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1. CTpykTypa u 001Iasi TPYA0eMKOCTh JUCITUILINHBI

Bcero uacon/
Bup yuyeOHoi padoTbl 3aYeTHBIX
eINHHII

2 cemecTp
AyauTopHbIE 3aHATHS (BCeEro), 79
B TOM YHCJIE:

Jlexumu (JI) 18

[Ipaktrueckue 3anarus (JI3), 54

CamocrositebHas padora crygenra (CPC): 36

108/
33.E.

3a4er +

Bcero:

Bupa npomexyTrouHoit
arrecTanuu

yac

2. Ilesiu ocBOEHUSI AMCHUILINHBI
[enb M3y4yeHus: AUCHUILIMHBI — MOJyYEHUE CTYJICHTaMU 3HaHUM, (OpPMUPOBAHUE

YMGHI/If/'I N HABBIKOB 110 MCTOAOJIOTHH YIIPABJIICHHUA KAa4CCTBOM U IIPOTHO3UPOBAHHA
PHUCKOB IIpH OCYIICCTBIICHUU ACATCIbHOCTH B C¢)€p€ O6paIHeHI/I}I JICKApPCTB.
Sauaann AUCIHUIIJINHBI ABJIAIOTCH .

» @opmupoBaHKE y 00yJarOIIUXCs 3HAHUM, YMEHUH U HaBBIKOB OCYIIECTBIICHUS
npoecCHOHANBHON J1eATeIbHOCTH B cepe oOpallleHus: JeKapCTBEHHBIX
CPEICTB B paMKaX CYIIECTBYIOLIMX HAJUIeKAIIUX MPaKTUK U OOecrnedeHus
KauecTBa paboThl CyObeKTa 00paleHus J€KaPCTBEHHBIX CPEACTB.

» ITloaroroBka o0yyaronInxcs K MPOBEICHUIO BAUAAIMH MPOIIECCOB U OOBEKTOB
IIPU OCYIIECTBICHUH (PapMalleBTUUECKOMN 1€ATEIbHOCTH.

» TloaroroBka 00ydaronuxcs K BBITIOTHEHHUIO TPYAOBBIX (DYHKITHH, CBI3aHHBIX C
aHAIM30M W  IPOTHO3UPOBAHUEM  PUCKOB  JEATEIBHOCTH,  CUCTEMBI
MPEBEHTUBHBIX MEP U KOPPEKTUPYIOLIUX MEPOIPUSITUH.

» ITloaroroBka 00y4aronMXcs K BBITIOTHEHHUIO TPYAOBBIX (DYHKIIHH, CBI3aHHBIX C
UCIIOJIHEHUEM O0s3aHHOCTEW YIOJHOMOYEHHOro JiMla (apMaleBTHYeCKUX
OpTraHU3aIUN.

Jus  peanuzaumu  paboyeil  mporpaMMbl B TeUe€HHE  OOy4YeHUs
OpEeIyCMOTPEHbl  JIGKIMOHHBIE W JIADOpATOPHO-TIPAKTHUYECKHE  3aHATHUA,
OTBEYAIOLIHe 32 POPMUPOBAHUE COOTBETCTBYIOIIUX KOMITETEHIIHIA.

B pe3ynbTaTe n3yueHus IUCUUIUIMHBI CTYJIEHT JOJKEH
3HAmMb:

v' TpebGoBanus Hamiexamux npaktuk GXP, yrBepxaeHHBIX B PD M B pamkax
EADC, k npornieccy oOpatieHus IeKapCTBEHHBIX CPEJICTB



TpeGoBanwmsi MpeAbABIsiEMbIE K PYKOBOACTBAM IO KaU4eCTBY PabOTHI M BEICHUIO
COOTBETCTBYIOIICH TOKYMEHTAIMd B 3aBUCUMOCTH OT C(epbl MPUMEHEHUS B
KaKJIOM KOHKPETHOM CETMEHTE CHCTEMBI OOpaIICHHS JICKAPCTBEHHBIX CPEJICTB
[lpuHIMTIBI BaMOAIIMA  TEXHOJIOTHYECKUX TMPOIECCOB M  aHATUTHYCCKUX
METOJIUK, KBaTU(HUKAIIMK TIOMEIICHUI U 000PYI0BaHMS, HHKCHEPHBIX CUCTEM
U COBPEMEHHBbIC TPEOOBAaHWS K TMPOBEIACHHUIO BaJHMJAllMd METOIUK KOHTPOJIS
KayecTBa JICKAPCTBEHHBIX CPEICTB W IPOU3BOJCTBEHHBIX IPOIECCOB TIPH
TIPOM3BOICTBE JIEKAPCTB M OCYIIECTBICHUN (hapMarleBTHUECKOMN IeATeIbHOCTH
[IpuHIMTIBI U WHCTPYMEHTHI aHAIM3a U MEHEKMEHTA PUCKOB KadecTBa IMPHU
OCYIIIECTBICHUH JICATEIBHOCTH CYObEKTa 0OpaIeHHs ICKaPCTBEHHBIX CPE/ICTB
[lpuHIMTIBI W  HWHCTPYMEHTHI  pa3paOOTKM ¥ peaju3alid  CHCTEMBI
KOPPEKTUPYIOIIUX U MPEAYNPEKIAOIMNX JICHCTBUNA B paMKaxX NeATeIbHOCTH
cyOBeKTa 0OpalleHus JIeKapCTBEHHBIX CPEACTB

[Topsimok pa3pabOTKH JTOKYMEHTOB MO TIPOBEICHUIO ayJUTOB KadyecTBa
(CaMOMHCTIEKIIMM)  COOCTBEHHOM  JESATENBHOCTH CyOBEKTa  OOpalieHus
JICKapCTBEHHBIX CPEICTB, ACATEIBHOCTH, TEPEAAaHHOW Ha ayTCOPCHHT |
NEATETLHOCTH KOHTPAreHTOB Ha COOTBETCTBHE YCTAHOBICHHBIM

[Topsimok pa3paboTku 1 0OPMIICHUS CTaHIAPTHBIX OMEPAITMOHHBIX MPOIIEAYP
B paMKax JESATENIbHOCTH CyObeKTa 00palieHus JeKapCTBEHHBIX CPEICTB
[TpuHIUTIBI ¥ CTTIOCOOBI U3YUYEHUH YOBJIETBOPEHHOCTH Kau€CTBOM COOCTBEHHOM
NESATEeILHOCTH CO CTOPOHBI MOTpEeOUTENEH M KOHTPAreHTOB, B TOM YHCIIE
MOPSJIOK TOKyMEHTAIBHOTO 0()OPMIICHHS TIPOIECCa U pe3yJIbTaToOB

[Topsimok KOHTPOJIST 3HAHWUN, TUTAHUPOBAHUS U OPTAHU3AIIUN CUCTEMBI 00YUICHUS
¥ TIOBBINICHUS KBATH(UKAIIMK MEPCOHANIA B PaMKax JEATEIHHOCTH CyOBEeKTa
oOpallieHus JIeKApCTBEHHBIX CPECTB

ymemb:

JleficTBOBaTh B COOTBETCTBHM C TpPeOOBaHMSIMHU Hajiekanux mpaktuk GXP,
yTBepkneHHbiXx B P® um B pamrkax EADC, k mporeccy oOparieHus
JIEKaApCTBEHHBIX CPEJICTB

JleficTBOBaTh B COOTBETCTBUH C PYKOBOJACTBOM IO KaYECTBY paOOThI U BEJICHUIO
COOTBETCTBYIOIICH JOKYMEHTAIlMM B 3aBUCUMOCTH OT c(epbl TPUMEHECHHS B
Ka)XJIOM KOHKPETHOM CETMEHTE CUCTEMBI OOpalleHus JIGKAPCTBEHHBIX CPEICTB
JelicTBOBaTh B COOTBETCTBUM C MPUHIMUIIAMHU BaIUAAIMU TEXHOJIOTHYECKUX
MPOIIECCOB W AHAJIUTHUYECKUX METOAWK, KBATM(PUKAIMKA TOMEIICHUNA U
o0OpyZIOBaHUS, WHXCHEPHBIX CHUCTEM U COBpPEMEHHBIE TpeOOBaHUS K
MPOBEICHUIO BAJIMIALIMK METOIUK KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPE/ICTB
U TPOU3BOJACTBEHHBIX TMPOILIECCOB TMPU  MPOU3BOJACTBE JIEKAPCTB U
OCYUIECTBJICHUH (papMalleBTUUECKOMN AeSITeTbHOCTH



v’ TIpuHIMIIBI 1 MHCTPYMEHTHI aHaIM3a M MEHEKMEHTa PUCKOB KadecTBa MpH
OCYIIIECTBJICHUH JCSITEIHHOCTH CyOBeKTa 00paIeHns JEKapCTBEHHBIX CPECTB

v' TlpuHOMOBI H  HHCTPYMEHTHI  pa3pa0OTKH W pealu3ali  CHCTEMBI
KOPPEKTUPYIOIMNUX U TPEAYNPESKIAONNX JICHCTBUNA B paMKaxX EATeILHOCTH
cyOBeKTa 0OpallleHus JIEKapCTBEHHBIX CPEICTB
v Tlopsmok paspabOTKH JOKYMEHTOB I10 IPOBEIEHHIO ayIWTOB KadecTBa
(caMOUMHCIIEKIIMM) COOCTBEHHOM  JICATEIBHOCTH CyOBeKkTa  oOpalieHus
JIEKapCTBEHHBIX CPEICTB, JACATEIBHOCTU, MEpEAaHHOW Ha ayTCOPCHUHT U
JeSATEeTLHOCTH KOHTPAreHTOB Ha COOTBETCTBUE YCTAHOBIICHHBIM
v Tlopsiaok pa3paboTku ¥ 0hOPMIIEHHS CTAHAAPTHBIX OIEPALMOHHBIX IPOLEYD
B paMKax JCATEIBHOCTH CyOBeKTa 00paIieHus JeKapCTBEHHBIX CPECTB

V' TIpHHIMIIBI U CTIOCOOBI H3YYEHUH YIOBIETBOPEHHOCTH KAY4ECTBOM COOCTBEHHOM
JESATEIBHOCTH CO CTOPOHBI MOTpEeOUTENEH M KOHTPAreHTOB, B TOM 4YHUCIE
MOPSJIOK TOKyMEHTAIBHOTO 0()OPMIICHHS MPOIEcca U pe3yJIbTaToOB

V' TlopsoK KOHTPOJIsSt 3HAHUM, IUTAHKPOBAHKS M OPraHU3aIUH CHCTEMBI O0yUYCHHUS
Y TIOBBIIICHUS KBATH(UKAIIMK TEPCOHANIA B paMKax JEATEIBHOCTH CyOBEeKTa
oOpallieHus JIEKAPCTBEHHBIX CPEACTB

énademan:

v' TOTOBHOCTBIO  BBINOJIHATH ~MEPOIPHUATUS 1O  BajauAalu(KBaIH(HKALIIK)
00BEKTOB W TMPOLIECCOB MPH peanu3anuu (HapMareBTHUECKOU JeATeTbHOCTH U
MIPOU3BOJICTBE JICKAPCTB

v TOTOBHOCTBIO OCYLIECTBIIATH NPO(PECCHOHANBHYIO JIESITENLHOCTE B cdepe
oOpaIieHus JICKapCTBEHHBIX CPEJCTB B PaMKax CYIIESCTBYIOIINX HaJICXKAIIX
MPaKTUK W TPUHUMATh y4acTHE B OOCCICUYCHHM KadecTBa pabOThl CyOBeKTa
oOpallieHusl JICKAPCTBEHHBIX CPEACTB

3. MecTo nmucuumiuabl B cTpykrype QOII
2.1. HucnunnuHa «Pa3paboTka u perucTparusi JIEKapCTBEHHBIX IMPENapaToBy
OTHOCUTCA K JUCIMIUIMHAM TI0 B 4YacTH Yy4eOHOro IuiaHa, (OpMHUpPYyEeMOit
y4acTHHKaMU 00pa3oBaTesibHbIX OTHOIICHUH. M3yuaercs B 9 cemecTpe.
2.2. Jlnsg w3ydeHHs] JAHHOW AUCHUIUIMHBI HEOOXOJMMBI CIEAYIOIIME 3HAHUS,
YMEHHS ¥ HaBBIKH, (POPMHUPYEMbIC NMPEIECCTBYOIIMMHU JUCIUILIMHAMMU :

- Qunocoghus
3nanus: GunocoCcroit METOOIOTHH U aHaTu3a MPOOJIeM HAYYHOTO MTO3HAHUS.

HaBbiku: BBICOKOPA3BUTOrO PUiI0COPCKOro U HAYYHOIO MUPOBO33PEHHUS.



- IIpasosedenue

3HaHusA: OCHOB 3akoHojarenbcTBa Poccuiickoit deneparu 00 oxpaHe 3/10pOBbs
rpakJaH, HOPMATUBHO-TIPABOBOE peryaupoBaHue oOparieHus
JIEKapCTBEHHBIX CPEACTB U (dbapmaneBTUYECKON JESATEIbHOCTH B
Poccuiickonn ~ ®epepaunu;  IOPUIAYECKHX,  3aKOHOJATEIBHBIX U
aIMUHUCTPATUBHBIX MPOLIEAYP U CTPATErHH, KACAIOIINXCSI BCEX ACIEKTOB
dhapmareBTUIECKON A TEIHHOCTH.

