MATUTOPCKUA MEJUKO-®APMALIEBTUYECKUAI UHCTUTYT
- OUJNAT PEAEPAJIBHOT'O T'OCYJAPCTBEHHOI'O BIO/PKETHOI'O OBPA30BATEJ/IBHOI'O YYPEXAEHMA BBICIIEI'O OBPA30BAHHUA

«BOJITOTPAZICKUM T'OCYAAPCTBEHHbBIA MEJAULIMHCKUM

YHUBEPCUTET»MUHUCTEPCTBA 3IPABOOXPAHEHUA POCCUMCKOM

GEJEPALIUU
[IpunATO YTBEPX/AIO
Ha 3acemannu Yyenoro coseta 3aMecTHTeJb AUPEKTOPA 110 Y4eOHOH U
BOCIIMTATEJIbHOM paboTe
«30» aBrycra 2024 r. W.I1.Kogounuau
[IpoTokou Ne 1 «30» aBrycrta 2024 r.
( ) [TPUJIOXKEHHUE Ne
AOKYMEHT FOD.HV'CAH K OCHOBHOM npodeccHoHaJbHOM
QNEKTPOHHOW NOAMUCHIO o6pa3oBaTeLHOM  mporpaMme BBLICIIETO
06pa3oBaHUsl - I[porpamMMe  OpJUHATYPbI
CepTucukat: 14179A83705A3F7CB61555474187C586 (ypoBeHb  IMOACOTOBKM  KafipOB  BbICLIEH
Bnapeneu: KopoHnav VsaH Mawaitotosuy KBaJMMKanuKM) 1o crenuanbHoctd 33.08.01
HencTtButeneH: ¢ 19.04.2024 po 13.07.2025
dapmaneBTHYECKAS TEXHOJIOTHSI.
. J

PABOYAA ITPOI'PAMMA AW CLHHUITJIMHBI

KOHTPOJIb KAYECTBA JIC n JIPC

Mudp aAucuUNIUHLI B yue6HOM maHe: 51.B.5

HanpaBJieHre NOJroTOBKH: BbIcIIee 06pa3oBaHue (ypOBeHb NOATOTOBKHU KaAPOB BbICIIEH
KBa/TMPUKALUM - OPAUHATYPA)

HavMeHoBaHUe YKpYNHEHHOH rpyInbl cnienuanbHocTy: 33.00.00 ®apmanua
HaumenoBaHue cnepguaibioctu: 33.08.01 papmaneBTUYecKass TEXHOJIOTHSA
06bem: 180 yacos/ 5 3ET

CemecTtp: 3
3akpensieHa 3a kadeapoii: Dapmanuu PI10

IaTuropck- 2024



Pabouyass mnporpamMma JucuuminHbl «DapmareBTHUECKass TEXHOJOTHS» [0 CHelMa/lbHOCTH
33.08.02 YnpaBJsieHHe U 3KOHOMHKaA papManuu paspadborana B 2017 r. B coorBerctBun ¢ ®I'OC
BO, yrBepxxneHHoM npukazoM MunucrepcTBa oOpa3oBanus U Hayku Poccuiickoit @enepanuu ot 27
aBrycta 2014 r. Ne 1143. IIporpaMmma €XerojiHo akTyaJIu3UupPyeTCS.

Cenenusi 00 aKTyaJau3alnuu.

[IporpamMma oTpakaeT COBPEMEHHBII HAay4HbII M TEXHOJOTHYECKHI YpOBEHb PAa3BUTHUS MPAKTUKH, a
TaK)Ke TEKYIUE U 0XKHIaeMbIe TOTPEOHOCTH OOIIECTBA U CUCTEMBI 31JPaBOOXPAHCHHSI.

PII/] akTyanu3upoBaHa U OTKOPPEKTHPOBAHA C yUYETOM MPUMEHEHHS] COBPEMEHHBIX 00pa30BaTEIbHbIX
TEXHOJIOTHH, COIEPKUT YCIOBUS O0yUEHUS JIUIL C OTPAHUICHHBIMU BO3MOKHOCTSIMH 3/I0POBBSL.

Hacrosimas akTyanu3upoBaHHAs peIakiusl MPOrpaMMbl pacCMOTpPeHA U oJl06peHa Ha 3ace/laHUuU
kadpenpnbl papmanuu PI10 16.06.2024 (mpoTokos Ne6)

COI'JIACOBAHO
YMK 1o nocyieBy30BCKOMY U IOTMOJTHUTENbHOMY podeccuoHaIbHOMY 06pa30oBaHuI0 22.06.2024
(npoTokous Ne4)

Penenienr:

JOKTOp (hapMalleBTHUECKUX HAYK,
npodeccop, 3aBenyromuii kageapoi dpapmaeBTUIeCKon U
TOKCUKOJIOTHYECKON XUMHUH H.C. Jlazapsn
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1. LEJIW U 3AJIAYM JUCIATLIMHBI

ey u3yyeHHs: AUCHUIIMHBI COCTOUT B MOATOTOBKE KBATU(UIIMPOBAHHOTO
IIPOBU30PA-TEXHOJIOTa, 00JIAJAI0IIEr0 CUCTEMON O0IIEKYIBTYPHBIX MPO(ecCHnoHaTbHBIX
KOMIIETSHIIN; 3HAHUI, YMEHUN U HABBIKOB M3TOTOBJICHUS U KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CPEACTB, CIIOCOOHOTO M TOTOBOT'O JIJIsl CAMOCTOATENBHOM NMPOo(dhecCHOHATEHON
NeSITETTbHOCTH.

3adauu uzyuenus OuCyuniuHbl:

- (opmupoBanme 0a3zoBbIX, (yHIAMEHTANbHBIX (DapMalEeBTUUECKUX 3HAHUH  TIO
cnenuanibHocTH 33.08.01 dapmarieBTHYECKas TEXHOJIOTHS,

- HOAr0TOBKa IMPOBU30pA-TEXHOJIOTA, 06J1az[a10mero AHAIIMTUYCCKUM MBIIIJIICHUEM, XOPOIIO
OPUCHTHUPYIOLICTOCA B BOIPOCAX H3TOTOBJICHUA W KOHTPOJII Ka4€CTBa JICKAPCTBCHHBIX
CpeacCTB, UMCIOIIICTO yTJ'Iy'6J'IeHHBIC 3HaHHA CMCKHBIX JUCLHUIIINH,

- (hopMHpOBaHKE YMEHHH B OCBOCHMM HOBEHIIMX TEXHOJOTHA U METOAMK B Cepe CBOHX
po(ecCHOHATLHBIX HHTEPECOB;

- H3Y4YEHHE TEXHOJOIMYECKUX CTaJuil MPOM3BOACTBA W KOHTPOJII KauecTBa TaOJETOK,
MEIUILMHCKUX KaIlCyJl, CTEPUJIBHBIX IIPENnapaToB, JKCTPAKIMOHHBIX IIPENApaToOB, Ma3ew,
CYINIIO3UTOPUEB, IUIACTBIPEH, TEPANEBTUYECKUX CHUCTEM, pPAcTBOPOB U  a’po30Jed B
IIPOMBILUICHHBIX YCIOBUSX;

- (bOpMI/IpOBaHI/Ie HaBBIKOB U YMGHI/Iﬁ OLCHKH Ka4eCTBA UCXOAHOTO CBIPBA, IMOJYIIPOAYKTOB U
TOTOBBIX JICKAPCTBCHHBIX CPCICTB.

- (¢dopMHpOBaHHE KOMIIETCHIIMH MPOBH30pa-TEXHOJIOra B 00JAacTAX IPOU3BOJCTBEHHO-
TEXHOJIOTMYECKOM, KOHTPOJIbHO-PA3pEIINTENBHON M OpPraHU3alMOHHO-YIIPaBIECHYECKON
JIEATEIbHOCTH.

2. MECTO ANUCIOMIIJITMUHBI B CTPYKTYPE IIPOI'PAMMbI
OPAHUHATYPBI 110 CIIEHUA/IBHOCTH 33.08.01
OAPMALEBTUYECKAA TEXHOJIOI'UA

HucuuruimHa otHocutcs Kk basoBoit wactu broka 1 aucuumiuHbel (MOAYNH), KOTOpbIE
U3y4yaloT B MporpaMMme opAauHatypsl 1o crneuuanbHoctd 33.08.01 dapmaneBTHueckas
TEXHOJIOTHUS

Obnacte mnpodeccCHOHANBbHON  IeATEeJbHOCTH  OpPJUHATOPOB, OCBOMBILIUX
pOTpaMMy OPAMHATYPHI, BKIIOUYACT 00pallleHue JeKApPCTBEHHbIX CPeICTB.

O0bexThI NPodecCHOHATBHOM AeTETIbHOCTH OPAMHATOPOB, OCBOUBIIIMX
IporpaMMy OpAMHATYPHI, SIBJISIOTCS:
- JIeKapCTBEHHBIE CPEJICTBA;
- COBOKYITHOCTB CPEJIICTB U TEXHOJIOTHH, HAIPABJICHHBIX Ha CO3JIAHHUE YCIOBUH IS
pa3paboTKH, MPOU3BOJICTBA, KOHTPOJIS KayecTBa, OOpaleHNs JIEKAPCTBEHHBIX CPEICTB U



KOHTpOJsi B c(epe oOpamieHuss JEKapCTBEHHBIX CPEICTB B COOTBETCTBUU C
YCTaHOBJIEHHBIMU TPEOOBAHUSIMM U CTAaHAAPTAMU 31paBOOXPAHEHUS

Buabl npogeccuoHaNbHOM AeATeIbHOCTH, K KOTOPBIM T'OTOBATCS BBIITYCKHUKH,
OCBOMBIILIKE NIPOrPaMMy OPAUHATYPBI:
- IPOU3BO/ICTBEHHO-TEXHOJIOIMUECKasl;
- KOHTPOJIbHO-PA3PELINTENbHAS
- OpraHU3alMOHHO-YIIPABIEHYECKas.

3. INTAHUPYEMBIE PE3YJIbTATbI OBYYEHHUA 110 AUCLHUIIJIMHE

B pe3ynbrare ocBoenus aucuuminabl «Kontposas kadectBa JIC u JIPCy
oOyyJaronuics 10JDKeH 00J1a1aTh:
YHHBEPCAJbHBIMH KOMIIETEHIIUSIMH

TOTOBHOCTbH K a0CTPaKTHOMY MBIIIUICHUIO, aHaIu3y, cuare3y (YK-1);

TFOTOBHOCTD K YIIPaBJIEHUIO KOJUIEKTUBOM, TOJIEPAHTHO BOCIIPUHUMATh COLIUAJIbHBIE,
THUYECKHE, KOH(EeCCHOHAIbHBIC U KYIbTypHbIe paznuuuns (YK-2).

BbIlycKHUK, OCBOMBILIUI POTrpaMMy AUCIHILIHHBL, TOJDKEH 001a1aTh
npo¢decCHOHAIBLHBIMH KOMIETEHIIMSIMH:
nPOU3800CMEEHHO-MEXHOIOCULECKAS OESIMENbHOCTb
TOTOBHOCTB K IIPOBEJICHHIO 0OECIICUEHUIO KayecTBa JICKAPCTBEHHBIX CPEACTB IPH
ux m3roropnenuu (I[1K-2);
OpraHU3alMOHHO-YIPABJIEHYECKAS 1eATeIbHOCTD:
- TOTOBHOCTb UCIIOJIb30BAaTh OCHOBBI SKOHOMHUYECKHX U TIPABOBBIX 3HAHHU B
npodeccroHanbHoi aesrensHocTH (ITK-4);
- TOTOBHOCTh K IPHUMEHECHUIO OCHOBHBIX NPUHIIAIIOB yIpaBJICHUS
npodeccuonanbHoi chepe (ITK-5).

B



YHI/IBepCElJIbeIe KOMII€ETEHI MU BBINNYCKHUKOB U MTHAUKATOPbI UX AJOCTUXKECHUA

No Konx Coneprxanue B pesynbrare u3ydeHus AUCHMIUIMHBI 00YYArOIIUECs JODKHBIL:
n/n KOMIIe" NOMITCTCHIUIH 3HaThb VYMeTh Bnanets
TEHIIUH (v ee yacTi) A
1 YK-1 | roToBHOCTH K | [TonoxeHusi HOPMATUBHBIX MMPABOBBIX | YYHUTHIBATH BIUSHUE YMeHueM oCyIecTBIsATh
aOCTpaKTHOMY aKTOB, PETYIUPYIOIMUX oOpaIieHue onodapmaneBTHIECKUX (HaKTOPOB MOMCK, OTOOP M aHAIN3
MBIIIJICHHIO, JICKapPCTBEHHBIX CPEJICTB U TOBAPOB Ha (papMaKOKHHETHUKY, uH(pOpMaInH, TTOTYICHHON U3
aHau3y, anTeYHOTr0 aCCOPTUMEHTA, (bapMaKoIMHAMUKY, OMOJIOTUYECKYIO | Pa3JIMYHBIX HCTOUHHKOB C
CHHTE3Y U3TOTOBJICHHE U KOHTPOJIb Ka4eCTBa JOCTYITHOCTH JIEKAPCTBEHHBIX [EJTBIO ONITUMAIBHOTO
AKCTEMITOPAJIbHBIX JICKAPCTBEHHBIX npernapaToB MpH BEIOOpeE pelICHHS HAa COBPEMEHHOM
CpeAcCTB ONTHMAJILHOU TEXHOJIOTHH HAyYHOM YPOBHE
U3TOTOBIICHHS U HEOOXOTUMBIX po¢eCCHOHATBHBIX 33/1ad,
BCIIOMOTATEIbHBIX BEUIECTB; KacCaroInXCsi U3TOTOBIICHUS,
XpaHEHHS U OTITyCKa
JIEKapCTBEHHBIX CPECTB,
U3rOTOBJICHHBIX B YCIIOBUSX
arnTeK.
YMeHneM onTUMU3UPOBaTh
TEXHOJIOTHUH U COCTaB
CYIIECTBYIOIUX
JIEKapCTBEHHBIX MPETapaToB
Ha OCHOBE COBPEMEHHBIX
OuodapmareBTUIECKUX
HCCJICIOBAHMIA;
2. YK-2 | TOTOBHOCTBIO K | [TonoxeHust HOPMAaTUBHBIX MPaBOBBIX | OCymIecTBIATh Y)PEeKTUBHBIC CrocoOHOCTBIO
YIIPaBJICHUIO aKTOB, PETYIHPYIOUINX 00paIieHne KOMMYHHKAITUU B YCTHOU U pa3pabarbIBaTh U
KOJUIGKTHBOM, JIEKapPCTBEHHBIX CPEJICTB U TOBAPOB MUChMEHHOMU (hopMe C KoJuIeTaMH, KOHTPOJIMPOBATH BBHITTOJIHEHUE
TOJIEPaHTHO anTEeYHOTr0 aCCOPTUMEHTA, JIPYTUMH CIIEIHATICTaMU nepcoHanioM CTaHAapTHBIX
BOCIIPUHHUMATH W3TOTOBJICHHE U KOHTPOJIb KauecTBa MEAUIIMHCKUX OpraHu3aIuil u OTIEpPAIIMOHHBIX TIPOLEAYP
ColMaJIbHBIEC, AKCTEMITOPATHHBIX JIEKAPCTBEHHBIX MAIMEeHTaMH TIPH PEIICHUN (COII) B obmacTu
THUYECKHE, Cpe/CTB npoecCHOHANBHBIX 3a7a4 COOJIOZICHHUSI TIPABUIT
KOH(ECCHOHATBHBIE ACCTITHKY W MTPaBHUIT
" KYJIBTYPHBIE M3TOTOBJICHUS JICKAPCTBCHHBIX




pasinnuus

CPEJICTB B YCIOBHSIX alTeK.
YMeHHEM OCYIEeCTBIATh
MEPOIPHSITHS IT0 OXPaHE
TpyJa, TCXHUKE 0€30I1aCHOCTH
Y TIPOTHBOIIOKAPHOM
0€30I1aCHOCTH U
JIOKYMEHTAJIbHO O(POPMIISTH
UX MIPOBEJICHUE

HpO(l)ECCI/IOHaJIbeIe KOMII€ETCHIUU BBINNYCKHUKOB U HHAUKATOPbI UX AOCTHXKECHUA

Ne Kon Conepxanue B pesynbTare M3ydeHHUs TUCHMILIMHBI 00YYarOMINECs JOIKHBL:
KOMIIE- KOMIIETEHIIUU

n/m TeHIH (1H ee HacTH) 3HaTh YmeTb Bnaners

3. IIK-2 | roToBHOCTB K | MeToab! aHanu3a, ucrosib3yemsle pu | Bectu perucrpannio JaHHBIX 00 CrocoOHOCTBIO OCYILECTBIISATh
00eCTIeYeHNI0 KOHTpPOJIE Ka4eCTBa JICKaPCTBEHHBIX H3TOTOBJICHUH JIEKAPCTBEHHBIX (apMarieBTUYECKYIO IKCIIEPTHIY
KauecTBa CPEICTB B COOTBETCTBHH C IpernaparoB (3aloJHEHHE NaclopTa | peLenTa, BhIABIATh (PU3HUKO-
JIEKapCTBEHHBIX I'ocynapcrBennoit ®@apmakoneeit PO. | mMCbMEHHOTO KOHTPOJIS; B CIIy4ae | XUMHUYECKYIO0, XUMHUYECKYIO,
cpeactB mnpu ux | TpeOoBaHUS K MAPKUPOBKE WCIOJIb30BAHUS TPU U3TOTOBJIEHUH | (apMaKOJIOTHYECKYIO
M3TOTOBJICHUHU JIEKAPCTBEHHBIX CPEJICTB U K JIEKapCTBEHHBIX CPEJCTB, HECOBMECTUMOCTb, UCII0JIb30BaTh

JOKYMEHTaM, MOATBEPKAAIOLIUM
Ka4eCTBO JIEKAPCTBEHHBIX CPEJICTB,
U3TOTOBJICHHBIX B YCIOBUAX allTEYHBIX
MpEATPUITHI

HaxO/SIIMUXCS Ha TPEAMETHO-
KOJIMYCCTBCHHOM YUCTC,
odopmiieHre 0OpaTHON CTOPOHBI
pererita)

palMOHAIBHBIE ITYTH
MPEIOTBPALICHUS
HeXeJaTelIbHBIX
B3aNMOJICHCTBHH.

YMeHueM npoBepsITh 1036l C
YYETOM BO3pacTa U MacChl
0OOJILHOIO0, a TAK)KE COOTBETCTBHE
BBIITMCAHHBIX KOJTUYECTB
HAPKOTHYECKUX U
CUJIBHOJICHCTBYIOIIMX BEILIECTB
JIOITYCTUMBIM HOPMaM OTITYyCKa B
COOTBETCT-BUU C JICUCTBYIOIMMU
PYKOBOJSIIMMU JOKYMEHTaMU.




