHHOM OTIPE/ICICHUH U ONPEICTICHUN IPUMECEH ); «yCKOPEHHbBIE
UCCIICIOBAaHUS» - HMCCIEIOBAHUS, CIUIAHUPOBAHHBIE C IENIBI0 YCKOPEHHUS XMMHUYECKOW Jerpajaluu HiIu
¢u3nveckoro n3MeHeHus papMaleBTUIECKON cyOCcTaHIIMK OO0 JEKapCTBEHHOTO MpenapaTa IoCpeaCcTBOM
CO3/1aHUsI HEOJIArONPHUATHBIX YCIOBHI XpaHEHHs U SBISIOMIMECS 4YacThbio (OPMATU30BAHHON HPOTPaMMBI
UCCIIeI0BaHus cTabMIbHOCTH. Takue JaHHBIE TOTIOJIHUTENFHO K pe3yIbTaTaM JOJITOCPOYHBIX UCCIIEIOBAaHUN
CTaOMJIFHOCTH HCIOJB3YIOTCS JUIS OLEHKUA OoJiee OTHAIICHHBIX XUMHUYECKUX APPEKTOB B YCIOBHIX
HEYCKOPEHHBIX MCCIIeIOBAaHMIA, a TAKKE JUIS OLIEHKH BIUSHUS KPAaTKOBPEMEHHBIX OTKJIOHEHUH OT YCIIOBHIA
XpaHEHUs, YKa3aHHBIX B MApKHUPOBKE, KOTOpPHIE MOTYT BO3HHKHYTHh NPH TPAHCIIOPTUPOBKE. Pe3ynbTarhl
YCKOPEHHBIX MCCIIeIOBAaHHI HE BCET/Ia TIO3BOJISIFOT IPOTHO3MPOBATh (U3NIECKAE U3MEHEHHUS;

«YCIIOBHSI JOCTaTOYHOTO pa30aBIICHUs - YCIOBHSA, NMPU KOTOPHIX KOJMYECTBO BEIIECTBA B PAaCTBOPE MPHU
3aBEpIIEHUH HWCIBITAaHUS Ha pacTBopeHue He mpeBblmaeT 30% OT KOHIIEHTPAlWH €ro B HACBHIIICHHOM
pactBope;

«YCTIOBHSI XpaHEHHs» - ONTHMAaJbHBIE IapaMeTpbl OKPYXKAIOMIEH cpensl (Temreparypa, BIIaXKHOCTh
OKPY’KaIOILIEro BO3/1yXa, CBETOBOW PEKUM U JIp.) U IpaBuiia oOpaleHus (Mepsl peIoXpaHeHUsl OT IOPYU U
1p.), HeoOXomumble sl oOOecreueHHs COXpPaHEHWs KauecTBa JICKAPCTBEHHOTO TIIperapara HIu
(bapManeBTHUECKOW CyOCTaHITHNH;

«yCTOMUMBOCTD (poOACTHOCTH)» (FObUSLNESS) - CTOCOOHOCTh aHAUTHYECKOW METOMKH OBITh YCTOWYMBOM K
BIIMSTHHFO HEOOJIBIINX 33/1aBa€MBIX N3MEHEHHI B YCIOBUSAX MTPOBEACHUS UCIIBITAHUS, KOTOpasi yKa3bIBaeT Ha
€€ HaJIe)KHOCTh MPU 0OBIYHOM (CTaHIAPTHOM ) UCIOJIB30BAaHUU.

«YCTPOUCTBO Ui J0CTaBKH (pacmbiicHus)» (delivery device) - COBOKYIMHOCTH KOMIIOHEHTOB CHCTEMBI
VIIaKOBKH (YKYIOpKH), OOECIEYMBAIONINX JOCTaBKY ACHCTBYIOIIETO BEIIECTBA B JIBIXATEIbHBIC ITYTH
(mpenapat Ui MHTaNSALMN) WK B OJOCTh HOCa U (WJIM) IIOTKU (Ha3aJIbHBIN npenapar);
«banpcuUIUpPOBaHHOE JIEKAPCTBEHHOE CPEICTBO» - JIEKAPCTBEHHOE CpPEICTBO, IPOTHUBOIPABHO U
MpeAHAMEPEHHO CHa0KEHHOE HEJ0CTOBEPHON HH(POPMAIIHEH 0 ero cocTaBe U (MJIH) IPOU3BOIUTENIE, a TAKKE
0 MOCTaBKax, BKIII0Yas 3aIIMCH U IOKYMEHTBI, 3aTParuBarolife UCIOJIb30BaHHbIE KaHaJbl TUCTPUOBIOLINY;
«(hapMaKoOHaA30p» - AEATEIBHOCTD, HANIPABJICHHAs HA BBISIBIICHHE, OLIEHKY, TIOHUMAaHUE U MTPEOTBpAllCHUE
HE)XeJaTeNbHbIX NOCIECTBUNA MPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