HaBpiku: apryMeHTHUPOBAHHOTO pEIICHUS MPOOJIEMHBIX ATHUKO-TIPABOBBIX
BOIIPOCOB  (papMalleBTUYECKOM TMPAKTUKH W  3alIUThl HMHTEPECOB
noTpeOuTeNe JEKapCTBEHHBIX CPEACTB U JAPYTUX (apMareBTUYECKUX
TOBApOB.

- Unocmpannwiii a361K

3HaHUSA: METOJOB U MPUEMOB JIMHTBUCTHYECKOTO M IMEPEBOJUYECKOTO aHaIM3a
CHEUAIN3UPOBAHHOTO TEKCTA.

YMeHnusi: oOMeHuBaThCsl HHPOpMaIei u npoecCUOHaIbHBIMU 3HAHUSMU YCTHO U
NUCBMEHHO, 00JaJaTh CIHOCOOHOCTBIO K IEPEroBopaM Ha H3y4yaeMOM
A3BIKE.

HaBblku: BiaJeHUs] WHOCTPAHHBIM SI3bIKOM B 0O0BbEMe, HEOOXOAUMOM ISt
BO3MOKHOCTH poQeCcCHOHAIBHON 1 OBITOBOM KOMMYHHKAIIUU
C MHOCTPAHHBIMU KOJIJIEraMH U MOJy4YeHUs UH(GOpMAIMKU U3 3apyOeKHbIX
MCTOYHHUKOB.

- Mamemamuxa

3HaHUA: OCHOB TEOPUHU BEPOATHOCTH U MATEMATUUECKON CTATUCTUKH.

YMeHust: ucciaenoBarb (PyHKIMHA C TOMOIIBIO MPOU3BOJIHBIX M CTPOUT TpauKku
byHKIUi; BBIYUCIISTh OCHOBHBIE XapaKTEPUCTUK U OLICHKHU
pacnpeneneHuss JIUCKPETHOU CJIy4YalHOM BEJIMYMHBI;, BBIYUCIATH
aOCOJIFOTHBIE M OTHOCHUTEJIbHBIC MOTPEITHOCTH PE3yJIhTaTOB M3MEPEHUM;
MPOBOAUTH AJIEMEHTAPHYIO CTaTUCTUYECKYIO 00paboTKy
DKCIIEPUMEHTATLHBIX ~ JIAHHBIX B XUMHUYECKUX U OHOXUMHUYECKUX
HKCIEPUMEHTAX.

- Unpopmamuxa

3HaHUA: CcOCTaBa W HA3HAYEHUS OCHOBHBIX JJIEMEHTOB IE€PCOHAIBLHOIO
KOMIIBIOTEPA, UX XapaKTePUCTUKH.

HaBbiku: 0a30BBIX TEXHOJOTMH MpeoOpa3oBaHus HWHGOPMAIMHU: TEKCTOBBIX,
TaOJIMYHBIX pEeIaKkTOpoB; TEXHUKHU paboThl B cetu MuTepHer s
npoecCHOHANTLHON ACATENHHOCTHA; METOJ0B OOpaOOTKM TEKCTOBOM M



rpaduyeckoi  MHpOpMAIUU; METOIUKH  OOpabOTKHM  PE3ysIbTaToOB
CTAaTUCTUYECKUX HAOTIOIEHU C TTIOMOIIBI0 KOMITBIOTEPA.

4. TpeOoBaHus K Ppe3yjabTATaM OCBOEHHS] JMCHUILIMHBI Yy 00y4aromiuxcsi
ciaenyromux yausepcaiabHbIX (YK) u npogeccnonanbubix (ITK) komnerenumia:

B pesynbTate OCBOEHUS AMCHUIUIMHBI Y BBITYCKHUKA JOJDKHBI OBIThH
chopMHUpPOBaHHI clieaytolue NpodeccuoHaIbHbIe KOMIETEHITUH:



Homep/

B pesyJbTaTe H3y4eHHs Y

il IMCHMILTHHBI 00y JOJIKHBI:

Tpunimns! hapManeBTHYECKOil MUKPOOHOIOrHH, ACENTHKH M TOKCHKOJIOTHH B
YacTH O0OBEKTOB M MPOIECCOB, NPOXOMANIHX BAIHAALMIO NPH pazpaboTke
JIeKapCTBEHHBIX NPENapaToB

IlpuHmmsl - cTaHmapTH3aMH U Pa3pabOTKH  HOPM KOHTPOJS KauecTBa
JIEKapPCTBEHHBIX CPEJICTB B YACTH TEXHOJIOTHYECKMX MPOIECCOB, MPOXOISAIINX
BaJINJALHUIO
dapmaKoneiHble  METOMbI
JICKaPCTBEHHBIX CPELCTB
Tpunnunsl obecnedeHns (GU3MKO-XHMHUYECKOM, CTPYKTyPHO-MEXaHHYECKOii,
AQHTHMMHMKPOOHO# CTaOMIIBHOCTH JISKAPCTBEHHBIX (JOPM IpH MX pa3paboTKe

aHalii3a B 4acTu METOAUK MCTIbITAaHUIT

HpenapaToB IpPH MCIBITAHUAX OOBEKTOB U INPOLECCOB, MPELYCMOTPEHHBIX IIPOTOKOIOM
Bayugauny (KBaan(uKarum)

IlpyHMMaTh y4acTHe B CTaHIApPTH3ALMH M pa3paboTKe HOPM KOHTPOJS KadecTBa
JIEKaPCTBEHHBIX CPEJICTB B YaCTH TEXHOJIOTHYECKHX MPOLECCOB, MPOXOISIIMX BaTHIAIHIO
IpyHMMaTh y4yacTHe B pa3pa0OTKe METOJOB aHAlM3a B YaCTH METOAMK MWCIIBITAHHIT
JIEKapCTBEHHBIX CPEJICTB

TIpuHUMATD yYACTHE B HCCIICAOBAHMSX 110 06ECTICYeHNIO (PH3UKO-XUMHYECKOIT, CTPYKTYPHO-
MEXaHHYECKOIl, aHTUMHKPOOHOI CTa0MIBHOCTH JIEeKAPCTBEHHBIX (hOPM HPHU UX pa3paboTKe
HOArOTOBKE PErHCTPALMOHHOTO J0ChE

M OCYIIECTBICHUH
(apmaneBTHYECKOIt
JICATCIIBHOCTH

Ne MHAEKC Cozepxkanne KOMIeTeHIHH (MIH
n/n KoMIieTe ee 4acTH) 3HaTh YMmerns Baaners (Onermmen
T e cpeacTBa
a4 l'lpO(l). ACATECJIbHOCTH IKCIIEPTHO-AHAJIUTHICCKUN
Cnoco0eH BBINOJHATH MEPONPHATHS M0 BaTHAANNH(KBATH(GHKAINN) (PapManeBTHYeCKOro POU3BOCTBA
e [IpuHIMIBI BalMJAlMH  TEXHOJOTMYECKMX IIPOLECCOB M aHAIMTHYeCKuX (¢ IIpuHHMMaTh yyacTue B BHIOOpE THIIA BaluIallK (KBaIH(DHUKAIMHM) OOBEKTA IIPH IIPOU3BOJICTBE FotosHOCTBIO K BBIOOPY | TecToBbie
METOJIMK, KBaJIU(UKALMK ITIOMEIIEHHH 1 000py10BaHHUs, HHXEHEPHBIX CUCTEM JIEKapCTB M OCYIIECTBIECHUH (hapMalleBTHUECKOH JEATENBHOCTH THIA BaIMAALMU | 3a[aHH,
M COBPEMCHHBIC TPeOOBAHMS K MPOBEICHHMIO BATHIALMHM METOAMK KOHTPOIS (e [IpuHMMATh ydacTe B pa3paboTke MPOTOKONA Banuaamuu (KBaTMU(UKAIMM) OOBEKTa, (kBanmuduKann)oOBEKT YCTHBII
Ka4yeCcTBa JIEKAPCTBEHHBIX CPEACTB W TMPOM3BOJICTBEHHBIX TPOLECCOB TPH TPOXOMIANIETo BaIMIANNIO (KBATH(UKAIIMIO) IPH MIPOM3BOCTBE JIEKAPCTB H OCYIIECTBICHHI a u paspaboTke omnpoc,
MPOM3BOCTBE JIGKAPCTB M OCYIIECTBICHUH (hapMalleBTHUECKON AeATEIBHOCTH (hapMaLleBTHYECKOMH AESTENBHOCTH MPOTOKOJA  BaIWJAUMH | CHTYalHOH
e Meroabl M MHCTPYMEHTBl  yHpaBI€HHs IPOEKTaMH IO  BaauJauuM (e [IpHHHMATh ydacTie B pa3paboTKe U COMNIACOBAHUH PErIaMEHTHPYIOMIEH H PErCTPHpPYIOLIeit (kBanupuKamm) HbIC
(xBanuduKamm) JIOKyMEHTALMM [0 MOHHTOPUHIY OOBEKTOB M IIPOLECCOB, MPOIIEAIIMX BaIMIALMI0 U 00beKTa, MNPOXOMSIIEro | 3ajaHus
e TpeGoBanusi CornaimieHus O €IMHBIX MPUHIMIAX M MHPaBHIaX OOpalleHHs KBaMM(GHUKALMIO [PU IPOM3BOACTBE JICKAPCTB M  OCYIIECTBICHUH (HapMaleBTHYECKOM BaMauuIo
JIEKApCTBEHHBIX CPEJCTB B paMKaX EBpa3sHiickoro sKOHOMHYECKOIO COM03a, JIeSITeNbHOCTH (xBanudurauo) — npu
NpaBUJI HA/UIEKALIEH POU3BOJICTBEHHON NPAKTHKU, HOPMATUBHBIX MPABOBLIX (e [IpHHHUMATh yYacTHE B KOOPIMHALMHU NPOBOAMMBIX PaboT Mo Banugauuy (KBanduKanum) ¢ TPOM3BOACTBE JICKApCTB
BriGupaer THIT BaTHAALMN aKTOB U CTaHJapTOB JIPyTUMH  TIOApas/ielieHusaMi  (papMalieBTHYECKOr0 MPOM3BOACTBA TMPH  MPOU3BOJCTBE n OCYIECTBICHAH
(kBanuQpUKaHN)0ObeKTa n | o IlpuHuumnel MacmTabUpOBaHMS M IEPEHOCAa TEXHONOTMYECKHX MPOLECCOB JIEKapCTB ¥ OCYIIECTBICHHH (hapMalleBTHIECKON AEATEIBHOCTH apmanesTHHecKoii
1 MK-10.1 paspabaTbiBaeT TIPOTOKOJ NPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB TPH  pa3paboTKe JIEKAPCTBEHHBIX |0 [IpMHMMATH y4acTHe B OLEHKE COCTOSHHS OOBEKTOB U TPOLECCOB, MPONIEAUIMX BATUALHMIO ACATCIBHOCTH
BaJIHIALIHH (kBanuuKaIHH) npenapaToB M KBaNMM(HUKAIMIO NPH MPOHM3BOJACTBE JIGKAPCTB M OCYIIECTBICHHH (hapMaleBTHIECKO#
00beKTa, NPOXOAALIErO BaIUAAUMI0 | o J[eNONPOU3BOACTBO H AOKYMEHTOOGOPOT, B TOM YHCIE SJIEKTPOHHbII, B 4aCTH JIESATENIbHOCTH
(kBanupuKauuio) CONPOBOXKACHHS IPOLECCOB, NPOXOAALIMX BAIHIALUIO e IIpuHHMMAThL yyacTHE B OLIEHKE M3MEHEHMil B mpoleccax u 00beKTaxX, BIMAIONIMX HA CTATyC
BaMJalMK  (KBaIM(pUKALMK) [PH  [POM3BOACTBE JIEKAPCTB U OCYLIECTBICHHH
(apMaLeBTHUECKOMH 1€ATeIbHOCTH
e IlpuHHMMaTh ydacTHe B KOHTPOJIE BBHIMONHEHHS PabOT, MPELYCMOTPEHHBIX MPOTOKOIOM
Banmupaimn  (KBaaMDHUKALMKM) TPH  MPOM3BOACTBE  JIGKAPCTB M OCYIIECTBICHHH
(hapManeBTHIECKOH AESTETLHOCTH
¢ IIpuHMMATE yyacTHe B ONpeieTIeHHH He0OX0MMOCTH 1 00BEMOB MOBTOPHO! KBAaTH(HUKAIIII
M BallMJaLMK IPU U3MEHEHHUSAX B IIPOLECCax M 00bEKTax, BIAUAIOLUINX HA CTATYC BaTMAALNN
¢ Mcronp30BaTh METOABI M MHCTPYMEHTBI aHAIM3a PUCKOB [l KAyeCTBA JIGKAPCTBEHHBIX
CPEJICTB IIPH OLEHKE pe3yJbTaToB MOHHTOPMHra OOBEKTOB M CHCTEM, IIPOLIEIUINX
BAINJALNIO (KBAIU(HKALHIO)
o [IpUHIMNBI BaIMJALMH TEXHOJOTMYECKMX TIPOLECCOB M  AHAIMTHYECKHX Tecrosbie
METO/IMK, KBalH(UKALMN MOMEIIEHNH 1 060pyI0BaHNs, HHKEHEPHBIX cicTeM [0 JleficTBoBaTh Mpu pa3paboTke JIEKapCTBEHHBIX NPENapaTtoB B COOTBETCTBUM C TPaBMIIaMU 3a1aHus,
M COBPEMEHHBIE TPeOOBaHMS K MPOBEACHMIO BAIMIALMH METOIMK KOHTPOIIS GxP, mnpaBumamu 0OpalieHHs JEKapCTBEHHBIX CPEJACTB B pamkax EBpasmiickoro YCTHBII
KauecTBa JIGKAPCTBEHHBIX CPEICTB M MPOM3BOJICTBEHHBIX IIPOLECCOB IPU 5KOHOMHYECKOTO COH3a, HOPMATHBHbIX NPABOBBIX AKTOB M CTAH/IAPTOB onpoc,
HPOM3BOJCTBE JIEKAPCTB M OCYIIECTBICHUH (hapMaLIeBTHUECKON JEATENBHOCTH |0 HTepHpeTHpoBaTh MOKa3aHWs aBTOMATHYECKHX AATYUKOB KOHTPOJS IPOHU3BOJCTBEHHOM CUTYalHOH
e TpeboBanuss CornaiieHust 0 CAMHBIX NPUHLHIAX M NpPAaBHIAX OOpaIieHHs cpefibl, paboThl 000PYI0BAHHS, HHKEHEPHBIX CHCTEM HbIE
JIEKAapPCTBEHHbIX CPEICTB B paMkax EBpasuiickoro 3KOHOMHYECKOro cO103a, (e I[IpHMHMMATh y4acTHe B aHAIM3€ YCTOMYMBOCTH M HAJEKHOCTH IIPOLECCOB, 000PYAOBAHUS 1 3a/1aHusL
MPaBHII HaJUIeXKAIIEH MPOU3BOACTBEHHOM MPAKTHKH, HOPMATHBHBIX MPABOBBIX MHKEHEPHBIX CHCTEM TOTOBHOCTBIO K
AKTOB M CTaH/IapTOB * IIponsBoiWMT OLEHKY M3MEHEHHH NPOLECCOB C LEMbIO ONPEAEICHHS HEOOXOAMMOCTH M | popeeHUIO HCTIBITAHMI
e [IpuHIMIBl MacmITaOMPOBAHUS M TIEPEHOCA TEXHONOTMYECKHX IMPOLECCOB 00bEMOB MOBTOPHOI BaMaluy (KBaau(puKamu) 0GBHEKTOB | IIPOIIECCOB,
TIpoBOAMT HCTIBITAaHHS OOBEKTOB H MPOW3BOJCTBA JICKAPCTBEHHBIX CPEJCTR MPH MPOM3BOACTBE JEKAPCTB W o TpuenMaTs ydactie B MACIITAGMPOBAHWH H NEPEHOCE TEXHONOTHYECKWX MPOUECCOB | mpeiyCMOTPEHHBIX
2. K-10.2 TIPOLIECCOB, TPEayCMOTPEHHbBIX OCYIIECTBICHHH (hapMAIeBTHICCKON AEATEIbHOCTH TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB IPHU NPOM3BOJCTBE JIEKAPCTB U OCYLIECTBICHHUU MPOTOKOIOM BATHIALMH
MPOTOKOJIOM Bamupaimu | e OcHOBEI (hapMaIeBTHUECKOH TEXHONOTUU B YACTH Pa3pabOTKH JI€KAPCTBEHHBIX (hapManeBTHYECKOi AesTeTbHOCTH (kBanuduKammm) mpu
(xBanmudukartm) MPEnapaToB U MOATOTOBKE PETUCTPAIIMOHHOTO NOCHE o IIpuMeHATH 3HAHUS (PApMALEBTHICCKON TEXHOJIOTMH B YACTH Pa3pabOTKH JEKAPCTBEHHBIX TIPOU3BOJICTBE JIEKAPCTB