TOTOBHOCTH K
o0ecIeyeHn o
KayecTBa
HeKapCTBeHHBIX
CPEJICTB MPHU UX
HpOI/I?;BOI[CTBe nu
M3TOTOBJIEHUU

-TpeboBanus CornameHus 0 €IUHbIX
IPUHLUIAX U [IPaBUIIaX 0OpalleHus
JIEKapCTBEHHBIX CPENICTB B PaMKax
EBpasuiickoro 5KOHOMU4ECKOTO
COI03a, MPAaBUJI HAUICKALICH
IIPOU3BOJCTBEHHOM IIPAKTUKH,
HOPMAaTUBHBIX IIPABOBBIX aKTOB U
CTaHJIapTOB B 00J1aCTH ITPOU3BOJICTBA
JIEKapCTBEHHBIX CPEICTB

- [IpuHIUMIIBL hapManieBTUIECKOM
MHUKPOOHOJIOTUU U aCENTUKH

- dapmarieBTHUECKAs TEXHOJIOTHUS B
YaCTH BBIIOJIHAEMBIX
TEXHOJIOTUYECKHUX ITPOLIECCOB

- [IpousBoacTBEHHAsE JOKyMEHTALUS
HAa BBINOJIHSIEMbIE OIIEpPALMU U
IIPOLIECCHI

- XapaKkTepuCTUKHN TEXHOIOTMYECKOTO
000pyZ0BaHUS M BCIIOMOTATENbHBIX
CHCTEM, UCIIOJIB3YIOLINXCS B
BBITIOJIHAEMOM TEXHOJIOTMYECKOM
mpouecce

- [IpaBuna skcrmyaranuu
TEXHOJIOTUYECKOTr0 000py1I0BaHUS U
BCIIOMOTaTENIbHBIX CUCTEM,
MCIOJIb3YIOUINXCS B BBIIOJTHAEMOM
TEXHOJIOTMYECKOM IIpOoLecce

- XapaKkTepUCTUKN
IIPOU3BOJICTBEHHBIX IOMEIIECHNH,
MCIOJIb3YIOUINXCS B BHIITOJIHAEMOM
TEXHOJIOTMYECKOM IIPOLECcCce

- TpeGoBaHus K KaUYECTBY UCXOTHBIX
MaTEpUAJIOB, UCIOJIb3YEMBIX B
TEXHOJIOTHYECKOM IPOLECCE

-KonTponuposats paboty
MOTYMHEHHOT'O CTPYKTYPHOTO
noJipa3ziesieHus1, CoJepKaHue
IIOMEUICHUH, dKCIUTyaTalI0 U
TEXHUYECKOE 00CITyKUBAHHE
obopymoBaHus

- Pa3pabaTbiBaTh U OLICHUBATH
peraaMeHTHPYIOIIYIO U
PETUCTPUPYIONIYIO TOKYMEHTALIHIO,
KaCarolIyI0Csl TEXHOJIOTNYECKUX
MPOIIECCOB

- Ocy11ecTBIATh OLEHKY U
aTTecTalHIo IepcoHaa
IIPOM3BOJICTBEHHBIX
nojpa3ieaeHUui
(hapMareBTHUECKOTO MMPOU3BOJICTBA
- [Ipunumars perienue o
MOBTOPHOU 00pabOTKe WIIn
MOBTOPHOM HCIOJIb30BaHUM CEPUU
WJIM 9aCTH CEPUH MPOAYKINH, HE
COOTBETCTBYIOLIEH 3a/JaHHBIM
TpeOOBaHUSIM

-KonTponuposats 1
KOPPEKTHPOBATH BHIOJIHEHHE
IUTAaHOB IMOBBIIIEHUS

3¢ PeKTUBHOCTH TPOU3BOICTBA,
HOBBIIIEHUSI TPOU3BOAUTEILHOCTH
TpyZAa, pallMOHAIbHOTO
pacxo/I0BaHHIO MaTEpHAIIOB,
YIy4IICHUS] KOPPEKTUPYIOIIHNX H
MIPEIYIPEXKAAIOLUIIX MEPOTTPUITUI
- Ocy1iecTBIsATh IOUCK, 0TOOp U
aHanu3 MH(OpMaIH, OITy4eHHON
13 PA3INIHBIX ICTOYHUKOB, C

-Kontpoip notpeOieHus
MCXOJIHBIX MaTepHaoB,
HEOOXOJMMBIX  JUIi  TOTOBOM
MPOAYKIHH

- Kontpones paboTsl omepaTopos
o BBITIOJIHEHUIO

TEXHOJIOTMYECKOr0 Ipouecca

- BemonHeHue omnepauuii 1o
BHYTPHUIIPOU3BOJACTBEHHOMY
KOHTPOJTIO B xoze
TEXHOJIOTMYECKOro Impouecca u
HX pErucTpauus

- Perucrtpauus Bcex W3MEHEHHIt
Y OTKJIOHEHUU X0Ja
TEXHOJIOTMYECKOTro Mpouecca

- Kourpomp B mpouecce
IIPOU3BOJICTBA
(BHYTpHUIPOU3BOACTBEHHbIN
KOHTPOJIb,  MEXKONEPALMOHHBIN
KOHTPOJIb) C II€JIbIO TPOBEPKU
COOTBETCTBUSI  ITPOMEXYTOUHOM
MPOTYKIUH 51 TOTOBOM
IPOSYKIINH 3aJJaHHBIM
TpeOOBaHUSIM

- OnosemeHne yCTaHOBIIEHHBIX
JIUI] O BBISBJIEHHBIX MU3MEHEHUSX
U OTKJIOHEHUSX
TEXHOJIOTHYECKOr0 IIpouecca

- Kontpons wuaeHTHGHKAIUN
MOMeIleHul, 000pydoBaHUS U
MaTEpUaJIOB

- KonTpons  3kcruryaranuu
IIPOU3BOJICTBEHHBIX TOMEIICHUH,
TEXHOJIOTHYECKOTO u




- TpeGoBaHus K Ka4eCTBY
MOJy4aeMoit
MIPOMEKYTOYHON/TOTOBOU TTPOTYKITUH
- AHamuTHYeCKHEe METOUKU U
BHU3YyaJIbHBIE TECTHI, UCIIOJIb3yEMbIE
IIPY BHYTPUIIPOU3BOACTBEHHOM
KOHTPOJIE TEXHOJIOTHYECKOTO
mporecca

- [Tonmoxxenusi, ”HCTPYKLIUHU 10
3aI0JIHEHUIO PETUCTPUPYIOLIEH
JOKyMEHTaluu

- [Topsinok nericTBuii pu
YpE3BbIYANHBIX CUTYALUAX

- [Topsimok paccinegoBaHust
HECYACTHBIX CIy4YaeB Ha
(bapMareBTHYECKOM MPOU3BOJICTBE

- [Tonoxxenus, THCTPYKLMH
JIOKYMEHTBHI 110 pa3paboTke U
o(opMIIeHHIO TEXHUYECKOH 1
KOHTPOJIBHOW JOKYMEHTAIINU

- ®opMBI 1 METOIBI PAOOTHI €
MIPUMEHEHHEM aBTOMAaTU3UPOBAHHbBIX
CPEICTB YNpaBJICHUS U
MH(OPMALIMOHHBIX CUCTEM

- TpeGoBaHuUs CAHUTAPHOTO PEXKUMA,
OXpaHbl Tpya, OKAPHOU
0€30IacHOCTH, OXPaHbl OKPY’KaroIIeH
Cpeabl, MOPAIOK IEUCTBUM PHU
YpE3BbIYANHBIX CUTYAIUSIX

LIEJIBIO COBEPILICHCTBOBAHUS
TEXHOJIOTHYECKUX MTPOLECCOB U
ONTUMM3ALIUH TEXHOJOTHYECKUX
ITUKJIOB

M3MEPUTEIBHOTO 000PYAOBaHMUS,
CPEICTB U3MEPEHHI

- KonTpons COOIIOIeHHS
aceNTUYECKUX olepauui (ecau
MIPUMEHHMO)

[1K-4

TOTOBHOCTbB
HCIIOJIB30BaTh
OCHOBBI
9KOHOMMNYECCKHUX
" IIPAaBOBBIX

[Tono>xeHust HOPMAaTUBHBIX MTPABOBBIX
aKTOB, PETYIHPYIOMUX OOpaIieHne
JIEKapCTBEHHBIX CPEJICTB U TOBAPOB
anTeYHoro accoprumenTa. OCHOBBI
TPYJIOBOTO 3aKOHOAATEILCTBA.

[Tosnb30BaTbCsl COBPEMEHHBIMU
nH(}OPMAaLIMOHHO-
KOMMYHHMKAI[MOHHBIMHU
TEXHOJIOTHSIMH, IPUKIIaTHBIMU
porpaMMaMu o0ecredeHus

Hopmamu genoBoro obuieHus u
KYJIbTYpBbI, IPOPECCHOHATbHON
IICUXOJIOT MM, STUKU U
JIEOHTOJIOTHH. Mep4yaHIaii3uHT B
anTEeYHbIX OpraHU3aLMIX




3HAaHUH B
po¢eCCHOHAIBHO
H IeATEIbHOCTH;

(hapmareBTHUECKON IeITeTbHOCTH
JUISL petieHus: mpodecCHOHaTbHbBIX
3a71a4

[1K-5

TrOTOBHOCTb K
MIPUMEHEHUIO
OCHOBHBIX
MIPUHIIUIIOB
yIIpaBICHUS B
npodeccroHanbHO

i chepe.

TpeOoBaHuUsI K BEICHUIO OTYETHOM
JOKYMEHTAaIuu B (hapMarieBTHIeCKUX
OpraHu3aIysix, npodeccuoHaibHOe
JeNIONpOn3BOACTBO. TpeboBaHus K
BEICHUIO MIPEIMETHO-
KOJMYECTBEHHOTO y4eTa
JIEKapCTBEHHBIX CPEJICTB

OcymiecTBiATh 3P PEKTUBHBIE
KOMMYHHUKAIMX B YCTHOU H
MMCEMEHHOM (hopme ¢ KoJuieramu,
JIPYTHMH CIICIHATACTAMHU
MEIUIIMHCKUX OpTraHu3aIfii 1
NalMeHTaMH IPU PEILICHUN
npogecCHOHaIbHBIX 3aj1a4.
CaMOCTOSITENbHO TUIAHUPOBATh U
OpraHU30BBIBATH CBOIO
IPOU3BOICTBEHHYIO JICATEILHOCTD
1 3 (heKTUBHO pacIpenessiTh CBOe
BpeMsi

CrniocoOHOCTBIO pa3pabaThIBaTh U
KOHTPOJIUPOBATH BBHIIIOJIHEHHE
nepcoHasioM CTaHAApTHBIX
onepannoHHbIX nponeayp (COIT)
B 00J1aCTH COOJIOACHUS TPABUII
ACEeNTHKH U MPABUI
M3TOTOBIICHHS JICKAPCTBEHHBIX
CPEIICTB B YCIOBUSX alTeUHBIX
HMpEATPUATHI




4. COAEPXAHUE U ObBEM JUCLHUII/IMHBI

061U 06 beM YYEOHOM HArPy3KM AUCLUIIIMHBI

Bupa yueOHoii padoTnl

Bcero kpeauTHbBIX eqMHNAIL (YACOB)
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1.1 | MexnyHapoaHbIe CTAHAAPTHI KOHTPOJIS

GCP, GMP, GDP, GPP, ISO, ICH).

CpenCTB

KayecTBa JieKapcTBeHHBIX cpeacT (GLP,

[IpaBuiia opranuzaiuu Npou3BOJICTBA U
KOHTPOJISI KauecTBa JIEKAPCTBEHHbBIX

1.2 | TocymapcTBeHHAS KOHTPOJBHO -

JICKAPCTBCHHBIX CPEACTB U I/I3,Z[eJ'II/Iﬁ
MCIHUIITMHCKOI'O Ha3HAYCHUA

paspenmTenbHas CUCTeMa Mo KOHTPOJTIO
Ka4eCcTBa OTCUCCTBEHHBIX U UMIIOPTHBIX

1.3 | HopMaTuBHO-TIpaBOBast JOKYMEHTAIINS

cpeactB. Opranuszanusi KOHTPOJIS B
(hapMarleBTUYECKUX OPraHU3aIUsAX.
Tlopsaok u3bATUS U NPEACTABICHUS

KOHTPOJISL U CepPTUHUKALIHIO

I10 KOHTPOJIIO Ka4CCTBaA JICKAPCTBECHHBIX

JICKAPCTBCHHBIX CPECACTB HA MMPOBCICHUC

1.4 | HopmaTuBHas TOKyMEHTAIHS,
periaMeHTHpyroias KayeCcTBO

OcHoBHBIE 32/1a41 ¥ QYHKIIHN
KOHTPOJIbHO-aHATTUTUYECKUX
nabopatopuii, HEHTPOB KOHTPOJIS
KadyecTBa JICKApCTBEHHBIX CPEACTB

JIEKapCTBEHHBIX CpeACTB. Poccuiickas u
OCHOBHBIE 3apyOeXHEIe (hapMaKoIey.

12 12 |9




cyopekToB PO, denepanpHbIx
T1a00paTOPHBIX KOMITIIEKCOB,
(benepanbHBIX SKCIEPTHBIX OPraHU3aLni

1.5 | Poab u MecTo METpOJIOTHU B KOHTPOJIE 6 2 |6 9
Ka4ecTBa JICKapCTBEHHBIX CPE/ICTB.
W3meputenu, mpuMeHseMbIC B
dapmareBTHIeCKOM aHann3e. OCHOBHEIC
HOHSTHUS] METPOJIOTHU

1.6 | Bamupauus METOOVMK KAYeCTBEHHOIO U 2 12 2 |6 9
KOJIMYeCTBEHHOro ananu3a. OCHOBHEBIE
BaJIMIAIIMOHHBIE XapPAKTEPUCTUKN U UX
ompenenenue. Mcmoap3oBanue
KOMITBIOTEPHBIX IIPOTPaMM IIPH

BaJIM AU

Coaepxxanue gucuunainHbl «KoHTposb kayectBa JIC u JIPC»

MekayHapoaHble CTAHIAPTHI KOHTPOJISI KadyecTBa JeKapcTBeHHbIX cpeactB (GLP,
GCP, GMP, GDP, GPP, ISO, ICH). IlpaBuia opraHu3zaiuu NpPOH3BOACTBA H
KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHBIX CPeICTB

[TousiTie KayecTBa JIEKApCTBEHHBIX cpeAcTB. CoBpeMeHHbIE TPEOOBAHUS K KadeCTBY
JIEKaPCTBEHHBIX CPEICTB. AHATMTHYECKOE 00ECIIeYeHre KauecTBa JICKApCTBEHHBIX CPEJICTB B
COOTBETCTBHUH C TpeOoBaHUsAMHU MeKayHapoaHbix cranaapToB. GCP (Good Clinical Practice)
- HaJuIexamas KinHndeckas npaktuka. OcHoBHble npuHIUIBL. GMP (Good Manufacturing
Practice) - mamiexanias npousBojcTBeHHas npaktuka. OcHoBHbie npuHimnbel. GDP (Good
Distribution Practice) - mamnexarias AUCTpUObIOTOPCKas mpakTHKa. OCHOBHBIC MPUHIIUTIBI
GPP (Good Pharmacy Practice) - mamiexamias gapmarieBTudeckas (anteuHas) MpaKTHKA.
OcuoBubie npunHmunel.  ISO  (International  Organization for Standardization) —
MexayHapoaHass OpraHu3anus 1o craHgapTuzanui. CHCTEMHash OCHOBa W OCHOBHBIC
npuniunel. ICH - (International Conference of Harmonization) — MexayHapoaHas
KOH(EPEHIHS 110 TapMOHHM3ANUK TPEOOBAHUN K PErHCTPAlid JEKAPCTBEHHBIX CPEICTB IS
yenoBeka. OcHOBHbIE MPHUHIUIEL. COBpEMEHHAs KOHIEMIHs (apMaleBTHIECKOM CHCTEMBI
kagecta (ICH Q10)

I'ocynapcTrBeHHasi KOHTPOJIBHO - paspelIMTeJbHAasi CHCTEMa 10 KOHTPOJII KadecTBa
OTEYEeCTBEHHBIX M HMMIIOPTHBIX JICKAPCTBEHHBIX CPeACTB M H3AeJUH MeIMIHMHCKOIro
HA3HAYeHUs

ACIEKTbl KOHTPOJIbHO-PA3peINTeNbHON cuctemMbl B PO (151 JeKapCTBEHHBIX CPEICTB, IS
nesTeNbHOCTH, g cnenuanuctoB). Jonmyck JIC Ha pBIHOK M KOHTPOJIb 3a OOpalleHHEM.
KoHTposb 3a Mpon3BOACTBOM, ONTOBOW M PO3HUYHOM TOpro.iied. HanpaBiieHHs: KOHTPOJIBHO-
pa3pelunTeNbHON CUCTEMBl (IKCIEPTH3a M PETUCTpallvs, CTaHAAPTU3alUs U METPOJIOTHs,
cepTUdUKAIHL, KOHTPOJIb KauecTBa, 3(pPEeKTUBHOCTH U 0€30MaCHOCTH)

HopMmaTtuBHO-npaBoBasi JOKYMEHTAIMA 10 KOHTPOJI KadecTBa JIEKAPCTBEHHBIX
cpeacTB. OpraHu3zamusi KOHTPOJsI KauyecTBa B (apManeBTHYECKHX OPraHu3anusix.
HOpﬂZIOK H3BATHA H MNPEACTABJICHUA JICKAPCTBEHHBLIX CPEACTB Ha MPOBECACHUE
KOHTPOJISI M cepTHPUKALNIO




@Oenepanbubiii 3akoH 0T 12.04.2010 Ne61-d3 «OO6 obpareHnu JIeKapCTBEHHBIX CPEICTBY.
ITocranoBnenune IlpaBurensctBa Poccuiickori ®enepanmuu ot 30.06.2004 N 323 «O6
yrBepxxaeHuu [lonoxenus o denepanpHoii ciayx0e 1o Haa30py B chepe 31paBOOXPAHEHUS U
COLMANILHOTO pa3BuTus»y. llpaBmia Hamiexamieil npaktuku ¢dapmakonamzopa (GVP)
EBpa3suiickoro sKOHOMHYECKOI0 cO03a, yrBepxkacHHble Pemennem CoBera EBpasuiickoii
OxoHomuyeckoii Kommcenn Ne87 or 03.11.2016. IlpaBmia Hammexamed KIMHUYECKON
npaktikun (GCP) EADC, yrBepxkaceuusie Coetom EDK 03.11.2016 2016 Ne79. Ilpukas
MumnsznpaBcoupa3sutus Poccun ot 26.08.2010 N 758 «O6 yrBepxknenun Ilopsaka
IPUOCTAHOBJICHUSI ~ NPUMEHEHUs  JIEKapCTBEHHOI'O  Ipemapara Uil  MEIUIMHCKOIO
npuMmeHenus». HanuonaneHblid cTtangapt «Hagnexamas kiauHudeckass npaktuka. [OCT P
52379-2005», yTBepxkAcHHBIN Tpukazom PocrexperymupoBanus ot 27.09.2005 N 232-c.
ITpuka3z Mun3apasa Poccun N 6821 ot 07.09.2016 «O6 yrBepkaeHHH (HOPMBI TOKYMEHTA,
COJIEpIKAIIETO PE3YNIbTaThl MOHUTOPUHTA 3()D(HEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOTO
npernapara il MEJUIIMHCKOTO NMPUMEHEHHS, MPOBOAMMOTO JEpKaTelieM WM BJaJeNIbLeM
PETUCTPAIIIOHHOTO yIOCTOBEPEHHS JICKAPCTBEHHOTO IpernapaTa Jiu00 YIOIHOMOYEHHBIM UM
opuauYeckuM Jurom». llpukaz MunsnpaBa Poccum ot 12.07.2017 N 4091 «O6
YTBEP)KICHUH TOpsAIKa (OPMHUPOBAHUS PETUCTPAIIMOHHOTO JOChE Ha JIEKapCTBEHHBIN
npenapar U TpeOOBaHMM K JOKyMEHTaM B €ro COCTaBe, TpeOoBaHUN K 00beMy MH(popMaru,
OpPEJOCTaBIAEMOH B  COCTABE PETUCTPALMOHHOIO  JIOChE, Ul OTAEIbHBIX  BHUJOB
JIEKapCTBEHHBIX IpenapaToB I MEIUIMHCKOIO NPUMEHEHUs M IOpsAJKa NpeICTaBICHUS
JIOKYMEHTOB, U3 KOTOpBIX (DOPMHUPYETCS PErUCTPALMOHHOE JI0Che Ha JIEKapCTBEHHBIN
npenapar i MEAWLIWHCKOTO NMPHUMEHEHHS B IENSAX €ro TOCYJapCTBEHHOW PETHUCTPAIUH.
[Tpuka3z Munnpomdnepro P® ot 26.12.2006 N 425 «OO0 yrBepxkneHMH MeToandecKux
pPEKOMEHAANNH MO MPUHITUIO U PETUCTPAIMH JEKJIapalliid O COOTBETCTBUH JIEKAPCTBEHHBIX
cpenctBy. denepanbHblii 3akoH "O TexHUYECKOM peryimupoBanuu” ot 27.12.2002 N 184-@3.
[Tpukaz M3 PO or 22 mas 2023 r. N 2491 «O0 yTBepkJIE€HUHM NpaBUJI U3TOTOBIECHUS U
OTIIyCKa JIEKAPCTBEHHBIX IpenapaToB s MEIUIMHCKOTO IPHUMEHEHHs anTeuyHbIMU
OpraHu3alUsIMM, WHIUBUYaJIbHBIMH MPEANPUHUMATENISIMH, HWMEIOIUMH JIMLIEH3UI0 Ha
dapmaneBTuyeckyto aesarenabHocTb». [Ipukaz M3 P® ot 31 asrycra 2016 r. N 6471 «O06
YTBEP)KJICHUH TIPAaBWJI HAJIS)KAIIEH anTedHOW NMPAKTHKU JIEKApCTBEHHBIX MPENapaToB s
MEIUIIUHCKOTO MpuMeHeHus». Opranu3anus KOHTPOJIsI KauecTBa JIEKAPCTBEHHBIX CPEJICTB B
(dapMaleBTUYECKUX OpraHu3anusax Ha Tepputopun P®. JlexnapupoBanue kauectBa JIC.
Cxema npuHATHS JeKJIapalui O COOTBETCTBUH JICKAPCTBEHHBIX CPEICTB