«(hapmaneBTH4eCKass IEATENbHOCTb» - JESATENbHOCTh, BKIIOYAIOIlas B ceds ONTOBYHO TOPrOBIIO Jie-
KapCTBEHHBIMU CpEJICTBAMH, UX XpaHEHHE, TPAHCHOPTHPOBKY M (WJIM) PO3HUYHYIO TOPrOBIIIO JIEKap-
CTBEHHBIMHM IIperapaTaMH, HUX OTIYCK, XpaHEHHE, TPaHCIOPTUPOBKY, H3IOTOBIIEHHE JIEKAapCTBEHHBIX
IIPEenapaTos;

«(hapmaleBTUYECKasi CUCTEMa KayecTBa» - CHUCTEMa YNpPaBJICHUS Ui HAIpaBI€HUA U KOHTPOJs Gap-
MAaleBTUYECKOW KOMIIAaHUH B OTHOILIEHUH KaYeCTBa;

«(hapmaneBTHUecKasi CyOCTaHIMs», «aKTUBHas (apMmaleBTUYecKas CyOCTaHIMs» - JIEKapCTBEHHOE
CPEeACTBO, NpelHa3HauE€HHOE /sl IPOM3BOCTBA M U3TOTOBJICHHS JIEKApCTBEHHBIX IIPENapaTos;
«(hapMaLeBTUYECKU aJbTEPHATUBHBIE JIEKAPCTBEHHBIC IIpENaparbl» - JIEKapCTBEHHbIE IpenapaTbl, He
ABJISAIOIIMECS (papMalleBTUYECKH SKBUBAJICHTHBIMH, €CIIM OHHM COJIEpXaT OJHY U TY K€ aKTUBHYIO 4acTb
MOJIEKYJIbl JEHCTBYIOLIETO BELIECTBA, HO PA3IMYAIOTCS XMMHUUYECKOW (opMoil (Harmpumep, pasHbIe COJIH,
pasHble 3Gupbl, U30MEPHI WIH UX CMECH), JIEKAPCTBEHHOU (hopMoil (Hampumep, TaOIETKU U KarCylbl) WU
JIO3UPOBKOM;

«(hapMalLeBTUYECKN SKBHUBAJICHTHBIE JEKAPCTBEHHBIE MpENaparbl» - JEKApCTBEHHbIE Mpenaparbl, KOTOpble
coJiepKaT OJIMHAKOBOE KOJHMYECTBO OJHOTO M TOTO e JICHCTBYIOIIEro BellecTBAa B OJHOM M TOH ke
JIeKapCTBEHHON (hopMe, COOTBETCTBYIOT OJHMM M TEM € CONOCTaBUMBIM CTaHAapTaM KadecTBa H
MIPUMEHSIOTCS OJJMHAKOBBIM CIIOCOOOM;

«(hapmaleBTHUYECKUE CYyOCTaHIIMHM, XOPOILIO PAacTBOPHMBIE B BOAE» - (papMalleBTHUECKUE CYOCTAHIUHU C
COOTHOILIEHUEM «/103a BEILIECTBA / paCTBOPUMOCTD BEILECTBAa» MEHBLINM WU paBHbIM 250 M B AMana3oHe
pH 1,2 - 6,8 (Hanpumep, coeanHeHre A 00a1aeT HaMMEHbIEH PacCTBOPUMOCTBIO, paBHON 1 mr/mut ipu 37
0 0,5 °C u pH 6,8, npeacrasneno B Tpex ao3uposkax: 100, 200 u 400 mr. Takol gekapcTBEHHBIN npenapar
CUMTAETCsl MAJIOPACTBOPUMBIM, ITOCKOJIBKY €r0 COOTHOILIEHHUE «J1032 BEIIEeCTBa / pACTBOPUMOCTD BEIIECTBAY
cocranisier 400 mut (400 mr : 1 mr/mut = 400 mut) 1 TeM caMbIM mipeBbimaeT 250 mi);