Homep/ B pesyJjbTate H3yueHus y il MCIMILINHBI 00Y JIOJKHBI:
Ne MHAEKC Copnepkanue KOMIeTeHIHH (HJIN
n/n KOMIIeTe ee YacTH) 3HaTh Ymerb Baaners Onerms
. e cpeicTBa
T'oTOBHOCTBIO K TectoBble
NPOBEJICHHIO PACYETOB U | 3aaHMs,
e MeTobl CTATHCTHYECKOTO YNPABJICHUs KadeCTBOM, METO/bI MaTeMaTHueckoit (¢ IlpuHnMaTh yuacTme B pacueTax M 00paGOTKE JaHHBIX, NMPETYCMOTPEHHBIX IPOTOKOIOM 006paboTKe JaHHBIX, YCTHBIH
CTaTHCTUKH, IPUMEHSEMBIC TIPU OLICHKE PE3yJIbTaTOB MCIIBITAHUI 1 BaTUIALIMI Banmupalmy  (KBaaMHMKALMHM) TpH  MPOM3BOACTBE  JIGKAPCTB M OCYINECTBICHHH TIpelyCMOTPEHHBIX orpoc,
IpoBoant pacdetsl ¥ 00paboTKy | ® MeTOAMKM MPOBEAECHHS PAacueToB M 0OpabOTKH NAHHBIX, IPELYCMOTPEHHBIX (apManeBTHYECKOH CATETLHOCTH TPOTOKOJIOM BaMalHH CHTYallMOH
JIAHHBIX, TIPETyCMOTPEHHBIX [POTOKOJIOM BaIHAAUuy (KBaTH(UKALNK) [PH HPOU3BOACTBE JEKAapcTB n (e IlpumHmMars ydactue B O(OPMIICHHH W COIVIACOBBIBAHHH OTYETa [0 BaIHIALHN (xBamu(uKaimm), HbIE
3 [MK-10.3 TIPOTOKOJIOM BaJTHIALMHI OCYIIECTBICHHN (papMALIEBTHICCKON AESATEIbHOCTH (xBaymuUKaym) Ipy pa3paboTKe JIEKAPCTBEHHBIX IPEapaToB OhopMIICHUIO 1 3ayaHusa
' ’ (xBanudukauun), odopmiser U | o JleNONPOU3BOACTBO U JOKYMEHTOOOOPOT, B TOM YMCIIE SJIEKTPOHHBIN, B yacTh [0 [IpMHMMAaTh ydacTHe B aHaiu3e 0030pOB KauecTBa MPOMYKIMH TIPH MPOU3BO/ICTBE JIEKAPCTB COTJIACOBBIBAHMIO OTHCT

COIJIACOBBIBACT OTYET 110 BAIMIALIHH
(xBanuQHUKaLMH)

CONPOBOXKIEHHUs POLECCOB, IIPOXOAAIMX BaIUIALMIO
le/lHLlldl'lbl U MpaBuJia COCTABJICHHUA U COIVIACOBAHMUsA OTYETOB I10 BaluJallMiu
(kBanudukauuu) IpM  OPOM3BOACTBE  JIEKAPCTB M OCYIIECTBICHHH
CbapMaLleBTVI'—IeCKOﬁ JACATCIIBHOCTH

M OCYLIECTBJICHUH (hapMalleBTHYECKOH IeATENbHOCTH

IIpMMEHATh CTAaTUCTHYECKHE METOJbl aHAIM3a Ul OLEHKM 3HAYUMOCTH (hakTOpOB,
BIIMSIOIMX HA YCTOHYMBOCTh M HAJIEKHOCTb IIPOLECCOB, OOOPYIOBAHMS M HHXEHEPHBIX
CHCTEM

1o BalMJIAIMH
(kBanM(UKALHT) IPU
MPOH3BOJICTBE JICKAPCTB
U OCYILECTBIICHHH
(bapmaneBTHYCCKOI
JESTENbHOCTH

Tun 3aaa4 npod. AesTeIbHOCTH: OPraHU3AIHOHHO-YIPABJIeHYECKHIi

Cnoco0eH 0cynIecTBISTE MPO(heCcCHOHATBHYIO IeATEILHOCTD B cepe o0panieHus JJeKapCTBEHHBIX CPEICTB B PAMKAX CYHIeCTBYIOIIUX HAUIEKANINX MPAKTHK U IPUHAMATH y4acTHe B 00ecrieYeHHH KaYecTBa

TIK-27
PaGoThl cy0ObeKTa 00palIeHNs JIEeKAPCTBEHHBIX CPEJICTB
= Hajunesxamue npaktuku GXP B cepe oOpalleHHs JIeKapcTBEHHBIX CPEICTB = JlelicTBOBATh B COOTBETCTBHH C HajjIexKamUMH npakTukamMu GXP B cdepe obpanieHus T'oTOBHOCTBIO TecToBbie
= [IpHHIMIBI HOATOTOBKU H PEaIN3aLUHU HOJI0XKEHUH PyKOBOICTBA II0 KAUECTBY JICKAPCTBEHHBIX CPECTB OCYIIECTBISTh 3a[aHus,
Crocoben OCYIECTBIAITh JiesTebHOCTH B cucteme GXP = IIpuHHMaTh yyacTHE B OJTOTOBKE M Pean3alliU HOJI0XKECHUH PyKOBOJCTBA 110 KAYECTBY podeCCHOHANBHYIO YCTHBIIT
nMpo(ecCHOHANBHYI0 AeATENbHOCTE | ® OOS3aHHOCTH M 33[a4i PYKOBOAHMTENS CyOheKTa 0OpaIlieH s IEKapCTBEHHBIX JiesITenbHOCTH B cucteme GXP JIeSATeTBHOCTD B | ompoc,
4 MK-27.1 B COOTBETCTBHHM C HaJUISKAIIHMH CPEJICTB 1 NEePCOHANA B YaCTH PEAIM3aLMH MONOKEHNH PYKOBOACTBA 110 = [IpMHMMAaTh y4acTHe B OPraHM3aluK U (yHKIMOHUPOBAHHU PYKOBOJCTBA 110 KAYECTBY COOTBETCTBUM CHTYaIHOH
) ’ MPaKTHKAMH B pamKax Ka4ecTBy = HHTepnpeTHpoBath 005S3aHHOCTH U 3a/jaul YIIOTHOMOYEHHOTO JIHIA CyOheKTa oOpaleHus HaJUISKAITIMHI HbIE
JIeATEIbHOCTH CyObekTa obpamienust | ® OOsA3aHHOCTH U 3aa4U YIOJTHOMOYEHHOIO JIULA CyObeKTa oOpaleH s JIEKapCTBEHHBIX CPEICTB NPaKTUKAMH B paMKax 3aJaHus
JICKAPCTBEHHBIX CPEACTB JICKapCTBEHHBIX CPELCTB = [IpuHHMATh y4yacTHE B MOJTOTOBKE TOKYMECHTAIbHOTO O(OPMICHHU H PETUCTPALIUH JeATEIbHOCTH  CyOBbeKTa
= TIpHHIMIIBI U HOPSIOK JOKYMEHTaIbHOTO OGOPMICHHU U PETUCTPALIHH COOTBETCTBYIOLICH JOKyMEHTALNN obparieHus
COOTBETCTBYIOLICHH JOKYMEHTALIUH JICKaPCTBEHHBIX CPEJICTB
= Haanexamme npaktuki GXP B cepe o6paliieHns 1eKapcTBEHHbIX CPEICTB = JleiicTBOBaTh B COOTBETCTBHH C HajuleKamuMmu npaktikamu GXP B cdepe obpamenns | T'oToBHOCThIO K yuyacTHio | TecroBbie
= TIpHHIMIIBI X METO/BI aHAJIN3a H MEHE/DKMEHTA PHCKOB Ka4ecTBa IpH JIEKaPCTBEHHBIX CPEICTB B aHanu3e u | 3amamus,
CriocoBen K yeacTuio B aHamse u OCYIIECTBICHHH JICSATEEHOCTH CYyOBheKTa 0OpAIeHN s JTeKapCTBEHHBIX CPE/ICTB = [IpuHEMaTh y4acTHe B TOATOTOBKE M pPEalM3alMd aHAIM3a M MEHEUKMEHTa PHCKOB | MEHE/UKMEHTE  PHCKOB | YCTHBIH
MeHe}:[)KMeHTey Ko Kaucersa mou | TIpuHIMIIBI aHANH3A ¥ YIIPABJICHUS] PHCKAMH KAa4eCTBA [IPU OCYIIECTBICHUN Ka4yecTBa IMpPH OCYLICCTBICHUH JESTEIBHOCTH CyOBeKTa OOpaleHUs JIEKApCTBEHHBIX | KauecTBa mpu | ompoc,
oc LL(eCTBJ'IeHI/Iﬁ }Z[eflTeJ'IBHOCEH JIeATEILHOCTH B cpepe 0OpalieH s ICKaPCTBEHHBIX CPEACTB CPEICTB, UCIIONB3YS COOTBETCTBYIOLINE HHCTPYMEHTBL OCYILECTBICHHI CHTYALHOH
. %’wma P — TIpUHIHMIBI ¥ TOPSIOK JOKYMEHTAIBHOTO O(OPMICHHH H PETHCTPALINH = [IpuHuMaTh yyacTue B OpraHu3alui 1 QyHKIHOHUPOBAHHU PYKOBOJICTBA [0 KAYECTBY JeATEIBHOCTH CyOBbeKTa | HbIC
4 P COOTBETCTBYIOIIEH JOKYMEHTALIUH = TOTOBHOCTHIO BBINIONHATE OOS3aHHOCTH M 3aj@4M YMOJIHOMOYEHHOrO jHuua cyObekra | obpaieHus 3a[aHusA
5. [[K-27.2 JICKAPCTBEHHBIX CPEACTB, a TOM .
anene « acTHiO b o0palleHHs TeKapCTBEHHBIX CPEJICTB, B TOM YHCJIE TOTOBHOCTBIO K fabHEHIIEMy 00YYEHHIO | JIeKapCTBEHHBIX CPECTB,
Y = [IpyHMMaTh y4acTHe B MOATOTOBKE MOKYMEHTaJIbHOrO OGOPMICHHH M DETMCTPALMM | a TOM YHCJIE K Yy4acTHIO B
JIOKYMCHTAIBHOM OGOpPMIICHHH U o
o COOTBETCTBYIOILIEH TOKYMEHTAIINN JIOKYMEHTaILHOM
perucTpanun COOTBETCTBYIOIICH
odopmeHHH u
JIOKYMEHTALIHH
PperucTpanum
COOTBETCTBYOILEH
JIOKYMEHTALHH
= Hapmnexamue npaktuku GXP B cdepe oOpaleHns JeKapcTBEHHBIX CPEACTB = JlelicTBOBaTh B COOTBETCTBUM C HA/UIeXkKamMMu npakTukamu GXP B chepe obpamenus | ['oToBHOCTBIO TecToBbie
TIpuHImMIBl GYHKIMOHUPOBAHHS CHCTEMBI KOPPEKTHPYIOLIHX Mep JIEKapCTBEHHBIX CPEJICTB NMPUHUMATH  y4acTHe B | 3aJaHuMs
IIpuHumaer yyactue B pa3paboTke 1 P by poay PP Py P P p P ¥y o
- CHCTeMbI npeBeHTHBHBIX Mepornpustuii (CAPA) = [IpuHuMaTh y4acTHE B IOATOTOBKE M PEAIM3ALUM CHCTEMBI KOPPEKTHPYIOIHX Mep W | paspaborke u | YCTHBI
Eoppemnpywmux el TIpUHIMIB ¥ TOPSIOK JOKYMEHTAIBHOTO O(OPMIICHHH H PErHCTPALUH npeBeHTHBHBIX Meponpustuii (CAPA) peanu3anun CHCTEMBI | ompoc,
. o COOTBETCTBYIOLIECIH JOKYMEHTALINH = [IpunuMmaTh ydyacTHe B MOATOTOBKE NOKYMCHTAJIbHOrO O(GOPMICHHH U PETHCTPALUH | KOPPEKTHPYIOLIHX M | CHTyalnoH
6. MK-27.3 MPeAyNpekIAoMUX  JeHCTBUI B YIOUIEH A0y P M - . AOKY! bop p pau PP pyIony Y
COOTBETCTBYIOIIEH TOKYMEHTAILINH TPEJLY Pk AAOIINX HBIE
pamMKax OEATEIbHOCTH CyOBeKTa o o
JeiicTBuii B paMKax | 3ajaHus
obpaienus JIEKapCTBEHHBIX
JIeATENBLHOCTH  CyOBheKTa
CpeacTs