HopmaTuBHasi [0KYMEHTALM$l, perJaMeHTHPYIOLIAsi Ka4vecTBO JeKapCTBEHHbIX
cpeacrB. Poccuiickass M OcCHOBHBbIe 3apy0e:xxHble (papmakonen. OCHOBHBIE 3aJa4M W
(PYHKIMM KOHTPOJIbHO-aHAJIUTHYECKUX JadopaTopuii, HEHTPOB KOHTPOJSI KayecTBa
JICKapPCTBEHHBIX CPeACTB Cy0bekTOB P®, (eaepanbHbIX 1a00paTOPHBIX KOMILIEKCOB,
(eaepabHBIX IKCIIEPTHLIX OPraHU3aluH

l'ocynapctBennas dapmaxoness (I'D) - cOOpHHK TOCYIapCTBEHHBIX CTAaHIAAPTOB KadecTBa
JeKapcTBeHHbIX cpeAcTB. CtpykTypa o0mux ¢apmakoneinpix crateii (ODC) wu
dapmakorelinbix crateir (PC). Ilpukaz M3CP PO N 756 OT 26.08.2010 r. «O6
YTBEP)KJICHHH TOPsIKa pa3pad0TKu oOmuxX QapMakomeHbIX craTeid U (hapMaKoNeHHbIX
cTaTell M BKJIIOYEHHMS HX B TOCYJApCTBEHHYIO (apMakomer, a TaKKe pa3MelIeHHs Ha
opunuanbHOM caiiTe B CETH «UHTEPHET» [aHHBIX O TOCYAapCTBEHHOW (hapmakomeey.
OcHoBHbIe 3apy0exHbie apmakoren (MexaynapoaHas dpapmakornes (Ph. Int.), ®apmakomnes



CIHA - Haumwmonaneneii dopmymsip (USP — NF), Bpuranckas ¢apmakones (BP),
Esponeiickas ¢apmakones (Ph. Eur.)). Ctpykrypa KOHTpOJIBHBIX Jjabopartopuii B P®.
HcnpiTaTenbHble  JTabopaTopuu, (QYHKIHMOHUPYIOIIME B  CHCTEME  MOJTBEPIKIACHHS
COOTBETCTBHUS JICKAPCTBEHHBIX CPEACTB, HX OGyHKIuH. DeaepaiabHbie T1a00paTOpPHbBIC
KOMIUICKCHI, UX (YHKUIUH. LICHTPBHI KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPEICTB CYOBEKTOB
PO, ux pynxnun. OenepanbHble SKCIEPTHBIC OPraHU3auU, UX QYHKIUT

Posib W MecTO MeTpPOJIOTHM B KOHTPOJe KayecTBa JIEKAPCTBEHHBIX CpPeJICTB.
N3mepurenu, npumensieMble B (apManeBTHUYeCKOM aHajau3e. OCHOBHbIE TMOHSATHUSA
METPOJIOTHH

[Tonstue wmerponoruu. M3mepurenu, npuMeHsieMble B (apMaleBTUYECKOM aHAJIU3eE.
OcHOBHBIE IOHATHS METPOJIOTMH (M3MEPEHHE, EMHCTBO U3MEPEHU, TOUHOCTh U3MEPEHUI)
Axkcuombl MeTposioruu. Kiraccupukanust usmepenuii. Merposorudeckue u pabodne cpeacTsa
u3Mmepenuil. Usmeputenu, npuMeHsemMblie B (hapMalieBTHUeCKOM aHanu3e. MeTpoioruueckas
XapakTepucTuka wusMmepeHudd. OmpeneneHue omuOku u3MepeHus. Pacdyer OCHOBHBIX
XapaKTepPUCTHK C momolsio mporpammbl Microsoft Excel. Ilorpemtoctr u3MepeHus..
Knaccudukanus norpemHoctTeid n3MepeHus Mo crnocody BbIPaXKEHH U 110 XapakTepy
nposieneHusi. O0pasioBsie cpeacTBa u3mMepeHuid. CriocoObl MOBEPKH CPENICTB U3MEPEHHIA

Baaupauusi MeTOAMK Ka4deCTBEHHOI0 H KOJHMYeCTBEHHOro aHajam3a. (OCHOBHbIe
BAJINAIIMOHHBIC XaPAKTEPUCTHKHU U UX onpenejaenne. Mcnonbp3oBanne KOMIbIOTEPHBIX
NPOrpamMm NpH BaJIHIANHHA

[TonsiTus «BanmuaauMs», «KOHTPOJbY», «UCHBITAHUA». Paznuune MEXIy 3TUMH NOHATHUSMH.
Tumbl aHAINTHYECKUX METOAMK, TpeOyloliue TNpOBEIeHUs MpoLenyphl  BaJlWAALUU.
OcHOBHbIE BalUJAIMOHHBIE XapAaKTEPUCTUKH MeTOAuKU. CrnenupuyHOCTh METOJIUKH.
Ompenenenne W KpuTepud crnenu@uuyHoctd. JIuHeHocTh Meroauku. OmnpeneneHue u
Kputepun npuemsieMoctd. [lpaBunbHOCT, MeToauku. OrmnpeneneHue U KPUTEPUH
npaBwibHOCTH.  [IpennsnoHHocTh  MeTonukH. OCHOBHBIE  BHJBI  MPELU3UOHHOCTH
(CXOOMMOCTb, MPOMEXKYTOUYHAsT MPEHU3UOHHOCTh, BOCIPOU3BOAMMOCTH). OmnperencHue H
Kputepuu npenusnoHHocTH. Ilpenen oOHapyxenus. OmnpeneneHue U KpUTEpUHM Npezena
oOHapy»xeHus. [Ipenen konmuyecTBeHHOro omnpeneneHus. OnpeneneHie U KpUTepuu npezaena
KOJIMYECTBEHHOIO OmpeleneHus. Jluama3oH NpUMEHEHEHHs MeTOoAMKH. OlpeneneHue U
KpUTEpUU JAMana3oHa NpUMeHeHus MeroAuku. llpouenypa peBamuaaluu aHAIUTHYECKOM
MeTouKU. Mcnonp30BaHNEe KOMITBIOTEPHOM TEXHUKH U TPOrpaMM B JTAOOPaTOPHON IMPAKTHKE

TemaTHyeckui NjiaH JeKIUH

Ne Haspanue KonunuecTtBo
9acoB

1. [TonsTHE KauecTBa JEKAPCTBEHHBIX cpecTB. COBpeMEHHBIE 2
TpeOOBaHUS K KaUeCTBY JICKAPCTBEHHBIX CPE/ICTB.

2. AHanmuTH4YeCKOe 00ecreueHne KauecTBa JICKapCTBEHHBIX CPEJICTB B 2
COOTBETCTBHUH C TPEOOBAHUSIMHU MEXKTYHAPOIHBIX CTAH/IaPTOB.

3. KonTponpHo-pazpemmtensHas cucrema B PO. HanpaBnenus 6
KOHTPOJIBHO-PA3PEUIUTENEHON CUCTEMBI (IKCIIEPTH3a U PETUCTPALIUS,
CTaHJIaPTHU3AIUS U METPOJIOTHSI, CepTU(UKAITHS, KOHTPOJIb KaUeCTBa,
3¢ (HEeKTHBHOCTHU 1 OE30TTACHOCTH )




4. Banunamust MeToaMK KaueCTBEHHOTO U KOJMYECTBEHHOTO aHAIIN3A. 2
OCHOBHbBIE BaJTUIALIMOHHBIC XaPAKTEPUCTUKU U UX OTIPE/ICIICHUE
TemMaTuyeckui IJIaH NPAKTUYECKUX 3AHATUN
Ne Hassanme KonuuecTso
4acoB

1. CoBpemeHHbIe TPeOOBAHHUS K KAYECTBY JIEKAPCTBEHHBIX CPEACTB. 6
Ananutudeckoe o0ecrieyeHre KauecTBa JICKapCTBEHHBIX CPECTB B
COOTBETCTBHUHM C TPEOOBAHUAMU MEXTYHAPOJHBIX CTAHIAPTOB.

2. JlonycK JIeKapCTBEHHBIX CPE/ICTB Ha PHIHOK U KOHTPOJIb 3a 6
obpamienueM. KoHTpoib 32 IpOM3BOJICTBOM, ONTOBOW U POZHUYHOMN
TOPIOBJIEH.

3. HopmartuBHO-IIpaBoBasi JOKYMEHTAlLUsl [0 KOHTPOJIIO KayecTBa 6
JIEKapCTBEHHBIX CPEICTB

4. HopmartuBHO-IIpaBoBasi JOKYMEHTAlLUsl [0 KOHTPOJIIO KayecTBa 6
JIEKapCTBEHHBIX CPEICTB

S. HexnapupoBanue kauectBa JIC. Cxema npuHSTHS EKJIapalluu O 6
COOTBETCTBHUH JICKAPCTBEHHBIX CPECTB

6. HopmartuBHast TOKyMeHTanus1, periiaMeHTUPYIOIast Ka4yeCTBO 6
JIeKapCTBEHHBIX CpeACTB. Poccuiickast 1 OCHOBHBIE 3apyOeKHbIe
(dhapmakorien.

7. Mertponoruueckue u paboune cpecTBa u3MepeHuid. Msmepurenu, 6
pUMEHsIEMbIE B (hapMalleBTHUECKOM aHATU3e.

8. [Torpemnoctu n3mepenus. Knaccuduxanus norpemHocteit 6
M3MEPEHUS TI0 CIIOCO0Y BBIPAKEHUS U 110 XapaKTepy MPOSIBICHUSI.
O6pa3zioBeie cpeacTBa u3MepeHuii. CriocoObl MOBEPKU CPEACTB
U3MEPEHUIN

9. Banunamyst METOAMK KaueCTBEHHOTO 1 KOJMYECTBEHHOTO aHAIIN3A. 6
OCHOBHBIE BaJTUIAIIMOHHBIC XaPAKTEPUCTUKU M UX OTIPE/ICIICHNE

CamocTosaTe/IbHAasA padb0Ta N0 JUCHUILIMHE

CamocrosTenbHas paboTa OpAMHATOPOB HANpaBlIeHa Ha COBEPIICHCTBOBAHUE
HaBBIKOB M YMEHUH, IOJIYYEHHBIX BO BpeMs ayJIUTOPHBIX 3aHATHI, a TAKK€ Ha Pa3BUTHE
HaBBIKOB CaMOOpPraHu3aluu U CaMO AN CIIUIIIIMHBI.

[Tonnepkka caMOCTOATENbHOW pabOThl 3aKIIIOYAETCS] B HEMPEPHIBHOM Pa3BUTHUU Y
opavHaTOpa paluOHAJIBHBIX IIPUEMOB MMO3HAaBATEIILHON ACATCIIBHOCTH, TICPEXOAY OT
JEATEIIBHOCTH, BBIMOJIHIAEMONM TMOJ PYKOBOJACTBOM IIpeNojaBareis, K JIeATEIbHOCTH,
OpPraHM3yeMON CaMOCTOSITENIBHO, K IOJHOM 3aMEHE KOHTPOJS CO CTOPOHBI IIPENOAAaBaTEINs
CaMOKOHTPOJIEM.

KonTpons camocToATenbHOM pabOThl OpPraHU3yeTcsl KaK €IWHCTBO HECKOIBKHUX
(dbopM: cCaMOKOHTPOJIb, B3AUMOKOHTPOJIb, KOHTPOJIb CO CTOPOHBI NPETI01aBaTEIs.

21.]'[5[ YCIE€IIHOTO OCBOCHUA AUCHUIINIMHBI OpJAWHATOPY HGO6XO)II/IMO II0CeIaTh BCE
KOHTAKTHBIE 3aHATHUS U CHUCTEMATHYECKH B IIOJTHOM OOBLEME BBIMOIHSITL BCE 3aJaHus AJIsd
CaMOCTOSITENIbHOM pabOTHI.



I[JIH JOCTUXKCHUA IOCTAaBJICHHBIX uenef/'l npenoaaBaHvd AUCHHUILUIMHBI PCAIN3YIOTCA
CJICAYIOIINE CPEACTBA, CIIOCOOBI M OPTraHU3alMOHHbBIE MEPOTIPUSATHSL:

- U3Y4Y€HHE TEOpPEeTHMYEeCKOro MaTepuaja JUCHUIUIMH Ha  JIEKIUAX C
HCIIOJIb30BAHUEM KOMIIBIOTCPHBIX TGXHOHOFHﬁ;

- CaMOCTOSITENIbHOE H3y4YEHHE TEOPETUUYECKOro MaTepuana JUCHUIUIMH C
ucronp3oBanueM  Internet-pecypcos,  pecypcoB  yuebHoro  moprtama  e-learning,
UH(GOPMALMOHHBIX 0a3, METOAMYECKHX pa3pabOTOK, CHEIUAIbHON yuyeOHOW UM HaydyHOU
JTUTEPATYPHL;

— 3aKpeIICHUE TEOPETHUYECKOTO MaTepuana TPU BBIOJHEHUN TPAKTHYCCKHUX,
po0JIEeMHO-OPUEHTHPOBAHHBIX, TOUCKOBBIX 3a/1aHUH,

—  TOATOTOBKA U 3aluTa pedeparoB, ydacTue B paboTe KOH(DEPEHIIHIA,

- MHTEPaKTUBHBIE ()OPMBI MPOBEACHUS 3aHATHI B COYETAHUU C BHEAYIUTOPHOU
paboToii ¢ 11enbio GOPMHUPOBAHUS U PA3BUTHS TPO(HECCHOHATBLHBIX HABBIKOB 00yUYaOIINXCS,

— KOHCYJIbTAIMH, CAMOCTOSITENIbHASA PaboTa;

- TCCTUPOBAHHUC, PCHICHUEC CUTYAallTUOHHBIX 3aJia4, AUCKYCCHU.

Bomnpockl ¥ 3ajaHuA AJI1 CAMOCTOSTE/IbHOM PaGOThI
Bonpocwut 0nsa camocmoamenvhoi padomaut

1. AHanutuueckoe oOecrieyeHUe KauecTBa JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUU
¢ TpeOOBAHUSAMHU MEXIAYHAPOIHBIX U HAIIMOHAJIBHBIX CTAHIAPTOB.

2. OCHOBHBIC aCHEKThl W HANPABICHUS KOHTPOJIBHO-PA3PEHIUTEIBHON CHUCTEMBI
KOHTPOJIbHO-Pa3peIUTENIbHOM cucTeMbl B Poccuiickoit deneparuu.

3. ®enepanbbiii 3ak0H OT 12.04.2010 Ne61-®3 «OO6 oOparieHnu JIeKapCTBEHHBIX
CPELICTBY.

4. Tlpuxa3z MunucrepcTBa 31paBooxpanenus Poccuiickoit deaepauun ot 22.05.2023
No249n "OO yTBepKIeHUU TPaBUJI M3TOTOBJICHHUS M OTIYCKAa JIEKAPCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOTO IPUMEHEHMSI aNTEYHBIMH OPraHU3aLUsAMH,
MMEIOIINMH JINIICH3UI0 Ha (DapMalleBTHYECKYIO JACSITEIHHOCTD"

5. Ilpuxaz M3 P® or 31 aBrycra 2016 r. N 6470 «OO0 yTBEep)KIEHMM IpPaBUI
HaJJIeXKalled  anTeyHOM  NPaKTUKU  JIGKApCTBEHHBIX  IpernaparoB  JUid
MEAMIIMHCKOTO TPUMEHEHHUSD.

6. Ilpuxa3z MunszapaBa Poccun ot 12.07.2017 N 4091 «O0 yTBEp>,I€HUU TOPSAKA
(GopMHUPOBAaHUS PETUCTPALMOHHOIO JIOChE Ha JIEKAPCTBEHHBIM mpemnapar u
TpeOOBaHUI K JOKYMEHTaM B €ro cOocTaBe, TpeOoBaHUIl K 00beMy MH(pOpMaLUH,
IIPEIOCTABIIIEMOIl B COCTAaBE PErMCTPALMOHHOIO JIOChE, ISl OTACIBHBIX BUIOB
JIEKapCTBEHHBIX MpENaparoB Uil MEIULIUHCKOIO MPUMEHEHHS M IOpsaKa
IpEeJCTaBICHUs JOKYMEHTOB, U3 KOTOPBHIX (POPMHUPYETCS] PETUCTPALIIOHHOE J10ChE
Ha JIEKQpCTBEHHBIM mpenapar [Uisi MEAUIMHCKOTO MPUMEHEHHMs B LENSIX €ro
roCy/1apCTBEHHON PETUCTPALIUN».

7. OcHOBHbIE 3apyOeKHbIE (papMaKOIIeH.

8. Merposoruveckass  XapakTepucTHKa  H3MepeHmid.  OmpeneneHue  ONIHOKH
u3MepeHus. Pacuer OCHOBHBIX XapaKTEPUCTHK C IOMOIIBIO Iporpammbl Microsoft
Excel.



9. Tumbl aHATUTHYECKUX METOAMK, TPEOYIOIIUE MPOBEACHUS MPOLIECTYPhI BATUIAIIH.
OcCHOBHbIE BaTUIAIIMOHHBIC XapPAKTEPUCTUKN METOIUKHU.

10. Ompenenenrie W KpUTepuW JAMana3oHa NpuUMeHeHus Metoauku. llponenypa
peBanuaaluyu  AHAIMTUYECKOM METONMKHU. Mcnonap30BaHME  KOMIIBIOTEPHOU
TEXHHUKH ¥ MIPOTrPaMM B J1a00OpaTOPHOI MPaKTHUKE

[lepeyeHb AMCKYCCUOHHBIX TEM
1. ISO (International Organization for Standardization) — MesxayHapoaHast OpraHu3aiiis 1mo
cra”aapTu3anuu. CUCTEMHAast OCHOBA U OCHOBHbIE npuHuunbl. [Ipumenenue ISO B cucreme
KOHTPOJISI KAueCTBa JIEKAPCTBEHHBIX CPEJCTB.
2. ICH (International Conference of Harmonization) — MexaynapoaHas koH(GepeHIus 1o
rapMOHHU3aluU TPEOOBAHUN K PETUCTPALIMU JIEKAPCTBEHHBIX CPEJCTB JIJIS UEIOBEKa.
3. CoBpemenHas koHIemnus papmareBTrHueckoii cucremsl kadecta (ICH Q10).
4. ITpumenenne npuHnunos ICH B TeyeHne )KU3HEHHOTO UKJIA ITPETapara.
5. 3akoHoarenbHble akThl PO B 0651aCTH KOHTPOJIS KayecTBa JIEKaPCTBEHHBIX CPEICTB Ha
pa3HbIX (hapMalleBTUUECKUX OpraHu3alMsIX (anTekax, CKIaaax, 3aBojax).
6. Cucrema Banuaanuy MeToukK. TpeGoBaHMS K BaTUAIMH U O(OPMIICHUIO TPOLIEAYPHI
BaJIMIalliy Ha papMaleBTUYECKUX OpraHU3aIUsX.
7. Paznuuust B TpeOOBaHUAM K TPEOOBAHUAX K PETUCTPALIMOHHOMY J10ChE HA JIEKaPCTBEHHBIN
npenapat B PO u crpanax EC.

