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1. llesiu ¥ 33244 M3yYE€HUS A CIMILIUHBI

Llenp m3yueHHs] IUCHMIUIMHBI COCTOUT B IOATOTOBKE KBAJTM(PHUIMPOBAHHOIO IPOBU30pA-
aHAJIUTHKA, O0JIaJAIOLIEr0 CUCTEMOM OOIIEKYIbTYPHBIX HPOPECCHOHATIBHBIX KOMIIETEHLINH;
3HaHUH, YMEHHH M HaBBIKOB KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB, CIOCOOHOTO W
TOTOBOTO JIJIsl CAMOCTOSATENBHOM MPO(eCCHOHATBHON AEATEIbHOCTH.

3adauu uzyuenus OucCyuniuHbl:

dbopMupoBaHrue 0a30BbIX, QYyHIAMEHTAIBHBIX (DapMaleBTUYCCKUX 3HAHUHA MO CHEIUATBHOCTH
33.08.03 dapmanieBTrUecKas XUMHUsST U (HapMaKOTHO3HUS,

IMoAroTOBKa IIPOBU30pa-aHAJIMTHUKA, 06J1ana}01uer0 AHAIIUTUYCCKUM MBIINIJICHUCM, XOPOIIO
OPUCHTHUPYIOMICTOCA B BOIPOCAX KOHTPOJIA KadeCTBa JICKAPCTBCHHBLIX CPCACTB, HWMCIOLICTO
yTJ'Iy@]'IeHHBIe 3HaHHA CMCKHBIX JUCHUIIINH,

dbopMupOBaHHE YMEHHH B OCBOCHMM HOBEHIINX TEXHOJOTHH M METOOUK B cdepe cBOUX
po(ecCHOHATLHBIX HHTEPECOB;

dbopMHUpOBaHHE KOMIETEHIMHA MPOBU30pA-aHAIUTUKA B  00JIACTAX  MPOU3BOJCTBEHHO-
TEXHOJIOTHYECKOH,  KOHTPOJIbHO-Pa3pelIMUTEeIbHON U OpraHu3allOHHO-YIPaBICHUECKOM
JESTEIIbHOCTH.

2. MECTO JUCHUIIJIMHBI B CTPYKTYPE ITPOI'PAMMDbI
OPAUHATYPBI 110 CIIELHUAJIBHOCTH 33.08.03
OPAPMALIEBTUYECKAA XUMHUA U PAPMAKOIHO3UA

Jucnunimza otHocuTcs K bazoBoit yactu bioka 1 aucuunianHbl (MOyn), KOTOPbIE U3y4alOT B
nporpaMMe opAuHaTypel 1o crneuuanbHoctH  33.08.03 dapmaneBTuueckas XuUMHS U
(bapMaKorHo3usi.

Obnacmv  npogheccuonanvholi  OesmenrbHOCMU  OPAUHATOPOB, OCBOMBILUX  IPOTrPaMMy
OpAMHATYpHI, BKJIIOYAET OOpaIleHHe JIEKAPCTBEHHBIX CPEICTB (OpraHM3aldi0 W TPOBEICHUE
KOHTPOJISI KAuecTBa).

Obvexkmbl  npogheccUuoHanbHou  OessmelbHOCmU  OPAMHATOPOB, OCBOMBIIUX  MPOrpPaMMy
OpAMHATYPHI, BKITFOYAOT:

JIeKapCTBEHHbIE CPEJICTBA;

COBOKYITHOCTh CPEJICTB M TEXHOJOTHA, HANpPaBICHHBIX HA CO3JaHHWE YCIOBUH JUIs
KOHTPOJISl KayeCcTBa MIPU roCy1apCTBEHHON PerucTpalii U 0OpallieH!H JIEKApCTBEHHBIX CPEICTB
B COOTBETCTBUHU C YCTAHOBJIEHHBIMU HAIIMOHAJIBHBIMH M MEXIYHAPOJHBIMU TPEOOBAHHUSIMU H
CTaHJapTaMH B cepe 3ApaBOOXPaHCHHUS.

Buovlt  npogheccuonanvnou OesamenvHocmu, K KOTOPBIM TOTOBSITCS BBITYCKHUKH,
OCBOMBIIIKE IPOTPAMMy OpPJAHHATYPHI:

MIPOM3BOJICTBEHHO-TEXHOIOTUIECKAsT;
KOHTPOJIbHO-pa3peluTeabHas;
OpraHu3alMOHHO-YIIPaBIEHYECKasl.



3. INITAHUPYEMBIE PE3YJIbTATbI ObYYEHHUA 110 JUCLHUII/INHE

B pe3ynbraTe ocBOCHMS TUCIUILTHHBI «KOHTPOJIb KauecTBa JICKAPCTBEHHBIX CPEJICTRY
oOyyJaronuiics 10JDKeH 00J1a1aTh:
YHHBEPCAJbHBIMH KOMIEeTEeHIHAMH

TOTOBHOCTbH K a0CTPaKTHOMY MBIIUICHUIO, aHaIu3y, cuHTe3y (YK-1);
TOTOBHOCTB K YIPABJICHUIO KOJUIEKTUBOM, TOJIEPAHTHO BOCIIPUHUMATh COLMAJIbHBIE,
STHUYECKHE, KOH(DECCHOHAIbHBIC U KYIbTypHbIe pasnuuns (YK-2).

2.BbIyCKHUK, OCBOMBIIHH MTPOrpamMMy JUCHUILUIMHBL, JOJDKEH 001a1aTh
NnpogecCHOHANTbHBIMH KOMIIETEHUHUAMU

NPOU3800CMEEHHO-NEXHOTI02UYECKAS 0esIMENbHOCb.!

TOTOBHOCTh K TPOBEACHHUIO JKCHEPTU3bl  JIGKAPCTBEHHBIX  CPEACTB  C MOMOIIBIO
XUMHYECKHX, OMOJIOTHUCCKHUX, PH3HUKO-XMMUYECKUX M UHBIX MeTo0B (ITK-1);

TOTOBHOCTh K TPOBEACHUIO SKCIEPTU3, MPEIyCMOTPEHHBIX TMPH TOCYIApCTBEHHOM
perucrpaiuu jekapcTBeHHbIx npenapartos (I1K-2);

TOTOBHOCTh K IMPOBEICHUI0 XMMHKO-TOKCUKOJIOTMUYECKUX JKCIEPTU3 U HUHTEPIIpPEeTaluu
ux pesyabraros (I1K-3);

KOHMPONIbHO-PA3PEUUMENbHASL 0eAMENbHOCb!
TOTOBHOCTB K IPOBEJICHUIO KOHTPOJIS KA4E€CTBA JIEKAPCTBEHHBIX CPEJICTB B YCIOBUAX
dapmaneBTryeckux opranuszanuii (IK-6);
OP2aHU3AYUOHHO-YNPABTEHUECKAS OesIMENbHOCHb:

TOTOBHOCTh K OpPraHM3allii KOHTPOJII KadyecTBa JIEKAPCTBEHHBIX CPEICTB B YCIOBHAX
dapmaneBTryeckux opranusanuii (IK-8);

TOTOBHOCTb K IPUMEHEHUIO OCHOBHBIX NPHHIIUIIOB YIIPaBIEHHs B TPO(ecCHOHATBHON
chepe (ITK-10)



yHHBepcaJILHLIe KOMIICTCHI WU BBINYCKHUKOB U UHAUNKATOPLI UX JOCTUKCHUS

No Kon Conepxanue B pesynbraTe n3ydeHus: JUCHMILIMHBI 00yJaromuecs T0JKHbI:
g | KOMIE- KOMIIETEHIIH
I TCHIIMH (1H ee yacth) 3HaTh YMetb Bnaners
1 VK-1 | TOTOBHOCTb K | - OCHOBHBIC TIOHATHS, HCIIOJIb3YEMbI€ | - KDUTUYECKH OLICHUBATh - HaBBIKaMu cOopa,
abCTpakTHOMY B OOLIIECTBEHHOM 3/J0POBBE U MOCTYMAOUIYI0 HHPOPMAIIUIO BHE 00pabOTKH, KPUTUIECKOTO
MBIILIUIEHUIO, 3paBOOXPAaHEHUH; 3aBUCUMOCTH OT €€ MCTOYHHKA; aHalM3a ¥ CUCTEeMaTH3allH
aHau3y, - OCHOBHBIE IIPUHIIMIIBI -u30eratb aBTOMaTHYECKOIO npogeccuoHaIbHON
CHHTE3Y (YHKIIMOHUPOBAHUS CUCTEM NPUMEHEHHS CTaHIAPTHBIX MPUEMOB | HH(POPMALINH;
3/1paBOOXPAHEHUS; IPU PEeUIeHUH TPOQeCcCHOHATBHBIX - HaBBIKAMHU BBIOOpa METOJIOB
- MeTobI cOopa, aHaJIN3a, 3ajay; U CPEJICTB peleHUs
KJIaccu(UKaLUIO, U UHTEPIPETALUIO - ynpaBiATh HH(GOpMaruei (mouck, | NpoQeccuoHaNbHbIX 331a4;
MOJTy4aeMbIX JIaHHBIX; WHTEPIpETaINs, aHATIN3 - HaBBIKAMU YITPABIICHHSI
- METOBI KPUTUYECKOTO aHAIN3a IPU | HH(POpPMAIIHH, B T.4. U3 uHpopmanuei (Mouck,
pELICHUH UCCIIEI0BATEIbCKUX U MHOECTBEHHBIX HCTOYHUKOB UHTEpIpeTanus, aHalIu3
IPaKTUYECKUX 3a/1a4, B TOM YHMCJIE U B | aOCTPAKTHO MBICIIUTB, uHpopMaLuy, B T.4. U3
MEAMIIMHCKUX 00J1acTsIX; aHAJIM3UPOBATh U CHHTE3UPOBATh MHOECTBEHHBIX UCTOYHUKOB;
- METO/Ibl U CPEJICTB aOCTPAKTHOTO MOJIyYEHHYIO HH(POPMALHIO; - BJIa/IETh KOMIIBIOTEPHOU
MBILIICHUS; - IUTAHUPOBATh JIEATEILHOCTh HA TEXHUKOM, NOIy4aTh
- YPOBHHM Pa3BUTHUS IICUXUKHU OCHOBE ITPEJIBAPUTEIILHOTO MPOrHO3a | MH(POPMALIMIO U3 PA3TUYHBIX
(co3HaHUe, CaMOCO3HAHUE); MOCJIEACTBUM MPEANonaraeMbIx UCTOYHUKOB, paboTaTh C
- onepauuu (aHaau3, CUHTE3, JeHCTBUN, KPUTHYHO OIICHUBATh uHpopManuei B r1odarbHBIX
cpaBHeHHe, 000011IeHue, UHpOPMaLINIO KOMITbIOTEPHBIX CETSIX
KOHKpeTH3alusl, a0CTparupoBaHue) u
CBOMCTBA MBIIICHUS
2. VK-2 | TOTOBHOCTBIO K | OCHOBHBIE TEXHOJIOTUHU YIIPaBJICHUS OLIEHUBATh U aJIEKBaTHO MMPUMEHATh | - OCHOBHBIMU T€XHOJIOTHSIMU
yIIpaBJICHUIO TPYAOBBIM KOJUIEKTUBOM C IIEJIBIO yIpaBJIEHYECKHUE PELICHHUS C LIeTbI0 | YIIPABJIEHUS TPYJOBBIM
KOJUIEKTHBOM, JOCTHXEeHUS HanOosiee 3pPEeKTUBHON | MPEOJ0TIEHHE COLIUANIbHBIX, KOJUJIEKTUBOM, BKJIIOYast
TOJIEPAaHTHO JEeSATENIbHOCTH METUIIMTHCKOM STHUYECKHX, KOH()ECCHOHAFHBIX U | UCTIOJIh30BAHUE
BOCIIPUHUMATh OpraHu3aIuu KYJIBTYPHBIX IPOTHBOPEYHI UHCTPYMEHTOB CHATHUS
COLIMAJIbHBIE, NPENATCTBYIOMNX 3P PeKTUBHOM COLMAJIbHOW HAIPSKEHHOCTH
THUYECKHE, JEeSITETHHOCTH MEAUIINHCKOM U CIUIOYEHHUSI TPYJOBOIO
KOH(eccuoHabHbIE OpraHu3aluu KOJUIEKTHBA C LENbI0
u KYJIBTYPHBIE BBITTOJIHEHUS UM
paznuuus HOCTaBJIEHHOU TIepe/l HUM

HpOI/I3B0,[[CTBCHHOI71 3aga4u




HpO(l)eCCI/IOHa.TIbHLIe KOMIICETEHIIMU BBIITYCKHUKOB U HHAUKATOPbI UX JOCTUKCHUSA

3. [IK-1 |- TOTOBHOCTh K | - Tp€OOBaHMS K KQUECTBY - 110J1b30BaThCsl HOPMAaTUBHOMN - HaBbIKaMU IIPOBEJICHUS
IIPOBE/ICHUIO JIEKapCTBEHHBIX CPEACTB U JOKyMeHTauuei (papmakoneu, a”anu3a JIC ¢ nomouipro
SKCIEPTHU3BI JIEKapCTBEHHOTO ChIPbS; ODC, OCII), METOAUIECKUMH XHMUYECKHUX, OMOJIOTHYECKHX,
JIEKapCTBEHHBIX - IPUHLIUIIBI, [I0JI0KEHHBIE B OCHOBY | MaTepuajlaMy U MHCTPYKLUSAMU 110 dusnueckux, GuU3NKo-
CPEICTB C | XUMHUYECKHX METOJIOB Ka4eCTBEHHOI'O | KOHTPOJIO KA4eCTBA JIEKAPCTBEHHBIX | XUMUYECKHX METOJIOB
MIOMOILBIO U KOJIMUecTBeHHOro ananusza JIC; CPEZCTB U JIEKAPCTBEHHOTO aHau3a;

XUMHUYECKHUX, - IPUHLUIIBI, TT0JIOKEHHBIE B OCHOBY | PACTUTENIBHOIO ChIPbS; - (hapmMakoneHbIMU
OMOJIOTUYECKHUX, (U3UKO-XMUMHUYECKUX METO/I0B - IPOBOJUTH KOHTPOJIb KayeCcTBa METOJUKAMU KOHTPOJISI
¢buznko- ananusa JIC; JICKapCTBEHHBIX ()OpM, U3TOTOBJISIC- | KAUECTBA JICKAPCTBEHHBIX
XUMHUYECKUX U | - 0COOEHHOCTH aHAJIN3a OTACIbHBIX MBIX B allTeKe, B COOTBETCTBUU C CpeACTB (B TOM yHCie
UHBIX METOJIOB KaTeropui JIeKapcTBEHHbIX (HopM; MHCTPYKLIKEH 110 OLIEHKE KauecTBa JIEKapCTBEHHOTO
- BUJIbl BHYTPUAIITEYHOI'O KOHTPOJIS JIEKapCTBEHHBIX CPEJICTB; PACTUTEIBLHOTO ChIPbS);
JIEKapCTBEHHBIX (DOPM U IpEnapaTroB B | - OCYLIECTBISATh KOHTPOJIb KaYeCTBa | - HABbIKAMU MPOBEACHUS
COOTBETCTBUU C HHCTPYKIMEH 110 JIIT mpOMBILIIEHHOTO IIPOU3BOJICTBA | BHYTPHANITEYHOTO KOHTPOJIS
OLIEHKE Ka4yeCTBa JICKapCTBEHHBIX B COOTBETCTBHUHM ¢ TpeboBaHUsAMU ['D | ekapcTBEHHBIX GOPM U
CPEACTB, U3TOTOBJIICMBIX B alITEKE; P® u npyrux H/I; IIpEerapaTroB B COOTBETCTBUU C
- ctpykrypy H/I, pernamentupyromeii | - OlEHUBATh Ka4E€CTBO JIEKAPCTBEH- | MHCTPYKLHKEH IO OLICHKE
kagectBo JIC u JIPC; HOTO IIperapara, ero COOTBETCTBUE | KayecTBa JIEKAPCTBEHHBIX
- OCHOBHBIE HOPMATHUBHBIE TOKYMEHTHI | HOPMATHBHOW JOKYMCHTAIIHH; CPEJCTB, U3TOTOBJIEHHBIX B
(ODC, OCIL, I'OCT) 1 MmeToauUecKHe | - OPraHU30BBIBATH HH()OPMAIHOH- anTeke
MaTepuaisl 0 CTaHAAPTU3ALNN U HOe o0ecreyeHre Mo KOHTPOITIO
KOHTPOJIIO Ka4eCTBa JEKapCTBEHHbIX | kauecTBa JIC, BKIIIOYAst JICKapCTBECH-
CPEJICTB M JIEKAPCTBEHHOI'O CBHIPhS HOE€ PacTUTEIbHOE ChIPhE BCEX BUJIOB
JIeSITEJIbHOCTH ITPOBHU30pa-aHAIUTHKA

4, [1K-2 -TOTOBHOCTh K | - OCHOBHBIE BOIIPOCHI OpraHU3aluu -OCYILIECTBIISIT IOUCK, XpaHEHHE, - HaBbIKaMU IPUMEHEHUs
OpPOBEACHUIO koHTposst kauectBa JIC u JIPC B nepepaboTKy, Mpeodpa3zoBaHue U OOIIEXMMHUYECKUX YHUPHUIIH-
JKCIIEPTH3, cooTBeTCTBUM ¢ npuHuKnamu GMP; pacripocTpaHeHue HHPpOpMaLuy, POBAHHBIX METOJOB aHAJIU3a!
MPEYCMOTPEHHBIX | - OCHOBHBIE ITOJIOXKEHHUS HCIIOJIBb3Ys TPAJAULMOHHBIE ~ONpPCACICHHA MOTHHHOCTH H
npu 3aKoHOJaTeIhCcTBa PO, UCTOYHHKH U JIEKTPOHHBIC Bepcun | TACTOTBI, KOJMYCCTBCHHOTO
rocynapcteenHoii | [ocranosnenus [Ipasutensctea P, | 6a3 aHHBIX coBpeMeHHBIX acmexrop | Onpenenenns JIC B coorsere-
perucTpanuu npukas3sl M3CP, pernamentupyromniie | GpapmManeBTHYecKoil XUMHH U CTBUM ¢ TPeOOBAHMAMH )
JIEKapCTBEHHBIX KOHTpOJIb KauecTBa Ipu oOpalieHuu (bapMaKOoTrHO3UHU OOIIX 1 9ACTHBIX CTaTeH I'D;
MpernapaToB JIEKapCTBEHHBIX CPE/ICTB - OhOPMIATE IOKYMCHTALHIO

0 coorBercTBUU Kavyecrsa JIC
tpeboBanusm I'® u apyrux
HOPMAaTUBHBIX IOKYMEHTOB




I1K-3 - TOTOBHOCTHb K | - OOLIME 3aKOHOMEPHOCTHU - IPOBOAUTH XUMHUKO-TOKCUKOJIOTH- | - HABBIKAMHU aHAIIMTHYECKOU
MPOBCIACHUIO TOKCUKOKHHETHUKHW HAPKOTUYCCKUX YEeCKUI aHaJIN3 C Y4eTOM 0COOEHHOC- | JMAarHOCTHKU HApKOTHUYeC-
XMMHKO- cpeacts (HC) u ncuxoTponHbIx Tel aHAJINTUYECKOU JUarHOCTHKHU KOIro, TOKCHKOMaHHUYECKOTO,
Tokcukosornueckux | BemecTB (I1B) B opranusme yenoBeka; | HAPKOMAHUU U OCTPHIX OTPABIEHUH | aJIKOTOJBHOTO ONbSHEHUS U
SKCICPTU3 U | -00111e TPUHIUITBI TOKCUKOJUHAMUKN | XUMUYECKON 3THOJIOTHH; OCTPOI'0 OTPABJICHUS,
untepnperanuu ux | HC u I1B; - HHTCPIIPCTUPOBATH PE3YJIbTAThI - HaBBIKAMM M30JIMPOBAHUA,
pe3ynbTaTOB -KJIaCCU(PUKALIMIO HAPKOTUYECKHX, CyJeOHO-XMMHYECKON 1 XMMUKO- UECHTUDUKALMY U
NCUXOTPONHBIX U APYTUX TOKCUKOJIOTMYECKOHN 3KCIIEPTHU3HI C KOJIMYECTBEHHOT'O
TOKCHYCCKHUX CPCICTB; y4ETOM IpOoLecCOB OMoTpaHchopMa- | ONpeaeaeHUs TOKCHUECKUX
- MCTOJIOJIOTHIO IIPOBEACHUSA XUMMKO- | IIMM TOKCUYCCKUX BCIICCTB U BEIIIECTB B OMOJIOTHUECKUX
TOKCHKOJIOTMYECKOT'0 aHajiu3a ¢ BO3MO>KHOCTEHN aHAJTUTUYECKUX 00BEKTaX U 00BEKTAX JPYroro
y4€TOM 0COOEHHOCTEH METOJ0B UCCJICIOBAHUS; MPOUCXOKACHUS C
AQHAJIUTUYECKON ITUArHOCTUKH - JOKYMCHTHUPOBATH IIPOBCACHUC HUCIIOJIb30BaHUEM
HapKOMaHUHU U OCTPBIX OTPABJICHUI 71a00PATOPHBIX U IKCHEPTHBIX COBPEMCHHBIX MCTOJI0B
XUMHUYECKON ITHOJIOTUH uccleIoBaHui 1 0hopMIIATh aHaymmsa
OKCIIEPTHOC 3aKJIFOUCHUEC
I1K-6 - TOTOBHOCTb K | - 3aTPyAHMUTECIIbHBIC, HEPAIIUOHAILHBIC | - IPOBOJUTH YCTAHOBJICHUEC - HaBbIKaMH OpraHu3aluu,