obpanieHus
JIEKAPCTBEHHBIX CPEICTB




Homep/ B pesyJjbTate H3yueHus y il MCIMILINHBI 00Y JIOJKHBI:
Ne MHAEKC Copnepkanue KOMIeTeHIHH (HJIN
n/n KOMIIeTe ee YacTH) 3HaTh YMmerns Baaners Onerms
. e cpeacTBa
= Hannexammue npaktuku GXP B cepe 0OparieHns IeKapCTBEHHBIX CPEACTB = JleiicTBOBaTh B COOTBETCTBHH C HajulexamuMmu npaktukamu GXP B céhepe oOpamenus T'0TOBHOCTBIO TecroBsie
= [IpHHIMIIBI X METO/BI BHYTPEHHETO ayJIUTOB KaueCTBA (CAMOMHCIICKIIIN) JIEKAPCTBEHHBIX CPEJICTB NPUHAMATh y4acTHE B | 3aJaHus,
COOCTBEHHOI 1eATENbHOCTH CYyObekTa 00paIleHUs JIEKAPCTBEHHBIX CPEICTB, = [IpuHMMAaTh y4YacTHE B MOATOTOBKE M pealu3alld BHYTPEHHETO ayJuTa KadyecTBa pa3paboTKe JOKYMEHTOB | YCTHBII
JIeATEILHOCTH, TI€PEIaHHOM Ha ayTCOPCHHT H A€STEIBHOCTH KOHTPAreHTOB Ha (CaMOMHCIIEKIIMH) COOCTBEHHOH JEATEIbHOCTH CyOBeKTa OOpalleHHs JIEeKapCTBEHHBIX TI0 TIPOBEICHHIO ayJUTOB | OIpOC,
Ilpunumaer y4actue B pa3paboTke COOTBETCTBHE YCTAHOBJICHHBIM TPEOOBAHHAM IIPH OCYILIECTBICHUH CPE/ICTB, IESTENBHOCTH, NEPeJaHHON Ha ayTCOPCUHI M JESTEIBHOCTH KOHTPAreHTOB Ha KayecTBa CHTYallMOH
JOKYMEHTOB [0  MPOBEICHHUIO JIeATETLHOCTH B chepe 0OpaiieHHs ICKapCTBEHHBIX CPEACTB COOTBETCTBHE yCTAHOBJICHHBIM TPEOOBAHISIM IPU OCYIIECTBICHHN ACATEILHOCTH B chepe (CaMOMHCIIEKIIH) HBIC
ayuTOB kadectBa | ® IIPHHIMIEI X HOPSIOK HOKYMECHTAILHOTO O(OPMICHHH H PErHCTPALiUi 00parieH:s JIeKapCTBEHHBIX CPE/CTB COOCTBEHHOM 3a[aHus
(CaMOMHCIIEKIIHN) COOCTBEHHOM COOTBETCTBYIOLIECIT JOKYMEHTALINH = [IpuHHMAaTh ydYacTHE B IIOATOTOBKE JOKYMEHTAIBHOTO OGOPMICHHH M PErHCTPaLiui JIeATEIBHOCTH CyOBeKTa
7 K274 JIeATEIbHOCTH Cy0OBeKTa 0OpalieH s COOTBETCTBYIONIEH JOKyMEHTANN obpalenus
JICKAPCTBEHHBIX CPEICTB, JICKAPCTBEHHBIX
JICATEIbHOCTH, — HEPEIaHHOH  Ha CPEACTB, HEATEIBHOCTH,
AYTCOPCHUHT u JIeATEIbHOCTH nepeIaHHol Ha
KOHTPAareHTOB Ha  COOTBETCTBHE AyTCOPCHHT "
YCTaHOBJICHHBIM TPEOOBAHUSM JIeSATENEHOCTH
KOHTPAreHToB Ha
COOTBETCTBHE
YCTaHOBJICHHBIM
TpeOOBaHHUM
= Haanexamue npaktuki GXP B cepe o6paliieHns 1ekapcTBEHHEBIX CPECTB = JleiicTBOBAaTh B COOTBETCTBHM C HalleXauMMu npaktukamu GXP B coepe obpamenus | I'oTOBHOCTBIO TecrtoBrie
= JIOMKHOCTHBIE 00S3aHHOCTH 1 (QYHKIHH PYKOBOACTBA M COTPYAHHKOB CyOBEKTa JIEKaPCTBEHHBIX CPEICTB NMPUHUMATh ydYacTHe B | 3ajaHus,
I 5 oOpalleHHs JIeKapCTBEHHBIX CPEICTB = [IpuHnMaTh ydactie B pa3paGoTke, 0HOPMICHHH, XPAHEHNH M OOHOBICHMS CTAHAAPTHBIX | pa3paboTke M | yCTHBI
PHHHMACT YHACTHE B PAspaboTKe | | TIpuHmnsl pa3paboTkH, OQOPMICHHS, XPaHSHHS 1 OOHOBICHHS CTaHIAPTHBIX ONEPAIMOHHBIX MPOLEAYP B PaMKaX JAesATENbHOCTH CyOheKTa 0OpaleHHs JIeKapCTBEHHBIX | O(hOpMICHHH ompoc,
8 MK-27.5 odopmtenii CTAHAAPTHAIX OIEePaLMOHHBIX MPOLEAYP B PAMKaX ACATEIbHOCTH CyOBEKTa 00paIeHUs. CpECTB CTaHAAPTHBIX CHTYalluOH
. -27. OMEPALMOHHBIX MPOLEAYP B PaMKax
JICATELHOCTH CyBHeKTa obpaneHus JICKapPCTBEHHBIX CPELCTB = [IpuHuMaTh ydacTHe B NOArOTOBKE JOKYMCHTA/IbHOIO oOpMIICHUM M PErUCTPALUK | ONEPallHOHHBIX HbIC
JICKAPCTBEHHbIX CPEACTS = IIpuHUMIIBI 1 TOPAZIOK AOKYMEHTAIBHOTO 0(hOPMIICHHH H PETUCTPaLiui COOTBETCTBYIOLIEH JOKyMEHTALUU npoueiyp B paMKax | 3aJaHus
COOTBETCTBYIOIIEH JOKyMEHTAIUK JIeATENLHOCTH  CyOhekTa
obpameHus
JIEKApPCTBEHHBIX CPEJICTB
= Hapanesxauue npaktuku GXP B cdepe 0OpalieHns IeKapCTBEHHBIX CPEACTB = JleiicTBOBAaTh B COOTBETCTBHM C HaiexauuMu npaktukamu GXP B chepe obpamenus | I'OTOBHOCTbIO
= TIpHHIMIBI U METOABI U3YUYCHHS yJIOBICTBOPCHHOCTH KAaueCTBOM COOCTBCHHOI JICKAPCTBEHHBIX CPECTB NPHHUMATh K ydacTHe B
CHocoBen K yuacTiio B HayucHun NEeATEIPHOCTH €O  CTOPOHBI MOTpeOHTeneld, B TOM uHcae mnopsmok | ® IIpuHUMaTh ydacTHe B HM3YYCHUM YAOBJICTBOPEHHOCTH  KA4ECTBOM COOCTBEHHOH | H3ydeHHU
JIOKyMEHTAJILHOTO 0(OPMIICHHS IPOLIECCa U Pe3yIbTaToB JIEATEIPHOCTH CO CTOPOHBI MOTPEOUTEICH, B TOM 4YHCIE MOPSIOK JOKYMEHTAIbHOrO | YIOBICTBOPCHHOCTH
Zggz:}:jsg ;HH():::Tenbul:)i‘;‘icm(::]g = TIpHHIMIIBI ¥ METO/BI U3yYEHHS Y/IOBIETBOPEHHOCTH Ka4eCTBOM COGCTBEHHOI o(opMIIeHHS TIPOLIECCa H Pe3yIbTaTOB | xauectsom coOCTBEHHOI
9 |nK-276 CTODOHbI HoTpeGHTencl u JICATENLHOCTH €O CTOPOHBI ~ KOHTPAareHTOB B TOM  4Yucie TOpsaok | ® IlpuHMMarh ydacTHe B HM3YYEHHH YAOBIETBOPEHHOCTH KauyeCTBOM COOCTBEHHOW | JESTEIbHOCTH co
KOHI;pareHTOB, Bp oM amone K JIOKyMEHTAJILHOTO 0)OPMIIEHHS TIPOIIecca H Pe3yIbTaToB JIEATETLHOCTH CO CTOPOHBI KOHTPAreHTOB CTOPOHBI MOTpeGHTENEH N
JOKYMCHTAIHOMY  0OPMICHHIO = [lpuHUMOBL U TOPAZIOK  1OKYMCHTA/IbHOrO odopmieHnn u perucrpauuu | ®* IIpuHumath YHACTHE B MOATOTOBKS AOKYMEHTATLHOTO oOpMIICHUM M DErUCTPALlMH | KOHTPAareHTOB, B TOM
COOTBETCTBYIOLICIH JOKYMEHTALINK COOTBETCTBYIOLICH JOKyMEHTALNN qrcIe K
mpo1recca ¥ pe3yabTaToB
JIOKyMEHTAJIbHOMY
ohopMIIeHHUIO IpoLiecca i
pe3yabTaTOB
= Hannexamme npaktnkn GXP B cdepe 0OparieHns IeKapCTBEHHBIX CPEICTB = JleficTBOBaTh B COOTBETCTBHHM C HajuiexamMu npaktnkamu GXP B chepe oOpamenust | ['0TOBHOCTBIO
= [IpHHIMIBI ¥ METOABI KOHTPOINS 3HAHWH, IUIAHUPOBAHWS M OpPraHU3aLHK JIEKaPCTBEHHBIX CPEICTB NMPUHUMATH  ydacTHe B
CrocobeH K y4acTHIO B KOHTPOJIE CHCTeMbl OOydYeHHs M MOBBIICHUS KBaIMHUKALUMM MepcoHana B pamkax | ® IlpuHEMaTh ydacTHe B KOHTpPOJIC 3HAHMil, [UIAHUPOBAHHMS M OPraHU3ALHU CHCTEMBI | KOHTpOIJIE 3HAHHIA,
3HAHHI, IUIAHUPOBAHHI u OCYILECTBIICHHS JEsATEIbHOCTH B chepe 0OpalleHNs TeKapCTBEHHbBIX CPECTB, B oOy4eHHS W MOBBINICHHS KBaIM(HKALMH IIEPCOHATA B paMKaX OCYIIECTBICHHS | I[UIAHUPOBAHHU u
OpraHU3alMH CHCTEMBI OOYUYCHHUS H TOM 4Yxcie B paMKaX CHCTEMBl  HENPEPHIBHOIO  MEMHIMHCKOIO U JIeATEIPHOCTH B cdepe OOpAIeHHsI JTEKApCTBEHHBIX CPECTB, B TOM 4YHCIC B pPAaMKaX | OPraHM3alUH  CHCTEMBI
10. |mK-27.7 TMOBBIIICHHS KBaJIMHUKAIHH (hapMareBTHYECKOTro NepcoHana CHCTEMBI HEMPEPHIBHOIO MEJIUIIMHCKOTO 1 (hapMalleBTHIECKOTO TIepCoHana 00y4eHHs M TMOBBIIICHHS
! e nepcoHaa B pamkax | ® IIpHHUMIIEI M TIOPSAOK JOKYMEHTaJIbHOTO OGMOPMICHHH M PErHCTPALlHH IIpyHMMaTh y4acTHe B TOATOTOBKE JOKYMEHTaJIBHOrO O(GOPMICHHH W PErHCTpAllMH | KBalnu(pUKalun
OCYLIECTBJICHHSI  JIESTEIBHOCTH B COOTBETCTBYIOIIEH JJOKyMEHTAIIUH COOTBETCTBYIONIEH JOKyMEHTAIN nepcoHana B paMKax
chepe obpaiueHus JIEKapCTBEHHBIX OCYIIECTBIICHHS
CpeacTs nesTenbHOCTH B cepe
obparieHus