IlepeyeHsb TeM AJis pedpepaToB
1. Hapgnexaiast mpou3BOACTBEHHAs! TPAKTUKA
2. Hapnexarast anteuHasi IPaKTHKY JIEKAPCTBEHHBIX MPENAPATOB I MEAULIUHCKOTO
IIPUMEHEHHUS
3. FocynapctBennas ¢apmaxornest Poccuiickoir @eneparun. CTpykTypa papmakoneiHbx
craTei
4. OCHOBHBIE aCMEKThl KOHTPOJIBHO-PA3PELUIUTENbHON CUCTEMBI
5. Jlomyck JIeKapCTBEHHBIX CPEJICTB Ha PHIHOK M KOHTPOJIb 32 0OpalleHueM
6. OcHoBHbIe 3apyOexHbie hapmakomnen. @apmaxornes CLIIA — HanpoHnansHbIi hopmMystsip
(USP — NF), bputanckas papmakornest (BP), EBponeiickas ¢apmakornes (Ph. Eur.)
7. LleHTpbl KOHTPOJISl KAaYEeCTBA JIEKAPCTBEHHBIX CPEJCTB CyObEeKTOB P®D, X QyHKIMH.
8. Ponb 1 MecTO cTaHAAapTU3ALIMU B KOHTPOJIE KadecTBa JIEKAPCTBEHHBIX CPEJICTB
9. Crangaptabie oOpa3siisl JekapcTBeHHbIX BemecTB (I'CO, PCO u T.4.) 175 OlleHKH KayecTBa
JIEKapCTBEHHBIX CPE/ICTB
10.IIpaBusa U3roTOBIEHUS U OTITyCKA JIEKAPCTBEHHBIX MPENApaToB Il MEAULIMHCKOTO
MPUMEHEHHUS allTeYHbIMU OpPraHU3alUsIMU, UHAUBUIYAbHBIMH MIPEATNPUHUMATENSAMH,
MMEIOUIIMU JTUIEH3UI0 Ha (papMalieBTUUECKYIO JeATENbHOCTh B cOOTBETCTBUE C [IprKkazom
M3 P® ot 26 oxTs16ps 2015 1. N 7511

5.0 HEHKA KAYECTBA OCBOEHUA ANCHHUIT/IMHBI
Texyiuit KOHTPOIIb — KOHTPOJIb 3HAHUI O0YUYaIONIUXCSI B TEYCHHUE CEMeCTpa.
[Tpomexxyrounas arrecramus o nucuurinae Konrpons kadectsa JIC u JIPC B hopme
3ageTa B 3 ceMecTpe.



HacnopT OL€HOYHbBIX CPEACTB

Kon O11eHOYHBIE CPE/ICTBA
KOHTPOJIUPYEMOH
KOMIICTEHIIMH Texymuit KOHTPOJIb [IpomexyTouHas aTTecTanus
(nm ee JacTy)
VK-1 IloaroroBka nokiaagoB-ipe3eHTalui; ydactue | TecToBble 3aJaHus u
B JIUCKYCCHSX, KPYTIIBIX CTOJIaX, | CUTyaIliOHHBIC 3a]]a9H K 3a4eTy
KOH(EepeHLIUIX
VK-2 IloaroroBka mokiIagoB-Ipe3eHTalMi; ydacTie | TecToBble 3aJJaHUs u
B JIUCKYCCHSIX, KPYTJIBIX CTOJIaX, | CUTYallMOHHBIC 3a/1a4U K 3a4ETy
KOH(EepeHLIUIX
I1K-2 Kommnexkr 3amanuii B cocraBe METOAUYECKHX | TecToBbie 3aJIaHUs u

pa3paboTOK K NPAKTHUECKHUM 3aHSATHAM TI0 | CUTYallHOHHBIC 3a1a4M K 3a4eTy
pazzmenaMm;  BOOPOCBI K  MPAKTUYECKUM
3aHATHSAM; TECTOBBIM KOHTPOJb; MOATOTOBKA
JIOKJIa0B-TIPE3CHTALUI; y4acTue B
JIICKYCCHSIX, KPYTJIBIX CTONAX, KOH(EpeHIHsIX.

I1K-4 KommmrexT 3amanuii B cocTaBe MeTOIWUEeCKUX | TecToBhIE 3aJaHus u
pa3paboTOK K MPAKTHYECKUM 3aHATHSAM 110 | CHTYyallMOHHBIE 331a49H K 3a4eTy
pasmenaMm;  BONPOCHI K  MPaKTUYECKUM
3aHATHAM, TCCTOBbIﬁ KOHTpOJII); IoArOoTOBKA
JTOKJTaJIOB-TIPE3CHTAIINH; ydacTue B
JIUCKYCCHAX, KPYTJIBIX CTOJAX, KOH(EPEHIIUSX.

I1K-5 KommmrexT 3amanuii B cocTaBe MeTOOWUecKuX | TecToBbIe 3aJaHus u
pa3paboTOK K MPAKTHYECKWM 3aHATHSAM 110 | CHTYyallMOHHBIE 331a4H K 3a4eTy
pasmenaMm;  BONPOCHI K  MPaKTUYECKUM
3aHSATUSIM; TECTOBBIA KOHTPOJIb; MOATOTOBKA
JIOKJIa10B-IIPE3EHTALIUI; y4yacTue B
JIUCKYCCHAX, KPYTJIBIX CTOJAX, KOH(EPEHIIUIX.

IIpuMepbl CUTYalMOHHBIX 3a4a4
Cumyayuonnas 3aoaua Ne 1

OrneHuTe KayecTBO pacTBOpa MpokanHaMuaa (HoBokanHamuaa) 10% nms UHBEKUUH,
ecnu 1M1 mpenapara J0BeNd 10 METKU BOJOW B MEpHOU Kosioe BMecTUMOCThIO 100 M. 1 M
MOJTyYEHHOTO pacTBOpa JOBENW BOJAOM 10 METKHM B MEpHOW Koyude BMecTUMOCThIO 100 mul
OnTHyeckasi IVIOTHOCTh 3TOTO pacTBopa IMpH JuIMHE BOJHBI 280 HM B KIOBETE C TOJIIMHOMN
nornomaromero ciaoga 10 MM cocrasuia 0,630, YaenabHBIM ITOKa3aTedb ITOTIIOLIEHMUS
npokanHaMmusia paBeH 658. Coxpepxanue npokamHamuzaa B | mun mpenapara cornmacHo ®C
noiKkHO OBITE 0T 0,097 mo 0,103r.

Cumyayuonnas 3a0aqa Ne 2

Ouennre KadecTBO pacTtBopa nuanokoOamamuua 0,02% nis WHBEKIUH, ecinu SMi
npernapara JIOBeNd /10 METKHM BOJOM B MepHO#l kojbe BMecTuMocThio 50 mul. Onruyeckas
IUIOTHOCTh TIOJYYEHHOTO pPAacTBOpa MpH JJIMHE BOMHBI 361 HM B KIOBETE C TOJIIMHON
noriouiatomiero cios 10 mm cocrasuna 0,445. Jlna npurorosnenus pactsopa I'CO 0,0494 r
I'CO mmanokob6aaMuHa AOBENU 10 METKH BOJIOM B MEPHOM KoJiOe BMecTUMOCThIO 100 M. 2
MJI TMOJyYEHHOTO pPacTBOpa JIOBEMH /0 METKH TeM K€ PacTBOPUTENIEM B MEpHOW Koibe
BMECTUMOCTHIO 50 Mi1. OnTrueckasi moTHOCTh pacTBopa ['CO B Tex ke yCI0BUSIX COCTaBUJIA
0,409. Coneprxanue nnaHoko6asamuna B 1 mu npemnapara coriaacHo @C nomkHo ObITh oT 180
0 220 MKr




Cumyayuonnas 3aoaua Ne 3

Onenute kauecTBO pubodaBrHa MO KOJTMYECTBEHHOMY COJIEPKaHUIO (JOKHO OBIThH
He menee 98,0% u ne Gomee 102,0% B mepecuere Ha cyxoe BemiecTBo), ecnu 0,0698 r
aHaIM3UpyeMoro o0pasilia pacTBOPUIIN U JOBEIH 10 METKH B MEPHOI KOJIO€ BMECTUMOCTHIO
500 mut. 20,0 M1 TOJTY4YEHHOT'O PAcTBOpPA JIOBEIU 0 METKH B MEPHOM KO0JIOE BMECTUMOCTBHIO
200 M. OnTuyeckas IIOTHOCTh MOJYYEHHOro pacTBopa npu 444 HM B KIOBETE C TOJIIIUHON
norioujatomiero ciaod 10 MM pasna 0,454. BenuunHa ynenbHOro Iokasares MOIVIOIIEHUS
pubodurauna cocraBiser 328. IloTeps B Macce MNpH BBICYINIMBAHUHM aHAIHM3UPYEMOTO
obpasna pubodnasuna 1,0%

Cumyayuonnas 3aoaua Ne 4

Heo0xoanMo ocymiecTBUTh KOHTPOJb KadecTBa MOYeK Oepe3oBbIX. Pacckaxure o
npoueaype orbéopa O0O0beOTUHEHHOW M aHamuTH4eckux mnpo0. Jlng dero  Oepyrcs
AHATUTHYECKHUE TTPOOBI?

Cumyayuonnas 3aoaua Ne 5

B anTeke U3roToBMIM JIEKApPCTBEHHYIO (POPMY MO PELETITY:
Konenna 0,1 r

Kammst 6pomuna 4,0 T

Hacroiiku Basiepuanbl

Hacroiiku nmanapima mo 10 mu

Bonsr ounitennoi 200 vt

Onumure, Kak OyAeT NPOBOAUTHCA KOHTPOJIb KayecTBa H3roToBieHHON JID B
COOTBETCTBUU C JECUCTBYIOLUM 3aKOHOAATENLCTBOM PD.

IIpuMepsl 3aaHUA B TECTOBOU popme

1. Kommekc Mep o obecrneueHuto 3p(HeKTUBHOCTH U 0€30MaCHOCTH
(hapmaleBTUUECKUX MPOAYKTOB, a TAKKE UX COOTBETCTBUS OPHUIIHATEHBIM
TpeOOBaHUSAM TI0 TTOKA3ATENISIM Ka4eCTBa 3TO:

A. Cuctema obecriedeHus: KauecTBa
b. Cucrema koHTpOIIS KauecTBa

B. Cucrema MeHepKMEHTa KauecTBa
I'. Cucrema dapmakonaazopa

2. BriOepure BHIIBI TOCYJApCTBEHHOTO KOHTPOJIS IIPU OOpAIIEHUH JIEKApPCTBEHHBIX
CPEICTB:
A. O6ecnieuenue kauectna JIC
b. Kontpons kauectBa JIC
B. JIunien3upoBanue GpapmaneBTHIeCKOl eI TeTbHOCTH
I'. Beimaya paspeleHuii Ha BEIBO3 JIEKAPCTBEHHBIX CPEACTB ¢ Teppuropun PO

3. TocynapcTBeHHBIH KOHTpPOIB Mpu oOpaeHuu JIC BKiIro4aeT KOHTPOJIb 3a:
A. TlarentoBanuem croco0oB HazHaueHus JIC
b. Ornyckom JIC
B. IIpumenennem JIC
I'. Ilponzsoacreom JIC

4. BribepuTe OCHOBHBIC HAIIPABICHHSI KOHTPOJIBHO-PA3PEIIUTEIbHON CUCTEMBI:
A. Dxcnepru3a u peructpauus JIC



10.

11.

b. Cranmapruzanus, ceprudukanus u merposorus JIC
B. Kontpons kauectsa, 3 dexruBaoctu u 6ezomacHoctu JIC
I". Bce oTBETHI BEpHBI

["ocymapcTBeHHOM perucTpanuu noanexar (Bpioepure 1 oTser):

A. JIT1, nproOpeTeHHbIe (PU3UUSCKUMU JIUIIAMH 32 TIPeIeJIaMHi TePPUTOPUN
Poccuiickoit denepanyu v npeiHa3HAYCHHBIE JIJIs1 TMYHOTO UCIIOIb30BaHNUS;

b. JIII, ©3roToBIEHHBIE alITEUHBIMHA OPraHU3alUsAMHU, KOTOPbIE UMEIOT JIMLICH3UIO HA
(hapMaIeBTHUECKYIO ACSITSIHHOCTD

B. OpurunanbHble JiekapCTBEHHBIE ITpenapaThl

I'. Paznuunsbie JIIT noa oquHaKOBBIM TOPTOBBIM HAMMEHOBAHUEM.

OCHOBHOI 11€J1b}0 KOHTPOJBbHO-PA3PEIINTENBHOM ccTeMbI PD siBiisieTcs:

A. KoHTpoJib KauecTBa JIEKApCTBEHHBIX CPEJICTB

b. JIuuensupoBanue GpapManeBTHIECKON JesITeIbHOCTH U TPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB

B. 3amuTa notpedureneil OT HETaTUBHBIX MMOCIEICTBUN MPUMEHEHHS JIEKapCTBEHHBIX
CPEICTB, CBSI3aHHBIX C HEIOCTATOUYHOM M3y4YEeHHOCTHIO Ha ATAle pa3peiieHust u
BHEJIPEHUS B MPAKTHUKY, BHIMTYCKOM U BBO30OM B CTPaHy HE0OPOKAYECTBEHHOM
MIPOIYKIINH, HAPYIICHUSIMH YCIOBUN XpaHEHUs U pealln3aliu

I'. I[IpoBeneHue npoBepok CyObEKTaMu OOpaIleHUs JIEKAPCTBEHHBIX CPEJCTB MPaBUI
1a00pPaTOPHON M KIIMHUYECKON TIPAKTHKU

KoHnTposibpHO-pa3peruTenbHas cuctema P® Oblia co3aHa Ha OCHOBAHUH IPHUKa3a:
A. Ne 61-®3 o1 12.04.2010 1.

B. Ne 149 o1 28.06.1993 .

B.Ne 323-®3 0or21.11.2011 1.

I'. Ne 2300-1 ot 07.02.1992 1.

OCHOBHBIMU pa3fielaMH PETUCTPAITMOHHOTO JIOChE SBISIOTCS:
A. KagecTBO

b. KonnuecTBeHHOE onpeneneHne

B. DddextuBHOCTDH

I'. be3omacHOCTE

. Banunaius

E. Pe3rome mocee

IIpaBoBOli OCHOBOM NIPOBEJNECHUS KIMHUYECKUX HCIHBITAHUN JIEKApCTBEHHOIO
npernapara siBJIseTcs:

A. Tlpuka3 Ne 149 ot 28.06.1993 r.

b. ITocranoBnenue IIpaBurensctea PO N 1081 or 22.12.2011 .

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

I'. ®enepanbhusbiii 3akoH N 184-D3 ot 27.12.2002 r.

Bepno nu yrtBepxkaenue, uto coriacHo @3 Ne 61 mposenenue skcneptussl JIC B
paMKax TOCYJIapCTBEHHOM peructpauur BosyioxkeHo Ha DI'BY «HayuHblii neHtp
AKCTEPTU3BI CPEACTB MEAUITUHCKOTO MPUMEHECHUSD)

A. Bepno

b. HeBepno

Hazosure HoMep u naty npunsatus [locranosnenus IIpasurensctsa PO "O06
yrBepxaeHuu [lonoxxenns o MMieH3upoBaHUH (papMalleBTHUECKOH J1eATeIbHOCTH " :
A. N 1081 ot 22 nexabpst 2011 r.

b. N 686 ot 06.07.2012 r.

B.Ne 684 ot 03.09.2010 .



12.

13.

14.

15.

16.

17.

I'. Ne 486 ot 15.06.2009 .

Hazosute HOMep u naty npunsatus [locranosnenus [Ipasurenscrsa PO "O0
yrBepxkaeHnH [1onoxkeHns o TUIeH3MpOBaHNN IPOU3BOACTBA JICKAPCTBEHHbBIX
cpenctB':

A.Ne 684 ot 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 .

BepHo 11 yTBEpKIAEHME, YTO OJHOM U3 33]1a4 TOCYIapCTBEHHOI'0 KOHTPOJISI Ka4eCTBa
JIEKapCTBEHHBIX CPEJICTB SBIISETCS MPEMATCTBUE MOCTYIICHUIO B 0OpalieHue
HeJT0OPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB

A. Bepno

b. HeBepno

Bepno nu yrBepxkaenue, uto CornacHo @enepanbHoMy 3akoHy Ne 61-D3 koHTpOIIB
Ka4yecTBa JIEKAPCTBEHHBIX CPE/ICTB MPU IPAXKAAHCKOM 000pOTE OCYILECTBIISAETCS
TOJIBKO B (hOpMe BEIOOPOYHOTIO KOHTPOJIS

A. BepnHo

b. Hesepno

®enepanbublii 3akoH oT 21 HostOpst 2011 r. N 323-D3 HassiBaeTcs:

A. O6 yTBepKJI€eHMM HHCTPYKLIUH 110 CAHUTAPHOMY PEXHUMY allTeUHBIX OpraHu3anui
(amrek)

b. OG yrBepxkaenuu [IpaBui XxpaHeHus JeKapCTBEHHbBIX CPEACTB

B. O6 ocHOBax oXxpaHbl 3/I0pOBbs Tpaxkaad B Poccuiickoit Deaepanun

I'. O 3amure npas notpeduTenen

YcranoBuTe cooTBeTCTBUE (OTBET NpencTaBbTe B popmare 1-b; 2-B u 1.1.):

1. TIpoBepka o01ieit Macchl UM 00beMa JEKapCTBEHHON (DOPMBI, KOJTUYECTBA U
Macchl OT/AEIbHBIX 7103 (HE MEHee TpeX J103), BXOAALINX B JaHHYIO
JIEKapCTBEHHYIO (hopmy

2. OreHka KauyecTBa U3rOTOBIICHHS JIEKAPCTBEHHOTO CPEJICTBA IO MTOKA3aTEIsIM
"IlonnuaHOoCT", "MCcnBITaHNS HA YUCTOTY U JOIIYCTHUMBIE TIPEIEIIbI
npuMmeceii” (kauecTBeHHBIN aHanu3) U "KonndecTBeHHOE omnpeneneHue”
(KONIMYEeCTBEHHBIN aHAJIN3) JIEKAPCTBEHHBIX BEILIECTB, BXOASIINX B €0 COCTaB

3. IIpoBepka jgexapcTBEHHOH (OPMBI (B TOM YKCIIE TOMEONATUYECKOM) 110
nokazatessiM: "Onucanue” (BHEIIHUM BUI, 1IBET, 3amax ), OTHOPOTHOCTb,
OTCYTCTBHE BUIMMBIX MEXaHUYECKUX BKJIIOUCHUN

A. XuMHUeCKU KOHTPOJIb

b. Opranonentuyeckuii KOHTPOJIb
B. ®usnyeckuii KOHTPOJIb

I'. MuKkpoOHOIOrHYECKUI KOHTPOIIb

YcranoBuTe cooTBeTCTBUE (OTBET NpencTaBbTe B popmare 1-b; 2-B u T.1.):

1. JlekapCTBEHHOE CPEJCTBO, COIPOBOXKAAEMOE JIOXKHOM HH(popMaIel o ero
cocTaBe | (WUJTK) TPOU3BOIUTENIE

2. JlexapCTBEHHOE CPENICTBO, HE COOTBETCTBYIOIIEE TPeOOBaHUAM (hapMaKOTICHHOM
CTaThH MO0 B ClIydyae ee OTCYTCTBUS TPeOOBAaHUSAM HOPMATHBHOM TOKYMEHTALIUU
WJIM HOPMATUBHOTO JIOKYMEHTA

3. JlexapcTBEHHOE CPEICTBO, HAXOAIIEECS B 000pOTE C HAPYIICHHEM TPaKIAHCKOTO
3aKOHOJATEIbCTBA

A. HenoOpokadecTBEHHOE JIEKAPCTBEHHOE CPEACTBO



b. KonTpadakTHOE JeKapCTBEHHOE CPEICTBO
B. ®anscudunmpoBaHHOE JTEKaPCTBEHHOE CPEICTBO

18. Bri6epute Ha3zBanue denepaibHOTO 3aKOHA, PErJIAMEHTHPYIOIIETO CePTUPHUKAIUIO,
CTaHJIapPTHU3ALMIO U JIEKJIApUPOBAHUE COOTBETCTBUS MPOIYKIIMH, B T.U.
(hapmaIeBTHYECKOM:

A. O6 obOpaiieHnu JeKapCTBEHHBIX CPEJICTB

b. O 3ammTe npaB norpedurenei

B. O TexHn4eckoM peryaupoBaHuu

I'. O6 ocHOBax oxpaHbl 3A0pOBbs I'paxkaaH B Poccuiickoit denepannu

19. BriGepuTe OCHOBHBIC 33]]a41 TOCYIapCTBEHHOTO KOHTpoutst JIC:
A. IlpensTcTBHE MOCTYIUICHUIO B oOparieHre HepoopokadecTBeHHbIX JIC
b. JIuien3upoBanue npou3BOACTBA JIEKAPCTBEHHBIX CPEJICTB
B. BreisiBieHue u u3baTue U3 oOpaiieHus HeI0OpOKaYeCTBEHHBIX U
(banbCUPUIMPOBAHHBIX JICKAPCTBECHHBIX CPEICTB
I'. MoHuTOpUHT 6€30MaCHOCTH JIEKAPCTBEHHBIX CPEICTB

20. KoHTpOJTh Ka4eCcTBA JICKAPCTBEHHBIX CPEJICTB MPHU TPAKIAHCKOM 000poTe

OCYIIECTBIISIETCA:
A. B dbopme BEIOOPOYHOTO KOHTPOJIS
b. [Tpu BBISIBICHUN HECOOTBETCTBUS JTUIICH3UOHHBIM TPEOOBAHUSM U YCIOBUSIM
yCIIOBUI MPOU3BOACTBA U KOHTPOJISI KAUeCTBA, OCYIIECTBICHHS ONTOBON U
PO3HUYHOI TOPrOBIIM JEKAPCTBEHHBIMH CPEACTBAMMU, ITPABHUII U3TOTOBICHUS U
XpaHEHUs JICKApPCTBEHHBIX MTPEIapaToB
I'. B dopme skcnpecc ananuza JIC Ha 6ase mepeIBHKHOM dKCIIpecc-T1adopaTopuu
/1. Het mpaBuiIbHOTO OTBETA

21. BepHo 111 yTBEpXKI€HHUE, UTO IS TAPAHTUH TEPATIEBTHUECKOTO dPPeKTa JOCTATOTHO

COOTBETCTBUS JIEKAPCTBEHHOTO CPEACTBA TPeOOBaHUAIM (papMaKONeitHON CTaThH:
A. BepHo
b. Hesepno

22. COOpHHK rocy/1apCTBEHHBIX CTaH/IaPTOB KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, UMEIOIUI
3aKOHOAATEIBHBINA XapakTep - 3TO:

A. Cranpaptsl cepun ISO

b. Crarmapter GMP

B. Crangapter GPP

I'. T'ocynapctBenHas apmaxormnest

23. HazoBuTte oTnmuus crienupuKaIiuy MpeanpusITHs OT (hapMaKONeHHON cTaThh:
A. AnbpTepHaTHBHBIE METO/IbI AaHAIIM30B U UCIIBITAHUMN 1JIs ONPEEIICHUS
(hapMakonenHbIX TapaMeTpoOB
b. bosnee y3kue 10mycKH U TUMHTHI TP OIpeieeHnH (hapMaKoIeHHbIX MoKa3aTenen
B. JlononHuTeNbHBIE UCTIBITAHUS 1715 ONIpeieTIeHUs] HepapMaKoneHHbIX
XapaKTepUCTHK ((pu3ndecKue CBOUCTBA, JOMOTHUTEIbHBIE UCIIBITAHUS HA YUCTOTY U
T.I1.)
I'. UckmroueHne uim cokpaiieHine o0bemMa HEeKOTOPhIX UCTIBITAHUH,
MIPelyCMOTPEHHBIX (papMaKoNeHON cTaThei

24. CtpyKTypa KOHTPOJIBHBIX JJabopaTopuii B PO Bkitovaer B ceosi:
A. VcnipiTaTenbHble 1abopaTopuu, pyHKIIMOHUPYIOIINE B CUCTEME MOATBEPKIACHUS
COOTBETCTBHSI JICKAPCTBEHHBIX CPEJCTB
b.®enepanbHble 1a00paTOpPHbIC KOMILIECKCHI



25.