MIPOBEACHUIO
KOHTPOJIA KauyecTBa
JICKApCTBCHHBIX
CPEACTB B YCIOBUIX
(bapmaleBTUUECKUX
OpraHu3aIui

JIEKapPCTBEHHBIE MPOMHICH, TTPOOIIEMBI
BO3MOXXHOH (hapMaIreBTHYECKOM,
(dapMakoTMHAMHYECKOU, (hapMaKOKH-
HeTnueckoi HecoBMecTuMocTH JIC;

- IIyTH PEIIeHUs MPOOIEeMbI
HECOBMECTHMOCTH,;

- MEXAyHapOIHbIE CTaHIaPThI, 0Oec-
MEYMBAIOIIINE Ka4eCTBO JIEKAPCTBEH-
HBIX TIPEeTapaToB, JIEKAPCTBEHHOTO
CBIPbsI (MPaBUJT TPAKTUKH TPOU3BOJIC-
TBa, BBIPAIIIMBAHUS 1 3aTOTOBKU
JIEKapCTBEHHBIX PACTCHUI;

— GACP, npaBu HaaJIEXKAIETO
npousBojcta JIC - GMP), 3apy6ex-
Hble (hapMaKonen, UX OCHOBHbIE
MPUHIIUIILI U TPeOOBAHUS;

-OCHOBHBIE HOPMATHUBHBIC JOKYMEHTBI
(ODC, OCII, I'OCT) n meTonrueckue
MaTepuaibl 0 CTaHAAPTU3ALUHU U
koHTpoto kayectsa JIC u JIPC

noaauHHocTH JIB;

- IPOBOJUTH (papMaKOTICHHBIN
aHaJIu3 JIEKAPCTBEHHBIX CPE/ICTB
(cyOcTaHuuu, TeKapCTBEHHbIE
(bopMBl, IeKapCTBEHHOE
PacTUTEIBLHOE ChIPHE) 1O BCEM
ITOKa3aTeNIsIM Ka4yeCTBa BO BCEX
OpraHMu3alUsaX U NPEeIIpPUATHSX,
CBS3aHHBIX C KOHTPOJIEM Ka4eCTBa
JIEKapCTBEHHBIX CPEJ/ICTB;

oOecrieueHHs ¥ MPOBEICHHS
KOHTpouist kauecTBa JIC B
YCIIOBHSX aNTeKH U
(bapmareBTHYeCKOro
peNpUATHS




10. | [IK-8 -TOTOBHOCTB K | - OPraHU3alUIO0 KOHTPOJIS Ka4eCcTBa - IIPOBOJIUTH KOHTPOJIb KaYeCTBa - HaBBIKAMU NPOBEICHUS
OpraHu3anuu JIEKapCTBEHHBIX CPEICTB U JIEKapCTBEHHBIX (OpM, BHYTPUAIITEYHOI'O0 KOHTPOJIA,
KOHTPOJIS Ka4eCTBa | JIEKAPCTBEHHOTO PACTHTEILHOTO U3rOTOBJIIEMBIX B aIlTeKe, B B COOTBETCTBHMHU C HHCTPYK-
JIEKapCTBEHHBIX chipbs B LleHTpax 1mo KOHTPOIIO COOTBETCTBUH C MHCTPYKIIUEH 1O el o oneHke kadectna JIC;
CPE/ICTB B YCJIOBUAX | Ka4eCTBa, KOHTPOJIbHO- OLICHKE Ka4eCTBa JICKAPCTBEHHBIX - IpoBOAUTH npreMKy JIPC;
(bapMaIeBTHYECKUX | aHAJTMTUYCCKHUX JTAOOPATOPHSIX, HA CPEJICTB; - IPOBOJIUTH (papMaKoIICHHBIN
OpraHu3aIuii anTeYHBIX CKIIaIax, - IpoBOIUTH npreMKy JIPC; aHaJIM3 JIEKAPCTBEHHOTO
(bapmareBTHYECKUX 3aBO/IaX U - IPOBOJUTH (papMaKOTCHHBIN PacCTUTEIILHOTO CBHIPhsI, COOPOB
¢dabpukax, B anTeKax; ananu3 JIPC, c6opoB 1o Bcem 10 BCEM IOKA3aTeIsIM KadecT-
MOKa3aTessiM KayecTBa BO BCEX Ba BO BCEX OpPraHU3alUIX
OpraHM3anusaX | IPEANPUATHSIX, HPEANPUATHSX, CBA3AHHBIX C
CBSI3aHHBIX C KOHTPOJIEM KayecTBa KOHTPOJIEM Ka4ecTBa
JIEKAPCTBEHHBIX CPEJICTB; JICKApCTBCHHBIX CPEICTB
12. | IIK-10 | - FOTOBHOCTH K - MOPAJIbHO-DTUYECKUE HOPMBI, - OPUEHTUPOBATLCS B HOPMATUBHO- - IPUHLUIIAMU MOPAJILHO-

IIPUMEHEHUIO
OCHOBHBIX
MIPUHITUTIOB
YIIpaBJICHUS B
poQeCCUOHATLHOM

chepe

npaBujia U MPUHIIAIIBI
po¢)eCCHOHAIBHOTO TTOBEICHNUS,
OCHOBHBIE 3TUYECKHUE TOKYMEHTBI
MEXIYHAPOJIHBIX U OTEYECTBEHHBIX
poeCCHOHATBHBIX
(dapmaneBTUYECKHX acCOIMalui U
Opra"u3anun

MPaBOBBIX aKTaX O TPYIE,
MPUMEHSITh HOPMBI TPYIOBOTO
3aKOHOJATEIhCTBA B KOHKPETHBIX
MPAKTUYECKUX CUTYaIUsX.
BricTpauBath u nojaepKuBaTh
pabourie OTHOIICHHUS C YICHAMU
KOJIJIEKTHBA

3THYECKUX HOPM,
pohecCuOHaTBHOTO
MOBE/ICHUS;

- HaBBIKaMU TIPUMCHCHUS
HOPM TPYZIOBOTO
3aKOHOJATENHCTBA B
KOHKPETHBIX MPAKTUYECKUX
CUTYaIUSIX




OO0mmii 00beM yueOHOM HATPY3KHM JHCHUTIIHHBI

4. COAEPXAHHUE U OB'BEM JUCLHUIIV/INHbI

Buj yueOHoii padoThl

Bcero kpeUTHBIX eIMHHUIL (1ACOB)

OO0m1as TpyA0€MKOCTh JTUCIUTIIIAHBI:

216

AyIUTOpPHBIE 3aHATHSL:

144

CamocrostenbHas padora (CP):

72

dopmMa KOHTPOJIA

3ayeT ¢ OLIEHKOHI

Cemectp

1

YueOHO-TeMaTHUYECKHIi IIaH AUCIHUIIIINHBI

Nunexc

HaunmMenoBanwue paszena/moapaszena

Bcero 3ET

Bcero yacos

B ToMm yucne

Jlexumn
I13
C3
KCP
CP nox pyk
CPC
Bun xouTpons

b.1.b.1. KonTposnp kauecTBa
JIEKapCTBEHHBIX CPEJICTB

(o]

216

3auer ¢
OILICHKOU

12 |60 |-|6/66 |72

11

MexmyHapoIHbIE CTAaHAAPTH KOHTPOJIS
KauecTBa JieKapCcTBeHHBIX cpeactB (GLP,
GCP, GMP, G]E)P, GPP, ISO, ICH).
[IpaBuna opranuzanuu HpOI/I3BO,I[CTBa u
KOHTPOJII Ka4ecTBa JIEKapPCTBEHHBIX
CpeJCTB

1.2

I'ocynapcTBeHHass KOHTPOJIBHO -
pasperuTensHas cucTeMa o KOHTPOIIO
KayecTBa OTEYECTBEHHBIX M UMITOPTHBIX
JIEKapCTBEHHBIX CPEICTB U U3JEIINI
MEAMIIMHCKOTO Ha3HAYEHU

1.3

HopmaTuBHO-TIpaBOBasi JOKyMEHTALIUS
M0 KOHTPOJTIO KauecTBa JIEKaPCTBEHHBIX
cpenctB. Oprannzanust KOHTPOIS B
(apManeBTHYECKUX OPraHU3aLHUsX.
IlopsinoK U3BATHS U IPEACTABICHHUS
JIEKapCTBEHHBIX CPEICTB HA MPOBEACHHE
KOHTPOJISL U CepPTU(HKALIHIO

14

HopmaruBHas qokymMeHTanusl,
perilaMeHTHpYIOIIas KauecTBO
JIeKapCTBEHHBIX cpencTB. Poccuiickas n
OCHOBHBIE 3apyOexKHbIe (hapMaKoIeu.
OcHoBHBIE 321241 ¥ QYHKIUN
KOHTPOJIbHO-aHATUTHIECKHUX
nabopatopuii, IEHTPOB KOHTPOJIS
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB
cyobekToB PO, dhenepanbHbIx
J'Ia60paTOpHBIX KOMILJICKCOB,
(enepaibHBIX SKCIEPTHBIX OpraHu3auui

12 12 |12

1.5

Ponp u MmecTo MeTponoruu B KOHTPOJIE
KauecTBa JICKAPCTBEHHBIX CPEJICTB.
M3mepurenu, npuMeHsIEMBIC B
¢bapmareBTuueckoM ananuze. OCHOBHBIC
TIOHSITUSI METPOJIOTUU

12 2|3 12

1.6

Banunanuus MeToauk Ka4eCTBEHHOTO U
KOJIMYECTBEHHOr0 aHanu3a. OCHOBHBIE
BAIMJAIIMOHHBIC XapPaKTCPUCTUKU U UX
onpezeneHue. Mcnonb3oBaHue
KOMIIBIOTEPHBIX TIPOTPaMM PH
BaJIMIAITUHI
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Co;[epmafme AUCHUIIJIMHBI «KOHTpOJ’Ib KavdeCTBa JICKAPCTBCHHBIX CPEACTB)»

MeskayHapoaHble CTAHAAPThl KOHTPOJSI KadecTBa JeKapcTBeHHbIX cpencts (GLP,
GCP, GMP, GDP, GPP, ISO, ICH). IIpaBuia opraHu3amdd IPOU3BOJACTBA H
KOHTPOJISI Ka4yecTBa JIeKAPCTBEHHBIX CPEIACTB

[TonsTre kavecTBa JEKAapCTBEHHBIX cpeAcTB. CoBpeMeHHBbIE TpeOOBaHUS K KadeCTBY
JIEKAPCTBEHHBIX CPEJCTB. AHATUTHYECKOE 00ECIIeUeHHE KaueCcTBa JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBHUH ¢ TpeOOBaHUAMHU MeKAyHapoaHbix ctanaapToB. GCP (Good Clinical Practice)
- HaJyIeKamas KiuHudeckas npaktuka. OcHoBHble npuHnunbel. GMP (Good Manufacturing
Practice) - mamnekarnas npou3BoACTBeHHas npaktuka. OcHoBubie nmpuHiunsl. GDP (Good
Distribution Practice) - mamnexarnas quCTprOBIOTOPCKas mpakTHKa. OCHOBHBIC MPHHIIUIIBI
GPP (Good Pharmacy Practice) - mamnexarnas ¢apmameBTudyeckas (anTeuHas) MpPaKTHKA.
OcuoBubie  npunnunbl.  ISO  (International Organization for Standardization) —
MexnayHnapoaHas opraHusanus 1o craHgaptuzanud. CHcTeMHass OCHOBA W OCHOBHBIC
npuniunel.  ICH  (International Conference of Harmonization) — MexayHapoaHas
KOH(EPEHIIHs MO TapMOHHU3AIMU TPeOOBAaHUN K PETHCTPALlMU JIEKAPCTBEHHBIX CPEACTB IJIA
yenoBeka. OcHOBHble MpUHIUNBL. CoBpeMeHHas KOHIENIUs (apMaleBTHUECKONH CHCTEMBI
kauyectBa (ICH Q10)

I'ocynapcrBeHHasi KOHTPOJIBHO - pa3spellMTe/]bHAsi CHCTeMa II0 KOHTPOJII KayecTBa
OTEYCCTBEHHBIX M HMIIOPTHBIX JICKAPCTBEHHBIX CPEACTB M H3JAeJMH MEJUIHHCKOI0
HA3HaYeHUs!

ACHeKTbl KOHTPOJIbHO-Pa3peIInTeNIbHOW cucTeMbl B PD (117151 1€KapCTBEHHBIX CPENCTB, AJISA
nesTenbHOCTH, Ul cnenuanuctoB). Jlomyck JIC Ha pBIHOK M KOHTPOJIb 3a OOpallleHHEM.
KoHTpoub 3a Mpon3BOACTBOM, ONTOBOM M PO3HUYHON TOprosiel. HanpasineHus KOHTpOIbHO-
pa3pelnTeNbHON CUCTEMBI (IKCIEPTHU3a M PETUCTpallvs, CTaHAApTU3alus U METPOJIOTus,
cepTuduKalysl, KOHTPOJIb KauecTBa, 3PPEKTUBHOCTH U OE30MACHOCTH )

HopMaTuBHO-IpaBoBasi [OKYMEHTALMS 10 KOHTPOJI0 KadecTBAa JIEKAPCTBEHHBIX
cpeacTB. Opranu3anusi KOHTPOJSA KadyecTBa B (apMaleBTHYeCKHX OpPraHu3anusx.
IMopsiiok M3BATHS M NPeICTABJEHHS JEKAPCTBEHHBIX CPeICTB Ha MNpoBeIeHHe
KOHTPOJIS M cepTH(PHUKAIUIO

Oenepanpubiii 3ak0H 0T 12.04.2010 Ne61-d3 «O6 oOpareHUu JEKapCTBEHHBIX CPEICTBY.
ITocranosnenue IIpaBurensctBa Poccuiickoit ®enepaumnu ot 30.06.2004 N 323 «O6
yrBepkaeHun [lonoxxenus o eaepanbHol ciayx0e 1Mo Haa30py B chepe 31paBOOXpaHEHUS U
COIIMAJBHOTO pa3BuTHs». [IpaBuia Hamnexamed npaktuku (apmakonamzopa (GVP)
EBpa3uiickoro SKOHOMHYECKOTO CO03a, yrBepxkAcHHble Pemennem Cosera EBpasuiickoii
Oxonomuueckoir Kommccnn Ne§7 ot 03.11.2016. IlpaBmna Hamnexaimedl KIMHUYECKOU
npaktukun (GCP) EADC, yreepxknacuubie CoBerom EDK 03.11.2016 2016 Ne79. Ilpuka3s
Munsznapasconpa3sutuss Poccun ot 26.08.2010 N 758 «OO6 yrBepxkaenun I[lopsaka
MPUOCTAHOBIICHHUSI ~ TMPUMEHEHUS  JIEKAPCTBEHHOTO  Mperapara Uil  METUITMHCKOTO
npuMeHeHus». HanmonaneHblil ctangapt «Hamnexamas knuanyeckas npaktuka. 'OCT P
52379-2005», yrBepkaeHHbIH npukazoM PocrexperymupoBanus ot 27.09.2005 N 232-c.
ITpukaz Munzapasa Poccun N 6821 ot 07.09.2016 «O06 yrBepx)aeHuu GOpMbI TOKYMEHTA,
COZIepIKAIIEr0 Pe3yNIbTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U 0E30MACHOCTH JIEKAPCTBEHHOTO
mpernapara A MEAMLUHCKOTO TMPUMEHEHUs, MPOBOJMMOIO JepiKaTeleM WM BIAJeNbleM
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PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JICKAPCTBEHHOTO Mperapara Ju00 YIOTHOMOYEHHBIM HM
opuarueckuMm  Junom». [Ipukaz MunzapaBa Poccum ot 12.07.2017 N 4091 «OO06
YTBEPXKACHUU TOpsAka (OPMUPOBAHMSI PETUCTPALMOHHOIO JIOChe Ha JIEKapCTBEHHBIH
npenapaT U TpeOOBaHMI K JOKYMEHTaM B €ro coctaBe, TpeOoBaHUM K 00beMy HH(OpMaLIUU,
MPEIOCTABIIEMON B  COCTaBE PETUCTPAIIMOHHOTO JOChE, JJs OTHCIBHBIX BHUIOB
JIEKapCTBCHHBIX TPENapaToB sl MEAWIIMHCKOTO MPUMEHCHHS M TOPSAIKA IPEICTABICHHS
JOKYMEHTOB, W3 KOTOPBIX (OPMHUpPYETCS PETUCTPANMOHHOE JOChE Ha JIEKAPCTBEHHBIM
npemapar JJii MEIUIIMHCKOTO MPHUMEHEHUS B IENSIX €ro TOCYAapCTBEHHOW DPETHUCTPAIlUN.
[Ipukaz Mwunnpomduepro P® or 26.12.2006 N 425 «OO6 yrtBepkaeHuu MeToanuecKux
pPEKOMEHIaLUN 10 MPUHITUIO U PETUCTPALMU JIEKJIapaldd O COOTBETCTBUU JIEKAPCTBEHHBIX
cpeactB». enepanbubiil 3akoH "O TexHHUYeCKOM perynupoBanun” ot 27.12.2002 N 184-D3.
[Ipukaz M3 P® ot 22 mas 2023 r. N 2491 «OO0 yTBepXKACHUU TPaBUI HM3TOTOBJICHUS H
OTITyCKa JICKAPCTBEHHBIX MPEMapaToB [UIsl MEIUIIMHCKOTO TIPUMCHEHUS AaNTCUYHBIMH
OpraHHU3aIHsIMH, UMCIOIIMMH JIUIIEH3UIO Ha (hapMarleBTHUSCKYIO e TeIbHOCTRY. [Ipukas M3
P® or 31 aBrycra 2016 r. N 6470 «O0 yTBep)KJI€HUU NpPaBUJ HaAJIEKALIEH anTeyHOU
MIPAKTUKU JICKAPCTBEHHBIX MPEMapaToB JUIsl MEIUIIMHCKOTO TpUMEHEHUs». OpraHu3amus
KOHTPOJIS KadecTBa JICKAPCTBCHHBIX CPEICTB B (DapMaleBTUYCCKUX OpraHM3aIsax Ha
tepputopun PO.

HopMaTuBHasi JOKyMeHTalusl, perjiaMeHTHPYHOIIAs KAa4eCTBO JeKapPCTBEHHbIX
cpeacTB. Poccuiickas u 0OCHOBHBIE 3apyOekHbIe papmakoried. OCHOBHBIE 3a7a9i U (YYHKITUU
KOHTPOJIbHO-aHAJIUTUYECKUX JIAOOpaTOpHUil, LEHTPOB KOHTPOJS KauyecTBa JIEKapCTBEHHBIX
cpeactB  cyObekToB P®, denepanbHbIX JTaO0OpAaTOPHBIX KOMIUIEKCOB, (enepaabHbBIX
9KCIepTHhIX  opranuzanuii. ['ocynmapcrBennass  ¢apmakones (I'd) - cOopHuK
rOCyJapCTBEHHBIX CTaHJAPTOB KadecTBa JIEKapCTBEHHBIX cpencTB. CTpykTypa oOmuMx
dapmaxoneiinbix crateil (ODC) u papmakoneitnsix crareit (PC). Ilpukaz M3CP PO N 756H
(pen. ot 20.04.2021) "OO6 yTBepkACHUU MOpsAAKa pPa3pabOTKU 0OHMX (hapMaKONEHHbBIX
cratedt U ¢dapMakONeWHbIX CTaTell M BKIIOUEHUS MX B TOCYJAapCTBEHHYIO (apMmakorero, a
TaKXe pa3MelleHus Ha opuuuanbHOM caifTe B ceTH "MIHTepHeT" JaHHBIX O roCcyl1apCTBEHHON
dapmakorien” (3apeructpupoBano B Muntocte Poccun 31.08.2010 N 18298) ot 26.08.2010
r. «OO0 yTBep)KIACHHWH TOpsAKa pa3paboTKu oOmux (QapmakoneiHbIX cTatedl U
(dapMaKkomeWHBIX cTaTel M BKIIOYEHHS WX B TOCYAApCTBEHHYIO (papmakoriero, a Takxke
pasMeleHlsT Ha OQUIMAIbHOM caliTe B CETH «MHTEPHET» JaHHBIX O TOCYJapCTBEHHOM
dapmakoriee». OcHOBHBIE 3apyOexHble (apmakonen (MexayHnapoanas dapmakomnest (Ph.
Int.), ®apmakonesCIIA — Haunonanbueiii popmyssip (USP — NF), Bpuranckas dapmakomes
(BP), EBponeiickast papmakones (Ph. Eur.)). CTpykrypa KOHTpOJBHBIX JlabopaTopuii B PD.
HcnbiTarenbHple  1abopatopud,  (QYHKIUMOHUpPYIOIIME B  CHUCTEME  IOATBEPXKICHHS
COOTBETCTBHUSl JIGKAPCTBEHHBIX CpEACTB, uX (QyHKIuu. DexepanbHbie 1a00paTOpHBIC
KOMILIEKCHI, UX (pyHKIMU. L{eHTpBl KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEACTB CyOBEKTOB
P®, ux ¢pynkiun. OenepanbHble SKCIEPTHBIE OpraHU3alUH, UX QYHKIIUH.