JIEKapCTBEHHBIX CPEJICTB
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IlepeyeHb 0000IEHHBIX TPYAOBBIX (PYHKUIMIA M TPYAOBBIX (PYHKIMH, MMEIOLIUX OTHOLIEHHE K NPOo¢ecCHOHAIBHOM
AeATeJbHOCTH BBINYCKHUKA

Crenenb
OTHOIIECHHUSA K
Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0ble yc/10BHsI 10MycKa K padoTe npogecCHOHATBHOI
JAeATCIbHOCTH
BbINYCKHUKA
02 3JIPABOOXPAHEHUE
YK-1; YK-3; YK-4; YK-5; YK-6; TToJTHOCTBIO
VK-7; YK-8; OIIK-1; OIIK-2;
OIIK-3; OIIK-4; OIIK-5; OIIK-
02.006 | ITPOBU30P 63 TIK-1 5 TIK-2; TTK-3; TK-4;
MK-6; ITK-7; TIK-14; TTK-27;
MK-21; K-22
[IpoxoxaeHue 00s13aTenbHbIX T10JIHOCTBIO
VK-1; YK-3; VK-4; VK-5; YK-6; Bbiciuee 06pa3oBaHue — CELUATHTET NPEABAPUTEIBHBIX (IIPU MOCTYILUICHUH Ha
Kpanudunuposannas gapmaneBTHIeCKas IOMOIIb HACEICHHUIO, TIALMEHTaM MEIHIMHCKUX VK-7; YK-8; OIIK-1; OIIK-2; ToBbIlIEHNE KBATH(UKALUE HE PEke paboTy) U NEPUOIUIECKHMX MEIUIMHCKUX
A OpraHu3aluii, paboThl, YCIIYTH IIO JOBEACHHIO JIEKapCTBEHHBIX IIPENapaToB, MEIHIIMHCKUAX OIIK-3; OIIK-4; OIIK-5; OIIK-6; OJHOTO pa3sa B IIATH JIET B TCUCHHE 0CMOTPOB (00CIIeI0BaHNIA), @ TAKXKE
U3/IeNUi, IPYTUX TOBAPOB, PA3PEIIEHHBIX K OTIYCKY B allTEUHBIX OPraHU3ALHUIX, 10 TIK-1 ; TIK-2; TIK-3; TIK-4; TIK-6; BCeii TPYZIOBOI ACATENBHOCTH BHEOYEPEHBIX MEIUIMHCKMX OCMOTPOB
KOHEYHOTO MOTPeOUTeINs TIK-7; TIK-14; TIK-27; TIK-21; (0bcneoBaHmii) B HOPSIIKE, YCTAHOBICHHOM
[K-22 3aKoHOzaTenbcTBOM Poccuiickoi Denepanun
<3>
VK-4; YK-5; YK-6; YK-8; OIIK-2; TToaHOCTHIO
AJOL7 OnroBasi, po3HUYHAS TOPTOBJIs, OTIYCK JIEKAPCTBEHHBIX MIPENApaToB U APYTUX TOBAPOB OIIK-3; OTIK-4; OIIK-6; TIK-1 ;
: aNTE4YHOr0 aCCOPTUMEHTA TIK-2; TIK-3; T1K-4; I1K-6; IIK-7;
I1K-14; [TIK-27
T8 BHYTpeHHHMI KOHTPOIIb 32 COOIIIOICHUEM MOPSJIKA OTITYCKA JIEKAPCTBEHHBIX NPENApaToB 1 TIK-27.3; TIK-27.4; TIK-27.5
TOBAPOB ANTEYHOI0 ACCOPTUMEHTA
TJ.10 OnroBas pojiaxa JISKAPCTBEHHbIX CPEJICTB M TOBAPOB AlITEYHOI0 aCCOPTUMEHTA TK-6; TTIK-2.4; TIK-27.1
HnTeprpeTHpoBaTh MOI0KEHHS 3aKOHOJATENbHBIX AKTOB H APYTHX HOPMATUBHBIX IPABOBBIX
Vv.1 AKTOB, PEryJIMPYOIIMX 00paIICHHE JICKAPCTBEHHBIX CPEICTB U TOBAPOB AlITEYHOTO OIIK-3.1; TIK-6.9; TIK-27.1
acCOpTUMEHTa
AHaNIM3MPOBATH M OLEHUBATD PE3YJIbTAThl COOCTBEHHOI JEATEILHOCTH, 1eATEIbHOCTH VK-6: TIK-6.8; TIK-27.2; [IK-27.3:
V.10 KOJUIET U IPYTHX pabOTHUKOB JIIsl IPEeIyHPEekICHHS TPO(ECCHOHATBHBIX OMHOOK 1 .
IK-27.4; TIK-27.6
MHMHHUMH3ALUN PUCKOB JUISl MAIMEHTa
TTos10)KeH!s: HOPMATUBHBIX TTPABOBBIX AKTOB, PETYJIUPYIONIMX 00paICHNE JICKAPCTBEHHBIX
31 CPEACTB 1 TOBAPOB ANTEYHOIO ACCOPTHMEHTA, BIULIOYAs BLIIMCHIBAIIIE } OIIK-3.1: TTK-6.9; TIK-27.1
perenToB/TpeboBaHMii, OTITYCK JICKAPCTBEHHBIX MPENapaToB, MEANIMHCKHX M3/CINH U HX
XpaHeHHe
3u.7 CoBpeMEHHBIE METO/Ibl M MOJXO0/1bl K 00ECIEUeHHIO KayecTBa (hapMaleBTHYECKO MOMOIIN I1K-27; I1K-6.8; I1K-6.9
3110 OCHOBBI Q)apmauerTqucmro MEHEJDKMEHTA, JIeJI0BOIO oémetwm U KYJIBTYPBI, OTIK-4; TIK-27; TIK-6.8
pod)eCCHOHANBHON MICUXOIOIMH M 9TUKH, (hapMaLeBTHYECKON JEOHTOIOTHHI
315 IMopsinok 3aKynKky ¥ preMa TOBapoB OT IOCTABIIMKOB, yUeTa U HHBEHTapU3alluH, TIK-2.3; TIK-2.4; TIK-6.2; TIK-6.3;
i YCTaHOBJICHHOW B OpPraHHM3alNH, BKIIOYasi 0QOPMIICHHE COOTBETCTBYIONICH TOKYMEHTALIHN I1K-6.8; [1K-27.4
AI02.7 E[}Losenenue HPUEMOYHOTO KOHTPOJIS TIOCTYAONINX B OPraHM3aIMIO JIEKapCTBEHHBIX g?ﬂ%;ﬁéi(i% (;ﬁ?(lfé?h?(l-_lzl‘( 2, ITosHOCTBHIO
PEACTB U APYTUX TOBAPOB ANTEYHOTO ACCOPTHMEHTA IIK-4: T1K-6: [IK-27
v WHTeprpeTHPOBATh TOJIOKEHHSI HOPMATHBHBIX IIPABOBBIX aKTOB, PETYIHPYIOIIHX OIK-3.1; [K-27.1
oOpaleHne JIGKapCTBEHHBIX CPEACTB U TOBAPOB ANTEYHOTO ACCOPTHMEHTA
v.3 ITpoBoANTHL NPOBEPKY COMPOBOAUTENLHOM IOKYMEHTALMK TIK-6.3; TIK-6.4; TIK-6.8; TIK-27.4
OcyuiecTBIATh 3G HEKTHBHBIC KOMMYHUKAIIMK B YCTHO# M MHCBMEHHO# (opMe ¢ KoJuieram,
v.7 JIpyTMMH pabOTHHKAMH 3[IpaBOOXPAHEHHs M TALIMEHTaMHU NP PEIeHHN MPO(heCCHOHATBHBIX YK-4; OIIK-4; [1K-27.6
33134
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Crenenb
OTHOILIEHUS K