26.

27.

ook wdE

28.

B. LleHTpBI KOHTPOJISI KaYeCTBA JICKAPCTBEHHBIX CPEICTB CYOBEKTOB PD

I'. ®denepasibHbIe FKCIIEPTHBIE OPraHU3ALUU, TPUBJICKAEMbIE IS SKCIIEPTU3bI
KauecTBa JIEKAPCTBEHHBIX CPEACTB HA dTAle UX PEerucTpaluu

J1. Bce oTBETHI BEpHBI

Bri6epure ocHoBHbIe ipuHIHIBEI GCP:

A. IlepBocTeneHHOe 3HaYCHHUE TIPaB, 0€30MMACHOCTH 1 OJIAronoydnsi CyObeKTa
WCCIICIOBAHMS U TPEBAIMPOBAHNE JIAHHBIX TTOKAa3aTeNiel Ha/l MHTepecaMu HayKU U
oOmiecTBa

b. IlocTossHHOE COBEPIIEHCTBOBAHUE CUCTEMBI Ka4€CTBa

B. [IpoBeneHue OlleHKH COOTHOIICHHUSI TPOTHO3UPYEMOTO PUCKa U HEYI00CTB ¢
OKUJIAeMOH TIOJIB30H JIJIsi CYOBEKTa UCCIIeIOBAaHUS M O0IIeCTBa 0 Havasa
HUCCIIEIOBAHHUS

I'. KonduaeHmmanpHOCTh 3aMiceid, TO3BOJISIONINX HACHTH(PUIIUPOBATh CYOBEKTOB
UCCIIeIOBaHMs, COOIOIEHUE MpaBa Ha YACTHYIO KU3Hb U 3aLIUTY
KOH(UICHITMAILHOCTH B COOTBETCTBUU C HOPMATHBHBIMH TPEOOBaHUSIMU

J1. Peakuus Ha 5xan00bl U 3 PEKTUBHBIN OT3BIB IPOYKIIHH

YcranoBute cooTBeTcTBUE (OTBET npeacTaBbTe B popmare 1-b; 2-B u 1.1.):

1. TlpaBuia, perIaMeHTHUPYIOIINE CTAHIAPTHI KAYeCTBA MEHEPKMEHTA

2. IlpaBuia, periiaMeHTHPYIOIIHE CTAHIAPTHI KAYeCTBA MPOAYKIIUU

3. TlpaBuna, perJaMeHTHPYIOIINE CTAaHIAPTHI KaYeCTBA IPOU3BOICTBA

4. TlpaBuia, perJiaMEHTHPYIOIIUE COBPEMEHHYIO KOHIICTIIIHIO (papMaIieBTUIeCKOM
CUCTEMBI KadecTBa

A. Cranpapter ISO
b. Crangapt ICH
B. Cranpapt GLP
I'. Cranpgapr GCP
. Crannapr GMP

YcraHoBHTE COOTBETCTBHUE (OTBET mpejcTaBpre B hopmare 1-b; 2-B u 1.1.):
[IpaBuna Hajmexkamnen KIMHUYECKON IPAKTUKH

IIpaBuiia Hapnexae Npou3BOACTBEHHOM IPAKTUKH

[IpaBuiia Hapnexaiei 1abopaTOpHON IPAKTUKU

[IpaBuiia HaaIEXKAETO XPAaHEHMS JIEKAPCTBEHHBIX CPENICTB

[IpaBuna Hagnexame po3HUYHON TOPTOBIIN JIEKAPCTBEHHBIMH CPEACTBAMHU
[IpaBuiia Hapnexalen ONTOBOK TOPTOBIIH JIEKAPCTBEHHBIMU CPEACTBAMHU

A. Cranpapt GPP
b. Crangapr GDP
B. Cranmapr GLP
I'. Cranpapr GCP
. Crannaptr GMP
E. Craamapt GSP

OcHoBHbIMU npuHIMNaMu GMP sBasrores:

A. CucTeMHBIN MOIX0 K MEHEHDKMEHTY

b. B3auMoBBITOTHBIE OTHOIIEHHUS C MOCTABIIUKAMU

B. [locTostHHOE COBEPIIEHCTBOBAHUE CUCTEMBI KAUeCTBa

I'. Hagnexxamue momenieHus, 000pyA0BaHUE H MHKEHEPHBIE MPOIIECCHI



29.

30.

31.

32.

33.

34.

K ocHOBHBIM npuHIIMIIAM MEHEI)KMEHTa KauecTBa, ((OPMUPYIOLIUM CUCTEMHYIO
ocaoBy 1SO 9001, otHocsTCS:

A. OpueHTanus Ha TOTpeOUTENS

b. JIunepctBo pykoBoauTENEH

B.Bogieuenne pabOTHHKOB

I". Bce oTBETHI BEpHBI

CoBpemeHHass KOHIIETIIUS (papManeBTHIEeCKO CHCTEMbI KauecTBa OTPakeHa B:
A. PykoBoactee ICH Q8

b. PyxoBoxctee ICH Q9

B. PykoBoactee ICH Q10

I'. Her npaBuibHOTO BapyaHTa OTBETa

[aiite onpeneneHne METPOJIOTHM:

A. Hayka 00 u3aMepeHusx, MeToax 1 CpeICTBax 00eCIeYeHUs UX €JMHCTBA U
TpeOyeMoii TOUHOCTH

b. KoMIekT 1oKyMeHTaluu, OMUCHIBAOIINH MPABHIIO TPUMEHEHHUS H3MEPHTEIbHBIX
CpeAcTB

B. Cucrema opranu3aiiioHHO IPABOBBIX MEPOIIPUSATHI M YUPEKICHUIN CO3/1aHHAS IS
o0ecrieyeHrs1 €IMHCTBA U3MEPEHUH B CTpaHe

I'. A+B

J1. Bce oTBETHI BEpHBI

UYrto Takoe nuzmepenue?

A. OmpeiesieHre HCKOMOT'O TapaMeTpa ¢ MOMOLIbI0 OPraHOB YyBCTB, HOMOIpPaMM UJIH
JOOBIM JPYTUM ITyTEM

b. CoBOKYNTHOCTB ONEpALMid, BBIMOIHIEMBIX ¢ IOMOILBIO TEXHUYECKOTO CPEJCTBA,
XPaHALIETo eIMHUILY BETUYHMHBI, I03BOJISIIOIIETO COIOCTABUTh U3MEPSEMYIO
BEJIMYHHY C €€ €IUHULEN U NTOJIyYUTh 3HAUEHUE BEINYMHBI

B. IlpumeHeHne TEXHUUECKUX CPEACTB B Mpoliecce MpoBeeHHs 1a00paTOPHbIX
UCCIIEI0OBaHUI

I'. IIpouecc cpaBHEHUs ABYX BEIMUYMH, IPOLIECC, IBJICHUM U T. II.

J1. Bce oTBeTHI BEpHBI

EnuHCcTBO M3MepeHuil:

A. CocrosiHue U3MEPEHU, TP KOTOPOM UX PE3yJbTaThl BRIPAXKEHBI B y3aKOHEHHBIX
€AMHUIAX, a TOTPEUTHOCTH U3BECTHHI C 33JJaHHON BEPOATHOCTHIO M HE BBIXOJIAT 3a
YCTaHOBJICHHBIE MTPE/IEIIbI

b. [IpuMeHneHne oAMHAKOBBIX €IMHUIl U3MEPEHUSI B paMKax PeruoHa

B. [IpuMeHeHne OTHOTUITHBIX CPEJCTB U3MepeHUs (1abOpaTOPHBIX MPUOOPOB) MIJIst
onpeJereHusl OTHOMMEHHBIX MOKa3aTenei

I'. TlonyueHnrue oAMHAKOBBIX PE3YIHTATOB MPH aHAIN3E MPOOBI Ha OJTMHAKOBBIX
CpelICTBaX U3MEPEHUS

J1. Bce oTBETHI BEpHBI

ITorpenHoCTbI0 pe3yIbTaTa U3MEPEHUN HAa3bIBACTCS:

A. OTKJIOHEHUE pe3yNbTaTOB MOCIeI0BATEIbHBIX U3MEPEHUI OJJHON U TOH k€ TPOObI
b. PazHocTh mokazaHuii IByX pa3HbIX MPUOOPOB MOJIyUYEHHBIE Ha OJJHON TOH ke pode
B. OtkioHeHne pe3ynbTaTOB U3MEPEHUN OT HCTHHHOTO (JI€HCTBUTEILHOTO) 3HAUCHUS
I'. Pa3HocTh MOKa3aHui IByX OJHOTHITHBIX TPUOOPOB MOJTYUYEHHBIE HA OJTHOM TOM XKe
npoGe



38.

39.

40.

41.

42.

43.

. OTKI0HEHHWE pe3yabTaTOB U3MEPEHUM OHOU U TOH K€ MPOOBI C TTOMOIIBIO
Pa3JIMIHBIX METOAUK

[IpaBUIBHOCTH PE3yIbTaTOB U3MEPEHUN:

A. Pe3ynbrar cpaBHEHUS U3MEPSAEMOU BETMYHUHBI C OJM3KOM K HEH BETUYMHOM,
BOCIIPOM3BOJMMOMN MEPO

b. XapakrepucTuka kauecTBa u3MepeHHil, OTpaxaroriasi 0J1M30CTh K HYJIIO
CUCTEMAaTUYECKUX MTOIPEIHOCTEN pe3ysbTaTa

B. Onpenensiercst 61M30CTh CPETHErO 3HAYEHUSI PE3YJIbTaTOB IOBTOPHBIX U3MEPEHUI

K UICTUHHOMY (JIEHCTBUTEIILHOMY) 3HAUCHUIO U3MEPSIEMON BEIIMUUHBI
1" IIEII+VVBII
J1. Bce oTBETHI BEpHBI

K mepam otHOCATCS:

A. DTanonsl GU3NYECKUX BETUUUH

b. CrannaptHble 00pa3iibl BEIIECTB U MaTepUaioB
B. Bce oTBeThI BepHBI

CranpapTtHslif 00pazer - 3T0:

A. CrenuaiibHo 0(pOpMIICHHBIN 00pasell BelecTBa Wik MaTepuaia ¢ METPOJIOrHUECKU
aTTECTOBAaHHBIMU 3HAYEHUSMHU HEKOTOPBIX CBOMCTB

b. KoHTponbHbIN MaTepua, MOIyYEHHbIM U3 OpraHa IpOBOSIIErO BHEIIHUN
KOHTpPOJIb Ka4eCTBa U3MEPEHUHN

B. IIpoGa Ouomarepuana ¢ TOYHO ONpPEAEICHHBIMU TapaMeTpamMu

I'. Bce oTBETHI BEpHBI

KocBeHHbIe U3MEpEeHUs - ITO TaKU€ U3MEPEHHUS, IPU KOTOPBIX:

A. TIpumensieTcst MeTo]] HanboJsee OBICTPOro ONpeeIeHUs U3MEPSIEMON BEITUYMHbI
b. Uckomoe 3HaueHne BeIMYMHBI ONPEAEIAIOT Ha OCHOBAaHUU PE3YJIbTaTOB MPSIMbIX
U3MEpEeHUH Ipyrux pU3NYECKUX BEIUYHH, CBI3aHHBIX C ICKOMOW N3BECTHOM
(YHKIIMOHATIBHOW 3aBUCUMOCTBIO

B. HckoMoe 3HaueHre GU3NUeCKOil BETMUMHBI ONPEEIIAIOT IMyTeM CPAaBHEHUS C
MEpOM 3TON BEIIMYHHBI

I'. MckoMoe 3HaueHue BEJIMUUHBI ONPEACIISIOT 110 pe3yIbTaTaM U3MEPEHUM
HECKOJIbKUX (PU3MUECKUX BEJINYUH

J1. Bce oTBETHI BEpHBI

[Tpsimble U3MEPEHUS 3TO TAKUE U3MEPEHMS], TPU KOTOPBIX:

A. MickoMoOe 3HaueHNe BEJIMYUHBI OIIPEACIIAIOT HA OCHOBAHUH PE3YIIbTAaTOB MPSIMBIX
U3MEpEeHUl Ipyrux pU3NYecKuX BEJIWYHH, CBI3aHHBIX C HCKOMOW M3BECTHOU
(GYHKIIMOHATIBHOW 3aBUCUMOCTBIO

b. IIpumensercs meTo HanOoJiee TOYHOTO ONpEAeSIEHUsI U3MEPSIeMON BETHUNHBI

B. Hckomoe 3HaueHne (pru3nuecKkoi BEIMYUHBI ONPEAETSIOT HEMOCPEICTBEHHO MTyTEM
CPaBHEHHUS C MEPOH 3TOI BETNYMHBI

I'. I'pagyupoBouHas kpuBas IpudOpa UMeeT BUA MPSMOM

J."B"+"T™"

Cratudeckue U3MEPEHNs — 3TO U3MEPEHUS:

A. ITpoBoIMMBIE B YCIIOBHSIX CTallHOHAapa

b. IIpoBoauMBI€ IIPU ITIOCTOSTHCTBE U3MEPSIEMON BEJIMYUHBI

B. Hckomoe 3HaueHne (pru3nuecKoi BEIMYUHBI ONIPEIETSIOT HETOCPEICTBEHHO MTyTEM
CPaBHEHUs C MEPOU ITON BEITUYUHBI

r."A"+"p"

J1. Bce oTBeTHI BEpHBI



44, Banupayss METOJUKH — 3TO:
A. Jloka3atenbCTBO MPUTOJHOCTH METOAUKH 11l aHanu3a JIC
b. IIpoBepka cOOTBETCTBUSI METOUKHU TpeOoBarusiM ['D
B. IlpoBenenue ananmsa ¢ TpeOyeMoil TOUHOCTHIO
I'. Ouenka BOCIPOM3BOJIUMOCTH Pe3yabTaTOB aHAIN3a
1. Onpenenenue CUCTEMAaTHYECKOW MOTPEITHOCTH METOIUKHU

45. Banunanuu noJuiexaT cleAYOIUe TUIIbI aHATUTHYECKUX METOTUK:
A. Unenrudukarms kommnoneatos JIC
b. KonnuectBennoe onpenenenue npumeceit B JIC
B. KonunuecTBeHHOE OnpeiesieHne OCHOBHBIX KOMIIOHEHTOB JIC
I'. Onpenenenue npeaenbHOro coaepxanus npumeceit B JIC
. Onpenenenue pactsopumoctu JIC

46. BanuaiimOHHBIMU XapaKTEPUCTUKAMU METOIUKH SIBJISTFOTCSI:
A. ITpaBUIbHOCTH
b. Crnenuduanocts
B. JluneitnocTtb
I'. Bpems BbINOJHEHUS METOUKHU
JI. DKOHOMUYHOCTh

47. Ilpu mpoBeaeHUH BaJIUJAIIMH METOIUKH HEOOXOIUMO YCTAaHOBUTD:
A. Ilpenen obHapyxeHus
b. [lpenen Koau4eCTBEHHOIO ONPEIETCHUS
B. IIpeuusnoHHOCTH
I'. Tounocth
. JlnanazoH NpuMeHEHUs] METOIUKH

48. JlokazarenbcTBa CrIeU(UIHOCTH METOIMKY aHAIHM3a CIIeyeT IPUBOAMTD B CITyJae:
A. Unentuduxaruu JIC
b. Onpenenenus npumeceii B JIC
B. KonnuectBeHHOTO orpe/ieneHusi OCHOBHBIX KOMITOHEHTOB JIC
I'. IIpoBeneHus Tecta Ha paCTBOPUMOCTD
. OueHku poOacTHOCTH METOIUKH

49. Tlpu onpeneneHNN TUHEHHOCTH METOAUKH HEOOXOIMMO UCIIOIB30BATh YHUCIIO
YPOBHEW KOHIEHTPALIMU HE MEHEE:

A. 3
. 4
B. 5
r. 6
I 7

50. lns mpeicTaBieHUs IMHEHHOM perpeccuy BUA y=a+BX JOJDKHBI OBITh YKa3aHBI:
A. Koapdunment koppensuu
b. 3nauenue «a»
B. 3Hauenue «B»
I'. TlorpemHocTH onpeneneHust KoahOUIHUEHTa «B)»
. KoaddummenT nerepMuHanuu



IIpuMepHbIe TeMbl pedepaToB, COOOLIEHUH, JOK/IAA0B

OOmme MeTrombpl W TPUEMBbl  HCCIICOBAaHWS  KauecTBa  JIGKAPCTBEHHBIX
cpenctB. KoMImeKkcHBIM XxapakTep OIEHKH KadeCTBa JIGKAPCTBEHHBIX CPEICTB
OcHOBHBIE TPUYMHBI, MPUBOMISIIINE K W3MEHEHUIO CTPYKTYphl U KadecTBa
JIEKapCTBEHHOTO BemlecTBa. [[oHsATHE CpOKa TOAHOCTH JIEKAPCTBEHHOTO BEIIECTBA.
locynapcTBeHHass KOHTPOJIBHO - pa3peliuTeNbHas CHCTEMa II0 KOHTPOIIO
KayecTBa OTCUECTBEHHBIX W HMIIOPTHBIX JICKAPCTBEHHBIX CPEACTB W H3CIHMA
MEIWIIMHCKOTO Ha3HaueHWs. HopmatuBHas ©0a3a. OCHOBHBIE AacCIEKThl U
HaIpaBJICHUsI KOHTPOJIBHO-Pa3PEIIUTEILHOU CUCTEMBI

Opranuzanus koHTposst kadecTBa JIC B CTPYKTYpHBIX MPOU3BOJICTBEHHBIX
MOJPA3JCIICHUAX anTeK, (apMaleBTHUECKUX 3aBojoB, (abpuk. OTtmemns
KOHTPOJISI KAuecTBa.