Poas m MecTo MeTpPOJIOTMH B KOHTPOJIE Ka4yecTBa JIEKAPCTBEHHBLIX CPEACTB.
HN3mepurenu, npumeHsiemMble B (apManeBTHuyeckoM aHajau3e. OCHOBHbIE TOHATHA
MeTPOJIOTHH

[Tonsitue wetrponoruu. WM3mepurenu, mnpuMeHsemble B (dapMaleBTUUECKOM aHaIH3e.
OCHOBHBIE IOHATHS METPOJIOTUH (M3MEPEHUE, €IUHCTBO U3MEPEHUM, TOYHOCTh U3MEPEHUI )
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Axcuombl metponioruu. Knaccudukaius uzmeperuii. Merponorudeckue u paboune cpeacTsa
u3Mepenuil. Mzamepurenu, npumeHsiembie B papManeBTUYECKOM aHaiu3e. MeTposoruyeckas
xapaktepuctuka wusmepeHuid. OmpeneneHue omuOku u3MepeHus. PacueT OCHOBHBIX
XapaKTEepUCTHK ¢ moMollpio mporpamMmel  Microsoft Excel. IlorpemHoctd u3MepeHus..
Knaccudukanuss morpemrHocTeii M3MepeHusi 1Mo CrocoOy BBIPAXKEHHS U IO XapakTepy
nposiienus. O6pa3uoBsie cpencTBa n3mMepeHnii. CriocoObl TOBEPKU CPEICTB H3MEPEHHMA

Baaupanusa MeToOMK Ka4eCTBEHHOIO M KOJHMYeCTBeHHOro anajamu3a. (OCHOBHbIe
BAJINIALINOHHbIEC XaPAKTePUCTHKHU M UX onpenejenne. Mcnob30BaHue KOMIIBIOTEPHBIX
NPOrpamMM MpH BAJIHIALHA

[TonsaTus «BaNUgaNUsLy), «KOHTPOJIbY, «UCHBITaHUSY. Pasnuuue Mexay STUMHU MOHITHSIMH.
Tunsl aHANIUTUYECKMX METOJIUK, TpeOylollue MPOBEASHUS MPOLEAYpbl  BalldJaIUH.
OcHOBHbIE BaNUAAIMOHHBIE XapPAKTEPUCTUKH MeTOAuKU. CrenupuyHOCTh METOAUKH.
Omnpenenenue u kputepuu crneunduynoctu. JluneitHocTs Meroauku. OmnpeneneHue U
Kputepun npuemsieMoctd. [lpaBunbHOCT, MeToauku. OrmnpeneneHHue U KPUTEPUU
npaBwibHOCTH.  IIpennsumonHoct  MeTonuku. OCHOBHBIE  BHMJbBI  IPELM3UOHHOCTH
(cXOIMMOCTb, MPOMEXKYTOUHAs MPELU3UOHHOCTb, BOCIPOM3BOAUMOCTH). OmpejeneHue U
KpuTepuu npeunsnoHHoctu. llpenen oOHapyxenus. OmnpeneneHue U KpUTEPUM Ipenesa
obHapyxenus. [Ipenen xonuuecTBeHHOro ompeseneHus. OnpeneneHue u KpuTepuu mnpesena
KOJMYECTBEHHOr0 orpeneneHus. JluamazoH mnpuMeHeHeHus MeToauku. OrmnpenencHue u
KpUTEpUU AMara3oHa NpuUMeHeHus MeToauku. [lpomenypa peBamuaanuu aHATUTUYECKOU
MeToIuKH. Vcronp30BaHuEe KOMITBIOTEPHOM TEXHUKHU U TPOrPaMM B TaOOPATOPHON MPAKTHKE

TemaTnuyecknii NJIaH JeKI UM

Ne Hassanmne KomnmuecTtBo
4acoB

1. [ToHsTHE KaueCcTBa JIEKapCTBEHHBIX cpelcTB. COBpeMEHHbIE 2
TpeOOBaHUS K KAYECTBY JIECKAPCTBEHHBIX CPEJICTB.

2. AHanmuTHUecKoe 00eCIIeYCHUE KauecTBa JICKAPCTBCHHBIX CPE/ICTB B 2
COOTBETCTBHUH C TPCOOBAHUSIMHU MEKIYHAPOIHBIX CTAHIaPTOB.

3. KonTponpHO-pa3pemmuTensHas cuctema B PO. Hanpapnenus 6
KOHTPOJIbHO-Pa3PEIINTEILHONU CHCTEMBI (IKCIIEPTH3a U PETUCTPAITus,
CTaHJapTH3AIMsI U METPOJIOTHS, CepTU(UKAIUS, KOHTPOJIb KAYeCTBa,

s exTUBHOCTH U OE€30MACHOCTH)

4. Banuparust METOMK KaueCTBEHHOTO U KOJUYECTBCHHOTO aHAJIN3A. 2

OCHOBHbBIE BaJTUIAIIMOHHBIC XaPAKTEPUCTUKN U UX OMpPEIEIeHNE

13



TemaTn4yeckuil IJIaH NPAKTHYECKUX 3aAHATHI

No Ha3Banue Komuuectso
4acoB

1. CoBpeMeHHbIE TPeOOBaHUS K KAUYECTBY JIEKAPCTBEHHBIX CPE/ICTB. 6
Ananutuyeckoe obecriedyeHre KauecTBa JIGKApCTBEHHBIX CPE/ICTB B
COOTBETCTBHUH C TPEOOBAHMSIMH MEXAYHAPOIHBIX CTAHIAPTOB.

2. Jlomyck JieKapCTBEHHBIX CPEJCTB Ha PHIHOK U KOHTPOJIb 3a 6
oOpatenuemM. KoHTpoJIb 32 IPOU3BOJICTBOM, ONITOBOM U POSHUYHOM
TOPrOBJIEH.

3. HopmaTtuBHO-IpaBoBasi TOKyMEHTalMs IO KOHTPOJIIO KauecTBa 12
JIEKAPCTBEHHBIX CPEJICTB

4, HexnapupoBanue kauecta JIC. Cxema npuHSTHS IEKJIapalluu O 6
COOTBETCTBHHU JIEKAPCTBEHHBIX CPE/ICTB

o. HopmaTtuBHas qokymeHTaIus, perjiaMeHTUPYIOIas Ka4eCTBO 6
JIEKapCTBEHHBIX cpecTB. Poccuiickasi 1 OCHOBHBIE 3apyOeKHbBIE
(dhapmakorien.

6. MeTtponoruueckue u paboune cpenctsa usmMepenuit. Usmepurenu, 6
pUMeHsieMble B (papMalieBTHUECKOM aHaJIK3e.

1. [Torpemnoctu u3mepenus. Knaccuduxanus norpenrHocteit 6
M3MEpEHUs 0 CIIOCO0Y BHIPAXKEHUS U 110 XapaKTepy MPOSBICHUS.

O6pasuoBele cpencTBa n3MepeHuit. CriocoObl MOBEPKHU CPEICTB
U3MEPEHUN

8. Banunanus MeToanK KaueCTBEHHOTO U KOJJMYECTBEHHOTO aHAIM3a. 12

OcCHOBHbBIE BAJIM/IAIMOHHBIE XapaKTEPUCTUKH U UX OINPEACIICHHUE

CamocrosiTesibHAs padoTa 10 JMCHUIIMHE

CamocrosarenbHass paboTa OpAMHATOPOB HANpPAaBICHA HAa COBEPIICHCTBOBAHUE
HAaBBIKOB M YMEHMM, MOIYYEHHBIX BO BpPEMs ayJIUTOPHBIX 3aHATHH, a TaKK€ Ha pa3BUTHE
HAaBBIKOB CaMOOpraHnu3anvi U CaMOAUCHHUITIINHBI.

[Tonnepxka caMOCTOSITEILHOM PAa0OOTHI 3aKJIIOYAETCS B HENPEPHIBHOM DPa3BUTHH Y
opavHATOpa paldOHAJIBHBIX TIIPUEMOB MO3HaBaTEeNLHON ACATCIIBHOCTH, IIEPEXOAY OT
NESATENIBHOCTH, BBINOJHIEMONM 10 PYKOBOACTBOM IIPENOAABATENs, K JEATEIBHOCTH,
OpPraHU3yeMOM CaMOCTOSITENIbHO, K IOJHOW 3aMEHE KOHTPOJSl CO CTOPOHBI IpErnojaBaTels
CaMOKOHTPOJIEM.

KouTponb camocrosiTennbHONM pabOThl OpraHM3yeTcs Kak €AIMHCTBO HECKOJbKHUX
(bopM: CaMOKOHTPOJIb, B3AUMOKOHTPOJIb, KOHTPOJIb CO CTOPOHBI MPETOAaBATENS.

JlJis yCHeImHOro OCBOEHHUS UCUUIUIMHBI OPAMHATOPY HEOOXOJUMO IMOCEIIaTh BCE
KOHTAKTHbIE 3aHATHUS M CUCTEMAaTHYEeCKH B TOJHOM OOBEME BBINOJHATH BCE 3aJaHUS IS
CaMOCTOSITENIbHOM pabOTHI.

JUig NOCTH>KEHHS TOCTaBJICHHBIX LEJEH MPENoJaBaHus AUCHMILIMHBI PEATU3yIOTCS
CJIEAYIOIINE CPEACTBA, CIIOCOOBI M OPraHU3aLIMOHHBIE MEPOTIPHUATHS:

—  H3Yy4YeHHME TEOPEeTHYECKOro Marepuala JWCUMIUIMH Ha  JIEKIHUSIX C
HCIIOJIb30BAHUEM KOMIIBIOTCPHBIX TCXHOJIOT HI>'I,
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—  CaMOCTOSITEJIbHOE M3YYCHHE TEOPETHUYECKOr0 Marepuajga JAMCHUIUIMH ¢
ucrosp3oBanueMm  Internet-pecypcos,  pecypcoB  ydebHoro  moprtama  e-learning,
HHPOPMAIIMOHHBIX 0a3, METOIUYECKHX pPa3pabOTOK, CHCHHUAILHONW Yy4eOHOH W HaydHOM
JUTEPaTyphl,

—  3aKpeIICHHE TEOPETHYECKOr0 Marepualia MPH BBIMOJHCHUH MPAKTUYECKUX,
MPOOJIEMHO-OPUEHTUPOBAHHBIX, TOMCKOBBIX 3a/IaHUH,

—  TOATOTOBKA U 3aluTa pedepaToB, ydacTue B padoTe KOHPEPEHIINI;

—  UHTEpaKTUBHbIC (POPMBI MPOBEACHUS 3aHATHI B COUYCTAHUH C BHEAYTUTOPHOM
paboToii ¢ 1enbio GopMHUPOBAHHS U PA3BUTHUS TIPOPECCHOHATHHBIX HABBIKOB 00yUaIOIIUXCS;

—  KOHCYJbTAIlUH, CAMOCTOSITEIbHAS PaboTa;

—  TeCTUPOBAHHUE, PEIICHHE CUTYAI[MOHHBIX 3a/1a4, TUCKYCCHH.

BOl'[pOCLI M 331aHUA JJI CAMOCTOSITEJIbHOM paﬁoTbl

Bonpocwt ona camocmoamenvnoit pabomut

1. AmnanuTtnueckoe o0ecredeHne KauecTBa JeKapCTBEHHBIX CPEICTB B COOTBETCTBUU
¢ TpeOOBAHUAMHU MEXTYHAPOIHBIX U HALIMOHAJIBHBIX CTAHIAPTOB

2. OCHOBHBIE aCNEKThl W HANpPaBICHHUS KOHTPOJIBHO-PA3PEIIMTEIBHON CHCTEMBI
KOHTPOJIbHO-PA3peIINTENbHON cucTeMbl B Poccuiickoit @enepanuun

3. ®enepanbubiii 3ak0H 0T 12.04.2010 Ne61-®3 «OO6 oOparieHnn JeKapCTBEHHBIX
CPEICTB»

4. Tlpukaz M3 PO or 22 mas 2023 r. N 2491 «OO0 yTBepkKACHUU MPABUI
U3TOTOBJIEHUSI M OTIYCKa JIEKAPCTBEHHBIX NpEnapaToB [UIl MEIUIIMHCKOTO
INPUMEHEHHUsS  aNTeYHBIMM  OpPraHU3aLUsAMHM, HUMEIOIUMH  JIMIEH3UI0  Ha
(bapMareBTUYECK YOI TEIbHOCTh

5. Ilpukaz M3 P® or 31 asrycra 2016 r. N 6470 «OO6 yTBepKIEHMH MPABUI
HQJISKAIIed  anTeYHOH  MPaKTHKH  JICKAPCTBEHHBIX  NpenapaToB  JUIS
MEIUIIUHCKOTO TIPUMEHEHUSD)

6. Ilpuxa3z Munszapasa Poccuu ot 12.07.2017 N 4091 «O0 yTBep»KAECHUHU MOPSAKA
(GbOpMHUpPOBAHUS PETUCTPAIMOHHOTO JIOChE Ha JIEKAPCTBEHHBIM Ipermapar W
TpeOOBaHUI K TJOKYMEHTaM B €ro cOocTaBe, TpeOOBaHUI K 00beMy MHpopMaluy,
MIPEJOCTABIAEMON B COCTAaBE PETUCTPALIMOHHOTIO JOChE, AJIS OTHENbHBIX BHJIOB
JICKApCTBEHHBIX MpPENapaTroB JUIsl MEIUIMHCKOTO TPUMEHEHUS U IOopsKa
MPEJCTaBICHNUS JOKYMEHTOB, U3 KOTOPHIX (POPMHUPYETCS] PErUCTPALMOHHOE J10ChE
Ha JIEKapCTBEHHBIH Tpenapar ais METUIIMHCKOTO TPUMEHEHHS B MENAX ero
roCyJAapCTBEHHOUN pErUCTpALIIN»

7. OcHOBHBIE 3apyOexKHbIE (papMaKoIen

8. Merponoruyeckas  XapakTepuCTHKa UW3MepeHumi. OmnpenencHUe  ONTHOKHU
u3MepeHus. PacueT 0OCHOBHBIX XapaKTEPHUCTHK C MTOMOIIBIO mporpammbl Microsoft
Excel

9. Tunsl aHATUTUYECKUX METOJUK, TPeOyIOIIKe MPOBeIeHH POLEAYPhI BaTUIAIIUH.
OCHOBHBIE BAJTUIAIIMOHHBIC XaPAKTEPUCTUKHA METOIHKH

10. Onpenenerre W KpUTEpUHM JHara3oHa MpHUMEHEHHWs MeToAuku. [Ipomemypa
peBamuanuy  AQHAINTHYECKOW METONMKH. Vcnonp30BaHME KOMIIBIOTEPHOM
TEXHUKHU U IPOrpaMM B J1a00OpaTOPHOM MPaKTUKE
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Hepeqeﬂb JAUCKYCCHOHHBIX TE€M

1. ISO (International Organization for Standardization) — MexayHapoaHas
opranu3zanys 1o cragaapruzaunu. CucTteMHasi OCHOBA M OCHOBHBIE NMPUHUUIBL. [IpuMenenue
ISO B cucreMe KOHTPOIISI KauecTBA JIEKAPCTBEHHBIX CPEJCTB.

2. ICH (International Conference of Harmonization) — MexayHnapoaHas
KOH(pepeHIHs 0 rapMOHU3AlMU TPEOOBAHUN K PErHCTpAllUU JIEKAPCTBEHHBIX CPEACTB IS
yenoBeka. CoBpeMeHHas KoHiemnius (apmareBTrueckoir cuctembl kadectsa (ICH Q10).
[Tpumenenue npuHunoB ICH B TedeHune )KM3HEHHOTO 1IMKJIA ITpernapara.

3. 3akoHonaTenbHbIe aKThl P®D B 00JAaCTH KOHTPOJIS KAauyecTBa JIEKAPCTBEHHBIX
CPEICTB Ha pa3HBIX (hapMalEeBTUYECKUX OPTaHU3ANNAIX (alTeKax, CKJIaax, 3aBojax).

4. Cucrema Banmupanuu METOMUK. TpeOoBaHUS K Bamuaanud U OQPOPMIICHHIO
MPOIeIypPhl BATHIAIMA Ha (DapMaleBTUIECKUX OPraHU3aIlnsX.

5. Paznmuuns B TpeboBaHUSM K TpeOOBAHMSX K PETHCTPAIMOHHOMY JIOChE Ha

nekapcTBeHHbIN npenapat B PO u crpanax EC.

Ilepeuenv mem ona pegpepamos

Hannexamiast mpou3BOICTBEHHAS TIPAKTHUKA
Hannexamas anTeyHas MPaKTUKU  JIEKAPCTBEHHBIX  IpenapaTroB s
MEIUIUHCKOTO IPUMEHEHUS
I'ocynapcrBenHas ¢apmakones  Poccuiickoit ~ ®epepanuu.  Crpykrypa
(hapmakonenHbIX cTaTei

OcHOBHBIE aCMEeKThl KOHTPOJIBHO-PA3PEIIUTENBHON CUCTEMBI

JlomycK JIeKapCTBEHHBIX CPEACTB Ha PHIHOK M KOHTPOJIb 32 OOpallieHHeM
OcHoBHbIe 3apy0exHbie hapmakorneun. Papmakones CIIA — Harronanbusiiipopmyssip (USP
— NF), bpuranckas dpapmakornest (BP), EBponeiickas papmaxones (Ph. Eur.)
. LleHTpBI KOHTPOJIS KaUeCTBa JIEKAPCTBEHHBIX CPeNICTB CyObekToB PD, ux GpyHKIUH.
Pomb 1 MecTo craHmapTH3alMU B KOHTPOJIE KadecTBa JIEKAPCTBEHHBIX CPEIICTB
Crannmaptabie oOpasiibl ekapcTBeHHbIX BemecTB (I'CO, PCO u T.1.) miis OleHKH KadecTBa
JIEKapCTBEHHBIX CPEJICTB
10. [IpaBuina W3TOTOBJICHUST W OTIIyCKAa JIEKAPCTBEHHBIX TIPENapaToB Ui MEIHIIMHCKOTO
NPUMEHEHHUS aNTEeYHBIMH  OPTaHU3AlUSAMH, HWHIUBUAYAJbHBIMH TIPEANPHHUMATEISIMH,
MMEIOIIMMH JIMIIEH3UI0 Ha (apMaleBTHUYECKYIO AEATENbHOCTh B COOTBETCTBUE ¢ [Ipnkazom
M3 P® ot 22 mas 2023 1. N 249m.

A

w
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5. OEHKA KAYECTBA OCBOEHUA AU CIUIIJINHBI

Texkyuuit KOHTPOJIb — KOHTPOJIb 3HAHUH 00y4aroluXcsl B TEYEHUE CEMECTpa.

HpOMe)KyTO‘-IHaFI arrecragusa 1mo AUCHUIIIINHE KOHTpOJ'IB KadeCTBa JICKAPCTBCHHBIX
cpencTB peanusyercs B popme 3adera ¢ OLEHKOH B 1 cemecTpe.
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ITacnopT OIEHOYHBIX CPEICTB

Kon ] OIeHOUHBIE CPE/ICTBA

KOHTPOJIHPYEMOM

KOMIICTCHIINH Texymuit KOHTPOJIb [IpomexyTouHas aTTecTanus
(nm ee gacTH)

VK-1 IToaroroska JIOKJIAIOB-TIPE3CHTAINI; | TECTOBBIC 3aJaHus
y4acTHe B JMCKYCCHSAX, KPYIIbIX CTONax, | CUHTYAUHMOHHBIC  3ajadn
KOH(EPEHLUSX 3a4eTy C OLCHKOMN

VK-2 VYyactue B JUCKYCCHSIX, KPYIJIbIX CTOJaX, | TECTOBBIE 3aJlaHuAA
KOH(bEPEHIIHSIX CUTYallMOHHBIC  3a71auu

3a4eTy C OLCHKOMN

T1IK-1 Kommiekt SaI[aHI/Iﬁ B COCTAaBC | TECTOBBIC 3aaHuA

METOINYECKUX pa3paboTok K | CUTYallMOHHBIC  3aaun
IIPAKTUYECKUM 3aHATUSAM 110 pa3aesaM; 3a4eTy ¢ OLEHKOIL
BOIIPOCHL K INPAKTUYECKUM  3AHATHAM;
TECTOBBII KOHTPOJIb; MOJArOTOBKA
JTOKJIaJ0B-TIPE3CHTALIHII; ydacTtue B
JIUCKYCCUSX, KPYIVIBIX cToJIax,
KOH(pEpEeHIHSIX.