Hnpaexce HaumeHoBaHue Komnerenuuu TpeboBaHusi K 06pa30BaHUIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JeATEeJILHOCTH
BBINYCKHHKA
AHaIM3UpOBATH U OLEHUBATD PE3YJIbTAThl COOCTBEHHOI IEATENbHOCTH, IEATEIbHOCTH
P " pesy s A I1K-6.8; [IK-27.3; [IK-27.4; TIK-
v.8 KOJUIET U APYIUX paGOTHUKOB 3/{paBOOXPAHEHHMS IS IPEAYHIPEKIACHHS TPO(ECCHOHATBHBIX 276
OLIMOOK M MMHMMM3ALUM PUCKOB YIS HALMEHTA '
Tpe©oBaHUs K KaUeCTBY JICKAPCTBEHHBIX CPEJCTB, K MAPKHPOBKE JICKAPCTBEHHBIX CPECTB U
P Y ekap PEACTE, K MAPKAp P pedl OITK-3.1; [TK-4.6; TIK-6.4; TIK-
3n.3 K JIOKyMEHTaM, TIOATBEPIKIAIOIUM Ka4yeCTBO JIEKAPCTBEHHBIX CPEJICTB U JJPYTUX TOBAPOB 6.5 [IK-27.1
anTeyHOr0 ACCOPTHMEHTA - )
OcHOBBI (hapMalEeBTUYECKOI0 MEHEPKMEHTA, IeJIOBOT0 OOIIEHUS ¥ KYJIbTYPbI,
31.9 (apaucs1 A A e YASTYP VK-4; TTK-27; TIK-6.8; [TK-6.9
pod)ecCHOHANIBHOMN MCUXOJIOIMH M 9TUKH, (papMaLleBTHUECKON JICOHTOJIOTHI
31,10 TTopsioK TpaHCHOPTHPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB 110 "XOJI0I0BOI OIIK-3.1; TIK-6.4; I1K-6.7; T1K-
i nenu" U CpesicTBa, UCIOJIb3yeMble ISl KOHTPOJIA COOJIIOICHHS TeMIePaTyphbl 27.1
3u.11 CoBpeMEHHBIC METO/IbI M MOJXO0/IbI K 00ECIICUCHHIO KauecTBa (hapMaLeBTHIECKOM ITOMOIIH T1K-27; OTIK-3.1; TIK-6.8
YK-4; YK-5; YK-6; YK-8; OIIK- T1oAHOCTHIO
AJ03.7 Obecneyenne XpaHeHHs1 JIeKAPCTBEHHBIX CPEACTB H IPYTHX TOBAPOB aNTEYHOI0 2; OIIK-3; OITK-4; OIIK-6; ITK-
: accOPTHMEHTA 2; [IK-4; IIK-6; IIK-7; IK-14;
K-27
CopTupoBKa NOCTYIAIOMINX JEKAPCTBEHHBIX CPEJICTB, IPYTHX TOBAPOB alITEYHOTO
TH.1 ACCOPTHMEHTA C Y4eTOM UX (PU3MKO-XUMHUYECKUX CBOKMCTB, TpeOOBAHUHI K YCIIOBHSM, IK-6.7; [1IK-27.1
PEeXKUMY XPaHSHHS 0COOBIX TPYIII JIEKAPCTBEHHBIX CPEJICTB
ObecrieyeHne, KOHTPOIIb COOIIONCHUS PEXKUMOB U YCIOBUI XpaHEHUs!, HEOOXOAUMBIX JUIS
» KOHID! ACHM p Y P g A A OIIK-3.1; TIK-6.5; [TK-6.7; TIK-
THA.2 COXpaHeHHUs KauecTBa, 9P (HEKTUBHOCTH, OE30MACHOCTH JIEKAPCTBEHHBIX CPEACTB U APYTHX 73: TIK-271
TOBApPOB ANTEYHOI'0 ACCOPTHUMEHTA, X (U3HYECKOH COXPAHHOCTH v )
WHTeprpeTHPOBATh TOJI0KEHHS HOPMATHBHBIX IIPABOBBIX aKTOB, PETYIHPYIOLIHX
V.1 prpeTHp P P peryupyrou OIIK-3.1; TIK-6.9; TIK-27.1
obpalieHue JeKapCTBEHHBIX CPEICTB M TOBAPOB ANTEYHOr0 ACCOPTUMEHTA
AHaIU3MPOBATh M OLICHUBATH PE3YJIbTAThl COOCTBEHHOMN JIEATENBHOCTH, JCATEIbHOCTH
V.11 KoJuier I/lp TUX agOTHMKOBl;H );BOOX AHEHUS IS 1 Lfl TIPEK, eHml’s 0(heCCHOHAIBHBIX OIIK-3.1; OTIK-3.2; ITK-6.8; TTK-
: APYrHX p PaBoOXp JUL IpEAY P P 27.2; TIK-27.3; TIK-27.4; TIK-27.6
ouMOOK M MMHMMM3ALMK PUCKOB VISl HALMEHTA
TToso)KeH!s: HOPMATHBHBIX TTPABOBBIX AKTOB, PETYJIHPYIONINX 00pallieHNe JIEKAPCTBEHHBIX
3n.1 P p > PErYIHPYIOULIX 0bpatit P OINK-3.1; TIK-6.9; TIK-27.1
CPEJICTB M TOBApPOB ANTEYHOIO ACCOPTHUMEHTA
IMpaBuia XpaHEHHUs JICKAPCTBEHHBIX CPE/CTB, NPABUIIA YHHUTOXKEHHUS (HaibCHYHIMPOBAHHBIX
P P P PEICTS, [P M bancuduuip OI1K-3.1; OTIK-6.4; TIK-4.5; TTK-
3u.2 1 KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CPEACTB, MOPSAAOK HAUMCICHUS €CTECTBEHHOM YyObLIM Mpu 6.8: TIK-6.9: [TK-27.1
XpaHEHHH JICKAPCTBEHHBIX CPEJICTB o - )
OcHOBBI (hapMaleBTHIECKOT0 MEHEKMEHTA, JACJIOBOr0 OOIICHHUS H KYJIbTYPbI.
3u5 (apvavce1 A A e YIBTYPEL OITK-4; TIK-27
npohecCHOHATIBHOM IICUXOJIOTUH M 3THKH, (hapMaleBTHYECKOH ICOHTOJIOT U
3H.6 CoBpeMeHHbIE METO/IbI M MOIXO/Ibl K 00eCIIeYeHNIO KauecTBa (papMaleBTHYECKON MOMOIH T1K-27; T1K-6.8
307 TpebGoBaHus K KaueCTBY JISKAPCTBEHHBIX CPE/ICTB, K MAPKUPOBKE JICKAPCTBEHHBIX CPE/ICTB U OIIK-3.1; IIK-6.5; I1K-6.7; I1K-
) JIPYTHX TOBAPOB aNlTeYHOr0 aCCOPTUMEHTA 27.1
TTopsiioK TpaHCHOPTHPOBAHUS TEPMOJIAOHIIBHBIX JICKAPCTBEHHBIX CPEICTB I10 "XO0JI010BOM
3u.8 PAILOK TP PTHP P P e A T1K-6.7; TIK-6.8; [TK-27.1
nenu" U Cpe/IcTBa, UCIOIb3yeMbIe ISl KOHTPOJIS COOMIOICHHUS TEMIIEPATyPhl
WH}popMaLHOHHO-KOMMYHHKAI[MOHHbBIE TEXHOJIOIHH M KOMITBIOTEPH3HPOBAHHbIC CHCTEMBI
319 bopma YAl pusup | OITK-6; IK-6.7; TK-27.1
MIPUMEHSIOLINECS [TPY OPraHU3ALMH XPAaHESHHS JICKAPCTBEHHBIX CPEICTB
YK-4; YK-5; YK-6; YK-7; OIIK- T10JTHOCTBIO
HndopmupoBanne HaceaeHHs U MEAHIIHHCKNX PAaGOTHHKOB 0 JIEKAPCTBEHHBIX 4 : ? ?
s ] (:l:lap aT:’x M JIPYrUX TOBapax anrgq:oro acco pTﬂMeHTa P 23 QI (DS LILE 2K LIS
perap By P P TIK-4; TTK-6; IK-7; TIK-27
v HnTeprnpeTHpOBaTh M0JI0KEHHI HOPMATHBHBIX MPABOBBIX AKTOB, PErYIMPYIOLIUX OIIK-3.1; TIK-6.8; TTIK-6.9; TIK-
i obparieHne JeKapCTBEHHBIX CPEICTB M TOBAPOB ANTEYHOTO ACCOPTUMEHTA 27.1
AHaJIN3UPOBATH M OLICHUBATB PE3YJIBTAThI COOCTBEHHOI EATENBHOCTH, ICITEIBHOCTH
P ” pesy e > 2l VK-6.1; VK-6.2; TIK-27.3; TIK-
V4 KOJUIET U APYTUX pabOTHHUKOB 3APaBOOXPAHEHUS TS MPEAYIPEkKICHHS MPO(ECCHOHATBHBIX 274
omnOOK M MHUHUMHU3ALIMH PUCKOB JUIs TTALMEHTa )