«(hopMa BbIycKka (KOMIUIEKTHOCTb)» - yKa3aHHE BHJIa IEPBUYHON M BTOPUYHON YMAKOBKM M KOJUYECTBA
JIeKapCTBEHHON (OpMBI (YKcia 103) B HUX;
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«hopManu3oBaHHas TpOrpaMMa HCCIEJOBAaHMN CTAOMIBHOCTH» - 3aJJ0KyMEHTHPOBAaHHAs IMporpamma
UCCIICIOBAaHUI CTaOMIIBHOCTH, KOTOpas BKIIOYAeT B ceOA psAl HUCCIEAOBaHHMM (YCIOBHH XpaHEHHS),
ONHOTUIHBIX ISl JAHHOM XMMHUYECKOH Tpynmbl (apMaleBTHYECKHX CYOCTaHUIMH M JIEKapCTBEHHBIX
MperapaToB MECSIICB;

«(hopManM30BaHHOE WCCICIOBAHUE» - HCCICAOBAaHUE, CTAHIAPTHO BBITIOJHSIEMOE B COOTBETCTBHUH C
MPEIbABIIEMBIMU K HEMY TPEOOBaHUSIMHU MECSIIEB;

«XHpAJIbHBII» - HE COBMAIAIONINNA MPHU HAJIOKEHUH 3€PKATBHOTO OTPaKCHUs, IPUMEHSETCS B OTHOIICHUHU
MOJIEKYJI, KOH(pOpMAIMi M MaKpPOCKONMUYECKHX OOBEKTOB (HAmMpHMep, KPHCTALIOB). TepMUH TaKxke
pacrpocTpaHsieTcsi Ha 00paslbl BEUIECTB, YbHM MOJEKYIbl XHPAIbHBI, JaK€ €CIH MaKpPOCKOIHYECKOE
MHO>KECTBO MOJIEKYJI IpeCTaBisieT co0oii pamemar;

«ueneBasi mocraBisieMast mo3a» (target delivered dose) - xonMuecTBO JCHCTBYIOIIETO BEIIECTBA, KOTOPOE
JOJDKHO BBICBOOOJUTHCS W3 YCTPOWCTBA JUISl JIOCTaBKHM (paclbUICHHs) 3a OJHO WM HECKOJIBKO
BBICBOOOK/ICHUH, SKBUBAICHTHBIX JI03€ VISl OJTHOKPATHOTO NMTPHUMEHEHHS,

«IIeJIEBOE JIOCTaBIIsIEMOE KoJu4ecTBO» (target delivery amount) - KOJIMYECTBO JIEWCTBYIOIIETO BEIIECTBA,
KOTOpO€ JOJKHO BBICBOOOAUTHCSA U3 YCTPOMCTBA JJIsl TOCTABKU (paclbuleHus1) (BHE MMyCKOBOTO MEXaHU3Ma
WJIA BHE YCTPOMCTBA) 32 OJHO BHICBOOOXKICHUE;

«OKCIEPTHOE 3HAHUE)» - aHAIN3 UMEIOMINXCSA JaHHBIX M HCIIOJb30BaHUE APYIMX 3HAYUMBIX CBEICHHH YIS
OIIEHKH TOYHOCTH TIPOTHO3a MyTareHHOCTH C MIOMOMIBIO KOMITBIOTEPHOTO MOICITMPOBAHHS,

«OKCIIEPTHBIA OTUET 00 oleHKe 0e30macHOCTH, 3((EKTUBHOCTH U KAa4YeCTBa», «IKCHEPTHBIM OTYET MO
OIIEHKE» - JOKYMEHT, COJIEPKAIUA PE3yIbTaThl IKCIEPTU3BI 0€30MacHOCTH, d3PHEKTUBHOCTH U KadecTBa
JICKApCTBEHHOTO Tperapara W 3aKiIF0ueHHe O BO3MOXHOCTH (MO0 HEBO3MOXKHOCTH) €r0 PEruCTpaIlHH,
MOJTBEPXK/ICHUSI PETHCTPAlU (TIepeperucTpainy), BHECEHUH H3MEHEHWH B PETUCTPAIIOHHOE JOChE,
MPUBEICHUA B COOTBETCTBHE C TPEOOBAHUSMH aKTOB, BXOISMmMX B mpaBo (Coro3a, MOATOTOBICHHBIN
AKCIIEPTHOMN OpraHu3anuei peepeHTHOTO TOCy1apCTBa;