TIK-2 Kommiekt 3aIIaHI/II71 B COCTAaBC | TECTOBBIC 3aaHUuA

METOINYECKUX pa3paboTok K | CHTyaI[HOHHbBIC  3a[a4H
MPAKTUYECKUM 3AHATHSIM 1O  PAa3NENaM; | sauery ¢ OLEHKOM
BOIPOCHL K MPaKTUYCCKUM  3aHATHSIM,;
TECTOBBIN KOHTPOJIb; IIOArOTOBKA
JIOKJIaJIOB-TIPE3CHTALIUI; y4acTue B
JIACKYCCHSX, KPYIJIBIX CToJIax,
KOH(EpEHIHSIX.

[K-3 KommiekT 3a7laHuN B COCTaBE | TECTOBBIC 3aaHus

METOANYCCKUX pa3pa6OTOK K CUTYallMOHHBIE 3aJ1aun
NPAKTUYECKUM 3aHATHAM 10 PA3NENaM; | saqery ¢ OLEHKOM
BOIPOCHL K MPAKTHYECCKAM  3aHSITHSIM,
TECTOBBII KOHTPOJIb; MOJIrOTOBKA
JTIOKJIaJIOB-TIPE3EHTALU; y4acTue B
JIACKYCCUSX, KPYIJIBIX cToJax,
KOH(EepeHIHSIX.

TIK-6 Komriekt 3aI[aHI/II71 B COCTAaBE | TECTOBBIC 3aJaHUuA

METOINYECKUX pa3paboTok K | CUTYaI[MOHHBIE  3a/aun
MIPAKTUYECKUM 3aHATUSM 110 pa3zieliaM; 329€Ty C OLEHKOIL
BONIPOCHl K IPAKTHYECKUM  3aHATHSAM,
TECTOBBII KOHTPOJIb; MOJArOTOBKA
JIOKJIaI0B-TIPE3EHTALIN; ydacTtue B
JIACKYCCUSX, KPYIJIBIX cToJyax,
KOH(EepeHIMSIX.

K-8 KommiekT 3a7laHuN B COCTaBE€ | TECTOBBIE 3a7aHus

METOANYCCKUX pa3pa6OTOK K CUTYyallMOHHBIE 3a/1auu
NPAKTUYECKUM 3aHATHAM N0 PAasNENaM; | saqery ¢ OLEHKOM
BOIPOCHL K MPAKTHIECCKAM  3aHSITHIM,
TECTOBBII KOHTPOJIb; MOJATrOTOBKA
JTIOKJIaJIOB-TIPE3EHTALN; y4acTue B
JIACKYCCUSAX, KPYIJIBIX cToJyax,
KOH(EpeHIMSIX.

TIK-10 Komiiekt 3aJaHuN B COCTABE | TECTOBEBIE 3aJlaHUs

MPAKTHYECKAM 3AHATHSIM TIO  PA3NENaM; | saqery ¢ OLEHKOM
BONPOCHl K MPAKTHYCCKUM  3aHSITHSM;
TECTOBBII KOHTPOJIb; MOJATrOTOBKA
JTIOKJIaJIOB-TIPE3EHTALN; y4acTue B
JIACKYCCUSX, KPYIJIBIX cToJax,
KOH(EepeHIHSIX.
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IIpumepbl CUTYallMOHHBIX 32124

Cumyayuonnas 3aoaua Ne 1

OueHuTte KauecTBO pacTBopa npokanHaMmua (HoBokanHamuaa) 10% st HHbEKIUH,
ecnu 1Mt mpenapara JIOBeJr 10 METKH BOJIOM B MEpHOU Kojioe BMecTuMOCThio 100 M. 1 M
MOJTyYEeHHOTO PAacTBOpa JOBEIH BOJAOH 10 METKH B MEpHOH Koyibe BMecTMMOCThIO 100 mil.
Onrtuyeckasi IIIOTHOCTh ATOTO PacTBOpa MpPH JJIMHE BOJHBI 280 HM B KIOBETE C TOJIIMHON
nomtomaromero ciaog 10 mM cocraBuima 0,630. YaenpHBIM IOKa3aTelb IOTJIOLICHUS
npokanHamuaa paBeH 658. Coxaepskanue npokanHamuaa B 1 mun mpenaparta corinacHo ®C
10JKkHO OBITH OT 0,097 mo 0,103r.

Cumyayuonnas 3aoaua No 2

Ouenurte kayecTBO pactBopa uaHokoOamamuHa 0,02% st MHBEKUIMMA, €CITu SMIT
mpernapaTa JI0OBEJIM JO0 METKH BOJIOW B MepHOU koinbe BMecTUMOCThIO 50 mi. Onrtuyeckas
IUIOTHOCTh TOJIYYEHHOTO pacTBOpa MpW JIWHE BOJMHBI 361 HM B KIOBETE€ C TOJIIUHOM
norsomatoniero ciost 10 mm cocrasuna 0,445. J{ns npurotosienus pactsopa ['CO 0,0494 r
I'CO unanokoOanamMuHa AOBEIH O METKH BOAOW B MEPHOM Koj0e BMecTUMOCThI0 100 mit. 2
MJI TOJYYEHHOTO pacTBOpa JOBENTH JO METKM TEeM >X€ PACTBOPHUTENEM B MEpPHOU Kojbe
BMecTUMOCThIO S0 M. OnTudeckas mioTHOCTh pactBopa ['CO B TexX e yCIOBHIX COCTaBHIIA
0,409. Coneprxanue ruaHoko6anamMmunaa B 1 Mit mpenapara cornacHo @C momkHO ObITh OT 180
10 220 MKT

Cumyayuonnas 3a0aua Ne 3

Onenute kauecTBO pubO(dIaBUHA IO KOJIMUYECTBEHHOMY COJEPKAHUIO (JOIKHO OBITH
He MeHee 98,0% u ne Gonee 102,0% B mepecuere Ha cyxoe BemecTBo), eciu 0,0698 r
aHaJIM3MpyeMoro o0paslia pacTBOPUIIM U JOBEIH JI0 METKH B MEPHOI KOJIO€ BMECTHMOCTHIO
500 mi. 20,0 M MOJIy4E€HHOT'O pacTBOpa JOBEIHM O METKH B MEPHOM K0j10€ BMECTUMOCTBIO
200 ma. OnTryeckas MIIOTHOCTh MOJTYYEHHOTO pacTBopa npu 444 HM B KIOBETE C TOJILIUHON
nornomatoniero ciuost 10 MM pasHa 0,454. BenuunHa yznenpHOro INokasaress MOIVIOIIECHUS
puboduaBuna cocraisier 328. IloTeps B Macce TpH BBICYIIMBAHWW aHAIU3UPYEMOTO
obpasna pudbodnasuna 1,0%

Cumyayuonnas 3aoaua Ne 4

Heo6xoauMo ocCyImecTBUTh KOHTPOJb KadecTBa MOYeK Oepe3oBhIX. Pacckaxure o
nporenype oroéopa o0oO0bEAMHEHHOW W aHaIUTHUecKuX mpob. Jlng uyero Oepyres
aHaJIMTUYEeCKUe MpoObI?

Cumyayuonnas 3aoaua Ne 5

B anrtexe n3roToBmim eKapCcTBEHHYIO (POPMY TIO perenTy:
Konenna 0,1 r

Kanus 6pomuna 4,0

Hacroiiku BasiepuaHbl

Hacroiikn naggeima mo 10 M

Boap! ounmennoit 200 mi

OnumuTe, Kak OyneT MPOBOAMTHCS KOHTPOJIb KadecTBa u3roToBieHHOW JID B
COOTBETCTBHUHU C JICUCTBYIOIIMM 3aKOHOAATEILCTBOM PD.
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IIpumepsl 3a1aHnii B TeCTOBOI hopme

Komruiekc mep o obecriedeHuro 3 PeKTUBHOCTH U O€30MMaCHOCTH
(dhapManeBTUYECKUX MPOTYKTOB, & TAKKE X COOTBETCTBUS O(PHUIIMATEHBIM
TpeOOBaHUAM TI0 MMOKA3aTeIsIM KauecTBa 3TO:

A. Cucrtema oOecrieueHus KauecTBa

b. Cucrema KOHTpOJISl KauecTBa

B. Cucrema MeHeIKMEHTa KauyecTBa

I'. Cucrema dpapmakonaazopa

Br16epuTe BHIBI TOCY1apCTBEHHOT'O KOHTPOJISI ITPU OOPAIIEHUH JICKapCTBEHHBIX
CPEJCTB:

A. OGecneuenne kauectBa JIC

b. KonTpons kauectsa JIC

B. JIunienzupoBanue hapMalieBTHUECKOM AeATeIbHOCTH

I'. Bernaya paspemieHuii Ha BBIBO3 JIEKAPCTBEHHBIX CPEICTB ¢ Tepputopun PO

["ocynapcTBeHHbIN KOHTpOJb Ipu oOpatuenuu JIC BKI0YaeT KOHTPOIIb 3a:
A. IlarentroBanuem crnoco6oB HazHayenus JIC

b. Otnyckom JIC

B. [Ipumenenuem JIC

I'. ITpouzBoacTeom JIC

Br16epuTe 0cHOBHBIE HAIIPABIIEHUSI KOHTPOJIBHO-PA3PEIIUTEIbHON CUCTEMBI:
A. Dkcneprusa u peructpanus JIC

b. Crannapruzanus, ceprudukanus u merposorus JIC

B. Kontpons kauectBa, 3¢pdexkruBHocTr 1 6e3omnacHocTH JIC

I'. Bce oTBETHI BEpHBI

['ocynapcTBeHHOM peructpaiuu nojanexar (Boioepure 1 oreer):

A. JIIT, npuoOpeTeHHbIe (PU3HMUESCKUMHU JIUIIAMH 32 MpeieJIaMi TePPUTOPUN
Poccuiickoit denepaiuu 1 npeIHaA3HAYECHHBIE JIJIs1 TUYHOTO UCIIOJIb30BaHUS;

b. JII1, ©3roToBIEHHBIE alITEUHBIMUA OPraHU3aLUsIMHU, KOTOPBIE UMEIOT JIMLIEH3UIO HA
(bapMareBTUUECKYIO IESITeIbHOCTD

B. OpurunanibHble JIEKapCTBEHHBIC MTPenapaTsl

I'. Paznuunsbie JIII nox oqMHAaKOBBIM TOPTOBBIM HAMMEHOBAHUEM.

OCHOBHOM 11€JTbI0 KOHTPOJIBHO-PA3PEIIUTETBHOMN cucTeMbl PO sBnsieTcs:

A. KoHTpoJib KauecTBa JIEKapCTBEHHBIX CPE/ICTB

b. JInien3upoBanue GpapManeBTUIECKON JeSITEIHOCTH U TPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB

B. 3amuTa norpebureneil OT HETaTUBHBIX MOCIEICTBUN IPUMEHEHUS JIEKapCTBEHHBIX
CPEICTB, CBA3aHHBIX C HEAOCTATOYHOW U3YYEHHOCTBIO HA ATaIle pa3pelieHUs U
BHEJIPEHUS B MMPAKTHUKY, BHIITYCKOM U BBO3OM B CTpaHy HEIOOPOKaUYeCTBEHHOM
MPOAYKIMH, HAPYIIEHUSIMU YCIOBUM XPAaHEHUS U pealIu3aliu

I'. [IpoBeneHMe MPOBEPOK CyOBEKTAMU OOPAIIIEHUS JIEKAPCTBEHHBIX CPECTB MPABUIT
71a00paTOPHON M KIMHUYECKON MPAKTHKU

KonTponbHo-pa3permrensHas cucrema PO Obuta co3ana Ha OCHOBaHUU MPUKa3a:
A. Ne 61-®D3 ot 12.04.2010 1.

B. Ne 149 o1 28.06.1993 T.

B.Ne 323-®3 o1 21.11.2011 1.

I'. Ne 2300-1 o1 07.02.1992 1.
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10.

11.

12.

13.

14.

15.

16.

OCHOBHBIMU pa3eaMHi PETUCTPALIMOHHOTO JOChE SIBISIOTCS:
A. KauecTtBO

b. KonnuecTBeHHOE Onpe/iesieHue

B. D¢ dexTuBHOCTH

I'. be3omacHoCTh

J. Banunamus

E. Pestome mocre

IIpaBoBOM OCHOBOW IIPOBEACHUS KIMHMYECKUX HCIBITAHUN JIEKAPCTBEHHOTO
npenapara sBiseTcs:

A. TIpuka3z Ne 149 ot 28.06.1993 r.

b. Ilocranonenue [paBurensctea PO N 1081 ot 22.12.2011 1.

B. ®enepanbubiii 3akoH PO Ne 61-D3 ot 12.04.2010 1.

I'. ®enepanbhsriii 3akoH N 184-03 ot 27.12.2002 r.

Bepuo nu yrBepxkaenue, urto corsiacHo @3 Ne 61 mposenenue skcneptussl JIC B
paMKax TOCyIapCTBEHHOW peructpanuu Bo3noxkeHo Ha PI'BY «Hayusslii 1neHTp
AKCIEPTU3BI CPEACTB MEAUITUHCKOTO MTPUMEHEHUSD)

A. Bepno

b. Heeepno

HazoBute HOMep u naty npunstus [loctanosnenus [IpaButensctBa PO "O6
yrBepxacHuH [10I0KeHHS 0 IMIIEH3UPOBAHUH (DapMaIleBTHUECKOH IeITeTbHOCTH
A. N 1081 ot 22 nexabps 2011 r.

b. N 686 ot 06.07.2012 1.

B.Ne 684 o1 03.09.2010 1.

I'. Ne 486 ot 15.06.2009 .

HazoButre Homep u paty npussaTtus IlocranoBnenus IIpaButensctBa PO "O6
yrBepxkacHUM IlomokeHns O JIMIOEH3MPOBAaHMM NPOU3BOJCTBA JIEKAPCTBEHHBIX
cpencts':

A.Ne 684 o1 03.09.2010 .

b. N 686 ot 06.07.2012 1.

B. N 1081 ot 22 nexabps 2011 r.

I'. Ne 486 ot 15.06.2009 r.

BepHo i yTBEpKII€HHE, UTO OAHON M3 3a7a4 rOCYAapCTBEHHOTO KOHTPOJIS KayecTBa
JICKApCTBCHHBIX CPCACTB ABJIACTCA HNPCHOATCTBUC TOCTYIVICHUIO B O6paHI€HI/Ie
HeJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB

A. Bepno

b. Hesepno

Bepno nu yrBepxkaenue, uto CornacHo @enepanbHoMy 3akoHy Ne 61-D3 koHTpOIIB
Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB MPHU TPAKIAHCKOM 000POTE OCYILECTBIISAETCS
TOJIbKO B (hopMe BEIOOPOYHOTO KOHTPOJIS

A. Bepno

b. Hesepno

®enepanbublif 3akoH oT 21 HosOpst 2011 r. N 323-D3 HasbiBaeTcs:

A. OO yTBep»KAEHUH UHCTPYKLIUU IO CAHUTAPHOMY PEKUMY alTEYHBIX OpraHu3alui
(amTek)

b. OG6 yrBepxxaenuu [IpaBuit XxpaHeHUs JeKapCTBEHHBIX CPEACTB

B. O06 ocHoBax oxpaHsbl 3710pOBbs T'pakJaH B Poccuiickoit @enepanuun

I'. O 3amure paB moTpeOUTENCH

YcranoBuTe cooTBeTCTBHUE (OTBET MpencTaBbTe B popmare 1-b; 2-B u 1.1.):
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1. TIpoepka oO1Ieit Macchl WM 00beMa JIEKapCTBEHHOM (POPMBI, KOJIMYECTBA U
MacChl OTJICIBHBIX /103 (HE MEHEe TPEeX /103), BXOASIIUX B JAHHYIO
JIEKApCTBEHHYIO (hOpMYy

2. OleHKa KauyecTBa U3TOTOBJICHUS JICKAPCTBEHHOTO CPEJICTBA 10 MTOKA3aTEIISIM
"lIlonnuanocTh", "MIcIBITAHUS HA YUCTOTY U JOMYCTUMBIE TTPEICIIbI
npuMeceit” (kauecTBeHHbIN aHanu3) U "KonuyecTBeHHOE omnpezenenue”
(KONIMYECTBEHHBIN aHAIU3) JICKAPCTBEHHBIX BEILIECTB, BXOAAIIMX B €r0 COCTAB

3. IIpoBepka siekapcTBeHHOU (POPMBI (B TOM YHCIIE TOMEOIIaTHIECKO) 1O
nokazatessim: "Onucanue" (BHEIIHUN BHI, IIBET, 3arax ), OJTHOPOTHOCTD,
OTCYTCTBHUE BUJIUMbBIX MEXaHUYECKUX BKIIFOUCHUM

A. XuMHUYECKHUI KOHTPOIb

b. Opranonentru4eckuii KOHTPOJIb
B. ®uznueckuii KOHTPOJIb

I'. MuKkpoOHOIOrHYeCKUi KOHTPOJIb

17. YcranoBure cooTBeTCTBHE (OTBET IpeAcTaBbTe B (hopmate 1-b; 2-B u T.1.):

1. JlexapcTBEHHOE CPEACTBO, COMMPOBOXKIAEMOE JIOKHON HHPOpMAIUeit 0 ero
cocTaBe ¥ (WUJIK) IPOU3BOIUTEIIC

2. JlexapcTBeHHOE CPEICTBO, HE COOTBETCTBYIOIIEE TPeOOBaHUAM (hapMaKoneHHON
cTaThH JIMOO B ClIydae €e OTCYTCTBUSI TPEOOBAaHUSM HOPMATHBHOM IOKYMEHTAIIUN
WM HOPMATHUBHOTO JIOKYMEHTA

3. JlekapCTBEHHOE CPEICTBO, HAXOAIIEECS B 000POTE C HAPYIIICHUEM T'PAXKITAHCKOTO

3aKOHOJaTC/IbCTBA

A. Heno6pokauecTBEHHOE JIEKapCTBEHHOE CPEICTBO
b. KonTpadakTHOE jIeKapCTBEHHOE CPEJICTBO
B. ®anbcuunupoBaHHOe JEKapCTBEHHOE CPEICTBO

18. Bribepurte Ha3zBanue DeepaaIbHOTO 3aKOHA, PETJIAMEHTHPYIOMIETO CEPTHPHUKAIIHIO,
CTaHapPTHU3AIUIO U ICKIApUPOBAHHE COOTBETCTBUS MPOIYKIINH, B T.4.
(bapmareBTUUECKOM:

19.

20.

A. O6 obpaiieHun JeKapCTBEHHBIX CPEJCTB

b. O 3amute npas norpeduTeneit

B. O TexHu4eckoM peryanpoBaHUU

I". O6 ocHOBax oxpaHbl 310pOBbs rpaxaaH B Poccuiickoit denepannn

BeiOepuTe oCHOBHBIE 331241 rocyJapcTBEHHOTo KoHTpouis JIC:

A. IlpenarcTBre NocTymIeHUIO B oOpaiieHne HepoopokauecTBeHHbIX JIC
b. JInnenzupoBaHue MpOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB

B. BeisiBrieHue u u3bsATHE U3 00paIieHust HeT0OPOKaYeCTBEHHBIX U
(banbCcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

I'. MoHUTOpUHT 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB

KoHTposb kauecTBa JIeKapCTBEHHBIX CPEACTB MPH IPaxAaHCKOM 000pOTe
OCYILIECTBIISAETCS:

A. B ¢popme BEIOOPOYHOTO KOHTPOJIS

b. Ilpu BeIABIEHUH HECOOTBETCTBHS JTUIIEH3MOHHBIM TPEOOBAHUSAM U YCIOBHSIM
yCIIOBUM MPOU3BOACTBA U KOHTPOJISI KAUeCTBa, OCYLECTBICHHS ONTOBON U
PO3HUYHOI TOProBIIM JIEKAPCTBEHHBIMH CPEICTBAMHU, IPABHUII U3TOTOBJICHUS U
XPaHEHUs JIEKapCTBEHHBIX MTPENapaToB

I'. B popme skcnpecc ananuza JIC Ha 6a3e nepeaBHKHOI dKcIIpecc-1abopaTopuu
. Het npaBWJIbHOTO OTBETA



21. BepHo 1M yTBEpXKACHHE, YTO JJIS TapaHTUHM TEPANEBTHYECKOTO 3(PdeKTa J0CTaTOIHO
COOTBETCTBHS JIGKAPCTBEHHOTO CPEICTBA TPEOOBAHMIM (papMaKkoONeiHOW CTaThH:

A. Bepno
b. HeBepno

22. COOpHHUK TOCYAapCTBEHHBIX CTAHJAPTOB KA4eCTBA JIEKAPCTBEHHBIX CPEICTB, UMEIOIIHIA
3aKOHOJATEIbHBINA XapaKTep - 3TO:

A. Crangaptsl cepun ISO

b. Cranmaptet GMP

B. Crannapter GPP

I'. T'ocynapcTBeHHas hapmakories

23. HazoBute oTiinums criendpukaniy npeanpusiTis ot papMakornenHoi craThu:
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A. AnbTepHaTHBHBIE METO/Ibl AaHAIIU30B U UCIIBITAHUH JIJIS1 ONIPEAETICHUS
(dapMaKonenHbIX MapaMeTpoB

b. bonee y3kue 10nycku 1 JMMUTHI [IPU ONPEeeHUH (papMaKoNEeHHbIX TOKa3aTesen
B. JlononHuTenbHbIe UCTIBITAHUS 715 ONpeAeeHUs HeapMaKoeHHbIX
XapaKTepUCTHK ((hrU3nYecKre CBOWCTBA, JOMOIHUTEIbHBIC HCIIBITAHMS HA YUCTOTY U
T.I1.)