TpeboBanus obmux dapmakoneitnbix crareit '@ Xl k Merogam KoHTpoOIs
KadecTBa JIEKApCTBEHHBIX (popM (TabaeTKH, Ma3H | T.1I.)

TpeboBanus obmux dapmakoneinbix crareit '@ Xl k Meromam KoHTpoOIs
KayecTBa  JICKAPCTBEHHOTO  PACTUTEIILHOTO  CHIPbS B 3aBUCUMOCTH  OT

MOP(OJIOTHYECKOM MPUHAICKHOCTH

7. Cranpaptuzauusi W cepTu(UKanus B KOHTPOJIE KauyecTBa JIEKApPCTBEHHBIX

CpCacTB. Cxema MNPUHATHA ACKIIapallii O COOTBETCTBHUHA JIC

8. MexayHapoaHble cTaHAapThl KOHTPOJIS KayecTBa JieKapcTBeHHBIX cpeactB (GLP,

GCP, GMP, GDP, GPP, ISO, ICH).

9. Merponoruss ¥ ee wucCHoilb30BaHME B (Qapmananu3e. Kpurepum kauecTBa

H3M€p€HHI>i " UX METPOJIOTMYECKasd XapaKTCPHUCTHKA

10. Bamupanus MeToaMK KauyeCTBEHHOTO M KOJMYECTBEHHOTO aHaIu3a. OcHoBHBIE

BAIIMAAUOHHBIC XapAKTCPUCTUKHU U UX OIPCACIICHUC

Kputepuu oneHky cpopMUPOBAHHOCTH KOMNIETEHIUH B pe3yJjibTaTe
OCBOEHHS AMCHMILIMHBI U IIKAJIA Oll€eHUBAHUA

[IepedyeHp KOMIIETEHIINN U KPUTEPUH UX OneHka

c(hOpMUPOBAHHOCTH ATrecTtanys (3a4er)

Brimonnenue tpeboBanuii kK GopMupyeMbIM
3HaHUSIM, yMeHHIM, HaBbikaM (YK-1, VK-2,
[1K-2, TIK-4, TIK-5) Ha 10CTaToYHO BHICOKOM
YpOBHE

Beimonnenue tpeGoBaHuii K (opMUPYEMBIM
3HaHUSAM, yMeHUsIM, HaBbikaM (YK-1, YK-2, 3auyTeHo
[1K-2, T1K-4, TIK-5) Ha npoaBUHYTOM
YpOBHE

Beimonnenue tpeGoBaHuii K (GopMUPYEMBIM
3HaHMUSIM, yMeHusM, HaBbikam (YK-1, YK-2,
I1K-2, TIK-4, TIK-5) Ha 0a30BOM YpOBHE

Breinmonuenue tpeboBaHuil K (hopMUpyEeMbIM
3HaHMUSIM, yMeHusM, HaBbikam (YK-1, YK-2, He 3aurteno
I1K-2, [1K-4, [1K-5) Ha ypoBHe HIKe 6a30BOTO

3aI[aHI/I$I K 3a4CTy BKIIIOYAKOT CUTYAIUOHHYIO 3a/1a4y U TCCTOBBIC 3aIaHUA.




OunenuBanue pe3yJabTaTOB YCTHBIX ONIPOCOB HA MPAKTHYECKUX 3aHATHAX

VYpoBeHb 3HAHUI ONIPEAEIAETCS OLEHKAMU «OMAUUHON», «XOPOULO», (YO081EMEOPUMETLHON,
«HEY0061emMEoOPUMENTbHON.

«Omauyno» — OpAWHATOP TIOKA3bIBACT IMOJMHBIE M TIYyOOKHE 3HAHHS MPOrPaMMHOTO
MaTepuaia, JIOTUYHO M apryMEHTHPOBAaHHO OTBEYAE€T Ha IIOCTABJIEHHBIM BONIPOC, a TaKkKe
JIOTIOTHUTEIIbHBIE BOIIPOCHI, IOKA3BIBAET BEICOKUM YPOBEHb TEOPETUUECKUX 3HAHUM.
«Xopowio» — opIuHATOpP, TOKa3bIBaeT TIyOOKHE 3HAHUS MPOrpaMMHOTO MaTepHana,
IrpaMaTHO €ro u3Jjaraer, JAOCTaTOYHO IIOJIHO OTBEYAeT Ha IIOCTaBICHHBIA BOIPOC H
JIOTIONIHUTEIIbHBIE BOIPOCHL. B TOXe Bpems Ipu OTBETE JOMYCKAET HECYILECTBEHHBIE
HOTPELIHOCTH.

«Yooenemeopumenvno» — OpIUHATOP IMOKA3bIBAE€T JOCTATOYHBIE 3HAHUS IMPOrPAMMHOIO
MaTepuaia, TpaMOTHO €ro M3J1araeT, JO0CTaTOYHO IOJIHO OTBEYAET Ha IOCTABJIEHHBIA BOIIPOC,
Opd OTBET€ HE [OIMyCKaeT TrpyObIX OMMOOK WM mpoTHUBopeunil. st momyueHus
IPaBUIBHOTO OTBETA TPEOYIOTCS YTOUHSIOIIUE BOIIPOCHI.

«Heyooenemeopumenvroy» — OpIMHATOP MOKa3bIBAET HEAOCTATOYHBIE 3HAHUS IPOTPAMMHOI0
Mmarepuaia, He cHocoOeH apryMEeHTHMpPOBAHO €ro M3jararb, JIOIyCKaeT IpyOble OIIMOKU B
OTBETE, HEMPABUIBLHO OTBEYAET Ha IMOCTABJIEHHBIM BOIIPOC WK 3aTPYAHSETCS C OTBETOM.

Kpurtepuu n mkaJsl oneHku pedepara

Pedepar nomken umers 00beM He MeHee 20-Tu cTpanui, 14 mpudTt, uaTepBai 1,5-2, momus
3x2cMm.

Crpyxtypa pedepara.

a) TutynpHbIA IUCT

0) OrnaBneHue

B) BBenenue

r) OcHOBHas 4acTh

1) 3aKIr04YeHHe

e) Criucok JuTepaTypsl

TpeboBaHMs K TEKCTY pedepara:

BBeienne: BKIIIOYAET aKTyalbHOCTb TEMbI, 0003HaYaeT

1eNb MCCIENI0BaHUs, U CTaBUTCS PAJ KOHKPETHBIX 3a7au peepaTUBHOTO HMCCIICOBAHMUS.
OcHoBHasi 4acTh pedepaTra MOCBALIACTCS H3JIOKEHUIO TEMBbI, KOTOpasl JIEKHUT B OCHOBE
HAy4YHOU crieuann3alum.

3akiaroyenue pedepara — 3TO NOJBEJCHHE HUTOrOB IPOBEACHHOro aHanus3a. Ha Bce
MOCTaBJIEHHbIE BO BBEJCHUM 33J]auyl JIAlOTCS KOHKPETHBIE OTBETHI 00 UX pelieHuH. B koHIe
pedepara noKeH OBITh CIHHCOK MCHOJb30BAHHON JIMTEpPaTypbl, COCTaBIEHHBIH B
an(aBUTHOM HOPSAIKE B COOTBETCTBUM ¢ OMOIMOrpaduuecKuMu TpeOOBaHUSIMH.

«Omauuno» — wMartepuan U3JO0KEH JIOTUYECKH TPaBWIbHO B JOCTYMHOM Qopme ¢
HarsiiHoCThI0. [lpy Hanucanuu paGoThl OBUIM MCMOJIB30BAHBl COBPEMEHHBIE JTUTEPATypHBIE
UCTOYHUKH (OoJiee 5, B TOM ynciie MOHOrpaduu U MepuoAndeckue U3IaHus).

«Xopowo» — marepuan U3JOXKEH HE JOCTATOYHO IOJIHO, MPH IMOATOTOBKE PadOTHI ObLIN
MCIIOJIb30BaHbl NEPUOAMYECKHE HM3JaHMsI CTapbIX JIET BBITycka W HHTepHET. lcmomb3oBaH
HarJsIHBIA MaTeprall B HEAOCTaTOUHOM 00BbeMe.

«Yooenemeopumenvno» — tema packpeita ciabo, ogHoctoponHe. [Ipu moaroroske padboTh
OBUT WCTIONB30BaH TOJNBKO WHTEpPHET WM 1-2 mepuomuveckne w3maHus. HarmsmgHocTe He
MCIIOJIb30BaHa WK No1o0paHa He MPaBHIIbHO.

«Heyooenemeopumenvno» — TOpy4eHHBI pedepaT HE BBIOJHEH WM TMOATOTOBIEH H
JIOJI0kKEH HEOPEeKHO (TeMa He pacKphITa, HArJITHOCTH HET).



6. YA EBHO-METOJANYECKOE U UH®POPMALIMOHHOE
OBECIIEYEHHUE AU CHUII/INHbI

OcHOBHas JiuTepaTypa

I'ocynapcrBennas ®@apmakoness PD. 12 uzn. Y.1. M.: M3 PO, 2007. - 704 c.

EBponeiickas ¢papmakomnes. — 7-¢ u3a. B 3 . M.: Pemenuym, 2011
®dapmakornosus. TecToBble 3aaHNs M CUTYAIIMOHHbIE 3a1aun: y4ueO. [Tocooue.
M.: ITDOTAP-Menua, 2011

6. 2. /lonosiHUTE/IbHAA JIUTEpATypa

dapmaneBTudeckas pa3padoTka. KoHnenuus u npakTHuecKue peKoOMeHIaluu: HayqHO-
NPaKTUYECKOE PYKOBOJCTBO JUIs (hapMarieBTHUeCKoM oTpaciu / mox pex.brikosckoro C.H.,
Bacunenko U.A., Jdemunoi H.b. [u ap.] // M.: Tlepo, 2015. —
472
PyKkoBO/1cTBO O MHCTPYMEHTAIBHBIM METO/1aM MCCIIEJOBAaHUM IIPH pa3paboTKe
Y DKCIIEPTU3€E KAUECTBA JICKAPCTBEHHBIX IPENAapaToOB: HAyYHO-IIPAKTUYECKOE
PYKOBOJICTBO JIs hapMareBTHUECKOW oTpaciu / mof pea. beikoBckoro C.H.,
Bacunenko U.A., Xapuenko M.W.// M.: Ilepo, 2014. — 656 c.
[Iaruropckas H.B., Cambinuna 1. A., beperossix B.B. IlpaBuna opranuzanuu
IIPOU3BOJICTBA U KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEJICTB U3 PACTUTEIBHOTO
coIpbst: yueb. [Tocodue. - CII6.: CrerJIuT, 2013. - 367 c.
TrokaBkuHa H.A. CrangapTusanysi 1 KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX

cpencts. - M.: M3garenscTBO: MeaunuHckoe HH()OpPMAallMOHHOE areHTCTBO,
2008. — 384 c.

HOpMaTI/IBHbIe dKThbI

Koncrutynus Poccuiickoit denepanuu ot 12.12.1993 r.
®enepanbHblif 3akoH 0T 12.04.2010 Ne61-D3 «O06 obOpalieHnn J1eKapcTBEHHBIX
CPEICTB»

[Tocranosnenwne IpaButenscrBa Poccuiickoii @eneparun ot 30.06.2004 N 323
«O06 yrBepxnenun [lonoxenus o dexepanbHoOi ciryx0e 1o Haa30py B chepe
3/IpaBOOXPAaHEHUS U COLMAIIBHOTO PA3BUTHS»

I[MpaBuna Hamtexamei knandeckoi mpaktuku (GCP) EADC, yrBepka¢HHbBIC
Coserom EDK 03.11.2016 2016 Ne79

ITpuka3 Munzapascoupaszsutus Poccun ot 26.08.2010 N 7581 «O6
yrBepxkaeHun [lopsiika npuocTaHOBIEHNS TPUMEHEHHUS JI€KapCTBEHHOTO
npernapaTta Jisi METUIUHCKOTO MPUMEHEHUS»

[Ipuka3z Munzapascoupassutus Poccun ot 26.08.2010 N 7491 «O0
YTBEPKACHUH POPMBI JOKYMEHTA, COJIEPIKAILEr0 Pe3yIbTaTbl MOHUTOPUHTA
0€30MacCHOCTH JIEKApCTBEHHOTO Mperapara Jjsi MeJUIIMHCKOTO IPUMEHEHHS B
LEJISIX OATBEPKIEHUS €r0 TOCYAAPCTBEHHOM pEruCTparym

Haunonaneheiii crannapt «Hannexamias knuandeckas npaktuka. [OCT P
52379-2005», yrBepxkaeHHbIN npukazom Pocrexperynuposanus ot 27.09.2005 N
232-c

[Tpuka3z Munznpasa Poccuu ot 12.07.2017 N 4091 «O0 yTBepKIAeHUHN TTOPSIKA
(bopMHpPOBaHUS PETMCTPALIMOHHOTO JI0ChE Ha JICKApCTBEHHBIN Mpenapar u
TpeboBaHUH K JOKYMEHTaM B €T0 COCTaBe, TpeOoBaHUH K 00beMy HHPOPMAIIHH,



IIPEIOCTABIIIEMOI B COCTaBE PErMCTPALMOHHOTO 10ChE, ISl OTAEIBHBIX BUI0B
JIEKApCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO IPUMEHEHUS U NIOPsJIKa
MIpe/ICTaBJICHUS IOKYMEHTOB, U3 KOTOPBIX (POPMUPYETCSI pErHCTPAIIIOHHOE JIOChE
Ha JIEKapCTBEHHBIN IIpenapar Juisi MEAULIMHCKOIO IPUMEHEHHUS B LIEJISAX €ro
roCy/1apCTBEHHON PETUCTPALIUN»
[Tpuka3z Munnpomanepro P® ot 26.12.2006 N 425 «O06 yTBepKIaeHUN
Meroanueckux peKOMEHIallui 110 TPUHATUIO U PETUCTPALUU JEKIapaluu O
COOTBETCTBHUH JIEKAPCTBEHHBIX CPEACTBY
®enepanbHblil 3aKoH "O TexHUYecKoM peryauposanun” ot 27.12.2002 N 184-
@3
IIpuka3 Munucrepcrsa 3apaBooxpanenus Pocculickon denepanuu ot
22.05.2023 Ne2491 "OO yTBEpKICHUH MPABHII U3TOTOBJICHHS U OTITYCKa
JIEKApCTBEHHBIX IIPENapaToB sl MEAULIMHCKOTO IPUMEHEHUS allTeYHbIMU
OpTaHU3aIMSIMH, UMEIOIIUMH JIMIIEH3UIO Ha (papMareBTHIECKYIO
NEeATEIbHOCTD"
[Tpuka3z M3 P® ot 31 aBrycra 2016 . N 6470 «O0 yTBEp>KICHUH ITPaBUIT
HaJyIeXkalllel anTeuHol NPaKTUKY JIEKapCTBEHHbIX MpEnapaToB JIs
MEIULUHCKOTO IPUMEHEHUS»

Pecypcbl uHGOpPMALMOHHO-TE/1EKOMMYHUKAILMOHHOM CETH
«MHTEepHET»

6.4.1. BO3 (BcemupHas opranu3aius 3JpaBoOXpaHeHus). [ DNEeKTPOHHBII pecypc]. -
Pexum
noctyna: http://www.who.int/ru/
HoBoctu GMP. [DnektponnsIii pecypce]. - Pexxum nocryma:
http://gmpnews.ru/terminologiya/gmp/
I'ocynapcrBennas ¢apmakones PO, 13-oe uzganue. B 3 1. M.: M3P®, 2015. -
Pexxum
nocryna: http://www.femb.ru/feml
KoHTpoJib KauecTBa JIEKapCTBEHHBIX CPEICTB [ DIEKTPOHHBIH pecypc]: yueOHuK /
mog  pexn. T. B. Ilnereneroit - M.: [DOTAP-Menua, 2014. — 506 c. Pexxum
noctyna: http://old.studmedlib.ru/book/ISBN9785970426340.html

Ilepyuogunyeckue u3gaHus

Bonpocs! 6uonornueckoit, MEIUIMHCKON U (hapMalieBTHUECKON XUMUU

BenoMocTn HaydHOTO EHTpa 3KCIEPTU3bI CPEICTB ISl MEAULUHCKOTO
MIPUMEHEHUS

W3BecTus BhICIINX y4eOHBIX 3aBeieHUH. CeBepo-KaBKa3CKUil pETHOH.
EcrecTBeHHBIE

HayKu

PacturenbHble pecypcesl

XVMHS PaCTUTENBHOTO CHIPbS

XUMHUKO-(hapMalleBTHUECKUN KypHaT


http://www.who.int/ru/
http://gmpnews.ru/terminologiya/gmp/
http://www.femb.ru/feml
http://old.studmedlib.ru/book/ISBN9785970426340.html

IlepedyeHb JIMILEH3UOHHOTI'O IPOrPAMMHOI0 06ecneYeHMs:

Cucrema nuctannuonnoro ooyuenust «Pycckuit Moodle Hosted»

Cucrema aucTaHIMOHHOTO 00y4eHus «e-Learning Server 4G v 4.2

Cucrema yripaBiieHus y4eOHBIM IporieccoM «Marermnany V.4

[Maket nporpamm Microsoft Office Standard 2016

OC Windows Server_2016

OC WindowsServer 2012

AHTHBHpYCHOE TIpOrpaMMHOe oOecrieueHue - antuBupyc Kacnepckoro «Kaspersky
Endpoint Security»

KommnbrotepHas cipaBouHas mpaBoBas cuctema «Koncynprant [Timrocy

Cucrema snekTpoHHOro TectupoBanus «Veral Test Professional 2.7»

7. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHHUE U
OBPA30BATEJ/IbHBIE TEXHOJIOT'H, IPUMEHAEMBIE ITPH
OCBOEHUMH JUCHHUII/IMHDBI

Jns obecrieueHuss OCBOCHUS JUCIUTUIMHBI HEOOXO0IMMO:
HAJIMYME WHPOPMAIMOHHO-TEIICKOMMYHUKAIIMOHHBIX CPEJICTB JIOCTyNa K
WHTEPHET-PECypcy.
ayJMTOPUU i1 TPOBEICHHS 3aHATHH M  CaAMOCTOSTEJIIbHOW  paboThl,
00Opy/OBaHHBIC MYJIBTUMEIUWHBIMH W WHBIMH CpPEACTBAMH OOYYCHUS,
MO3BOJISIIOIIAE UCIOJIB30BaTh CHMYJISIIUOHHBIC TEXHOJIOTHH, C THIIOBBIMHU
HaObopamMu TPOPECCHOHATBHBIX MOJIEICH W PEe3yJIbTaTOB JabOpaTOPHBIX H
WHCTPYMEHTAJIBHBIX ~ HWCCIENOBAaHMM B  KOIWYECTBE,  IO3BOJISIIOIIEM
oOyJaromuMcsi  OCBaWBaTh  yYMEHUS W  HABBIKH, MPEIYCMOTPCHHBIC
npodeccnoHaNbHOM 1eATEeNbHOCTHIO, HHAWBUIYaTBHO.
nabopaTtopun ¢ BHITSDKHBIMH IIKa(amu, OCHAIIEHHBIC CIEIUATH3UPOBAHHBIM
o0opynoBaHueM (BEChl alTeUHbIE, BECHI TaOOpaTOpHbIE, BEChl AHATUTUYECKUE
AJICKTPOHHBIC, XHMHYECKas IOCyJa, (OTOKOJIOPHMETP, CIEKTPOPOTOMETD,
YO®d-cnektpodoTomeTp,  000pyAOBaHUE TUTST TOHKOCTIOWHOM
xpomatorpadun, TUTpATOp, MPUOOP IS M3MEPEHUS JHHEHHBIX W YIJIOBBIX
BEeIMYMH, ocuwuiorpad) W pacXoJHbIM MaTepuaJoM B KOJIUYECTBE,
MO3BOJISIIOIIEM ~ OOYyJaromMMCsl  OCBaWBaTh  yMEHHUS W HAaBBIKH,
Mpe1yCMOTPEHHbBIE MPOPECCHOHATBHON JEATEeIHbHOCTHIO.