12




Crenenb
OTHOLUEHHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
TMono)KeH!ss HOPMATHBHBIX TPABOBBIX AKTOB, PETYIHPYIOIINX 00palleHNe JIeKapCTBEHHBIX OIIK-3.1; [TK-4.5; TTK-6.5; TIK-
3n.1 CPEJICTB U JIPYTUX TOBAPOB AlTEYHOr0 aCCOPTUMEHTA, BKIIIOYas cucteMy (hapmakoHanzopa 271
Poccuiickoii Denepannu '
3u4 OcHOBBI d)apMaL[eB;H/ILlCCKOFO MEHEKMEHTa, IeJI0BOrO o6mel:m;l U KYJIBTYPBI, OIIK-4; TIK-27: TIK-6.8
PO eCCHOHANBHON IICUXOIOTUU M STHKH, (hapMaIleBTUYECKON JEOHTOIOI NN
3u.5 CoBpeMEHHBIC METO/IbI M MOJXO0/IbI K 00ECTICUCHHIO KauecTBa (hapMaLeBTHIECKOM ITOMOIIH TIK-27; I11K-6.8
VK-1; YK-4; YK-5; YK-6; YK-8; TToaHOCTHIO
OIIK-1; OIIK-2; OIIK-4; OIIK-
A/05.7 | H3roroBieHHe JIEKAPCTBEHHBIX MPENAPATOB B YCJIOBHSIX ANITEYHbIX OPraHU3aUMil 5; OIIK-6; ITK-1 ; TIK-2; TIK-3;
IK-4; IIK-6; IIK-7; IIK-27; IIK-
21; IIK-22
319 OcHoBBI (hapMaleBTHIECKOTO MEHEKMEHTA, JeJ0BOr0 OOIECHUs U KYJIbTYPBI, VYK-5.3; YK-5.4; OIIK-4.1; OIIK-
) pod)ecCHOHANIBHOMN MICUXOJIOTHH M 9TUKH, (p)apMaLleBTHUECKON IEOHTOIOTHHI 4.2; TIK-27.1
3110 Topsiiok TpaHCHOPTHPOBAHUS TEPMOIAOMIBHBIX JIEKAPCTBEHHBIX CPEACTB 110 "X0JI010BOM I1K-6.7; 11IK-7.3; TIK-27.1; IIK-
i Lenu" M UCHOJIb3YeMble Il KOHTPOJISL COOJIFOCHHS TEMIICPATyPbl CPEACTBA 274
3u.11 CoBpeMeHHbIC METO/Ibl H TTOAXO/IBI K 00SCIIeUEHNIO KauecTBa (papMaLeBTHUESCKOH MOMOIIH TK-27; TIK-6.8
31.12 Iopsi 1ok 3aKyNKH ¥ IpreMa TOBAapOB OT IOCTABLIMKOB, YCTAHOBICHHBII B OpraHU3aLiu IK-6.7; [1K-27.4; T1K-27.5
3u.14 HopMaTHBHO-IIPaBOBbIE aKThI IO H3rOTOBICHHUIO JIKAPCTBEHHBIX (JOPM M BHYTPHANITEUHOMY OIIK-3.1; TTK-6.9; TIK-27.1
KOHTPOJIIO
VK-2; YK-8; OIIK-1; OIIK-2; YacTHYHO
02.010 CHENMAJIMCT IO MPOMBIIIJIEHHON ®APMALIUA B OBJACTH MK-9; IK-27; IIK-17; IIK-18;
: HCCJIEJOBAHUU JIEKAPCTBEHHBIX CPEJICTB MK-19; IK-20; IK-21; ITK-22;
MK-23; TIK-24; TIK-25
ITpoxozkaenne 00s3aTeIbHbIX YacTHYHO
NpeBAPUTEIbHBIX (IIPH NOCTYIUIEHHH HA
VK-2; YK-8; OIIK-1; OIIK-2; Briciiee o0pazoBanue — PpadoTy) M NePHOAMYECKHX MeIUIHHCKAX
A T TS affaT IO MR TT TS TS oS TIK-9; IK-27; TIK-17; TIK-18; 0akasaBpHaT 0CcMOTPOB (00c/1eI0BaHMIT), 2 TAKKe
MK-19; IK-20; IK-21; ITK-22; Bricuiee o0pa3oBanue - BHEOUYEPEIHBIX MeIHIIMHCKUX 0CMOTPOB
MK-23; TIK-24; TIK-25 cnenuaanTeT, MarucTpaTypa (o0cnenoBanuii) B nopsiike,
YCTaHOBJIEHHOM 32aKOHOATEe/IbCTBOM
Poccuiickoii @enepanun
VK-2; YK-8; OIIK-1; OIIK-2; YacTtuuHo
A/01.6 | IIpoBeaeHme paGoT mo papmManeBTHUECKOIT pa3padoTke gﬁ:?;flﬁc&gb?g]—({;’lflﬁig‘z’
MK-23; MK-24; IK-25
Vs Pa3pabarbiBaTh IIaHBI YIPABICHUS PUCKAMU Ka4ecTBa pa3pabaThiBAEMBIX JIEKapCTBEHHBIX TIK-27.1; TIK-27.2
CpeacTB
3h.1 Oranbl (papMaLeBTHYECKON pa3paboTKu VK-2; TIK-27.1
302 Tpe6oanus kK 06beMy (hapMarieBTHIEcKoi pa3paboTKH 110 OTACIBHBIM IPYIIIaM K-27.1
i JIEKAPCTBEHHBIX CPEJICTB U JICKAPCTBEHHBIX (hOpPM )
3n.8 MeTo1bl H HHCTPYMEHTBI yIPABICHHS] PUCKAMH KaueCTBa JICKAPCTBEHHBIX CPEJICTB 1K-27.2
315 TpebGoBanus CalHTAPHOrO PEHMA, OXPAHBL TPYAQ, nomzzpl—loﬁ 6€301aCHOCTH, YKOJIOTHI VK-8: TIK-9; OTTK-3.3; [TK-27.1
OKpYKAIOIIeil CPeJibl, TOPSIOK ACHCTBUI MPH Ype3BbIYANHBIX CHTYALHSX
CIELUAJIUCT [0 BAJIUJALIUY (KBAJIUDUKALIMN)DAPMALEBTUYECKOIO YK-4; VK-5; VK-8; OIIK-6; IIK-9;
02.011 MK-10; IK-11; TIK-27; TIK-17;
ITPOM3BOJICTBA TK-19
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Crenenb
OTHOILIEHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
IpoxoxaeHne 00s3aTeTbHBIX
npeBapUTENbHBIX (IIPU NOCTYIUICHUH Ha
YK-4; VK-5; VK-8; OIIK-6; IIK-9; | Byicmee o6pasosanue paboTy) U NIEPHOANIECKIX MEULIIMHCKIX
A IpoBenenue pabot no Banuganuu (kBanupukayn) GpapMaleBTHIECKOTO ITPOU3BOACTBA TK-10; IIK-11; TIK-27; TIK-17; 0CMOTpPOB (00CIIe10BaHNIA), a TAKKe
IK-19 BHEOYEPEIHBIX MEUIMHCKUX OCMOTPOB
(obcneoBaHMit) B IOPSZKE, yCTAHOBICHHOM
3aKoHoaTebcTBOM Poccuiickoit denepaunu
YK-4; YK-5; YK-8; OIIK-6; ITK- YacTHYHO
AJ02.6 OpraHu3anusi MOHUTOPHUHIA 00bEKTOB M NPOLECCOB, MPOIIEIIIHX BAJIHIALUIO 9; NMK-10; MK-27; IK-17; IIK-
. (kBasnpukanuio) GpapmManeBTHYECKOro MPOU3BOICTBA 19; IIK-10.2; IK-10.3; MK-11.2;
MK-27.1; IK-27.2; IK-27.4
TIL1 PaspaboTka u coriacoBaHue periaMeHTUPYIOLIEi U PeruCTPUPYIOLIEeH JOKyMEHTALIMH [0 TK-10.1; TIK-10.3
MOHHTOPHHI'Y 00BEKTOB M IPOLIECCOB, MPOIICIINX BATHIALNIO U KBATU(HKALHIO
T2 Koopaunanus npoBoguMbIX paboT 110 BaauAanuu (KBaauUKaIM) ¢ APyrUMH I1K-10; OIIK-6.4; TIK-11.2; TIK-
i MofIpa3AeeHUsIMH (hapMaLeBTHIECKOr0 MPOU3BOICTBA 27.1; TIK-16.2
T1.3 OneHka coCTOSHUS 00BEKTOB M IPOLIECCOB, NPOIIE/IIMX BAIMAALMIO U KBAIH(PHUKALUIO I1K-10.3
T4 OueHKa H3MEHEHHMIT B IIpolieccax U 00bEKTax, BIHSIOIINX Ha CTaTyC BATMAALUN TIK-10.3; TIK-27.2; TIK-19.3
(kBanu(UKaLIK)
T1.6 AHainu3 0630poB KayecTBa NPOAYKIHU I1K-10.3; IK-27.1
Vcrosp30BaTh METO/IbI M MHCTPYMEHTBI aHAJIN3a PUCKOB ISl KAUeCTBa JIEKAPCTBEHHBIX TIK-10; TIK-9.4; TTK-27.1; TIK-
y.1 CPEJICTB IPH OLIEHKE Pe3yJIbTATOB MOHHUTOPUHIA 0OBEKTOB M CUCTEM, MPOILIEIINX 272
BaJIMIALHIO (KBAIH(UKALIHIO) )
va HuTepnpeTnpoBaTh NOKa3aHUS aBTOMATHYECKHX JaTYMKOB KOHTPOJIS IPOU3BOACTBEHHOI I1K-9.4; T1IK-10.3; ITIK-27.1; TIK-
i cpelbl, paboThl 000PyI0BAHHS, MHKEHEPHBIX CHCTEM 17.3
v3 TTpou3BOAMTE aHAIN3 YCTONYMBOCTH U HAJIGKHOCTU MPOLIECCOB, 00OPYAOBAHUS 1 [K-10
HHKEHEPHBIX CHCTEM
V4 TTpou3BOAMTE OLEHKY H3MEHEHHI IPOLIECCOB C LEIbIO ONpPe/IeICHHs] HEOOXOAUMOCTH MK-10
i 00bEeMOB TTOBTOPHO# Banjauuu (KBaaupuKarmm)
TIpUMEHATh CTATHCTHYECKHE METOBI aHAIIM3a TSl OLICHKU 3HAYMMOCTH (haKTOPOB,
v.5 BJIMSIONINX HA YCTOHYMBOCTD U HAIEKHOCTD MPOLIECCOB, 000PYI0BAHHS M HHXKEHEPHBIX OIIK-6.3; I1K-10.3; [1K-23.1
CHCTEM
Tpeboanust CorialieHus 0 SANHBIX MPUHIUIAX U IPaBUIaX 00PAICHNUS JICKAPCTBEHHBIX
3n.1 cpencTB B paMkax EBpasuiickoro 3KOHOMHYECKOTr0 cOI03a, MPaBHIl HaIexKallei OIIK-3.1; [IK-27.1
MPOHM3BOJICTBEHHON MPAKTUKN, HOPMATUBHBIX MPABOBBIX aKTOB U CTAHJIAPTOB
302 IMpuHIMNIBI BamMAaLUu TEXHOJIOIHHECKIX NPOLECCOB i AHATUTHIECKUX METOHK, TK-10; [K-19.3
KBAJIM(UKALNK IOMEIICHHI 1 000PY10BaHHS, HHKEHEPHBIX CHCTEM
3n.3 MeTo/1bl ¥ MHCTPYMEHTHI YNPABJICHHUS IIPOSKTAMH 10 BAJINIAIMH (KBAIM(HUKAIIN) TK-10
3u4 IMpuHIMNIBl MacIITAONPOBAHHS U MEPEHOCA TEXHOJIOTHUECKHX MPOLIECCOB IIPOM3BOACTBA TIK-10.1; TIK-16.2; [IK-16.3
JICKAPCTBEHHBIX CPEJICTB
MeTozbl CTATHCTHYECKOTO YIIPaBIeHHs! KAYECTBOM, METO/bl MATEMATUYECKON CTATHCTHKH, TIK-10; TK-19; OTIK-1.4; OTIK-
3H.6 , ? 6.3; IIK-16.2; TIK-17.3; T1K-23.1;
MPUMEHSIEMbIC [IPH OLIEHKE PEe3yJIbTaTOB HCIIBITAHUH M BaTMAALHN I1K-23.2; TIK-23.3
VK-2; YK-4; YK-5; YK-8; OIIK- YacTHYHO
02.012 CIHEUMAJIMCT B OBJIACTH YIIPABJEHHS ®APMALIEBTUYECKOM 2; OIIK-3; OIIK-4; OIIK-6; ITK-
: JESATEJIBHOCTbIO 1; IIK-2; IIK-3; IK-4; I[TK-6;
NK-15; IK-27
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Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
IIpoxoskaenue 00s13aTeILHBIX YacTHYHO
NpeJBapUTEIbHBIX (IIPH NOCTYIIEHHH HA
padoTy) H NepHOANYECKHX MeJIHIIHHCKHX
0cMOTPOB (006c/1e10BaHUIT), a TAKKE
o . BHeoYepeIHbIX MeIMIIMHCKHX 0CMOTPOB
bicIIee 00pa3oBaHue - e
. YK2; YK-4; VK-5; VK-8; OIIK- cneunaﬂquT ;zﬁr?:o?;;:ﬂxﬁﬁ :al:c?)‘l):)il;:,eﬂbc'rsom
A OpraHu3anus 4 pyKOBOACTBO (hapManeBTHYECKOIi 1eATeTbHOCTHIO 2; OIIK-3; OIIK-4; OIIK-6; ITK- Cpennee npodeccHonaibHoe Poccuiicicoi Denepanin
dapmaneBTHYECKOI OpraHU3anuu 1 ; IIK-2; IK-3; IIK-4; I1K-6; o06pasoBanne ooxo p
TIK-15; TIK-27 Pox0zIeHIe 06YeHHs 10 OXpaHe TpyAa,
TO’KapHOH 6€30MaCHOCTH, MOATOTOBKA B
00J1aCTH 3aIUTHI OT Ype3BbIYAHbIX
CHTyauui
Hanuune cBueTe1CTBa 00
aKKpeaIuTANMK/cepTHHHKATA
cHenuajncTa
VYK-2; YK-8; OIIK-3; OIIK-6; T10JIHOCTBIO
A/01.7 | TlnanupoBanue AeSATEIBHOCTH (papManeBTHIECKOH OPraHH3aMI MK-1 ; ITK-2; TIK-6; TTK-15;
MK-27
T3 OnpezeneHue uenel 1 3a1a4 AesITeIbHOCTH (hapMaleBTHYECKOH OpraHn3aiim, VK-2; TIK-27; OTIK-3.2; TIK-6.1;
i KOHTPOJIbHBIX ITOKa3aTeJIeH MX JIOCTHKCHHS M PeLIeHHs 11K-6.8; T1K-6.10; I1K-6.11
TIL4 Pa3paboTka I1aHa MEPONPHSATHI 10 JOCTHKEHNIO KOHTPOJIBHBIX MOKA3aTeNel AesTeIbHOCTH TK-15; TIK-27; OIIK-3.2; TTIK-6.8;
) (hapMmareBTHYECKOIT OpraHu3aluu 1K-6.11
v ITpoBOANTH MOHMTOPUHT 3HAHHS LEIEBBIX TPYII 110 HOBBIM JIEKAPCTBEHHBIM MpenapaTam 1 TIK-6.8; [IK-27.7
JIPYTHM TOBapaM arTeqHOro acCOPTHMEHTA
va OuennBath 3G HEKTUBHOCTH MEPONPUSITHH 10 0OECTICYSHHIO U YIIyUILICHHIO Ka4ecTBa TIK-15; I1K-27; OIIK-3.2; I1K-6.8;
} (hapMareBTHYECKOiT TOMOIIN TIK-6.11
Vy.5 IIpoBOANTH KOMIUIEKCHBIN aHAIN3 AEATENbHOCTH (papMalieBTHUECKON OpraHu3auu 11K-27; I1K-15; T1K-6.8
VY.6 [IporHo3upoBath ¥ OLEHUBATH PUCKH MPHU IUIAHUPOBAHHHU JESTEINbHOCTH 11K-6.8; I1K-27.2
v7 OLeHUBATh CUTYAIMIO M TPOrHO3UPOBATH €€ Pa3BUTHE, BBIPAOATHIBATE AlIbTEPHATHBHBIC T1K-6.8; T1K-27.2; [1K-27.3; TIK-