I'. UckmroueHue uiam cokpalieHne o0bemMa HEKOTOPbIX UCIIBITaHUH,
IPEIYCMOTPEHHBIX (papMaKoINeHHOM cTaThei

24. CTpyKTypa KOHTPOJIBHBIX J1aboparopuii B PO Brimrouaer B ceOsi:

A. UcnpitaTensHbie 1a00paTopuu, (GyHKIIMOHUPYIOIINE B CUCTEME TIOTBEPKICHUS
COOTBETCTBHUS JICKAPCTBEHHBIX CPEJICTB

b.®enepanbubie 1a00paTOPHBIE KOMIUIEKCHI

B. LleHTpbl KOHTPOJIS KauecTBa JEKapCTBEHHbBIX CPEACTB CyObeKTOB PD

I'. ®enepasibHbIe SKCIIEPTHBIE OPraHU3ALMH, IPUBJIEKAEMBbIE JJIS1 SKCIIEPTU3BI
KaueCTBa JIEKAPCTBEHHBIX CPEACTB Ha ATAIlE€ UX PErUCTpalui

/1. Bce oTBeTHI BEpHBI

25. Brioepute ocHoBHBIE TpuHIHTIEI GCP:

A. TlepBocTeneHHOE 3HaUE€HUE MpaB, 0€30MaCHOCTH U OJIAronoIyydns cCyobekTa
WCCIICIOBAHMS U TIPEBATMPOBAHKE JTAHHBIX ITOKa3aTee Ha/l MHTepecaMu HayKH U
ob1ecTsa

b. IIocTOsIHHOE COBEPIIEHCTBOBAHUE CUCTEMBI KA4e€CTBA

B. IIpoBenieHre O1IeHKH COOTHOILIEHUS TPOTHO3UPYEMOT'0 pUCKa U HEYT00CTB €
OKHJIaeMOM MOJIB30H /U1 CyOBEeKTa HCCIe0BaHNs 1 00IIecTBa 10 Havyaa
HCCIIEZIOBAHHS

I'. KoHuaeHnnanbHOCTb 3anucei, MO3BOJISIIOIUX HASHTU(PHUIUPOBATH CYOBEKTOB
UCCIIEIOBaHMs, COOJIIO/ICHHE IIpaBa Ha YaCTHYIO KHU3Hb U 3aIUTY
KOH(HICHIIMATHHOCTH B COOTBETCTBUH C HOPMAaTUBHBIMU TPEOOBaHUAMU

J1. Peaxiust Ha »kano0bl 1 3 (HEeKTUBHBINA OT3BIB MPOAYKIIUU

26. YcTaHOBHTE COOTBETCTBHE (OTBET IpejcTaBbTe B opmare 1-b; 2-B u T.1.):

[IpaBuiia, periiaMEHTUPYIOLUE CTaHAAPThl KAUeCTBA MEHEKMEHTA

[IpaBuiia, periiaMeHTUPYIOLUE CTaHAAPThI KauecTBa MPOAYKLIUN

[IpaBuiia, periaMeHTUPYIOLUE CTaHAAPThl KaueCTBa IPOU3BOICTBA

[IpaBuiia, periiaMeHTUPYIOLIME COBPEMEHHYIO KOHLIETIUIO (hapMalieBTHUECKON
CHCTEMBI KadecTBa

el N
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A. Crannaptel ISO
b. Crangapr ICH
B. Cranmapt GLP
I'. Cranpapt GCP
. Crangapt GMP

27. YcTaHOBHUTE COOTBETCTBHE (OTBET IpencTaBbTe B popmate 1-b; 2-B u 1.1.):
IIpaBuina HajIexamen KIMHUYECKON PAKTUKH

[IpaBuia Haasiexkale Mporu3BOCTBEHHON TPaAKTUKU

[TpaBuina Haamexaiei 1abopaToOpHON MPAKTUKU

[IpaBuina HajIexKaIero XpaHeHUs JIEKAPCTBEHHBIX CPEJICTB

[IpaBuia Hajexame po3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMU CPEICTBAMHU
[IpaBuna Hajmexamieil ONTOBOM TOPrOBJIN JIEKAPCTBEHHBIMU CPEICTBAMHU

S R A

A. Crangapt GPP
b. Cranmapt GDP
B. Cranmapt GLP
I'. Cranpapr GCP
. Cranmaptr GMP
E. Crannmapt GSP

28. OcHoBHbIMU npuHLIUIIaMU GMP sBisttoTCS:
A. CUCTEMHBIN OAX0J K MEHEKMEHTY
b. B3anMOBBITO/IHBIE OTHOLIEHUS C TOCTABIIMKAMU
B. [locTostHHOE COBEPIIEHCTBOBAHNUE CUCTEMBI KaueCTBa
I'. Hagnexxaiue nomenieHus, 000py0BaHHE U UHKEHEPHBIE MTPOLIECCHI

29. K 0OCHOBHBIM MPUHIIMITIAM MEHEKMEHTA KaueCcTBa, (DOPMUPYIOIINM CHCTEMHYIO
ocHoBy 1SO 9001, otHOCSTCS:
A. OpueHranus Ha IOTpeOUTEINs
b. JIngepcTBO pyKOoBOAUTENIEH
B.Bosneuenne paboTHUKOB
I'. Bce oTBETHI BEpHBI

30. CoBpeMeHHass KOHIIETIUS (papMalleBTUYECKON CHCTEMbI KauecTBa OTpakeHa B:
A. PyxoBoactee ICH Q8
b. PyxoBonctee ICH Q9
B. PykoBoactre ICH Q10
I'. Her npaBmiibHOTO BapHaHTa OTBETa

31. [laiiTe omnpeelieHne METPOJIOTHH:
A. Hayka 00 nu3MepeHusx, METoAax 1 CpeJCTBaxX 0O0eCleueHus! NX eIMHCTBA U
TpeOyeMoi TOYHOCTH
b. KomrmuiekT 1oKyMeHTaIuu, OMUCHIBAIONINHN MPABUIIO TPUMEHEHUS H3MEPUTETHHBIX
CpEeICTB
B. Cuctema opranu3aiioHHO IPABOBBIX MEPOIIPUSATHH U yUpEKIEHUH CO31aHHast IS
oOecrnieyeHus eJMHCTBA U3MEPEHUH B CTpaHe
I'. A+B
[1. Bce oTBeTHI BEpHBI
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32.

33.

34.

38.

39.

Urto Takoe uzmepenue?

A. Onpenenenne UCKOMOIO ITapaMeTpa ¢ IOMOLIbI0 OPraHOB YyBCTB, HOMOI'PaMM WJIH
JOOBIM JPYTUM IIyTEM

b. CoBOKyNHOCTb onepanuii, BbIIOIHSAEMbIX C IIOMOLIbIO TEXHUYECKOT'O CPE/ICTBA,
XPaHSAIIEro eIMHUILY BEJIMYHHBI, IO3BOJISIFOILET0 COIIOCTABUTH U3MEPIEMYIO
BEJIMYHMHY C €€ eAMHUIICH U TIOJTYYUTh 3HAUCHUE BETHUUHBI

B. IlpumeHeHne TEXHUYECKUX CPE/ICTB B MPOLIECCE MTPOBEACHNUS J1aO0OPATOPHBIX
UCCIIE0BAHUI

I'. Ilpouecc cpaBHEHUS ABYX BEJIMUYUH, IIPOLIECC, IBJICHUHN U T. 1.

J1. Bce oTBETHI BEpHBI

EnuHcTBO M3MepeHuil:

A. CocTosiHuE U3MEPEHHUI, IPU KOTOPOM UX PE3YyJIbTaThl BBIPAXKEHBI B Y3aKOHEHHBIX
€IMHHIIAX, a IOTPEIIHOCTH U3BECTHBI C 3aJJaHHON BEPOATHOCTHIO M HE BBIXOIAT 32
YCTaHOBJICHHBIE MTPEEIIbI

b. [IpuMeHeHre 0OTMHAKOBBIX €IMHULl U3MEPEHHUS B pAMKaX PEruoHa

B. IlpuMeneHue OJHOTUITHBIX CPEICTB U3MEpPEeHus (J1abopaTOpHBIX MPUOOPOB) NI
ONpeAesIeHUs OJJHOMMEHHBIX IMOKa3aTeNei

I'. IlonyyeHue OAMHAKOBBIX PE3yJIbTATOB MPHU aHATU3€ MPOOBI HA OIMHAKOBBIX
CpPEACTBAX U3MEPEHUS

/1. Bce oTBETHI BEpHBI

[TorpemHoCThIO pe3ysibTaTa U3MEPEHUN Ha3bIBACTCA:

A. OTKJIOHEHUE pe3yNbTaTOB MOCIEI0BATENIbHBIX U3MEPEHUI OJJTHON U TOM 7K€ MPOOBI
b. PazHocTh moKa3zaHuil IBYX pa3HbIX NPUOOPOB MOJIy4YEHHbIE HA OJJHOM TOH e npooe
B. Otknonenue pe3yabTaTOB U3BMEPEHUM OT UCTUHHOTO (JI€HCTBUTEIIBHOTO) 3HAUCHUSI
I'. Pa3HoCTh MOKa3aHUil IBYX OAHOTHITHBIX IPUOOPOB MOTyUYE€HHbIE Ha OJTHON TOM e
npobe

. OTknoHeHUe pe3yabTaTOB U3MEPEHUM OJHOM U TOH k€ MPOOBI C TOMOIIBIO
pPa3INYHBIX METOIUK

[IpaBUIBHOCTH pE3yIbTaTOB U3MEPEHUN:

A. Pe3ynbTar cpaBHEHHUS U3MEPSEMOM BETUYMHBI C OIM3KOI K Hel BETUYMHOM,
BOCITPOM3BOJUMOM MEPOH

b. XapakrepucTrka kauecTBa U3MEPEHUI, OTpaxaromias O1M30CTh K HYIIO
CHUCTEMAaTUYECKUX MOIPELIHOCTEN pe3yabTaTa

B. Omnpenensercst 61M30CTh CpeTHETO 3HAYECHUS Pe3yIbTaTOB IOBTOPHBIX U3MEPEHUI
K UCTUHHOMY (1€ICTBUTEILHOMY) 3HAUEHHUIO U3MEPSEMOI BETUUNHBI

l—‘. HBHJ’_HBH

/1. Bce oTBeTHI BEpHBI

K Mepam oTHOCATCS:

A. DtanoHsl GU3NIECKUX BEITHYUH

b. CrannaptHbie 00pa3ibl BEUIECTB U MaTEPUAIOB
B. Bce oTBeThI BepHBI

40. CranmapTHBINA o0Opaserl - 3To:

A. CrnemmmanpHO 0(hOpMIICHHBIN 00paser] BEIIeCTBa WIIM MaTepraja ¢ METPOJIOTHIECKU
aTTECTOBAaHHBIMU 3HAUCHUSMU HEKOTOPBIX CBOWCTB

b. KoHTponbpHBIN MaTepual, MOMy4YeHHBIH U3 OpraHa MpOBOIAIIETO BHEIIHUAN
KOHTPOJIb KauecTBa U3MEPEHUH

B. [Ipo6a 6momaTepraa ¢ TOYHO OTNPEICTICHHBIMHU TTapaMeTpaMu

I'. Bce oTBETHI BEpHBI
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41.

42.

43.

44,

KocBeHHbIe U3MEpeHUs - 3TO TAKUE U3MEPEHUS, IIPU KOTOPBIX:

A. Ilpumensercs meTo] Harbosiee OBICTPOTO ONpeAeTICHUS U3MEPSIeMON BETHUNHBI
b. Mckomoe 3HaueHNe BETUUYUHBI OIIPEIEISIIOT HA OCHOBAaHUU PE3YJIbTaTOB MPSMbIX
U3MEpEeHU Ipyrux (HU3NUECKUX BEJIMYUH, CBSI3aHHBIX C HICKOMOM U3BECTHOM
(GYHKIMOHATHHON 3aBUCHMOCTBIO

B. Hckomoe 3HaueHne GU3NIECKOil BETUUNHBI ONPEALIISIOT IIyTEM CPABHEHUS C
MEpOM 3TON BEJIMYHUHBI

I'. Uckomoe 3HaueHNe BEJIMYMHBI ONIPEACIISIOT M0 Pe3yibTaTaM U3MEPEHUN
HECKOJIbKUX (PU3NYECKUX BEITUUNH

. Bce oTBETHI BEpHBI

ITpsimble U3MEPEHUS 3TO TAKHE U3MEPEHUS, IIPH KOTOPBIX:

A. lckomoe 3HaueHNE BETMYUHBI ONIPEAEISAIOT HA OCHOBAaHUM PE3YJIbTATOB MPSMBIX
U3MepeHull Ipyrux Gpu3nyeckux BeJINYHMH, CBI3aHHBIX C HCKOMOW U3BECTHOM
(yHKIIMOHAJIbHON 3aBUCUMOCTBIO

b. Ilpumensiercs meto HauboJiee TOYHOIO ONPEAEIEHUS U3MEPSIEMON BETMUUHBI

B. Mickomoe 3HaueHue (pu3nuecKoil BEIMIMHBI OTPEIENISIOT HETIOCPEACTBEHHO TyTEM
CPAaBHEHHUS C MEPOM 3TOM BEJIINYUHBI

I'. 'pagyupoBovHas KpuBas pudopa nMeeT BUA MPSMOM

J."B"+"T"

Cratuyeckue U3MEpPEHUs — 3TO U3MEPEHHUS:

A. IlpoBoirMBbIE B YCIOBUAX CTallMOHApa

b. IIpoBoMMBIE ITPU OCTOSIHCTBE N3MEPSAEMON BETMYHHBI

B. Vickomoe 3HaueHue pu3nuecKoil BEIMIMHBI OTPEIENISIOT HETIOCPEACTBEHHO MTyTEM
CpPaBHEHHUs C MEPOM 3TOU BEITUYUHBI

r."A"+"B"

/1. Bce oTBeTHI BEpHBI

Banupanusa MeTonuku — 3T1o:
A. Jloka3aTenbCTBO MPUTOJHOCTH METOIUKHU AJist aHanuza JIC
b. IlpoBepka cOOTBETCTBHS METOJUKHU TpeOoBaHUAM ['D
B. TlpoBenenue ananuza ¢ TpeOyeMoil TOUHOCTHIO
I'. Onenka BOCIIpOU3BOAMMOCTH PE3YIbTATOB aHAIN3A
J1. OmnpeneneHue cucTeMaTHUYECKON MOTPEITHOCTH METOUKN

45, BaJ'II/II[aIII/II/I nmoaJICKat CJICAYIOINE THUIIbI AHAJTUTHYCCKUX METOAUK!

46.

A. Unentuduxanms komrnoHeHToB JIC

b. KonmnuectBenHoe onpenenenue npumeceit B JIC

B. KonnuectBeHHOE onpeieieHue OCHOBHBIX KOMIIOHEHTOB JIC
I'. Onpenenenue npeaenbHOro coaepsxanus npumeceit B JIC

. Onpenenenne pactBopumoctu JIC

BanunannoHHbIME XapaKTePUCTUKAMH METOUKH SIBIISTFOTCSI:
A. IlpaBUIBHOCTD
b. Cneunduunoctsb
B. JluneitHoCcTh
I'. Bpems BbINOJHEHUSI METOIUKH
J. DKOHOMHUYHOCTH
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47. Ilpu npoBeiIcHUN BaTuAIlId METOIUKH HEOOXOMMO YCTAaHOBHUTH:
A. Tlpenen obHapy)eHUS
b. Ilpenen KoMM4YECTBEHHOTO ONPEACICHUS
B. IIpenus3noHHOCTB
I'. TounocTh
. JInamna3oH NpuMEHEHUS METOIUKHU

48. Jloka3aTenbcTBa CeU(UIHOCTH METOANKHU aHAIIM3a CIIeTyeT PUBOIUTH B CIIydae:
A. Unentuduxanun JIC
b. Onpenenenus npumeceii B JIC
B. KosnuecTBeHHOT0 onpeeaeHns OCHOBHBIX KOMIIOHEHTOB JIC
I'. IIpoBeneHus TecTa Ha paCTBOPUMOCTD
J1. Onenku po6aCTHOCTH METOIMKHU

49. Ilpu omnpenesieHUN JMHEHHOCTH METOIMKH HEOOXOJMMO HCII0JIb30BaTh YUCIIO
YPOBHEW KOHIEHTPALIMU HE MEHEE:

A.

b.

B.

I.

1.

~No ok~ w

50. [lnsg npencraBieHus TMHEHHON perpeccuu BUaa y=a+BX JOJKHBI ObITh YKa3aHbI:
A. Koadpdunment xoppensunn
b. 3nauenue «a»
B. 3nauenue «B»
I'. [TorpemHocTu onpeneneHus KodhdUireHTa «By»
1. Koadbdumument nerepmuHanuu



5.4. IlpumepHble TeMbl pedepaToB, COOOIIEHUI, T0KIAI0B

1.

2.

10.

OOmue MeToapl W TpPUEMbl  HCCIENOBAaHUS ~ KadecTBa  JIEKAPCTBEHHBIX
cpenctB. KoMITIeKCHBIIM XapakTep OLIEHKH KaueCTBa JICKAPCTBEHHBIX CPECTB
OcHOBHBIE MPUYUHBI, NPUBOASAIIKME K H3MEHEHHUIO CTPYKTYphl U KadecTBa
JIeKapCTBEHHOTO BemiecTBa. [loHsATHE CpOKa TOAHOCTH JIEKAPCTBEHHOTO BEIIECTBA.
['ocynapcTBeHHass KOHTPOJIBHO - pa3peliuTeNbHas CHUCTEMa [0 KOHTPOJIIO
Ka4ecTBa OTEYECTBEHHBIX M HMIIOPTHBIX JICKAPCTBEHHBIX CPEACTB U W3JEIHN
MeAMIMHCKOrOo Ha3HaueHus. HopmaTtuBHas ©6a3a. OCHOBHBIE AacCHEKTHl U
HalpaBJICHUS! KOHTPOJIBbHO-PA3PEIINTEIbHON CUCTEMBI

Opranuzanus koHTposist kadectBa JIC B CTPYKTYpHBIX IPOU3BOJICTBEHHBIX
NOJpPA3NIENIEHUsIX anTeK, (apMaleBTUYeCKuX 3aBojioB, (abpuk. Otaens
KOHTPOJISI KauecTBa.

TpeboBanust obOmmx Qapmaxomneitnsix crareit (OPC) Kk MeronaMm KOHTPOJIA
KauecTBa JIEKapCTBEHHBIX (HOPM (TaOJIETKH, Ma3H U T.J.)

TpeboBanust ob6mmx Qapmaxomneitnpix crareii (ODC) Kk Meromam KOHTPOJIA
KayecTBa JIEKAPCTBEHHOT'O  PACTUTENBHOTO  CHIPbsi B 3aBHUCHUMOCTH  OT
MOP(}OIOTHYECKOHN TPUHAIIICHKHOCTH

Cranpgaptuzanuss M cepTuduKanus B KOHTPOJE KadyecTBa JIEKaPCTBEHHBIX
cpenctB. Cxema NpUHATHS AeKiIapanuu o coorBerctBuu JIC

MesxtyHapoiHbIe CTaHIapThl KOHTPOJIS KauecTBa JiekapcTBeHHBIX cpencTB (GLP,
GCP, GMP, GDP, GPP, ISO, ICH).

Metponorust u ee wucnonb3oBaHue B (apmaHanusze. Kputepuum KadecTBa
U3MEPEHUH U X METPOJIOTHYECKAsT XapaKTEPHCTUKA

Banupanus MeToIuMK KadyeCTBEHHOTO M KOJIMYECTBEHHOTo aHanu3a. OCHOBHbIE
BAIMJAIIMOHHBIC XapaKTEPUCTHKHU U UX OTPE/IeICHNE

5.5 Kpurepun oneHku copMHPOBAHHOCTH KOMIIETCHIIUH B pe3yJibTaTe
OCBOCHUS IMCUMIIMHBI M KA1 OLleHUBAHUSA

Hepequb KOMIIETEHIIUN 1 KpUTCpUHN UX

OrueHka

ArTTecTanus no naTuOanbHOM cucteme
c(hOpMUPOBAHHOCTH .
(3a4eT ¢ OLeHKOM)

Brmonnenue TpeboBanuii kK GOpMHUPYEMbIM
3HaHUsAM, ymMeHusiM, HaBbikaM (YK-1, YK-2, T1K-1,
[TK-2, TIK-3, TIK-6, ITK-8, TTK-10)

Ha JIOCTaTOYHO BBHICOKOM YPOBHE

OTJIIMYHO

Brmonnenue TpeboBanuii kK GopMHPYyEMbIM
3HaHUSIM, yMeHHsIM, HaBbiKaM (YK-1, YK-2, T1K-1,
[1K-2, TIK-3, TIK-6, ITK-8, TTK-10)

Ha TIPOJIBUHYTOM YPOBHE

Xopomo

Brimonnenue TpedoBanuii k GopMupyeMbIM
3HaHUSIM, yMeHHsIM, HaBbikaM (YK-1, YK-2, TIK-1,
[1K-2, T1K-3, TTK-6, ITK-8, T1K-10)

Ha 0a30BOM ypOBHE

Y noBners OPHUTCIILHO

Brimonnenue TpedoBanuii k GopMupyeMbIM
3HaHusAM, yMeHusIM, HaBbikaM (YK-1, VK-2, TTK-1,
[1K-2, TIK-3, T1K-6, T1K-8, [TK-10) Ha ypoBHE HUXKE

0a30B0r0

HeynosnersopurensHo
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buner nns 3auera ¢ OIEHKOW COCTOMT W3 2 3aJaHUi: CUTyal[MOHHAs 3ajada,

TECTOBBIC

3aJaHHus.