Jlnst  opranm3anmu  yuaeOHOTO mporecca Kadeapbl TODKHBI HMETh  yueOHO-
METOJMYECKUN KOMIUIEKC MO AWCIUIUIMHE, KOTOPBIM BKIIOYAeT pabodyr0 MporpamMmy IIo
JMCIMIUTAHE, TEPEeCMATPUBACMYI0 E€KETOJHO, MONHBIA HaOop o00s3aTenbHON  yueOHOI
JITEPATyphbl, METOJWYCCKHE YKa3aHWs IS TpernojaBaTeieil W OpAWHATOPOB MO BCEM
pasienaMm JIHUCIMIUIMHBI, OICHOYHBIC MATepHalbl, a TAKXKE DJICKTPOHHBIC BEPCHU YueOHO-
MCTOANYCCKUX U TUAAKTUUCCKHUX MAaTCPUAIIOB.

MeTOlIHKa npenoaaBaHus JUCHUIIIIMH MMPEAYCMATPUBACT YTCHUEC HeKHHﬁ, IIPOBCACHUC
MPAKTHYECKUX 3aHATHH, CaMOCTOSTENbHYIO paboTy, a TakKe H3ydeHHe Marepuasa
IPOrpaMMbl C HCIOIb30BAHUEM JUCTAHIIMOHHBIX O0OpPA30BATENbHBIX TEXHOJOTHH B Cpeie
LMS Moodle na yuebnoM nopraie e-learning.

ITpu HEOOXOAMMOCTH JIEKIMH W TPAKTUYCCKHUE 3aHATHS MOTYT OBITh pPealn30BaHbI
MMOCpEACTBOM AHMCTAHIIMOHHBIX O6pa3OBaTeJ'IBHI)IX TEXHOIOTHI Ipu YCJIOBUU CO6J'IIO)1€HI/I$I
TpeOOBaHMI aICKBATHOCTH TEJICKOMMYHHUKAIIMOHHBIX CPEACTB LIEISAM U 3aa4aM ayJIuTOPHON
OJITOTOBKH.



[To m3yyaeMbIM JUCHUIUIMHAM YCTAHOBJICH TEpeUeHb OOS3aTEIbHBIX BUIOB PabOTHI

OpAMHATOPA, BKJIFOUAOLLWN:
[Tocenienue Bcex BUIOB 3aHATHIA, TIPETYCMOTPEHHBIX YUECOHBIM TUIAHOM.
Pemrenue npakTHYECKUX 3a7a4 U 3aJJaHUN Ha IPAKTUYECKOM 3aHATUU
BeimonHenue mpakTHUeCKMX ~paboT  caMOCTOATENbHO TOJ  PYKOBOJICTBOM
Mpero1aBaTeNsl MM HaCTaBHHKA.
PerynspHoe mocemieHHe COOTBETCTBYIOLIETO — 3JIEKTPOHHOTO  pecypca o
JTUCUUIUTAHAM, pa3MEIIeHHOro Ha ydeOHoM mopTane e-learning, wusydenue
y4eOHOT0 KOHTEHTa B COOTBETCTBHH C Tpa@uKOM y4eOHOTO Iporiecca,
BeimonHenue 3agaHuil Ha mopralie, BKItodaromux ydactue B on-line u off-line
CeMUHapax, OJIMI-3a/IaHus, ICCE, OMPOCHI, TECTOBBIC 3aJaHHS.
BrinonHenue KOHTPOJIBHBIX padoT.
Jpyrue Bupl paboT, onpenesieMble PenoaBaTeieM.

Texkymui 1 IpOMeKyTOUYHBIM KOHTPOJIb YCIIEBAEMOCTH OPJAMHATOPA 10 JUCLUILIIMHAM
OCYILECTBIISICTCST TIPENoJiaBaTesieM IyTeM MOHUTOPHHTA JCATEIBHOCTH OpIUHATOpa Ha
yueOHOM mopTaiie e-learning.

TectupoBaHHe MPOBOJUTCS B COOTBETCTBHHM C METOAUYCCKHM PECYPCOM CHUCTEMBI
LMS Moodle, mogaepkuBaromieit BOMPOCH CISAYIOMUX THIIOB:

B 3akpeiToii ¢popmMe (MHOKECTBEHHBIH BBIOOpP): MPEIOCTABISET BO3MOXKHOCTH BBIOOpA
OJTHOTO ¥ HECKOJIbKUX BapUAHTOB.

Kopotkunii oTBer.

UmncnoBoii: MpUHUMAETCS OTBET B BUJIE YUCIIA C ONPEICICHHON MOTPEIIHOCTHIO, TAKXKe
MOYKHO TIPEOCTABUTh BO3MOXKHOCTh OTBETA B PA3JIMUHBIX CIUHHUIIAX U3MEPCHHUS.
Brraucnsemsrii: TekcT Bompoca (GopMyIHpyeTcss Kak mabioH, s Hero GpopMupyercs
OIpeieNICHHbI HA0Op 3HAUCHHIA, KOTOPhIC aBTOMATHYECKH TOICTABIISIFOTCS.

Ha cootsercrue.

Bepno/HegepHo.

Occe: npeanoiaraeT TeKCTOBBIM OTBET OpAMHATOPA B cBOOOJHON popMme. OreHuBaeTcs
Ipero/iaBaTeNeM.

BrnoxxeHHBIE OTBETBI: TEKCT BONPOCA COIECPIKHUT MO, B KOTOPHIX OPAMHATOP BBOAWUT WIIN
BBIOMPAET OTBET.

CrnydJaiiHple BOTIPOCHI: Ha MECTO CIYYallHBIX BOIPOCOB B TECTE€ OPAMHATOPY MPU KaXIOM
HOBOM TOMBITKE CIy4aiHbIM 00pa30M MOACTaBIAIOTCS BONPOCHI U3 BEIOPAHHON KaTeTOpHUH.

[MpakTuyeckue 3aHATHS TPOBOJATCS B CTPOIOM COOTBETCTBUH C METOJAMYCCKHUMHU
yKa3aHUSIMH JUTE OPJAMHATOPOB U MPETOIaBaTelIeH.

CamocrosTenbpHas paboTa ¢ HCIOJB30BAaHHEM JTUCTAHIIMOHHBIX 00pa30BaTEIBHBIX
TEXHOJIOTHH MOXET TpeAyCMaTpHBaTh: UTCHHE OSJCKTPOHHOTO TeKCTa (yueOHHMKa,
NEPBOMCTOYHUKA, YYEOHOrO MOCOOMs, JICKIIMH, MPE3CHTAMU M T.1.) MPOCMOTP BHJIEO-
JICKIMIA, COCTAaBIIEHHWE IIJJaHA TEKCTa, TpapuuecKoe H300pakeHHE CTPYKTYpPHI TEKCTa,
KOHCIIEKTUPOBAHHE TEKCTA, BBIMUCKU M3 TEKCTa, paboTa C JJIEKTPOHHBIMH CIIOBapsIMHU,
0asamu JaHHBIX, rioccapueM, Wiki, crpaBOYHMKaMu; O3HAKOMIICHHE C HOPMATHBHBIMHU
JIOKYMEHTaMH; y4eOHO-HUCCleIoBaTeIbCcKas padoTa.

s hopMUpOBaHUS YMEHUI: pelIeHUE 3a/1a4, U YIPaXHEHUH 10 00pasily; peiieHue
BapUATHUBHBIX 3a7a4 W YIOPAKHEHWH, BBIMOJIHEHHE CXEM, 3aroyiHeHHe (GOpM, pelIeHne
CUTYaIIMOHHBIX MMPOU3BOJICTBEHHBIX 3314, TOJrOTOBKA K JICIOBBIM HIPaM, POCKTHPOBAHUE
U MOJEJIMPOBAHUE Pa3IMYHBIX BUAOB M KOMIIOHCHTOB MPO(EeCCHOHANIBHOW AESITEIbHOCTH,
pediekcuBHBIA  aHAIN3 TPO(PECCUOHANBHBIM YMEHH C WCIOJBb30BaHUEM ayJIHo- |
BU/IEOTEXHUKH.



8. OCOBEHHOCTH OPTAHU3ALIMH OBYYEHHUA 110 JUCLHUII/IMHE
A1 UHBAJINA0B U JINL, C OTPAHUYEHHBIMHU BO3MOKHOCTAMMU
340POBbA

OOydeHue OOyYalOIMUXCS C OrPAaHUYECHHBIMH BO3MOXKHOCTSIMH 3JIOPOBBSI  IIPH
HEOOXOJUMOCTH  OCYIIECTBIsIeTCsT Kadenpold Ha OCHOBE aJalTUPOBAHHON pabodeii
IpOTpaMMbl  C HUCIIOJIB30BAHUEM CIICIHAIBHBIX METOJIOB OOYYEHHUS M JUAaKTUYCCKHX
MaTepHajoB, COCTaBICHHBIX C YYeTOM OCOOEHHOCTeH MCHXO(U3NYECKOTO pa3BHUTHS,
WH/IWBUIYAIHBIX ~ BO3MOXKHOCTEH M COCTOSHHSI  3JIOPOBBbSI  TaKUX  OOYYalOLIMXCS
(oOyuarormierocs).

B mensx ocBoeHusi ydyeOHO# MporpaMmbl AMCHUIUIMHBI WHBAIMIAMUA W JIALAMH C
OTpaHUYEHHBIMU BO3MOXKHOCTSMH 37J0POBbA Kadeapa 00ecreunBacT:

0J15 UHBAIUOO8 U JIUY C O2PAHUYEHHBIMU BO3ZMONCHOCHIAMU 300P0BbSL NO 3PEHUI).

— pa3MelIeHHEe B JIOCTYIHBIX JUISI OOYYarOIIUXCsl, SBISIOMIMXCS CICIBIMU WA
CIabOBUASIIUME, MECTaX U B QJallTHUPOBAHHON (hopMe CIpaBOYHONW MHPOPMALUHU O
pacrucaHuy yu4eOHBIX 3aHSTHIA,

— TPUCYTCTBHE AaCCHCTEHTa, OKAa3bIBAIOIIETO OOydJaromeMycsi HEOoOXOAUMYIO
MTOMOIIIB;

— BBIIIYCK QJIbTEPHATHBHBIX (OPMATOB METOJUYECCKUX MAaTEePHaIOB (KPYIHBIN
upudt win aynuo ¢aiine);

0/15 UHBAUOO8 U IUY C 02PAHUYEHHBIMU BOZMONCHOCHAMU 300P0BbIL NO CYX):

— HaJUICKAIIUMU 3BYKOBBIMHU CPEICTBAMH BOCIIPOU3BEICHIE HHPOPMALINH;

011 UHBANUOO8 U JUY C OSPAHUYEHHBIMU BO3MOICHOCHAMU 300P06bS, UMEHOUUX

HapyuleHus OnOPHO-08U2AMENbHO20 ANNapama.

— BO3MOXHOCTb O€CHpPENsITCTBEHHOI'O JOCTyna oOydaloluxcsi B YydeOHbIe
MOMENICHUS, TyaJleTHblE KOMHATBl M JpyTrue TIOMEIIeHUs Kadenpsl, a TaKKe
npeObIBaHUE B YKA3aHHBIX TOMEICHHSX.

OO6pa3oBanre OOYYArONIMXCS C OTPAHUYECHHBIMH BO3MOKHOCTSMH 3JI0POBBSI MOKET
OBITH OPraHM30BAaHO KaK COBMECTHO C JPYTUMH O00YYaIOLIMMHUCSA, TaK U B OTJIEJIBbHBIX TpyHnax
WIN B OTACTHHBIX OPTaHU3aIHUsIX.

l'lepequb yqe6H0-MeT0/1nqec1<0r0 o6ecnedYyeHHUsA CaMOCTOSTE/IbHOM

paGoThl 0GYYAKIIUXCSA MO AUCIUIIIUHE.

Y4eOHO-MeToInYecKHe Marepuansl I CaMOCTOATEIIHOU paboThI
00y4aromuXxcsl U3 YUCIIa MUHBAJIUIOB M JIUL C OIPAaHUYEHHBIMU BO3MOXKHOCTSIMH 3JI0POBBS
OpPEeJOCTaBIsAOTCS B (opMax, aJaNTUPOBAHHBIX K OTPaHUYEHHUSM HUX 370pOBbi U
BOCHPUATUS UHPOPMAIUH:

Kareropum ctyneHToB DopmbI

B TIe4aTHOU popme;
B (hopMe PIIEKTPOHHOTO JIOKYMEHTA;

C HapyuieHueM ciryxa

C Hapy1lieHneM 3peHus B MedaTHOW (opMe YBEITMYEHHBIM LIPUPTOM;
B (hopMe 3JIEKTPOHHOTO IOKYMEHTA;

B (hopMme ayauo (aiina;

C HapyIIeHreM ONOPHO-/IBUTaTEIBHOTO - B meyaTHou ¢opme;
B ()OpMeE 3IIEKTPOHHOTO IOKYMEHTA;
B (hopMme ayauo (aiina;

arrapara

JlaHHI)II\/II MEPECUCHb MOXKCT OBITH KOHKPETU3UPOBAH B 3aBUCHUMOCTH OT KOHTHHICHTA
00yJaromuxcs.




POH/J OLIEHOYHBIX CpeacTB AJid IPpOBEACHHUA l'[pOMG)KYTO‘-IHOﬁ

aTTecraimuu O6y‘lal()]lll/lXCﬂ nmo AUMCIUIIJINHE.

ITepeuenbs (POHIOB OLIEGHOYHBIX CPEACTB, COOTHECEHHBIX C IUIAHUPYEMBIMHU
pe3yibTaTaMH  OCBOEHHUS  OOpa3oBareibHOW  mporpamMmbl. s OpAMHATOPOB  C
OTPAaHUYEHHBIMU BO3MOXKHOCTSIMU  37I0POBbSI MPEIYCMOTPEHBI CIEAYIOIIUE OLICHOYHBIC
CpescTBa:

Kareropuu ctyneHToB | Busbl o1ieHOYHBIX DOopMBbI KOHTPOJISI U OLIEHKHU

CpPEACTB pe3yJIbTaToOB
C HapylieHneM ciyxa | TecT MPEUMYIIECTBEHHO

MUChbMEHHAs IPOBEPKA

C napyuieHuem cobecegoBaHKe MPEUMYIIIECTBEHHO YCTHas MPOBEpKa
3pCHUA (MHAUBUYATBHO)
C HapyuieHrem peleHue OpraHu3anusl KOHTPOJS C IOMOILIBIO
OIIOPHO- AUCTAHIIMOHHBIX TCCTOB, | snmexTpoHHON 000m0ukn MOODLE,
JIBUTATEIILHOT'O KOHTPOJIbHBIE BOIIPOCHI

MHCbMEHHAs MTPOBEpPKa

aliriapara

CTy,HCHTaM C OI'paHUYCHHBIMU BO3MOKHOCTAMHU 3J0POBbA YBCIIMYUBACTCS BPEMA
Ha TIOATOTOBKY OTBCTOB K 3aqéTy, paspemracTCd TOoTOBUTH OTBETHI C MCIIOJIB30BAHHUEM
JUCTaHIIMOHHBIX 06p8.30BaTeJ'ILHLIX TEXHOJIOTHIA.

MeToau4yecKue MaTepuaJibl, ONpeesinyue npoueaypbl OLeHUBaHUA
3HAHMH, YMEeHUM, HaBbIKOB U (MJIM) ONbITA AEATEJbHOCTH,

XapaKTepUu3ywIilue 3Tanbl popMUPOBaHMS KOMIETEHIUHA

[Tpu npoBeneHUM MpoLENypbl OLIEHUBAHHUS pPE3YyIbTaTOB OOYUYEHHs] WHBAIUIOB U
JUI] C OrPaHWYEHHBIMU BO3MOYKHOCTSMHU 3J0pPOBBSl IMpEAYCMATPUBAETCA HCIOJIb30BaHUE
TEXHUYECKUX CPEJCTB, HEOOXOAMMBIX MM B CBA3M C UX HWHAWBUAYAJIbHBIMU
OCOOEHHOCTSIMU. OTH CpEJICTBa MOTYT OBITh NpenocTaBiieHbl [IITUrOpckUM MeTuKO-
dapmaneBTuyeckuM MHCTUTYTOM — unuanom ®PI'BOY BO BoarI’'MY Munsnpasa Poccun
WIM MOTYT HCIOJIb30BAaThCS COOCTBEHHBbIE TEXHUYECKHE cpencTBa. [Iponenypa oleHHBaHUS
pe3yibTaToB OOy4YeHMs HHBAJIUIOB U JIUI C OTPAaHUYEHHBIMH BO3MOYKHOCTSIMH  3/I0pOBBS
no JUCUMIUIMHE IpeaycMaTpuBaeT  MpefocTaBieHne uHpopMauuu B (dopmax,
a/IalITUPOBAHHBIX K OIPAaHMUYEHHUSIM MX 370POBBS U BOCTIPUATHS UHPOPMALIUU:
Jlig U1l ¢ HapyIIEHUsIMU 3pEHUS:
- B [Ie4aTHOM (popMe YBETMUEHHBIM LIPUPTOM;
- B (hopMe IIEKTPOHHOTO JOKYMEHTA;
- B popme aynuo daiina.
JUi U1 ¢ HapyIIEeHUsAMU CllyXa:
- B Ie4aTHo# Gopme;
- B hopMe AIIEKTPOHHOTO JOKYMEHTA.
Jljig U1l ¢ HapyIeHUsIMU OTIOPHO-/IBUTaTeNIbHOTO arnmapara:
- B IeyaTHOH (opme;
- B (hopMe AIIEKTPOHHOTO JJOKYMEHTA;
- B hopme aynuo (aiina.
JlanHblil mepedeHb MOXKET ObITh KOHKPETH3UPOBAaH B 3aBUCUMOCTH OT KOHTHHIEHTa
o0yJaromuxcs.
[Tpu npoBeneHnU NPOLEAYpPbI OLIEHUBAHUS PE3YIbTATOB 00YUYEHUS WHBAJIUI0B U JIMII C
OTrPaHUYEHHBIMU BO3MOXKHOCTSIMH 3J0POBBSl MO TUCHUIUTMHE(MOAYINI0) oOecreuynuBaeTcs




BBIIIOJIHEHUE  CIEAYIONMX  JOTOJHHUTENBHBIX  TpeOOBaHMH B 3aBHCHMOCTH  OT
WH/IMBUYAJIbHBIX OCOOCHHOCTEH 00yJaroIuXcs:

1. UWHCTpYKIHMS 1O  TOPSJIKY  TPOBEICHHS  TPOUEAYPHl  OLICHUBAHHS
IpeJoCTaBIsieTCsT B JOCTYmHOH (opme (ycTHO, B NHUCBMEHHOW ¢opme, YCTHO ¢
UCIIOJIb30BaHUEM YCITYT CYPIOIIEPEBOIUNKA);

2.  nmocrymHas (opMma IpeaoCTaBICHHs 3a/IaHUui OIEHOYHBIX CPEICTB (B IMEYaTHOM
dopme, B rmeuaTHOM (opme yBenWUYCHHBIM IpudTOoM, B (HOpME DBIECKTPOHHOTO
JOKYMEHTa, 33/JaHusl 3a4UTHIBAIOTCSA  ACCHUCTEHTOM, 3aJaHUs MPEJOCTaBIAIOTCA  C
UCTIOJIb30BaHUEM CYPIOTIEPEBOJIA);

3. nmocrymHas ¢opMa MPEeJAOCTABICHUS OTBETOB HA 3aJaHus (MUCHMEHHO Ha
Oymare, HaOOp OTBETOB Ha KOMIIBIOTEPE, C HMCIIOJIb30BAHHEM YCIIYT aCCHUCTEHTA, YCTHO).

[Ipu HeoOxomuMmocTH i OOYYaIOUIMXCS C OrPAaHMYEHHBIMH BO3MOXKHOCTSIMH
3I0POBbSI U WHBAJIUIOB MpOICIypa OIECHUBAHUS PE3yJIbTaTOB OOYYEHHUsS MO JUCIUTUIAHE
(MOZYJTI0) MOKET MPOBOJMTHCS B HECKOJIBKO ATAroB. [IpoBeneHne mpoueaypsl ONEeHUBAHUS
pe3yJIbTaToOB OOYYCHHs WHBAIMIOB W JIMII C OTPAHUYCHHBIMU BO3MOXKHOCTSIMH 3I0POBBS
JIOITYCKAETCS C MCIIOJIb30BaHHEM AMCTAHIIMOHHBIX 00pa30BaTEIbHBIX TEXHOJIOTHH.