«IKCTparupyemMble BemecTBa» (extractables) - coenHEHUs, KOTOPBIE MOTYT KCTPAruPOBATHCS U3 CHCTEMBI
YIaKOBKH (YKYITOPKH) B CTPECCOBBIX YCIOBHSIX;

«QKCTPareHThl» - paCTBOPUTEIIHU, UCTIOJIb3yEMbIE B ITPOLIECCE SKCTPArMPOBAHUS;

«OQKCTpanoJsilus» - CIoco0 moyydyeHuss MHPopMaluu O OyAyIIMX JAaHHBIX Ha OCHOBAaHUU HMEIOLIUXCS
JTAHHBIX;

«QHAHTHOMEPBDY - COCIUWHEHUS C TaKOW e MOJIEKYIsIpHON ¢opMmynoi, kKak u (apmareBTHUECKas
CyOCTaHIIMsI, KOTOpPbIE OTINYAIOTCS MPOCTPAHCTBEHHBIM PACIIOJIOKEHUEM aTOMOB B MOJIEKYJIE U SBISIOTCS
COBIA/IAOIIUM €€ 3epKaJIbHBIM OTPaKECHUEM;

«3((HeKTUBHOCTD JIEKAPCTBEHHOTO IMIperapaTra» - COBOKYIMHOCTb XapaKTepUCTUK, OOECIeUnBAIOLIUX
JNOCTHXKEHHE MPO(UIAKTUUECKOTO, TUArHOCTUYECKOTro wiu JiedeOHoro sddekra a1b0 BOcCCTaHOBIECHUE,
KOPPEKIHIO WK MOTUbUKaLUI0 (PU3HOIOTHIecKON (DYHKIIHH.

15. OCOBEHHOCTU PEAJIM3ALIMUA JUCLUMILIAHGLI JJISI WHBAJHUIOB M JIMI C
OIr'PAHMYEHHBIMU BO3MOKHOCTSIMU 3/I0POBbSI

B cooTBeTcTBHM ¢ MeTOaMUEeCKUMH pekoMeHaanusiMu MunoopHayku PO (yrB. 8 anpens 2014 r. Ne
AK-44/05BH) B Kypce mMpeAdrnojaraercss UCHOIb30BaTh COLMAIbHO-aKTUBHBIE M PEICKCHUBHBIE METOJbI
oOyueHus1, TEXHOJIOTUH COIIMOKYIBTYpHOH peabunutanuu odydatonuxcs ¢ OB3 ¢ 1enbro oka3aHusi HOMOIIH
B YCTaHOBJIEHUH MOJHOUEHHBIX MEKINYHOCTHBIX OTHOILICHUI.

OOydeHue nHIl C OTPAHHMUYEHHBIMH BO3MOKHOCTSMH 3JI0POBbS OCYIIECTBISETCS C Y4E€TOM HH-
TUBUAYAIBHBIX TCUXO(MU3UYECKUX OCOOCHHOCTEH, a Ui WHBAIMIOB TaKXKE B COOTBETCTBHM C HWHU-
BUJIyaJIbHOM MPOTrpaMMOi peaOuInTaIllii HHBAINIA.

Jast 141 ¢ HApylIeHHeM CJIyXxa BO3MOXKHO TMpeAoCTaBieHHEe WHPOPMAIMU BU3yalbHO (KpaTKuil
KOHCIIEKT JICKIIWA, OCHOBHAS M JOTMOJIHUTENIbHAS JINTEPATypa), Ha JICKIIMOHHBIX M MPAKTHUYECKUX 3aHATHIX
JIOTTYCKAEeTCs MPUCYTCTBUE ACCUCTEHTA, a TAKXKE, CYyPIOTIEPEBOTUUKOB U TU(DIOCYPAOTIEPEBOTINKOB.