HUtorosas

cpeaneapu(pMeTHIECKOro 3HaYCHHUS.

OLICHKa BBIBOOUTCA IIyTeM

BBIBCACHUSA

Crpykrypa
omniera

IIpoBepsiemble
KOMIIETCHIIUH

Kpurepum ouenku

Onenka

CutyanmoHHas
3a/1a4a

VK-1, YK-2,
[1K-1, TIK-2,
I1K-3, TIK-6,
I1K-8, I1K-10

OO6yuatromuiicsi CBOOOHO BIIaIeeT
MaTEepHUaIOM, IPABUIILHO U B MIOJTHOM
00BEME eIl CUTYAI[MOHHYIO 3371a9y
(BBITTOJIHHJI BCE 3a/IaHHUS, TIPABHIILHO
OTBETUJI HA BCE ITOCTABJICHHBIE
BOIPOCHI

Otiuuno (5)

OOyyJaromuiics J0CTaTOYHO
yOeIUTeNbHO C He3HAYUTEIbHBIMU
omuOKaMu B TEOPETUUECKOU
MOATOTOBKE U JOCTATOYHO
OCBOEHHBIMHU YMEHHSIMH T10 CYIIIECTBY
MIPABWJIBHO OTBETHII HA BCE BOIPOCHI
WJIH JIOMYCTHII HEOOIbIIINe
MOTPEIIHOCTH MTPH OTBETE

Xopormio (4)

OO0yuaromuiicss HeJOCTATOYHO
YBEPEHHO, C CYIIECTBEHHBIMHU
omuOKaMu B TEOPETUYECKOU
MOJATrOTOBKE U IIJIOXO OCBOCHHBLIMU
YMEHHSIMH OTBETHII HA BOIIPOCHI
CUTYAIlMOHHOM 3a7a4uu; C
3aTPYAHCHUSIMH, HO BCE K€ CMOXKET
MIPH HEOOXOIMMOCTH PEIIUTh
MOA00HYIO CUTYAIIMOHHYIO 3a7[a4y Ha
MPaKTUKE

y,[[OBJ'ICTBOpI/ITCJ'IB
1o (3)

OOyuaromuiics IMeeT 04eHb ciaboe
MIpe/ICTaBICHHE O MPEIMETE U
JIOMYCTHUJI CYIIIECTBEHHbIE OLIMOKH B
OTBETE Ha OOJIBITMHCTBO BOIPOCOB
CUTYallMUOHHOMH 3a/1a4ui, HEBEPHO
OTBETHUJI HA JOIIOJTHUTCJIIBHBIC
3aJJaHHbIE €My BOTIPOCHI, HE MOXKET
CIPABUTHCS C peIIEHUEM 0100HOM
3aJjaud Ha MPAKTUKE.

Heynosnersopure
JBHO (2)

TectoBbIE
3aMaHusd

VK-1, YK-2,
[1K-1, TIK-2,

OOyyaromuiics OTBETUJI TPABUIIbHO
Ha 85-100% ot Bcero oonema 3agannii

Otiuuo (5)

[1K-3, TIK-6,
[1K-8, I1K-10

OO0yyJaromuiicss OTBETHII MPABUIHHO
Ha 65-84% ot Bcero ooOnemMa 3amannii

Xoporio (4)

OOyuaroniuiicss OTBETUII IPABUIBHO
Ha 51-64% ot Bcero ooneMa 3amaHnit

Y 10BIIETBOPUTEIIL
HO (3)

OOyuaromuiicss OTBETHJI IPABUIBHO
Ha MeHee 51% ot Bcero oobeMa
3aaHuN

HeynosnerBopure
TBHO (2)
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OunennBaHne pe3yJbTATOB YCTHBIX ONPOCOB HA NMPAKTHYECKUX 3aHATHAX

VYpoBeHb 3HaHUH ONPENETAETCS OLEHKAMU «OMIAUYHO», «XOPOULO», KYO08IEMEOPUMEILHOY,
«HEY0061emEoOpUMEeNIbHON.

«Omnauyno» — OPAWHATOP TIOKAa3bIBaCT IIOJHBIE M TJIYyOOKHE 3HAHUS MPOrPAMMHOIO
MaTtepuaia, JOrMYHO M apryMEHTHPOBAaHHO OTBEYAET Ha IIOCTABJIEHHBIM BOIPOC, a TaKKe
JIONOJTHUTEIIbHBIE BOIIPOCHI, IOKAa3bIBAET BHICOKUN YPOBEHb TEOPETUUECKUX 3HAHUI.
«Xopowo» — opaUHATOp, IIOKa3bIBaeT IJIyOOKME 3HAHUS MPOrPaMMHOIO MaTepuana,
rpaMaTHO €ro M3Jaraer, JOCTaTOYHO IIOJIHO OTBEYaeT Ha IIOCTABJICHHBIM BOIpPOC U
JIONIOJIHUTENIbHBIE BOIPOCH. B TOXe BpeMs IpU OTBETE JOIMYCKAET HECYIIECTBEHHbIE
IIOTPEIIHOCTH.

«Yo0oenemeopumensno» — OpIUHATOP IOKA3bIBAET JOCTATOUHBIE 3HAHUSA HPOrPAMMHOIO
MaTepuaia, TpaMOTHO €ro U3JIaraeT, 10CTaTOYHO MOJIHO OTBEYAET Ha MOCTABJIECHHBINH BOIIPOC,
IpU OTBET€ HE JOMyCKaeT TIpyObIX OMMOOK WM mpotuBopeunil. s momydeHus
IIPaBWJIBHOTO OTBETA TPEOYIOTCS YTOUHSIOLIUE BOIIPOCHI.

«Heyooenemeopumenvno» — OpAUHATOP NOKA3bIBAET HEJOCTATOUHbIE 3HAHUSI IPOTPAMMHOIO
MaTepuaia, He CHOCOOEH apryMEeHTUPOBAHO €ro u3jaraTbh, JOIYCKaeT rpyOble omHOKH B
OTBETE, HEMPABUILHO OTBEYAET Ha [TOCTABJIEHHBIM BOIIPOC WU 3aTPYAHSETCS C OTBETOM.

Kpurtepuu u mkansl oneHku pedepara

Pedepar nomxen umetrs 06bem He Menee 20-tu ctpanui, 14 mpudTt, natepsan 1,5-2, mosns
3x2cMm.

Crtpykrypa pedepara.

a) TUTynpHBIN JTUCT

6) OrnaBnenue

B) BBenenue

r) OCHOBHas 4acTh

1) 3aKIIFOUYCHHE

e) CHcoK JuTepaTypsl

TpeboBanus k TekcTy pedepara:

BBenenne: BKIIOUaeT akTyalbHOCTh TEMbI, 0003HaUAET

[IeJIb WCCIICOBAHMS, W CTABHUTCS PAJ KOHKPETHBIX 3a1ad pedepaTrBHOTO HCCIETOBAHUSI.
OcHoBHas1 yacTh pedepara MOCBSIIACTCA H3JIOKEHUIO TEMbI, KOTOpas JIe)KUT B OCHOBE
Hay4YHOH crieruanau3aum.

3akiouenue pedepara — 3TO TOJBEACHHE WTOTOB IIPOBEIEHHOrO aHanm3a. Ha Bce
MOCTaBJICHHBIC BO BBEJCHHUH 3aJla4d JAIOTCS KOHKPETHBIE OTBETHI 00 WX pemreHuu. B koHIe
pedepara 1OMKEH OBITH CHUCOK WCNOJb30BAHHON JIMTEPAaTypbl, COCTABICHHBIN B
asi(haBUTHOM MOPSIJIKE B COOTBETCTBUU ¢ OMOIMOrpaduuecKuMU TpeOOBAaHHUSMHU.

«Omnauyno» — MaTepual MH3JI0KEH JIOTMYECKHM NpPaBUIbHO B JIOCTYNHOW ¢opme cC
HarsiHocThi0. [lpy Hanucanuu paboThl OBLIM MCHOJIB30BAHBI COBPEMEHHbIE JTUTEPATypHBIE
UCTOYHUKH (60siee 5, B TOM yuciie MOHOTpadUy U MepUOINYECKUe U3TaHNS).

«Xopowio» — matepuan W3JI0KEH HE JOCTaTOYHO IOJIHO, MPH IMOATOTOBKE paboThl ObUIM
WCIOJIb30BaHbl MEPUOJMUECKUE U3JaHUS CTapbIX JIET BbIIycKa M MHTEpHET. Mcmoiab3oBaH
HaTJISTHBIA MaTepHall B HEJOCTATOYHOM O0BeMe.

«Yo0oenemeopumensno» — Tema packpbita cinabo, onHocroponHe. [Ipu moaroroBke padboThl
ObUT WCIOJIb30BaH TOJNBKO MHTEpHET Wwin 1-2 mepuonuueckue u3ganus. HarnmsaHocTs He
MCTIOJIh30BaHa MITH 1T0100paHa He MPaBHIIHHO.

«Heyooenemeopumenvno» — TOPYUYEHHBIH pedepaT HE BBHINOJHEH WM TMOATOTOBIEH H
JI0J10KE€H HEOPEXKHO (TeMa He PacKphITa, HATJISAHOCTH HET).
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6. YYEBHO-METOJANYECKOE U UH®POPMALIMOHHOE
OBECIIEYEHHUE AUCHHUII/INHbI

OcHoBHas iMTEpaTypa
6.1. I'ocyoapcmeennas ¢hapmaxones P@ 15 uzo. Pescum oocmyna :
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

6.2. EBporneiickas apmakomnes. — 7-¢ u3a. B 3 T. M.: Pemenuym, 2011

6.3. ®apmakomnes CIIA. Hannonansusiii popmyisp: B 2 .. USP 29, NF 24/ dapmakorneiiHast
Konsennus CILHA; Coser sxcneproB. — M.: TEOTAP — Menus, 2009 — 1720 c.

6.4. dapmakornosus. TecToBble 3aaHUs W CHUTYallHOHHBIE 3amadd: y4eO. mocobme. M.:
I'S0TAP-Menua, 2011

JlonoiHUTeILHAS JTUTEpaTypa

1. dapmaneBtrueckas pazpadorka. KoHuenuusi u MpakTUUECKHE PEKOMEHAAIMHU: HAYy4HO-
MIPaKTUYECKOE PYKOBOJACTBO Ui (papMarieBTudeckoil orpaciu / moa pen. beikosckoro C.H.,
Bacunenko N.A., lemunoit H.b. [u np.] // M.: Tlepo, 2015. — 472 c.
2. PykoBOACTBO 1O HMHCTPYMEHTAIbHBIM METOJAM HCCIENAOBAaHUNA TpU pa3paboTke u
AKCIEPTU3E KAYeCTBA JIEKAPCTBEHHBIX MPENAPATOB: HAYYHO-NPAKTHYECKOE PYKOBOJICTBO IS
bapmanesTrueckoit orpaciu / mon pen. beikosckoro C.H., Bacunenko M.A., XapueHko
M.N.// M.: Tlepo, 2014. — 656 c.
3. Ilaruropckas H.B., Cambummna W.A., beperossix B.B. IlpaBuia opranuzauuu
MIPOU3BOJICTBA U KOHTPOJIS KQ4eCTBA JICKAPCTBEHHBIX CPEACTB M3 PACTUTEIBHOTO CHIPhS: yueo.
IToco6ue. - CI10.: CnenJlut, 2013. - 367 c.
4. TiokaBkuHa H.A. CrappapTuzanus ¥ KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX CPEICTB. -
M.: UznarenscTBo: MeaumnuHckoe nHpopmarimonHoe areHTcTBo, 2008. — 384 c.

HopMmaTuBHBI€ aKThbI

1. Koncrutymus Poccuiickoit @enepannu ot 12.12.1993 r.

2. Oenepanpubiii 3akoH 0T 12.04.2010 Ne61-D3 «O06 obparmeHHn JIEKapCTBEHHBIX
CpEeACTB»

3. TMocranosnenne [IpaButennctBa Poccuiickoit @enepanuu ot 30.06.2004 N 323
«O06 yrBepxkaenun [lonmoxxenuss o denepanpHoii ciyxbe Mo Ham30py B cdepe
3/IpaBOOXPAHEHHS U COLUAIIBHOTO Pa3BUTHS»

4. TlpaBuna Hamiexamieil kmuHuueckoir npaktuku (GCP) EADC, yrBepkacHHbIC
Coserom EDK 03.11.2016 2016 Ne79

5. TIpuxa3z Munsnpascornpazsutusi Poccun ot 26.08.2010 N 758n «O6 yTBepxIeHUN
[lopsinka TPHOCTaHOBIIGHWS TPHMEHEHHs JIEKAPCTBEHHOTO TIperapara Juis
MEIUIIUHCKOTO IPUMEHEHUS

6. Ilpuka3 Munsnpasconpazsutusi Poccum or 26.08.2010 N 7491  «OO06
YTBEPXKICHUH (POPMBI JTOKYMEHTa, COJEpIKAIlero pe3ylbTaTbl MOHUTOPHHIA
0€30MMaCHOCTH JIEKAPCTBEHHOTO Tpernapara Uil METUIIMHCKOTO TNPHMEHEHHS B
LEJISAX MOATBEPKACHUS €ro rOCyJapCTBEHHON PEerucTpaIium

7. HammonanpHbii crannapT «Hannexamas kmuandeckas npaktuka. [OCT P 52379-
2005», yTBepxkaeHHbINH npuka3oM Poctexperynmuposanus ot 27.09.2005 N 232-c

8. Ilpuka3 MunznpaBa Poccun ot 12.07.2017 N 4091 «O0 yTBepkIeHUU MOpsIIKa
(GopMHpOBaHUSI PETUCTPALMOHHOTO JIOChe Ha JIGKAPCTBEHHBIM Tmpenapar u
TpeOoBaHUIl K JOKYMEHTaM B €ro cocTaBe, TpeOoBaHMI K 00beMy MHGOpMaIuuy,
IPEJOCTAaBIsAEMONH B COCTABE PETMCTPALMIOHHOIO JIOChE, JUIS OTIENbHBIX BUIOB
JICKApCTBEHHBIX IMPENapaTtoB ISl METUIIMHCKOTO TpPHUMEHEHHS W MOpsaKa
NPECTaBICHUS TOKYMEHTOB, U3 KOTOPBIX (DOPMUPYETCSI PErUCTPALMOHHOE J10ChE

Ha HeKapCTBCHHBIﬁ npemapar il MCIUIUHCKOTO IMPUMCHCHHA B LCIIKIX €I'0
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https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

roCyJapCTBEHHOHN perucTpanum

9. Ilpukaz Munnpomsnepro P® or 26.12.2006 N 425 «O06 yTBepKacHUU
MeToauueckux PpEeKOMEHJIAIMK 1O TPHHATHIO W PEruCTpalyy JAEKIapaluf o

COOTBCTCTBUH JICKAPCTBCHHBIX CPCACTB»

10. ®enepanbblii 3akoH "O TexHrnueckoM perynupoanuu’ ot 27.12.2002 N 184-03

11. Ilpukaz M3 P® ot 22 mas 2023 r. N 2491 «OO0 yTBEp)KICHHH TPABHI
U3TOTOBJICHUS M OTIIYCKa JIGKAPCTBEHHBIX NPEnapaToB Ui MEIUIIMHCKOTO
PUMEHCHHS anTeYHBIMH OpraHu3aIUsIMH, UMEIOIIAMU

JJMICH3UIO Ha (1)apMaLIeBTI/I‘-ICCKYIOI[GSITGJIBHOCTB))

12. Tlpukaz M3 P® or 31 aBrycra 2016 r. N 6470 «OO0 yTBEepKICHUU TMPaBHI

HaJUIe)KaIlled  alTeYHOM  IPAaKTHKM  JIGKapCTBEHHBIX  IIPENapaToB

MCIULHUHCKOI'O IIPUMCHCHU

Pecypcm I/IH(l)OpMallI/IOHHO-TeJ'IeKOMMyHI/IKaIII/IOHHOﬁ ceTn «HHTepHeT»

1A

1. BO3 (Bcemupnas opranusaius 3IpaBOOXpaHEHHs). [DIEKTpOHHBIN pecypc]. - Pexum

noctyna: http://www.who.int/ru/
2. HoBocTtun GMP. [DJ1eKTpOHHBIN pecypc]. - Pexum
http://gmpnews.ru/terminologiya/gmp/
3. Tocyoapcmeennas papmaxones P® 15 uzo. Peocum docmyna :
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/
4. T'ocynapcreennas @apmaxomnes PD. 14-e uzn. B 4 T. M.: M3 PO, 2018.
pexuM gocryna: https://femb.ru/record/pharmacopeal4

AOCTYIIa:

5. KoHTposb KauecTBa JEKapCTBEHHBIX CPEICTB [ DIEKTPOHHBIN pecypc]: yueOHuK / moa pen.

T. B. Ilneren¢noii - M.: ID0TAP-Menua, 2014. — 506¢.Pexxum nocryma:
http://old.studmedlib.ru/book/ISBN9785970426340.html

Ilepuoanyeckue U3aHuA
Bomnpock! 6nonornueckoit, METUIIMHCKOM U (papMalieBTHIECKON XUMHUH
BenoMocTi Hay4yHOTO LIEHTpa SKCIEPTU3BI CPEACTB I MEAUIUHCKOTOIIPUMEHEHUS
W3Bectus BbIcIIUX yueOHbIX 3aBeieHui. CeBepo-KaBKa3ckuil pernoH.EcrecTBeHHbIE
HayKu
PacturensHble pecypcebl
XHUMHSA PACTUTEIIBHOTO CHIPbS
XUMHKO-(hapMalleBTUYECKUHN KypHaI

Ilepeuyens JTUIEH3HOHHOTO IPOrPAMMHOIO 00eceYeHust
Cuctema nucraninonHoro ooyuenust «Pycckuit MoodleHosted»
Cucrema aucTaHIIMOHHOTO 00y4eHus «e-Learning Server 4G v 4.2
Cucrema ympasiieHHs y4eOHBIM IporieccoM «Marennan» V.4
[MTaker mporpamm Microsoft Office Standard 2016
OC Windows Server_2016
OC WindowsServer 2012
AHTHBHpYCHOE TIPOrpaMMHOe obecriedeHune - anTuBupyc Kacnepckoro

«Kaspersky Endpoint Security»

KommroTepnas cripaBouHas npaBoBasi cucrema «Koncynbrant [Limrocy
Cucrema snekTpoHHOro TectupoBanus «Veral Test Professional 2.7»
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https://femb.ru/record/pharmacopea14
http://old.studmedlib.ru/book/ISBN9785970426340.html

7. MATEPUAJIbBHO-TEXHUYECKOE OBECIIEYEHHUE U
OBPA3OBATEJIbHBIE TEXHOJIOT'UH, IPUMEHAEMBIE
INPUOCBOEHHUH JUCLHUII/IMHBI

Jist obecrieueHust OCBOCHHUS AUCHUILTUHBI HEOOXOMMO:

1. Hanuure nHPOPMAIIMOHHO-TEICKOMMYHHUKAITMOHHBIX CPEACTB JOCTYIA K HHTEPHET-
pecypey.

2. ayIUTOpUU JJIsl TIPOBEICHUS 3aHSITHA M CAaMOCTOSITELHOW pPabOTHI, 000OpYIOBaHHBIC
MYJbTUMEAUMHBIMU U HMHBIMH CpPEICTBAMH OOYUY€HHs, MO3BOJISIONINE HCIIOIb30BATh
CUMYJISIITUOHHBIE TEXHOJIOTUH, C THIIOBEIMH Ha0OpaMu MPOPECCHOHATBHBIX MOJCIEH H
pE3yNbTaTOB JIA0OPATOPHBIX W HWHCTPYMEHTANBHBIX HCCIIEIOBaHUI B KOJIMYECTBE,
MO3BOJISIFOIIEM OOY4YalolMMCsl OCBaWBaTh yMEHHUS U HAaBBIKH, INIPETyCMOTPEHHBIC
npoeccuoHaNbHOM 1eATeNbHOCTIO, HHAWBUIYaTbHO.