IlepeyeHb OCHOBHOM U AONOJIHUTE/IbHOM Y4E€OHOW JIMTEepaTyphl,

HEe06X0ZUMOH /IS OCBOEHHUS AUCIUILINHBI.

s ocBOEHMsS AMCUMIUIMHBI HWHBAIMJAMU M JMIAMM €  OIPAaHUYEHHBIMU
BO3MOXHOCTSIMM  3JI0POBbsSl IIPEJOCTABJIAIOTCS OCHOBHAs M JIONOJHMUTENbHAs ydeOHas
JUTEpaTypa B BHJIE JJIEKTPOHHOTO JOKYMEHTa B (pOHAE OMONMOTEKH W/WIM B SJIEKTPOHHO-
OMOIMOTEUHBIX CUCTEMAX. A TakKe MPEeAOCTABISAIOTCS OECIUIaTHO CHElMaIbHbIE YYEOHUKHU
U y4yeOHble TOcoOMs, MHasg ydeOHas JIMTeparypa U CIELUUalbHbIE TEXHUYECKHE CPEICTBa
o0y4yeHMsI KOJUICKTUBHOIO M  WHAMBHUIYAJIbHOTO IIOJIb30BAaHUs, a TakXke YCIyru
CYpJIONIEPEBOJUYUKOB U TU(IOCYPIONEPEBOJUUKOB.

MeToau4YecKHe YKa3aHUA AJIA 06Y4Yal0UIMXCS 0 OCBOEHHIO

JAHUCIUILINHBI

B ocBoeHum AMCHMIUIMHBI HWHBAJIMAAMH W JIMIAMH C  OTPAaHUYEHHBIMHU
BO3MOXXHOCTSIMU 37I0pOBbsl OOJIBILIOE 3HAYEHUE HMMEeT UHAUBUAyanbHas pabdota. [lox
UHAUBUAYyaIbHOM  paboToi  moapazymeBaercss JBe  (OpMBI  B3aUMOJEHCTBHUS  C
npenojaBaTesieM: UHIWBUyaldbHas ydyeOHas paboTa (KOHCYJIbTalUH), T.€. JOMOJIHUTEIBHOE
pa3bscHEHHEe Yy4yeOHOro Marepuajga U yYIIyOJIeHHOE H3ydeHHEe MaTepuala ¢ TeMHU
00yJaromuMucs, KOTOpbIE B ATOM 3aMHTEPECOBAHBI, M WHIWBHIyalbHas BOCIHTATEIIbHAS
pabota. MHauBHIyalbHbIE KOHCYJIbTALIMU IO TNPEAMETY SBISIOTCS BaXXHBIM (DAaKTOPOM,
CHOCOOCTBYIOUIMM WHIMBHIyaJdH3allid OOYyYeHUS ¥ YCTAaHOBJICHHIO BOCIUTATEIHHOTO
KOHTAaKTa MEXJy IpernojaBareieM M OOy4arollMMCS WHBAJIMAOM WIM OOydarommmcs ¢
OTPaHUYCHHBIMH BO3MOYKHOCTSIMU 3JTOPOBBSI.

OnucaHue MaTepuaJIbHO-TEXHUYECKOM 6a3bl, HEOOX0AUMOM AJIs

OoCylieCTB/ICHHUA OﬁpaBOBaTeJIbHOI‘O nmponecca nmo AMCouIlJimHe

OcBoenue JUCHUIINIMHBI UHBAJIWAAMU U JIMOaMU C OTpaHWMYCHHBIMHU BO3MOXHOCTAMU
3JI0POBbSI OCYILIECTBIISIETCS] C MUCIIOJIb30BAHUEM CPEACTB O0ydYeHHs OOIIEero M CHEIHaIbHOTO
HAa3HAYCHUS:

— JIeKIMOHHAS ayAUTOpUS — MYJIbTUMEIUWHOE OO0OpYyIOBaHHME, MOOWIHHBIN
paano kmacc (sl CTYAEHTOB C HapYIICHHWSIMH CIyXa); UCTOYHUKW THUTAHUS IS
HHAUBUAYAJIBHBIX TCXHUYCCKUX CPCICTB;

— yueOHas  ayauTopus I8 TMPAKTUYECKUX  3aHATUH  (CEMHUHApOB)
MyJIbTUMEANITHOE 000py/I0BaHHe, MOOWJIBHBIA paano Kiacc (IS CTYIEHTOB C
HapyIICHUSMH CITyXa);



— ydeOHas ay[IUTOPHS IJII CAMOCTOSITEIPHOW pabOThl — CTaHAApPTHBIE paboune

MecCTa C TMEepPCOHAIBHBIMU KOMIIBIOTEpaMH; pabodyee MecTO ¢ MEepCOHAIBHBIM

KOMITBIOTEPOM, C TPOrpaMMOW HSKpPaHHOTO JOCTyNa, IPOrpaMMO 3KpPaHHOTO

YBEIMYEHUS U OpailIeBCKUM JAMCIUIEEM JJISl CTYJICHTOB C HapyILICHHEM 3PCHHSL.

B xaxnmoit aymuropuu, rae OOY4alOTCS WHBAIUABI M JIMIA C OIPAaHUYCHHBIMH
BO3MOXKHOCTSIMH 37I0POBbSI, JJOJDKHO OBITH MPEAYCMOTPEHO COOTBETCTBYIOLIEE KOJIUYECTBO
MECT JUI O0YYaIOIIUXCS C YYETOM OTPaHUUCHHUHN UX 3/10POBBS.

B yueOuble aynuTOopuHM JOJDKEH OBITH  OECHpPENnATCTBEHHBIM  JOCTYH  JUIA
0o0yJalomMXcs HMHBAIMIOB M OOYYalOIIUXCS C OrPAaHMYCHHBIMH  BO3MOXKHOCTSIMH
3JI0pOBBSI.

9. OCOBEHHOCTHU OPTAHU3AIIMHU OBPA30OBATEJ/IBHOI'O
I[TPOLECCA CITPUMEHEHUEM JJIEKTPOHHOI'O OBYYEHHUA U
JUCTAHIIMOHHBIX OBPA30BATEJ/IBHBIX TEXHOJIOTUHA

B cootBerctBuu ¢ [lonoxennem o mopsake MPUMEHEHHUs 3JIEKTPOHHOTO O0y4YeHUS U
JMCTaHLIMOHHBIX 00pazoBaTeIbHBIX TEXHOJIOTH B [Iaturopckom MEIHUKO-
dbapmalieBTUYECKOM HHCTUTYTE — (punuane (eaepaabHOr0 rocyAapcTBEHHOTO OIOKETHOTO
00pa30BaTeNILHOTO YUPEKACHUS BBICIIETO 00pa3oBaHus «Boirorpalackuii TocyaapCTBEHHBIH
MEIUIMHCKUI YHUBEpcUTEeT» MuHucrepcTBa 3apaBooxpaHeHusi Poccuiickoin ®enepaumu,
yTBepkaAcHHOM YueHbIM coBeToM 30.08.2019 yueOHBIN mpoliecc M0 HACTOSIIEH MpOorpaMMe
MOJKET OCYIIECTBIISITECS C MPUMEHEHHEM TUCTAHIIMOHHBIX 00pa30BaTeNbHBIX TEXHOJIOTHIMA
(AOT) w/umu >neKTpOHHOTO 00YUEHUS B IMOPSIKE, YCTAHOBICHHOM (heiepaibHBIMU OpTaHaMH
WCIIOJIHUTENIBHON BiacTd, pacnopsaurenbHbiMu aktamu PI'BOY BonrI'MY Munsapasa
Poccun, IMOU — punmnana @PI'BOY BO Boarl'MVY Munsapasa Poccun.

PeaJII/IBHI_lI/lH OCHOBHbBIX BUA 0B y‘leﬁHOﬁ AeATEJIbHOCTHU C

NpUMeHeHUeM 3J1IeKTPOHHOro ooyyeHnus, J0T.

C npumeneHueM 31ekTpoHHOro ooydyenus win JJOT mMoryT npoBoauThes ciaenyronme
BUBI 3aHATHH:

Jlexuust MOXkeT OBITh TNpeJCTaBlieHa B BHJE TEKCTOBOIO JOKYMEHTa, Ipe3eHTalluu,
BUJICO-JIEKIIUM B ACHHXPOHHOM pEXUME WIM IOCPEACTBOM TEXHOJOTMU BeOMHApa — B
CHHXPOHHOM pexuMme. [IpermogaBaTes b MOXET HCIONb30BaTh  TEXHOJOTHIO  Web-
KOH(pepeHIIMM, BeOMHapa B ClIy4ae HaJIM4Yus TEXHUYECKOM BO3MOXHOCTH, COIJIACHO
YTBEPKICHHOIO TEMATUYECKOI0 IUIaHA 3aHATUH JIEKIIMOHHOTO THUIIA.

CeMuHapckue 3aHSATHS MOTYT pPEalu30BbIBaThCs B (GoOpMe JUCTAHI[MOHHOTO
BBIMIOJTHEHUS] ~ 3aJlaHUil  IIpernojaBaTelisi, CaMOCTOATEIbHOM  paboThl. 3ajaHus Ha
CaMOCTOSITENIbHYIO paboTy JOJDKHBI OPUEHTHPOBATh OOYYaIOLIerocs MPEHMMYIECTBEHHO Ha
paboTy ¢ AMEKTPOHHBIMU pecypcamu. [[Isi KOMMYHUKAllUU BO BpEMSI CEMUHAPCKUX 3aHITHH
MOTYT OBITh HCIOJIB30BaHBI JIOObIE JOCTYIHBIE TEXHOJIOTMHM B CHHXPOHHOM U ACHHXPOHHOM
pexxuMe, ynoOHbIe MpernojaBaTelito 1 00ydaroueMycs, B TOM YHCIIE YaTbl B MECCEH/DKepax.

[IpakTHueckoe 3aHATHE, BO BpeMs KOTOPOro (POPMUPYIOTCS YMEHHS U HABBIKM UX
IIPAaKTUYECKOrO0  NPUMEHEHWS  IyTeM  HHJIWBHUAYAJIbHOTO  BBIIIOJHEHHWS  3aJIaHHM,
c(OpPMYIMPOBAHHBIX  NpENojaBaTeleM, BBIMOJHAIOTCA  JAMCTAHIIMOHHO,  Pe3yJbTaThl
MPEACTABIIIOTCS MPENOAABAaTEN0 MMOCPEACTBOM TEIEKOMMYHUKAIIMOHHBIX TexHojorui. 1o
KaXI0M TeMe MPaKTHYECKOI0/CEMHUHAPCKOTO 3aHATHUA OOYdYaloUIMiics JIOJKEH IOJIy4UTh
3aJjaHus, COOTBETCTBYIOILEEe LIENsIM M 3ajJayaM 3aHATHUS, BOIPOCHI JUISI OOCYXAECHHUS.
BroimonHenue 3amaHus  I0JDKHO —obOecneunBaTh  (OPMUPOBAHHMS 4YacCTH KOMIIETEHIIUH,
npenycmorpenHoit PIIJI u uensimu 3ansTus. Pekomenayercst pa3zpabarbiBaTh 3aJaHUs, IO
BO3MOXXHOCTH, NEPCOHATTU3UPOBAHO I KKAOTr0 o0yJaromerocs. 3aganrue Ha IpakTHIecKoe
3aHATHE JJOJKHO OBITh COM3MEPUMO C NMPOJOKUTENIHOCTBIO 3aHATHS IO PACIIMCAHUIO.



JlaboparopHoe 3aHsATHE, IpeaycMaTpHUBalollee JTUYHOE MPOBEIEHUE 00YyUYarOIMMHUCS
HAaTypaJbHBIX WIA HMMHUTAIIMOHHBIX JKCIIEPUMEHTOB WM HCCICAOBaHUM, OBJIAJICHUS
MPAKTUYECKUMH HaBbIKaMH paboThl ¢ J1abopaTopHbIM 000pyAOBaHHEM, MNPUOOpaMH,
W3MEPUTEIIbHOW  anmapaTypod,  BBIYMCIMTEIBHOM  TEXHHKOM,  TEXHOJOTHYECKHUMH,
AQHAIUTUYECKUMHU WM UHBIMU JKCIEPUMEHTAJIbHBIMU METOJUKAMHU, BBINOJHIECTCA IpH
MOMOIIM JTIOCTYITHBIX CPEJCTB WJIM MMHUTAIMOHHBIX TpeHaxkepoB. Ha xadenpe MomKHBI OBITH
METOJMYECKH MpopaboTaHbl BO3MOKHOCTH NPOBEJCHHUS JabOpPaTOPHOrO 3aHATHS B
JTUCTAHIIMOHHOMU (hopMme.

CamocrosrenbHas paboTa ¢ HCIOIB30BAaHMEM TUCTAHIMOHHBIX 00pa30BaTEIbHBIX
TEXHOJOTHMIl MOXXET MpeAycMaTpuBaTh: pELIEHUWE KIMHUYECKUX 3aJad, pelICHHE
CUTYallMOHHBIX 33]1a4, YTEHUE 3JIEKTPOHHOTO TeKcTa (yuyeOHHKa, IePBOUCTOUYHUKA, y4eOHOTO
1oco0usl, IEKIIUH, IPE3EHTALNU U T.J1.) IPOCMOTP BUAECO-JIEKIUMN, COCTABICHUE IJIaHa TEKCTA,
rpaduueckoe M300paKEHUE CTPYKTYPbl TEKCTAa, KOHCIEKTUPOBAHUE TEKCTA, BBIMHCKH U3
TEKCTa, paboTa ¢ OJJIGKTPOHHBIMH CIIOBapsIMH, ©Oa3aMH JaHHBIX, IJIoccapueM, WiKi,
CIIPaBOYHHUKAMU; O3HAKOMJICHUE C  HOPMATUBHBIMH  JOKYMEHTaMH; yueOHO-
HCCIIEIOBATEIbCKYI0 paboTy, HamucaHnue o030pa CTaThH, 3cce, pa3zdoop JabOpaTOPHBIX WIH
WHCTPYMEHTAIBHBIX METOJIOB TUATHOCTHKHU.

Bce Buapl 3aHATHI peanu3yroTcs COIJIaCHO YTBEP)KIEHHOIO TEMaTHYECKOIro IJIaHa.
Marepuansl pazmeniatorca B OMMOC uncruryra.

Y4eOHbIii KOHTEHT, pa3memaemblii B DM1OC mo BO3MOKHOCTH HEOOXOAMMO CHAOIHUTH
KOMIUIEKCOM  MOIIATOBBIX  HMHCTPYKLHN, TO3BOJSIONIMX OOydYaromeMycs MpaBUIbHO
BBITIOJIHUTh METOJIUYECKHE TPEOOBAHHUS.

Meronuyeckue Marepualibl JIOJKHBI  OBITh  aJaNTHUPOBAaHbl K OCYLIECTBIICHHUIO
00pa30BaTeNbHOTO MPOLIECCa C UCIOJIB30BAHUEM 3JIEKTPOHHOI0 O0yUYEHUS U TUCTAaHIIMOHHBIX
00pa3oBaTeNbHbIX TEXHOJIOTUH.

KOHTpOJIb A NMOPAAOK BbIINNIOJIHEHHUA BHanAHTOpHOﬁ

CaMOCTOSATEe/IbHOM Pa6oThl 00y4aKOIIUXCH

KoHTposnbHBIE MEpONpuATHS MPeIyCMaTpUBAIOT TEKYLIUH KOHTPOJb IO KaXKAOMY
3aHATUIO, TPOMEXKYTOUHYIO AaTTeCTallii0 B COOTBETCTBHH C paboyeil mporpammoit
JUCLUTUIMHBL.

OOyyaromuiics 00s13aH BbICTIAaTh BBIIIOJIHEHHOE 3a/laHHE€ IPENOoAaBaTel0 HAauMHas C
JTHSI TIPOBEJICHUS 3aHATHA M 3aKaHUMBasi OKOHUYAHHEM CIIEAYIOIIEro paboyero JHs.

[IperonaBaTens 00s3aH JAOBECTH OIEHKY IO BBIIOJHEHHOMY 3aHATHIO HE ITO3HEE
CJIEAYIOIIETo paboyero JHs Mociie MolydeHust paboThl OT 00yJaroLerocs.

KoHTposs BBITIOHEHUST BHEAYUTOPHON CaMOCTOSTEIEHOW PaOOThI OCYIIECTBISETCS
IyTEM MPOBEPKH PeaTu3yeMbIX KOMIETEHIMH COIIaCHO HACTOSIIEH MPOrpaMMbl U C Y4€TOM
(OHJIOB OIIEHOYHBIX CPENICTB ISl TEKYIIEH aTTecTally MPH U3YYSHUH TaHHON JUCIUTUINHBL.
OTtobpakeHue xoa 00pa3zoBaTeIbHOTO MpoIecca OCYIIECTRISIETCS B CyIIecTBYoLEl hopme
— IyTeM OTpa)keHHsl y4eOHOM aKTUBHOCTH oOydaroluxcs B KadeapaabHOM KypHajie (Ha
OyMa)KHOM HOCHUTEIIE).

Pers1ameHT OpraHU3dll A IIPOBEACHUA HpOMe)KYTO‘IHOﬁ

arrectauuu c npumeHeHuem 30 u 10T

[Ipu opranum3zanuu M TNPOBENEHUU MPOMEKYTOUHON aTTecTallud C MPUMEHEHHEM
3JIEKTPOHHOT'0 O0YYEHUs!, TUCTAHIIMOHHBIX 00pa30BaTeIbHBIX TEXHOJIOTHI Kadeapa:

- COBMECTHO C OTZEJIOM HH(OPMALMOHHBIX TEXHOJOTHI CO3[aeT yCIOBHUS s
¢ynkunonuposanuss JMOC, obecrnieunBaromieil NOJTHOUEHHOE MPOBEACHUE POMEXKYTOUHON
aTTecTallly B IOJHOM 00beMe HE3aBUCUMO OT MeCTa HaX0Xk/IeHUs 00ydaroluxcs;

- o0ecrieunBaeT HUACHTU(UKAMIO JIMYHOCTH OOydaroumerocs © KOHTPOIb
COOJIIO/IEHHSI YCIIOBUH MTPOBEACHUS SK3aMEHALMOHHBIX W/WIN 3a4€THBIX NMPOLEAYP, B PAMKaxX
KOTOPBIX OCYILIECTBIISICTCS OIICHKA PE3y/IbTaTOB O0yUeHHUSI.



DK3aMeHAlMOHHBIC W/UITH 3a4€THBIC POLETYPbl B CHHXPOHHOM PEXUME IPOBOAUTCS
C y4eToM BUeO-(DUKCAUU UACHTH(DUKAIMH JIMYHOCTH; BUI€0-(DUKCALIMU YCTHOTO OTBETA; B
ACHHXPOHHOM pEeKHME - C y4eTOM ayTeHTU(HKAHMKU OOYydYarolerocsi 4epe3 CHCTEMY
yrpaeienust ooyuenuem (LMS).

[IpoBeneHUEe MPOMEKYTOYHOM aTTECTAllMM MO JUCIMIUIMHE pPEriaMeHTHpyeTcs I1.6
pabodeli mporpaMMbl TUCHUIUIMHBI, BKIOUYas GOPMHUPYEMBbIi (DOH OLIEHOYHBIX CPEACTB LIS
IPOBE/ICHUSI IPOMEKYTOUHON arrecTaiuu. [lopsiiok NpPOBEACHHS MPOMEKYTOUYHON
aTTecTalliy OCYIIECTBIsIETCs B hopme:

- KOMIBIOTEpHOr0 TECTUPOBAHHS M YCTHOTO COOECEIOBAHUS



JIUCT IOMOJIHEHUU U UBMEHEHUH

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 OpraHU3aIMK O0YICHHS 10 JTUCIUTUTHHE JUIS
WHBAJUJIOB U JIUI] C OTPAaHNYCHHBIMH BO3MOKHOCTSIMHU 37I0OPOBbBS
3 21.04.2020 r. Oco0eHHOCTH OpraHU3aIKi 00Pa30BaTEIHLHOTO MpoIIecca ¢
MPUMEHEHHUEM DJIEKTPOHHOTO 00YUEeHHUS U TUCTAHIIMOHHBIX
00pa30BaTEbHBIX TEXHOJIOTHIA
14.09.2021 r. | Axryanu3anus “HGOpPMAIMH B CBSI3U C U3MEHEHUSIMA HOPMATHUBHO-
MpaBoOBO# 0a3bl B chepe oOpalneHus JIeKapCTB
20.09.2022 r. | Axryanu3anus HHGOPMAIMH B CBSI3U C U3MEHEHHSIMA HOPMATHBHO-
MpaBoBOI 0a3bl B chepe oOpalneHus JIeKapCTB
29.08.2023 r IAKTyanu3anus THPOPMAIUH B CBSI3U C H3MEHEHUSIMH HOPMATHUBHO-

MpaBoBOi 0a3bl B cepe oOpaIieHus ISKapCTB
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