OueHka 3HaHUHM CTYJIEHTOB HAa MPAKTUUYECKUX 3AHITHUSAX OCYIIECTBISETCS HAa OCHOBE MUCHMEHHBIX
KOHCIIEKTOB OTBETOB Ha BOMPOCHI, MUCbMEHHO BBHIMIOJIHEHHBIX MpaKTUUeCKUX 3afgaHuil. [lokman tak xe
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MOJKET OBITh NPEIOCTABJICH B MUCbMEHHOH (opme (B BUE pedepata), Ipu 3TOM TpeOOBaHHS K COJCPIKAHUIO
OCTAIOTCSl TEeMH Xe, a TpeOOBaHMSA K KAaueCTBY M3JIOKEHHUS Marepuaja (MOHATHOCTb, KayecTBO PEYH,
B3aUMO/ICHCTBUE C ayAUTOPUEN U T. 1) 3aMEHSAIOTCSA Ha COOTBETCTBYIOLINE TPEOOBAHNUS, IPEIBIBISEMbIE K
MUCHbMEHHBIM paboTaM (KauecTBO O(GOpMIICHHS TEKCTa M CIHMCKA JHUTEPATyphl, TPAMOTHOCTb, HAJIMYHE
WUTIOCTPALIMOHHBIX MaTEpUajoB U T.J.)

C y4eToM COCTOSHHSI 3J0POBbS TPOCMOTP BUICO(PUIBMA C MTOCIEAYIOIUM aHAJIH30M MOXKET ObITh TPOBEICH
noMa (Harmpumep, Ipyu HE0OXO0AUMOCTH JIOTIOJTHUTEILHOM 3BYKO YCUIIMBAIOLIEH anmnapaTypsl (HayllHUKH)). B
TaKOM CJy4a€ CTYAEHT MPEAOCTaBIseT IUCbMEHHBIM aHalIU3, COOTBETCTBYIOUIMI NPEIbIBISIEMbIM
TpeOOBaHUSM.

[TpomexyrouHasi aTTecTanus ISl JIUIl ¢ HAPYIICHUSIMU CITyXa MPOBOAMTCS B MHCBMEHHOU (opme,
IIpU 3TOM HCHOJB3YIOTCS OOIMe KpUTEepUM OlleHWBaHUs. [Ipu HEoOXoAMMOCTH, BpeMsl MOATOTOBKU Ha
9K3aMEHE WJIM 3a4€Te MOXKET ObITh YBEIMUYEHO.

JUia M ¢ HapylleHMeM 3peHHusl JOIYCKAaeTcsl ayAuajJbHOE IpeloCTaBiIeHUe WH(POpMauu
(HampuMep, ¢ HCIOJIb30BAHMEM IPOTpaMM-CHHTE3aTOPOB PEUHM), a TAK)KE HCIOJIb30BAHHWE Ha JIEKIUAX
3BYKO3aMMCHIBAIOLIUX YCTPONCTB (IMKTOGOHOB U T.1.). JlomyckaeTcss IpUCYTCTBHE HA 3aHATHUSX aCCUCTEHTA
(TOMOIIIHUKA), OKa3bIBAIOIIETO OOYJAONIMMCS HEOOXOIUMYI0 TEXHMUYECKYHO MOoMOIls. OIlleHKa 3HaHUIH
CTYJACHTOB Ha CEMUHAPCKHUX 3aHATUSAX OCYLIECTBISIETCS B YCTHOU (popMe (Kak OTBETHI Ha BOIMPOCHI, TaK U
npakTuueckue 3ananus). [Ipu HeooxoaumocTu aHanu3a GuiIbMa MOXET ObITh 3aMEHEH OMMMCAHUEM CUTYaIluu
MEXITHUYECKOTO B3aMMOJIEHCTBHS (Ha OCHOBE OIbITa PECIIOHICHTA, XYA0KECTBEHHON TUTEpaTypsl U T.11.),
MTO3BOJISIFOIIMM OIIEHUTH CTENEeHb C(hOPMUPOBAHHOCTH HABBIKOB BIIQJCHUS METO/IaMU aHAJIN3a U BBISIBIICHUS
cnenupuKy QyHKIIMOHUPOBAHUS U PA3BUTHSI MICUXUKH, MO3BOJISIONIMMHU YYUTHIBATh BIHUSHUE STHHYECKUX
¢dakropos. [Ipu npoBeneHNN MPOMEKYTOYHON aTTECTALMU IS JIUI] C HApYIIEHWEM 3pEHHsS] TECTUPOBaHUE
MOJKET OBITh 3aMEHEHO Ha YCTHOE coOecel0BaHuE 110 BOIIPOCaM.