3. nmabopaTtopuu C BBITSDKHBIMH IIKaamu, OCHAIICHHBIC CICIHAIU3UPOBAHHBIM
o0opynoBaHueM (Bechbl anTeyHble, BECHl JIaDOpaTOpHbIC, BECHl AHAIUTUYECKUE
JJIEKTPOHHBIC, XWMHUYECKass TMocynaa, (OTOKOJIOPUMETpP, crekTpodoromerp, YIO-
cnektpodoToMeTp, 00OpyIdOBaHHME IS TOHKOCJIOHWHOM Xpomarorpaduu, THUTPATOP,
puoop IS U3MEPEHUS JIMHEHHBIX M YIJIOBBIX BEIWYHMH, OCHHIIIOrpad) M pacxomaHbIM
MaTepUajIoM B KOJIMYECTBE, O3BOJISAIONIEM 00YYarOIIMMCS OCBauBaTh YMEHUS U HAaBBIKHU,
MIPEyCMOTPEHHBIE TPOPECCUOHATBHON JEATETLHOCTHIO.

4. Jlna opranu3anuy yaeOHOro mporecca Kadeapbl JOIKHB UMETh Y4eOHO- METOAMYECKUI
KOMIUICKC I10 TUCIUIUIMHE, KOTOPBIH BKJIFOYAET pa0O04yl0 MPOrpaMMy IO TUCIUIUIHHE,
nepecMaTpuBacMyl0 €XEro/HO, MOJHBIM Habop 00s3aTenbHONH y4eOHOUM IHuTeparypsl,
METOAMYECKUE YKa3aHWs Ui TIpernojaBaTeleld W OpIUHATOPOB IO BCEM pasjeiam
JTUCHUIUTMHBL, OIICHOYHBbIE MaTepuaibl, a TaKXKe »JJEKTPOHHBIE BEpPCUU Yy4eOHO-
METOJIMICCKUX U JUIAKTHIECKUX MATCPHAIIOB.

5. Meroauka TmpenogaBaHUsl IUCHUIUIMH TMpPeAyCMaTpUBAaeT YTEHUE JEKIIUH,
MPOBE/ICHNE TIPAKTUYECKUX 3aHATHH, CaMOCTOSTENBbHYIO paboTy, a TakkKe HW3yueHHe
MaTepuasa mporpaMmbl ¢ UCIIOIB30BaHUEM JUCTAHIIMOHHBIX 00pa30BaTEIbHBIX TEXHOIOTUI
B cpeae LMS Moodle na yuebnoMm moprane e-learning.

6. [Ipy HEOOXOAMMOCTH JIEKIIMH U MPAKTUIECKHIE 3aHATHS MOTYT OBITh PEaIn30BaHbI
MOCPENICTBOM JTMCTAHIIMOHHBIX 00pA30BATEIbHBIX TEXHOJOTHHA TPU YCIOBHH COOJIOICHHS
TpeOOBaHUN aleKBaTHOCTH TEIEKOMMYHUKAIIMOHHBIX CpPEACTB MMM M 3aJadam
ayUTOPHOM MOATOTOBKH.

7. Tlo u3yyaembIM [UCHUIUIMHAM YCTAaHOBIIEH IE€peUeHb O0S3aTENbHBIX BHUIOB
paboTHI OpIUHATOPA, BKITIOYAIOIINNA:

[Tocemenue Bcex BUIOB 3aHATHH, MPETYCMOTPEHHBIX YI€OHBIM TTAHOM.
Pemenne npakTudyeckux 3aaad v 3aJjaHUI Ha IPAKTUYECKOM 3aHSITHH
BreimonHeHne TpakTHYeCKUX paboT  CaMOCTOSITETHbHO — MOJIPYKOBOACTBOM
MpenoaaBaTess Wik HaCTaBHUKA.

PerymspHoe mocemieHre COOTBETCTBYIONIETO 3JEKTPOHHOTO  pecypca Imo
JTUCHUIUIMHAM, pa3MEIICHHOr0 Ha YydeOHOM mopTaiie e-learning,usyuenue
y4eOHOTr0 KOHTEHTA B COOTBETCTBUHU C TpauKoM yueOHOTO TIpoliecca,
BeinonHeHue 3ajaHuii Ha mopTalie, BKIIIOYArOIUX ydactue B On-line u off-
linecemunapax, OJMII-3a1aHUS, ICCE, OMPOCHI, TECTOBBIC 3aIaHHS.

BrinonHeHue KOHTPOIBHBIX PadoT.

Jpyrue BUIBI paboT, ompenensieMble penoaBaTeieM.
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Tekylmuii 1 IpOMEXYTOUYHBIH KOHTPOJIb YCIIEBAEMOCTH OpJIMHATOPA MO JUCHUILUIMHAM
OCYHICCTBIIACTCA NPCIOAABATCIICM ITYTCM MOHUTOPUHTA ACATCIBHOCTH CTYJICHTA Ha y‘le6HOM
mopTaie e-learning.

TectupoBanue MPOBOAUTCA B COOTBETCTBHUU C METOJUYECKHUM PECYpCOM CHUCTEMBI
LMS Moodle, mogaepkuBaromieil BOPOCH! CIEAYIOMUX TUIIOB:
B 3akpeiToii ¢opmMe (MHOKECTBEHHBIH BBIOOpP): MPEIOCTABISET BO3MOXKHOCTH BBIOOpA
OJTHOTO ¥ HECKOJIbKUX BapUAHTOB.
KopoTkuii oTBer.
YucnoBoi: NTPUHUMAETCS OTBET B BUJIE YHCIIA C ONPEICICHHOW NOTPEIIHOCTHIO, TAKKE
MO>KHO MPEAOCTaBUTh BO3MOKHOCTh OTBETA B PA3IMUHBIX €AMHUIIAX U3MEPEHHUS.
Brraucnsemsrii: TekcT Bompoca (GopMyIHpyeTcss Kak mabioH, A Hero GpopMupyercs
orpezieNIeHHbI Ha0Op 3HAYeHUH, KOTOPbIE aBTOMAaTUYECKH MOCTABIISIOTCS.
Ha cootsercrue.
Bepno/HesepHo.
Dcce: npeArnonaraeT TeKCTOBBI OTBET OpIMHATOpa B CBOOOHOHN (hopme. OnieHnBaeTcs
npenoaaBaTenemM.
BiioskeHHBIE OTBETHI: TEKCT BOIMPOCA COJEPIKUT TOJISA, B KOTOPBIX OPJAMHATOP BBOJHT WJIH
BBIOMpAET OTBET.
CrnydJaiiHple BOTIPOCHI: Ha MECTO CIYYalHBIX BOIPOCOB B TECTE€ OPAMHATOPY MPU KaXIOiH
HOBOI MOMBITKE CIIy4allHbIM 00pa30M MOJCTABIISIOTCS BOIIPOCHI U3 BHIOPAHHOM KaTeropuu.

[IpakTuueckue 3aHSITUS HPOBOASTCS B CTPOIOM COOTBETCTBMM C METOAMYECKUMHU
YKa3aHUSIMM JUIsl OPIMHATOPOB U MpernojaBaTeliei.

CamocrosrenbHas paboTa ¢ HCHOJIb30BAaHMEM JUCTAHIMOHHBIX 00pa30BaTEIbHBIX
TEXHOJIOTUH MOXET TpeAyCMaTpHBaTh: UTEHHE OSJCKTPOHHOTO TeKcTra (yueOHHKa,
MEPBOMCTOYHUKA, Y4eOHOrOo MOCOOMs, JIEKIMH, NMPE3eHTAlUd U T.J.) HNPOCMOTP BHJIEO-
JEKIUH, COCTAaBJIEHUE IUIaHA TEKCTa, TIpapuueckoe H300pakeHHe CTPYKTYpbl TEKCTa,
KOHCIIEKTHPOBAaHUE TEKCTa, BBIMUCKM M3 TEKCTa, paboTa € 3JIEKTPOHHBIMU CIOBApSIMH,
0azamu JaHHBIX, TioccapueM, Wiki, cnpaBOYHMKAaMH; O3HAKOMJICHHE C HOPMATHBHBIMH
JIOKyMEHTaMH; yueOHO-HccreioBaTeabckas padora.

g popmupoBaHUs YMEHUM: pellleHue 3ahad, U yIpaKHEHUI 1o o0pasily; pelieHue
BapUaTUBHBIX 3aJjau M YNPaXHEHUH, BBHIMOJIHEHUE CXEM, 3aloJiHeHHe (OpM, pelIeHue
CUTYallMOHHBIX NPOU3BOJICTBEHHBIX 3a/1a4, MOATOTOBKA K JEOBBIM HUIPaM, MPOEKTUPOBAHUE
U MOJEIMPOBAHUE PA3IMYHBIX BUIOB M KOMIIOHEHTOB NPO(ECCHOHANBHON IesITenbHOCTH,
pedeKCUBHBIM aHaIW3 MNPO(ECCHOHANBHBIM yMEHHH C HCIIOJIb30BAHMEM ayauo- |
BUJICOTEXHUKHU.

8. OCOBEHHOCTHU OPTAHU3AIIMHU OBYYEHUA 110
AUCHUIIVIMHE 414 UHBAJIMA0B U JIML, C OTPAHUYEHHBIMUA
BO3MOKHOCTAMMU 310POBbA

OOydenne o0O0y4aromMXCs C OrPAaHUYCHHBIMH BO3MOXKHOCTSIMU 3JI0POBBS  MIPHU
HEOOXOJUMOCTH OCYIIECTBIAETCS Kadeapoil Ha OCHOBE aJalTUPOBAHHON pabodeid
MPOrpaMMbl C HCIIONB30BAaHUEM CIIEIUATBHBIX METOJOB OOyUYeHUS U JAUIAKTHYECKUX
MaTepHUaOB, COCTaBJICHHBIX C YyYETOM OCOOCHHOCTEH TICMXO(MU3NICCKOTO0 pPa3BUTHS,
WHIUBUAYAIBHBIX ~ BO3MOXKHOCTEH W COCTOSHHUSL  3JI0pOBbsS  Takux  OOydaromuxcs
(oOyuaromierocs).

B IeJIAX OCBOCHUA y‘IC6HOfI nporpamMmsbl JUCHUIUIMHBI WHBAJIWAAMU W JALAMH C
OTpaHUYEHHBIMU BO3MOXKHOCTSIMH 37I0POBbs Kadepa 00ecreunBact:
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07151 UHBANUOO08 U JUY ¢ 02CpaAHUYEHHbIMU 603MONCHOCHAMU 300p06b}l no 3peruro.

— pa3MelIeHHEe B JIOCTYMHBIX JUIsI OOYYarOIIUXCs, SBJSIOMIMXCS CIETBIMH WA
CJIa0OBUISIIMME, MECTaX W B aJalTUPOBAHHON (opme cripaBOYHO HMH(pOpPMAIMUA O
pacnucaHuy y4eOHbIX 3aHATHH;

— TPUCYTCTBHE AaCCHCTEHTa, OKAa3bIBAIOIIETO OOydYaromeMycsi HEOOXOIUMYIO
TIOMOIIIb;

— BBIIIYCK QJIbTEPHATHBHBIX (DOPMATOB METOIUYECKUX MATEPHUATOB (KPYITHBIN
mpudT win ayanodaitie);

OJ15 UHBANUOO08 U JIUY C 02PAHUYEHHBIMU B03MONCHOCHAMU 300P0BbSL NO CIIYX):

— HaJJISKAIIUMH 3ByKOBBIMHU CPEICTBAMH BOCIIPOU3BEICHUE HH(POPMAIIHH;

011 UHBANUOO08 U JUY C OCPAHUYEHHBIMU BO3MONCHOCMAMU 300PO6bs, UMEHUWUX
HapyuleHusi ONOPHO-08U2AMENbHO20 ANNapama:

— BO3MOXHOCTb OECHpPENnITCTBEHHOTO JOCTyNna O0ydJalomuxcs B y4yeOHbIC
MIOMEIICHUS, TyaJleTHbIC KOMHATBI M Jpyrue TIOMEIIeHHUsT Kadeapbl, a TaKKke
npeObIBaHUE B YKa3aHHBIX TOMEIICHUSX.

OOpazoBanue O0y4arOMMXCsS C OTPAaHUYCHHBIMH BO3MOXXKHOCTSIMHU 3JI0POBBS MOKET
OBITh OPraHU30BAHO KaK COBMECTHO C JPYTrMMHU O0YYAIOIIMMUCS, TaK U B OTICIBHBIX IPYIIIax
WIH B OTACIBHBIX OPraHU3aIIUsX.

Hepequb y‘IEGHO-MeTO,Z[l/I‘-IECKOFO o6ecre4yeHHus CaMOCTOATE/IbHOM

pa6oThl 0GYYAKIIUXCS MO AUCIHUILIUHE.

Y4eOHO-MeTOAUYECKHE MaTepuaibl IS CaMOCTOSITENIbHOMN paboThI
00y4JaromuXcs W3 YHCIa WHBAIMIOB U JIMI C OIPAHUYEHHBIMH BO3MOXKHOCTSIMH 3JIOPOBBS
NpeaoCTaBIAOTCA B (1)0pMax, AalITUPOBAHHBIX K OIrpaHUYCHUAM HUX 3I0POBbIA U
BOCHIPUATHS UHPOPMALIUH:

Kareropuu ctyieHTOB Dopmbl
C napymieHueM ciyxa - B meyaTHo opme;
- B (hOopMe NEKTPOHHOTO JOKYMEHTA;
C HapylieHueM 3peHust - B Me4aTHOM (opme yBeIMYEHHBIM HIPUPTOM;

- B (hOpMe IIEKTPOHHOTO JOKYMEHTA;
- B (hopme aynuodaiina;

C Hapy1lieHreM OMOPHO-BUTaTEIbHOTO - B Ie4aTHOM Gopme;
ammapara - B )OpMe IEKTPOHHOT'O JOKYMEHTA;
- B hopme aynuodaiina;

I[aHHBIfI MNEPCUYCHb MOXKCT OBITH KOHKPCTU3UPOBAH B 3aBUCHUMOCTH OT KOHTHUHICHTA
00yJaroIuxcs.

®oHA OLLeHOYHBIX Cpe/CTB AJIsl NPOBeJeHUs IPOMEeKYTOYHOU

aTTeCTalluu 06yqal0umxc;1 o AUCIOUIIJINHE.

[lepeyenp (OHIOB OLEHOYHBIX CPEACTB, COOTHECEHHBIX C IUIAHUPYEMBIMHU
pe3ylnbTaTaMd  OCBOEHHsS  OOpa3oBareiabHOW  mporpamMmbl. s opIuMHATOpoB  C
OTPaHUYEHHBIMH BO3MOYKHOCTSIMH  3JI0POBbsSl IPEIYCMOTPEHBI CIIEAYIOUIHE OLIEHOYHbIE
CpeAcTBa:

Kareropun Bunbl oneHOYHBIX @OpMBI KOHTPOJISI U OLEHKH
CTYyJICHTOB CPENCTB pe3yabTaTOB
C HapylIeHHeM ciayxa | TeCT MIPEUMYILIECTBEHHO

MACbMEHHAs POBEpPKA
C HapymeHnueM cobeceoBaHue IIPEUMYIIECTBEHHO YCTHasl MTPOBEPKa
3peHuUs (MHAWBUIYATHEHO)
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C nHapymeHuem peuieHue OopraHu3anusi KOHTPOJSA C IIOMOIIbIO

OTIOPHO-/IBUTATEIb- JTUCTAHIIMOHHBIX TECTOB, | 3JeKTpoHHOM 000moukn MOODLE,
HOTO arapara KOHTPOJIbHBIE BOIIPOCHI MUChMEHHAs MMPOBEpPKa

CTyI[eHTaM C OrpaHMYCHHBIMH BO3MOKHOCTAMU 3O0POBbA YBCIMYHUBACTCA BpPCMA
Ha TOAIOTOBKY OTBCTOB K 3a‘IéTy, paspemracTCcd TroTOBUTH OTBETHI C HMCIOJIb30BAHUCM
JUCTAHIIMOHHBIX O6paSOBaT€J'II)HI)IX TEXHOJIOTHH.

MeToauuyecKue MaTepuaJibl, onpee/sinyue Npouesypbl O eHUBaHUS
3HAaHWM, YMEHUM, HAaBbIKOB U (MJIM) ONbITaA AEATEJbHOCTH,

XapaKTepu3ywilye 3Tanbl popMHUPOBaHHS KOMIETEHI U

[Ipu mpoBeneHHH NPOLEAYPHl OLIEHHWBAaHUS PE3yIbTaTOB OOYYEHHUS WHBAJIUAOB U
JUL] C OrPaHWYEHHBIMHU BO3MOYKHOCTSMM 3[0POBBSl IMPEAYCMaTpPUBAECTCA HCIOJIb30BaHUE
TEXHUYECKUX CpPEICTB, HEOOXOAMMBIX KM B CBA3M C UX HWHIUBUAYAIbHBIMU
0COOEHHOCTSIMH. JTH CpEACTBA MOTYT OBITh MPENOCTAaBICHBI [IATUTOPCKUM MEIHMKO-
¢dapmaneBTuueckuM HHCTUTYTOM — ¢unmnanom ®I'BOY BO Boarl'MVY Munszapasa Poccun
WM MOTYT HCIIOJIb30BAaThCs COOCTBEHHBIE TEXHUYECKHE cpencTBa. [Iporenypa oueHuBaHUs
pe3yNbTaToB OOY4YEeHHS WHBAIHMIOB M JIUI] C OTPAHUYEHHBIMA BO3MOXKHOCTSIMH  3JI0POBbSI
M0 JUCHMIUIMHE TpeaycMaTpuBaeT  MpefocTaBieHue HHPopmamuu B (opmax,
aIaITUPOBAHHBIX K OTPAHUYEHUSIM HX 30POBBS U BOCIPUSITUS HH(OPMALIUU:

Jlis Ui ¢ HapyIIEeHUs MU 3pEHUS:

- B [I€YaTHOM (opMe YBETUUECHHBIM HIPUPTOM;
- B (hopMe JIEKTPOHHOI'O JOKYMEHTA,
- B (hopme aynuodaiina.
JIns mun ¢ HapyLIEeHUsAMH CIIyXa:
- B IeyaTHOH (opme;
- B (hopMe 3JIEKTPOHHOTO JOKYMEHTA.
Jlig nun ¢ HapyIeHUs MU OIIOPHO-BUIaTENBHOTO anrapara:
- B IIe4aTHOM dopme;
- B )OpMe AIIEKTPOHHOIO JTOKYMEHTA;
- B (hopme aynuodaiina.

JlaHHBIN TepevyeHb MOXET ObITh KOHKPETU3WPOBAaH B 3aBHCHMOCTH OT KOHTHMHIEHTA
oOydJaronmxcsi.

ITpu npoBeeHuN NpoLeaAyphl OLIEHUBAHUS PE3yJIbTaTOB 00YUEeHUs HHBAJIUAOB U JIUI] C
OTpaHUYEHHBIMA BO3MOXXHOCTSIMH 3JI0pOBBSI 1O JUCIHUIUIMHE (MOAYJI0) oOecrneunBaercs
BBIMIOJIHEHUE  CIIEAYIOUMX  JONOJHUTENBHBIX  TpeOOBaHMH B 3aBUCHUMOCTH  OT
WHJIMBUIYAIBHBIX OCOOEHHOCTEH 00yJaronnxcsi:

1. uHCTpyKUMS 1O  TOPSJAKY  TNPOBEIEHHs  MPOLEAYPbl  OLIEHUBAHMS
MpPeloCTaBIseTCs B JOCTYNMHOM ¢Qopme (ycTHO, B THUChbMEHHOW (opme, YCTHO C
HCIOJIb30BAaHUEM YCIYT CYpONIEPEBOAUUKA);

2.  nmocrymHas (hopMa IpeoCTaBICHUS 3aJaHU OIIEHOYHBIX CPENICTB (B TIEUYaTHON
¢dopme, B mevaTHOW (opMe yBeIMUYEHHBIM MmIpudTomM, B (opMe IIEKTPOHHOTIO
JOKYMEHTa, 3aJaHusl 3auuThIBAIOTCS ACCHUCTEHTOM, 3aJaHusl MPEIOCTaBISAIOTCS C
HCII0JIb30BAaHUEM CYPJIONIEPEBOA);

3.  nmocrymHas (opMa TpPEIOCTaBICHUS OTBETOB Ha 3ajaHus (MMCbMEHHO Ha
Oymare, HaOOp OTBETOB Ha KOMIIBIOTEPE, C MCIIOJIB30BAaHUEM YCIYI aCCHCTEHTa, YCTHO).

IIpn HeoOxonuMocTH s OOydYalOIIUXCS C OrPaHMYEHHBIMU BO3MOXKHOCTSIMHU
3I0pOBbS U WHBAJUAOB IPOLIEAypa OLIEHWBAHUS PE3yNbTaTOB OOYYEHHS IO AUCLUILIMHE
(MOZyH0) MOKET NMPOBOJUTHCS B HECKOJBKO ATanoB. [IpoBenenue mpoueaypsl OLEHUBAaHUS
pe3ynbTaToB OOyYeHUsT WHBAJIUAOB M JIMI C OTPAaHUYEHHBIMH BO3MOXKHOCTSMH 3I0POBbS
JIOMYCKAETCSl C HCIOJIb30BAHUEM JMCTAHIIMOHHBIX 00pa30BaTEIbHBIX TEXHOIOTHIA.
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IlepeyeHb OCHOBHOM M AONOJIHUTEJbHON Y4E€OHOU JIUTEPATYPHI,

Heo0X0AMMOM /ISl 0OCBOEHUS AMUCIUILINHbBI.

Jnss  OoCBOEHWS JUCHMIUIMHBI HWHBAIMAAMH W JUIAMH C  OrPaHUYEHHBIMHU
BO3MOYKHOCTSIMH  3JIOPOBbSI IIPEJOCTABJISIIOTCS OCHOBHAsh M JIONOJHHUTEIbHAS y4deOHas
TUTepaTypa B BUJAE AJICKTPOHHOTO JOKyMEHTa B (OHJE OMOIMOTEKH W/WIH B AJIEKTPOHHO-
OMOJIMOTEYHBIX CHCTEMaX. A TakKe MPEAOCTABISIOTCS OCCIUIATHO CIEIHUAIbHbIE YYCOHUKU
u ydeOHbIE TOcOOus, MHas y4deOHas JUTepaTypa W CIELUANbHbIE TEXHUYECKHE CpPEACTBa
OOy4eHHsS KOJUICKTHBHOTO M  WHAWBHUIYAIBHOTO IIOJIb30BaHMs, a TakkKe YCIyrd
CYPIIOTIEPEBOAUYMKOB M TU(IIOCYPIOTIEPEBOTUNKOB.

MeToau4dyeckue VYKa3aHUuA AJid 06yqalomnxc;1 110 OCBOEHHIO

JAHUCIUILINHBI

B ocBoeHMM JMCHMIUIMHBI WHBAJIWJAAMH W JIMOAMH C  OIPaHUYCHHBIMH
BO3MOXHOCTSMU 300POBbBA 6OJ'II)IIIOG 3HA4YCHHUEC HMECT HHIAUBHUAYAJIbHAA pa60Ta. HOII
WHIUBUIYAIBHOW  paboToil  mojpasymeBaercss JBe  (GOpPMBI  B3aMMOJCHCTBHS  C
IperoaBaTesieM: HHIAWBHUIyalbHAs ydeOHas padoTa (KOHCYJIbTAIUH), T.C. JOTIOJHUTEIHLHOES
pa3bsiCHEHHE y4eOHOro wmarepuaja W yYIJIyOJICHHOE HM3Y4YeHHE MaTepualia ¢ TEeMH
06y“IaIOHII/IMI/IC$I, KOTOPBIC B 3TOM 3aWHTCPCCOBAHLI, U HHAUBHAYAJIbHAasA BOCHHUTATCIIbHAA
pabora. MHauBHIyalbHbIE KOHCYJIbTAIIMM IO TPEAMETY SBISIOTCS BaXXHBIM (DAKTOPOM,
CHOCO6CTBYIOHII/IM HHIUBUAYAJIU3alluU 06y‘-I€HI/I$[ U YCTAHOBJICHUIO BOCIIMTATCIILHOI'O
KOHTAaKTa MEXIy IMpernojaBareieM W OOydJarolIMMCs WHBAIMIOM WIA OOYYaroNIMMCs C
OrpaHM4YC€HHBIMH BO3MOKHOCTSAMU 300POBbA.

OnucaHve MaTepUaJIbHO-TEeXHUYECKOM 6a3bl, HEOOXO0AUMOM AJIs1

OCYyIIECTBJICHHUA OﬁpaBOBaTe.}IbHOI‘O nponecca 1nmo AuCuuIlJimHe

OcBoeHMe TUCHUIIMHBI MHBATUAAMHU U JMLIAMHU C O'PaHHMYEHHBIMH BO3MOXHOCTSIMU
3JI0pOBbsI OCYILIECTBISIETCS C MCIIOJIB30BAHUEM CPEACTB 00ydeHHUs! OOIIEro W CIENUAIBHOIO
Ha3HAYEHUS:

— JIeKUMOHHAsl ayJauTOpUs — MYJIbTUMEIUNHOE O00O0pyI0oBaHHE, MOOMIbHBIN
panuokyacc (Uis CTYJEHTOB C HapyLWICHUSIMU CIyXa); MCTOYHHUKM THUTaHUS JUIS
VH/IMBUYaJIbHBIX TEXHUUECKUX CPEJICTB;

— y4eOHas  ayauTopus  JUId  [PaKTHMYECKUX  3aHATUH  (CeMHHApoB)
MyJbTUMEANIHOE 00OpyIOBaHME, MOOWJIBHBIM panuokiacc (AJi1 CTYIEHTOB C
HapyLEHUSIMH CIIyXa);

— ydeOHas ayAUTOpHUS JUIsl CaMOCTOSATENIBHOM pabOThl — CTaHAApTHbIE pabodue
MecTa C TMEpPCOHAJbHBIMH KOMIIBIOTEpaMH; pabodyee MeCcTO ¢ IepCOHAIbHBIM
KOMIIBIOTEPOM, C TPOrpaMMOM HKpPaHHOIO JOCTYIa, MPOrpaMMON 3KPaHHOTO
YBEJIUYEHUS U OpaillIeBCKUM JUCIUIEEM JUISl CTYJACHTOB C HApyILICHUEM 3pPEHUS.

B kaxnoil ayauropum, rae oOydaroTCsl MHBAJIWIBl U JHMIA C OTPaHUYEHHBIMH
BO3MOKHOCTSIMH 37I0POBbSI, JTOJDKHO OBITH MPEAYCMOTPEHO COOTBETCTBYIOLIEE KOJIUYECTBO
MECT JIJ1s1 00y4aroUIMXcs ¢ YYETOM OTpaHMYEHUH UX 3/10POBBS.

B yueOHble aynuTOpuM JOJDKEH OBITh OECHpensITCTBEHHBIM  JOCTYN  JJIs
oOyyarolmuxcsi HMHBAJIWIOB M  OOyYalOImMXCAd C OTPAaHUYEHHBIMH  BO3MOYKHOCTSMHU
3JI0pOBBS.
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9. OCOBEHHOCTHU OPTAHU3AIIMHU OBPA30OBATEJ/IBHOI'O
INPOLECCA C ITIPUMEHEHHMEM 3JIEKTPOHHOI'O OBYYEHUA U
JUCTAHIIMOHHBIX OBPA30BATEJ/IBHBIX TEXHOJIOTHH

B cootBerctBuu ¢ [lonoxeHneMm o mopsiake MPUMEHEHUS 3JIEKTPOHHOTO OO0y4YeHHs U
JUCTAHLIIMOHHBIX 00pa3oBaTeNbHBIX TEXHOJIOTUH B [TsaTuropckom MEAUKO-
(hapmalleBTUUECKOM HHCTUTYTE — (uinane (enepaabHOro rocyAapCcTBEHHOTO OIOKETHOTO
00pa3oBaTENBHOIO YUPEKACHUS BhICIIEro oOopa3oBaHus «Boiarorpaackuii rocyaapcTBEHHBIN
MEIMIMHCKUN yHUBEpcUTET» MuHHCTepcTBa 3ApaBooxpaneHusi Poccuiickoii denepanumy,
yTBepkJACHHOM YueHbIM coBeToM 30.08.2019 yueOHBIN mpollecc MO HACTOSIIEH MporpaMMe
MOXKET OCYUIECTBIISATHCA C MPUMEHEHHEM TUCTAHIIMOHHBIX 00pa30BaTENIbHBIX TEXHOJOTHM
(AOT) u/unum 31eKTpOHHOTO 00y4EHUS B MOPSIKE, YCTAHOBICHHOM (eiepaibHBIMU OpraHaMu
HCTIOJIHUTENIBHON BJIACTH, pacnopsautelbHbiMu aktaMu PI'BOY Boar['MVY Munsapasa
Poccun, [IMOU — punmana PI'BOY BO BoarI'MY Munznpasa Poccun.

Peasin3anusa oCHOBHBIX BU/IOB y‘-I66H0ﬁ AeATEJIbHOCTH C

NpUMeHeHUeM 3J1IEKTPOHHOro o6y4yenus, JJOT.

C npumeHeHueM 3i1eKTpoHHOro 00ydenust win JJOT MoryT npoBOAUTHCS ClEAYIOIINE
BUBI 3aHATHH:

Jlexnust MOXeT OBITH TpenCTaBlieHa B BHJE TEKCTOBOTO JOKYMEHTa, IPE3EHTAINH,
BUJICO-JICKIIMM B ACHMHXPOHHOM pEXUME WM IOCPEICTBOM TEXHOJOTMM BeOMHapa — B
CHHXPOHHOM pexume. [IpenomaBaTenb MOXET HCHOJIB30BaTh  TEXHOJOTHMIO — Web-
KOH(pepeHIMM, BeOMHapa B CiIy4yae HaJU4us TEXHUYECKOW BO3MOXHOCTH, COIJIAaCHO
YTBEPKACHHOI'O TEMAaTHUECKOI0 IUIaHA 3aHSTUN JIEKIIMOHHOT'O TUIIA.

CemuHapckue 3aHATHS MOTYT pealM30BbIBaTbcd B (OpME JAUCTAHLIMOHHOTO
BBIIIOJTHEHUSI ~ 3a/laHuil  [pernojaBaTelid, CaMOCTOSTEeIbHOM  paboThl. 3ajaHus Ha
CaMOCTOSITENIbHYI0 paboTy JOJKHBI OPUEHTHPOBATH OOYYAIOIIErocs MPEUMYIIECTBEHHO Ha
paboTy ¢ 3IEKTPOHHBIMU pecypcamu. [[1s KOMMYHUKallMM BO BpeMsi CEMUHAPCKUX 3aHATHH
MOTYT OBbITh MCHOJIb30BAHBI JHOObIE JOCTYIHbIE TEXHOJIOIMH B CHHXPOHHOM U aCHHXPOHHOM
pexumMe, y1oOHbIe MPENoJaBaTe0 U 00y4aoeMycsl, B TOM YUCIIE YaThl B MECCEHKEpax.

[IpakTyeckoe 3aHATHE, BO BpeMs KOTOPOro (POPMHUPYIOTCSI YMEHHUS U HaBBIKM HX
MPaKTUYECKOIO0  MPUMEHEHHUS  IyTeM  WHIUBUYaJIbHOIO  BBINOJHEHUS  3aJaHHil,
Cc(OpPMYIHUPOBAHHBIX  MpEMNojaBaTeleM,  BBINOJHAIOTCS  JUCTAHLIMOHHO,  PE3YyJbTAThl
MIPEJICTABIISIOTCS MPENoaBaTelio MOCPEICTBOM TEIEKOMMYHUKAIIMOHHBIX TexHojiorui. Ilo
KaX/10ll TeMe MNpaKTHYECKOI0/CEMHUHAPCKOTO 3aHATHUA OOydJaroUIuiics JIOJMKEH IOJIy4UTh
3aJlaHus, COOTBETCTBYIOILEE LIENSM M 3ajJadaM 3aHATUS, BOINPOCHI JJS OOCYKICHHS.
BeimonHenue 3amaHus  JIOJDKHO —oOecrieunBaTh (OPMHUPOBAHMS YACTH KOMIIETEHIINH,
npenycmorpenHoit PIIJ[ u nensimu 3ansTus. Pekomenayercsi pa3zpabarbiBaTh 3aJaHUs, IO
BO3MOKHOCTH, TIEPCOHATTU3UPOBAHO ISl KAXKI0T0 00yJaromerocs. 3alaHue Ha MPakTHYECKOe
3aHSTHE JOJHKHO OBITh COM3MEPUMO C MPOJAO0JKUTENBHOCTHIO 3aHATHUS IO PACIIMCAHUIO.

JlaGopaTopHoe 3aHsATHE, MpeAyCMaTPHUBAIOLIEe JTUYHOE MPOBEACHHE 00YYarOIUMUCS
HaTypaJIbHBIX WM HMMHUTALUOHHBIX OSKCIIEPUMEHTOB WJIM HCCIENOBAaHUMN, OBJIAJCHUS
MPAKTUYECKMMU HaBbIKaMH paboThl ¢ Ja0OpaTOpHBIM O0OpYJOBaHUEM, MNpUOOpamH,
W3MEpPUTENIbHOM  amnmapaTypoi,  BBIYMCIUTEIBHOM  TEXHHKOH,  TEXHOJOTHYECKHUMH,
QHAINTUYECKUMH WM HHBIMU DKCIEPHUMEHTAJIbHBIMH METOAMKAMH, BBIIOJHACTCS IpU
MTOMOIUIY JIOCTYIHBIX CPEJCTB WJIM MMUTAIMOHHBIX TpeHaxepoB. Ha xadenpe nomKHBI ObITh
METOAMYECKH MPOpabdOTaHbl BO3MOKHOCTH MPOBEAEHUS Ja0OpaTOPHOTO 3aHATHS B
JTUCTAaHIIMOHHOM (hopMme.

CamocrosarenbHas paboTa ¢ HCHOJIB30BAHMEM JUCTAHIIMOHHBIX 00pa3oBaTeIbHBIX
TEXHOJIOTUI  MOXET TMpeJycMaTpuBaTh: pelIeHHWe KIMHUYECKUX 3aJad, pelIeHHe
CUTYallMOHHBIX 33/1a4, YTCHHE 3JIEKTPOHHOTO TEKCTa (y4eOHMKaA, TEPBOUCTOYHHKA, YIEOHOTO
1ocoOus, JIEKIUH, IPE3EHTAUH U T.JI.) IPOCMOTP BUAEO-JIEKIUI, COCTAaBIEHHUE IJIaHA TEKCTA,
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rpadudeckoe M300paKeHHE CTPYKTYPhl TEKCTa, KOHCIIEKTUPOBAHHME TEKCTa, BBIMHCKH W3
TEKCTa, paboTa ¢ DJIGKTPOHHBIMH CIIOBapsiIMH, ©Oa3aMH JaHHBIX, rioccapueM, WiKi,
CIPAaBOYHHUKAMH, O3HAKOMJICHHE  C  HOPMATHBHBIMH  JOKYMCHTaMH; y4eOHO-
UCCIIEIOBATENbCKYI0 paboTy, HamucaHue o030pa CTaTbd, 3cce, pazdop 1abOPaTOPHBIX HIIH
WHCTPYMEHTAIBHBIX METOJIOB TUATHOCTHKH.

Bce BUABI 3aHATHH pealM3yIOTCS COTJIACHO YTBEPIXKIACHHOTO TEMAaTHYECKOTO TUIaHA.
Marepuainsl pazmeniatorcs B JMOC uncTutyra.

Y4eOHbIii KOHTEHT, pasmeniaembiii B DMMOC mo BO3MOXKHOCTH HEOOXOAMMO CHAOIUTH
KOMIUIEKCOM  TIOIIArOBBIX ~ MHCTPYKIUH, TO3BOJISIIOIIUMX OOYyYaromeMycsi IMPaBHILHO
BBINOJIHUTh METOJINYECKUE TPEOOBAHMS.

Mertoauyeckie MaTepualibl JOJDKHBI OBITh  aJalTHPOBAaHBl K OCYIIECTBICHHIO
00pa3oBaTENBHOIO MPOLECCA C UCIOIB30BAHUEM AIIEKTPOHHOTO 0OYUEHHS M AUCTAHIIMOHHBIX
00pa3oBaTebHBIX TEXHOJIOTHH.

KOHTpOJIb M IOPAL0K BbINOJIHEHUSI BHEAYJUTOPHOM

CaMOCTOATE/JTbHON PAa6G0OTHI 00YYAKLIMXCA

KoHTposibHBIE MEpONpUATHS HPEAyCMATPUBAIOT TEKYLIIMH KOHTPOJb MO KaKIOMY
3aHATHIO, TPOMEXKYTOUYHYIO AaTTECTalliI0 B COOTBETCTBUH C paboueil mporpammoit
JHMCIUTITHHBL.

OOyuaromuiicsi 00s3aH BBICIATh BBINOJIHEHHOE 3aJaHUE IIPENOJABATENI0 HAYWHAs C
JHS TPOBEJICHUS 3aHATHA M 3aKaHYMBasi OKOHYaHUEM CIIETYIOLIEro pabodero JTHs.

[IperonaBaTens 00s3aH JOBECTH OIEHKY IO BBIIIOJHEHHOMY 3aHSATHIO HE IO3IHEE
CIIEIYIOLIEero paboyero JHs MOCie MOIyYeHUs: padoThl OT 00Y4aOIIerocs.

KoHTpomnb BBHIMONHEHUS] BHEAYAUTOPHOW CAMOCTOSITEILHOW pabOThl OCYIIECTBIISIETCS
IyTeM MPOBEPKH PEATN3yeMbIX KOMIIETCHIMI COTIAaCHO HACTOSILEH MPOTrpaMMbI U C Y4€TOM
(1)OHI[OB OLCHOYHBIX CPCACTB IJIdA TeKymefI arTeCTaluu Ipru U3YUCHUHA HaHHOﬁ JUCHUIIIIMHBI.
OtoOpaxeHue xoj1a 00pa3oBaTENbHOIO MPOLECCa OCYIIECTBISETCS B CYIIECTBYIOIIEH (opme
— IMyTeM OTpaXeHUs y4eOHOM aKTHBHOCTM OOydarolMxcsi B KadeapalbHOM KypHaie (Ha
OyMaXHOM HOCHUTEIE).

PersiameHT opraHusanyy ¥ IpoBeAeHUs IPOMEKYTOYHOMI
arrecrauuu c npumeHesueMm 30 u 10T

IIpn opraHu3anuum M NPOBEAEHUM IPOMEXKYTOYHOM AaTTECTAllMM C IHPUMEHEHHEM
3JIEKTPOHHOT'0 O0YYEHHs, TUCTAHLIMOHHBIX 00pa30BaTeIbHBIX TEXHOJIOTHH Kadeapa:

- COBMECTHO C OTZI€JIOM HH(OPMALMOHHBIX TEXHOJOTHI CO3JaeT yCIOBHUS IS
¢ynkunonuposanuss SMOC, obecnieunBaroieil MOJTHOLEHHOE NMPOBEIEHHE MPOMEKYTOUHOMN
aTTECTALlUU B IIOJIHOM 00BbEME HE3aBUCHMO OT MECTa HaXO0XkIECHHs 00y4aroIIuXCs;

- o0ecrieunBaeT HWIACHTU(MUKALUIO JUYHOCTH OOYYalolerocs M KOHTPOJIb
COOJIIOICHUSI YCTIOBHM MPOBEIEHUS SK3aMEHAIIMOHHBIX W/WJIM 3a4E€THBIX MPOIEAyp, B paMKax
KOTOPBIX OCYILECTBIISIETCS OLIEHKa Pe3yIbTaTOB 00ydeHUsI.

DK3aMeHaI[MOHHbIE W/WJIM 3a4€THBIE MPOLEAYPhl B CHHXPOHHOM PEXHUME MPOBOIAUTCS
C y4eToM BHUe0-(hHUKcaluu UACHTU(UKAMHN JTUYHOCTH; BUEO-(DUKCAIIMM YCTHOTO OTBETA; B
ACUHXPOHHOM DEXHME - C Y4YeTOM ayTeHTH(UKAIMU OOydarollerocs uepe3 CHCTEMY
ynpasienus: ooyuenuem (LMS).

[IpoBeneHne mpOMEKYTOUHOM aTTECTAUMU IO AUCIUIUIMHE pErIaMeHTHUpyeTcs I1.6
paboueil mporpaMmbl TUCHMILIMHBI, BKIOYas (OpMUPYEMbIi (HOH]T OLEHOYHBIX CPEACTB IS
MPOBEACHUS IPOMEKYTOYHOM arrectauuu. Ilopsmok mpoBeneHHs MPOMEKYTOUHOU
aTTeCTalluu OCYILIECTBIsAETCS B (hopMe:

- KoMmnbploTepHOTro TeCTUPOBaHUSI U YCTHOTO cOOECceT0OBaHM
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JIUCT AOMOJIHEHUU U UBSMEHEHUH

Ne Hara H3MeHeHus B coaepKaHuu
1 28.08.2018 r. AxTyanu3arnus HHGOpMAaI|K O IPOrPaMMHOM 00eCIICUCHHH
HCIIOJIb3YEMOM TIPH peaTU3aI|H TPOTPaMM OPIAHMHATYPHI
2 28.08.2019 r. Oco0eHHOCTH OpraHU3aIMH O0YICHHMS 110 JUCIUILIMHE JIIS
WHBAJUJIOB U JIUI] C OTPAaHNYCHHBIMH BO3MOKHOCTSIMHU 37I0OPOBbBS
3 21.04.2020 r. Oco0eHHOCTH OpraHU3aIKi 00Pa30BaTEIHLHOTO MpoIIecca ¢
NPUMEHEHHEM 3JICKTPOHHOTO O0YYCHHS M JUCTAHITHOHHBIX
00pa30BaTEbHBIX TEXHOJIOTHIA

4 28.08.2021 AxTtyanu3zanus nHOpMaLKUY O IPOrPaMMHOT0 00eCIIeUeHUsI.
OOGHOBJICHHE HOPMATUBHOM 0a3bl.

3) 28.08.2022 AxTtyanu3anyst ”HGOpPMAaIHUU O IIPOTPAMMHOT0 00eCIIeUeHUSI.
OO6HOBNIEHUE HOPMATUBHOMN 0a3bl.

6 28.08.2023 Axkrtyanuzanus uHGoOpMaIMK 0 TPOrPaMMHOTO OOeCTICUeHUSI.

OOHOBIICHUE HOPMATUBHOMN 0Aa3bl.
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