JInna ¢ HapymleHHsIMM ONOPHO-ABUIATEJbHOI0 aNNapaTa He HYXKOAalTci B 0CoOBIX (opmax
IIPEeJOCTaBIEeHUs yueOHbIX MaTepuanoB. OJJHAKO, C yUETOM COCTOSIHUS 30POBbs YaCTh 3aHATHH MOXET ObITh
peanu3oBaHa AMCTAaHIMOHHO (mpu momoum cetu «MHTepHeTr»). Tak, mMpU HEBO3MOXKHOCTH IOCELICHUS
JIEKIIMOHHOTO 3aHATHSI CTYAECHT MOXET BOCIIOJIb30BaThCs KPATKUM KOHCIIEKTOM JIEKIIUH.

IIpy HEBO3MOXHOCTH TIOCEIIEHUS MPAKTHUUECKOTO 3aHATHS CTYIAEHT JOJDKEH IpeJoCTaBUTh
IIUCbMEHHBIH KOHCIIEKT OTBETOB Ha BOIIPOCHI, NIMCbMEHHO BBINIOJIHEHHOE IPAKTUYECKOE 3aJaHHE.

Jlokyaa Tak ke MOKET OBITh NMPEO0CTaBIICH B TMCbMEHHOMN hopme (B BUJe pedepara), mpu 3TOM TpeOOBaHUS
K COJICP)KaHHIO OCTAIOTCS TEMH )K€, a TPeOOBaHUS K KA4eCTBY M3JI0KEHHS MaTepralia (IOHATHOCTh, KAYeCTBO
peun, B3aUMOJICHCTBUE C AayAUTOpUEH ¥ T. J) 3aMEHSIOTCS Ha COOTBETCTBYIOIIUE TpPeOOBaHMUS,
NpeabsBIIsieMble K THCBMEHHBIM paboTam (KayecTBO O(OpPMIICHHS TEKCTa M CIHCKa JUTEPaTyphl,
IPaMOTHOCTh, HAJTMYUE WILTIOCTPAIIHOHHBIX MATEPUAIIOB | T.II.).

[Ipomexxyrounasi arrectanusi Ui JIAIl C HApPYIICHUSMHU OINOPHO-JBHUIAaTEIBHOTO —armapara
MPOBOJIUTCSI HA OOLIMX OCHOBAHUSX, MPU HEOOXOJAMMOCTH IMPOLEAypa 3a4yeTa MOXKET ObITh peain30BaHa
JMCTAHIMOHHO (HATIPUMED, TIPH MOMOIIH ITporpaMmbl SKype).

Jlsist 3TOrO TO JIOTOBOPEHHOCTH C IMPEIOIaBaTeNIeM CTYICHT B OINpPEICIICHHOE BPEMs BBIXOIUT Ha
CBSI3b VIS MPOBEICHUS MPOIEHyphl 3aueTa. B Takom ciydae 3aueT ciaeTcs B BUjE coOeceoBaHUS MO
BoTpocaM (cM. popMBI IPOBEICHUS TPOMEKYTOUHOM aTTECTAIMHU JUTS JIUIL C HApyIIeHUsIMH 3peHus). Bompoc
Y TIPAKTHYECKOE 3aJaHie BEIOMPAIOTCS CAMHM IMPEMO/IaBaTEIEM.

HpI/IMe‘{aHI/ICZ ®OoHIBI OIIEHOYHBIX CpCACTB, BKIIIOYAIOMUEC THUIIOBBIC 3a/IaHUS 1 MCTOAbI OLICHKU, KPUTCPHUU

OLCHUBAHUS, ITO3BOJIIOINNUE OLUCHUTD PC3YJIbTAThl OCBOCHHUA JaHHOHN OUCIUIIINHBI O6y‘laIOH_[I/IMI/IC$I ¢ OB3
MOT'YT BXOOUTH B COCTAB PHI[ Ha 1paBax OTACJIBHOI'O JOKYMCHTA.

IIporpammy cocraBui:
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B.C. Ily4HuH - IOIEHT OTAeNeHHUS OMOTEXHOIOTHiA, KaHAUAAT (papMaIleBTUYECKUX HAYK

Penensenr:

H.b.Onreitn - 3aBexyromas kadenpoil gpapManeBTHYeCKod U paanodapmManeBTHUECKONH XUMHH, TOKTOP
(hapmareBTUUECKNX HayK
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MHNOU
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HauanpHuk otaenenus ouorexuonoruit UATD
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