i} BapHaHThl PEHICHUH ¥ OLICHUBATH PUCKHU, CBA3AHHbIE C UX pealu3aluuen 275
3n.1 Mero/ib! ynpapneHus GapManeBTHIeCKOi opranu3auei TK-27; 1TK-6.8; ITK-6.9
302 Kpurepun n nokasareny, XapakTepu3yIolIue COCTOSIHHE otivecneqeunﬂ HaceneHus TK-15; TIK-27: [TK-6.8: TTK-6.10
JICKAPCTBEHHBIMH TIpENapaTaMHi M Ka4eCTBO JIEKAPCTBEHHOM MOMOIIH
3H.3 dapmaneBTHIECKUI MEHEKMEHT T1IK-27; T1K-6.8
3u.7 3akoHozarenbcTBo Poceniickoit denepaiu, perynupyioniee omiaty Tpyaa OIIK-3.1; I1K-6.9; I1K-27.1
TonoxeHust HOpMaTHBHBIX NPaBOBBIX akTOB Poccuiickoit dezepaiyn, perymmpyomumx
oOpalleHne JIEKapCTBEHHBIX CPEICTB U APYTUX TOBAPOB ANTEYHOIO ACCOPTHMEHTA, B TOM TK-15; OTIK-3.1; OTIK-6.2; TTK-
3n.8 qucsie B cooTBeTcTBIM ¢ CornanieHneM 0O eJMHbIX MPHHIMIAX U [IPaBHIax 00palieHus 6.9: TK-27.1
JIEKapPCTBEHHBIX CPEJICTB B paMKkax EBpasuiicKoro 3KOHOMHYECKOTo COK03a; o '
HMHCTHTYLHOHAIBHBIE HOPMBI B cepe ynpasieHus GapMarieBTHYECKOI 1eSTeIbHOCTBIO
319 S;;;;apﬁo—anmlemMonorwrecrcue TpeGOBaHMsl K KCIUTYaTAllMH TOMEILICHHI U YCIOBHAM VK-8; OTTK-3.1; TIK-6.9; [TK-27.1
TpeOoBaHUs K OTYETHOH JIOKYMEHTALIMH, CTPYKTYpa U COCTaB OTYETHOH JIOKYMEHTaLMH TIK-15; TTIK-2.3; TTIK-2.4; TTK-6.8;
3n.10 o
(apmarieBTHUECKON OpraHU3auU I1K-6.9; 1K-27.1
YK-4; OIIK-2; OIIK-3; OIIK-6; IloHOCTHIO
A/02.7 | Opraumsanusi pecypcHoro obecredenns hapMaieBTHIECKOI 0praHu3anny TIK-2; IK-3; IK-6; ITK-27; ITK-
15
T AHaJn3 TeKyIIero pecypcHoro o6ecredeHust 1 moTpeGHoCTel hapMareBTHISCKO MK-6.1; TIK-27.1; TIK-27.4
OpraHU3aluH
TH.2 OneHka moTpeGHOCTEH (hapMaleBTHUECKONH OPraHU3aliK B pecypcax IK-6.11; TIK-27.1; TIK-27.4
T14.3 HccneroBanue ppIHKa MOCTaBUIMKOB TOBApPOB, PaboT U yciyr I1K-6.2; [1K-27.4
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OTHOILIEHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
T4 OnpejieneHre ONTUMAIBHBIX TTOCTABIIMKOB, OPraHM3aLHsl IPOLEcca 3aKyOK IK-6.2; T1K-6.3; 1IK-27.4
T1.6 Ouenka 3 (HeKTUBHOCTH pecypcHOro obecnedyeHus papMalieBTHIECKOI OpraHu3alin IK-6.1; IK-6.11; TTK-27.4
TH.7 Pa3paboTka KOPPEKTHPYIOLIMX MEPOIPUSTHUIA 110 pe3yJIbTaTaM aHalIu3a I1K-6.8; I1K-27.2; I1K-27.3
AHanM3upoOBaTh M OLEHUBATH HH(POPMALIHMIO OT TIOCTABIIHKOB JEKAPCTBEHHBIX CPEJICTB H
v.1 JIPyI'MX TOBapOB alTEYHOI'0 ACCOPTUMEHTA, IPYTUX MaTepuaIoB U 000pynoBaHus, paboT 1 IK-6.2; T1K-6.8; I[1IK-27.4
yeiyr
v3 OcylecTBIATh MOHUTOPHHT CIIPOCa MOTPEOHTENeH, B TOM YHCIIC HAa HOBBIE JISKAPCTBCHHBIC 1IK-6.10; TIK-27.6
Ipenaparhbl ¥ Ipyrue Topaphbl aTEYHOI0 aCCOPTUMEHTA
V6 OcCyIIeCTBIATh YCTHBIE U THCbMEHHBIC KOMMYHHKAI[MH B OOLIEHUH C KOJUICTaMHy, VK-4: TIK-27.6
OTPEOUTEISIMU U ITOCTABIIMKAMU
v.7 TIporHo3upoBaTh M OLEHHBATh PUCKH IIPU OPraHU3aLMH PECYPCHOro obecreyeH s TIK-6.1; T1K-6.8; T1K-27.2
31 JIunensuonHble TpeOGOBaHUS U YCIOBHS UL OCYILECTBICHUS (hapMalieBTH4eCKON [IK-15; OIIK-3.1; I1K-6.9; I1K-
i JIESITENIBHOCTH 27.1
TonoxeHust HOpMaTUBHBIX NPaBOBBIX akTOB Poccuiickoit dexnepaiuu, perynmpyomumx
oOpallieHne JIEKapCTBEHHBIX CPEICTB U JAPYTUX TOBAPOB alTEYHOI'0 ACCOPTHMEHTA, B TOM
3n.3 4ucie B cooTBeTcTBHU ¢ CornameHneM O eJMHBIX MPHHIHIAX U PaBHIaxX 00paleHus OIIK-3.1; TIK-6.9; TIK-27.1
JIEKAPCTBEHHBIX CPEJICTB B paMKax EBpa3zuiickoro 5KOHOMHUYECKOT0 COI03a;
HHCTHTYLHOHAIBHBIC HOPMBI B cepe ynpasieHus (GapMalieBTHIECKOIl 1SS TeIbHOCTBIO
34 IMopsiaok mprueMa TOBapoB OT IMOCTABIIMKOB, UX y4eTa H MHBEHTapU3aluy, ycTaHoBIeHHbIH B | TIK-2.3; TIK-2.4; T1IK-6.3; 11K-6.4;
i OpraHU3allNHK, BKII0Yas 0QOpMIICHHE OTUETHO# JJOKYMEHTALUU 11K-27.4
TK-6.1; TIK-6.3; TIK-6.4; TIK-6.7;
3u.5 Tlopsiok 3aKynKy, XpaHeHUs], IEPEMELIEHUS JIEKaPCTBEHHBIX CPEICTB I1K-6.9; I1IK-27.1; I1K-27.3; TIK-
274
3u.17 Mertozbl 1 crioco0b! ynpaBIeHNs! OpraHu3aLuei TIR-27; OIIK-3.1; OTIK-3.2; TIK-
) 6.8; TIK-6.9
Opranun3anust ”HGOPMAHOHHOKH H KOHCY/ILTAIIMOHHON MOMOIIH /ISl HACEJIeHHs] H A A AL U LI Toamoctrio
AT MEeIHIHHCKAX PA00OTHHKOB UATKGITE SIS A
p IK-6; TK-27; TK-15
T3 OpraHu3aiys onpocoB MEANIUHCKUX PAOOTHUKOB IS BBISABICHUS UX HHOOPMAI[HOHHBIX OIIK-6.4; I1K-3.2; I1K-6.10; I1K-
) norpebHOCTEH 27.6
T1.6 Opranusaiis 00paTHO# CBSA3H € MOTPEOUTENIMH MHPOPMALIMOHHBIX yCIIyT OIIK-4; OIIK-6.4; I1K-27.6
T8 AHaiu3 pe3yJbTaToB MPOBOJUMBIX MEPOIPHATHI U X (P()EKTHBHOCTH JUISl TUTAHUPOBAHHS [K-27
i JlanbHel el paboTsl
OIIK-4; IIK-3; TIK-6.8; T1IK-27.4;
V.1 AHaIM3UPOBATH M IUNIAHUPOBATH HHMOPMALMOHHYIO ¥ KOHCYJIbTAlHOHHYIO paboTy MK-27.6
o OIIK-6.4; TIK-6.8; TTIK-6.10; TTK-
v.2 Pa3pabarbiBaTh HHCTPYMEHTAPHUii OMPOCOB LEIEBBIX TPYIIIT 276
OcCymIecTBIATh YCTHBIC U MHCHbMEHHBIE KOMMYHHKALUK B OOLIEHHUH C KOJUIETAMH, VYK-4; OIIK-4; OIlK-6.4; 11K-3.1;
V.4
MOTPEOUTEIISIMU U TIOCTABIIMKAMI TIK-3.2; T1IK-27.6
V.6 | miniosin moGue s otacmactn  coaraeréramm o savomosrensmnn oo | 115 27 G253 T-2.4;
’ ? T1K-6.8; T1K-6.9; T1K-27.5
[PaBOBBIMH aKTaMH
IMonoxeHnss HOPMATUBHBIX TPABOBBIX AKTOB, PETYJIHPYIOIINX 00palleHNe JeKapCTBEHHBIX
CPEJCTB U APYIHX TOBAPOB AlITEYHOTO aCCOPTUMEHTA, B TOM YHCJIE B COOTBETCTBHH C TIK-15; OTIK-3.1; OTTK-6.2; TTK-
3n.1 CornanieHueM o eIMHbIX TIPUHIHUIAX U MPaBHIaX 00palleHus IEKapCTBEHHBIX CPEICTB B 6.9: [IK-27.1
pamkax EBpa3niickoro 5KOHOMHYECKOT'0 COK03a; HHCTUTYILIMOHAIBHBIE HOPMBI B chepe o )
ynpaBieHust (papMaleBTHUECKOH JIeATeIbHOCThIO
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JAeATCIbHOCTH
BBINYCKHHKA
YK-4; YK-5; YK-8; OIIK-1; YacruuHo
02.013 CHEUMAJIMCT IO IMMPOMBIIIJIEHHOMA ®APMALMA B OBJIACTHA OIIK-2; OIIK-3; OIIK-6; ITK-4;
’ KOHTPOJISIKAYECTBA JIEKAPCTBEHHBIX CPEJICTB IK-6; IK-9; ITK-10; ITK-27;
IK-16; IIK-17; TIK-19; ITK-24
ITpoxozkaenne 00s3aTeIbHbIX YacTuuHo
Bhiciiee 0GpazoBanme - NpeBAPUTEIbHBIX (IIPH NOCTYIUIEHHH HA
YK-4; YK-5; YK-8; OIIK-1; GakanaBpuar padoTy) H NEPHOANYECKHX MeHIIMHCKHX
A IIpoBeaenne paGoT MO KOHTPOJIIO Ka4ecTBa (papManeBTHIECKOT0 MPON3BOACTBA QIR QIR QU HI_C-A’ Beicuiee o0pasoBanue - 0cMOTPOB (06CIEN0BANNI), & TAKIKe
IK-6; IK-9; ITK-10; ITK-27; ClenuaINTeT, MATHCTPATYpa BHEOYEPEeIHbIX MEJIUIUHCKAX 0CMOTPOB
TIK-16; IIK-17; ITK-19; IK-24 (oOcaeroBanmii) B mopsiake,
YCTaHOBJICHHOM 32KOHO/IATEe/IbCTBOM
Poccuiickoii @enepanun
YK-4; YK-5; YK-8; OIIK-1; MonanocThIO
ITposenenne padoT no oT60py M y4yery 00pasuoB JIeKAPCTBEHHBIX CPEJACTB, HCX0HOI0 .
A/01.6 | chIpbs H YHAKOBOYHBIX MATEPHAIOB, POMEKYTOYHON MPOAYKIUH H 00bEKTOB LS £ D4 I (5 L0 65
NPOM3BO/JCTBEHHOIi cpe/bl ’ DT UBILS 7B IS BT,
IK-19
T2 BsInonHenue TpeOyeMbIX onepaluii (MaHUITyISIIHI) 110 0TOOpY 00pa3LOB U UX MapKHPOBKH TIK-4.1; TIK-4.4; TIK-27.5; TIK-
i B COOTBETCTBHHU C YCTAHOBJICHHBIMH HPOLIEYPAMH 16.1; IIK-17.3
OdopMIATh JOKYMEHTALHMIO 110 0TOOPY 00pa3IOB JEKAPCTBEHHBIX CPEICTB, HCXOAHOTO
v3 ChIPb i YIaKOBOUHBIX MATepHAIIOB, MPOMEIKYTOUHOMN MPOAYKILHMH H 00BEKTOB [IK-4.6; TIK-27.5; TIK-16.2
MPOM3BOJICTBEHHOMN CPEIbl B COOTBETCTBUH C YCTAHOBJICHHBIMH TPeOOBAaHUAMU U
poLeypamMu
e 7| TICI6 T K44 145
’ N ? TK-10.2; TIK-27.5; TIK-17.3
MIPOM3BOJICTBEHHOMN CpeIbl
BecTn MOHHTOPHHT paboOTOCIIOCOOHOCTH 0OOPYIOBaHHS U CPEICTB H3MEPECHHUS,
v HCTIOJIB3YEMBIX TIPH KOHTPOJIE KaueCTBa JICKAPCTBEHHBIX CPEJCTB, HCXOIAHOTO CHIPbS U TIK-10; I1K-4.2; I1K-4.3; T1K-16.2;
' YMAaKOBOYHBIX MAaTEPHAJIOB, IPOMEXKYTOUHOM MPOLYKIIMH H OOBEKTOB TPOU3BOACTBEHHO TK-17.3
cpeasl
Tpebdoanust CoriameHus 0 €ANHBIX NPUHIMIIAX U TIPABUIAX OOPAILEHHUS 1eKapCTBEHHBIX
31 CPEJICTB B paMKax }EBpazHﬁcxoro 9KOHOMHUECKOro coro3a <7>, MpaBuIl Hajulexamiei OITK-3.1: TIK-27.1
MPOM3BOJICTBEHHON NPAKTUKM <8>, HOPMATHBHBIX MPABOBBIX AKTOB M CTAHJAPTOB B
OTHOIICHUH KOHTPOJISi KAUECTBA JICKAPCTBEHHBIX CPEJICTB
IMpunimnel obecneyenus Ka4eCTBa HCMbITAHMIL JIEKAPCTBEHHDIX CPEICTB, ChIPbS 1 TK-4; TIK-10; TIK-16; [TK-19;
3n.5 MarepHaJIoB, IPOMEKYTOUHOI IPOAYKIIMH H 00BEKTOB IIPOU3BOACTBEHHOIT Cpe/Ibl Ha MK-17.3
(apmarieBTHUECKOM IPOM3BOJACTBE )
318 XapaKTepHCTUKN MOMEIIEHHH, UCTIONBb3YIOIIMXCS IPH OTOOpE M XpaHEHUH 00pasIioB, TIK-10; T1K-9.4: [K-16.2
MOPSIIOK KOHTPOJISL HX paGOTOCIIOCOOHOCTH
IIpoBeaenne ucnbITaHMIi 06Pa310B JTeKAPCTBEHHBIX CPEJICTB, HCXOJHOIO ChIPbS H ARSI SIS RACIEC
A/02.6 | ynakoBOYHBIX MaTEPHAIOB, MPOMEKYTOUYHON MPOXYKIHH H 0’61,em'os T TS IR
’ o > IK-6; IIK-9; IK-10; ITK-27;
NPOM3BOJCTBEHHOIi Cpe/ibl TIK-16; ITK-19; TIK-24
OdopmIATh JOKYMEHTALMIO 110 UCTIBITAHHUSAM JIEKAPCTBEHHBIX CPEJICTB, HCXOAHOTO CHIPbS 1
V4 YMAaKOBOYHBIX MAaTE€PHAIIOB, IPOMEXKYTOUHOI MPOAYKIMH H 0OBEKTOB IPOU3BOACTBEHHOI I1K-4.6; I1K-10.3; T1K-16.3
cpeasl
Hcnonb3oBaTh METOIbI umaTemaTmecxoﬁ CTaTHCTHUKH, IPHMEHsIeMbIe TIpH 00paboTke OTTK-1.4; OTTK-6.3; TIK-4.6; TTK-
V.5 Pe3yJbTaTOB MCIBITAHHUH JIEKAPCTBEHHBIX CPEJICTB, HCXOIXHOTO CHIPhS M YITAKOBOYHBIX 10.3: [IK.16.3
MAaTepHaJIOB, MPOMEXKYTOUHOIH NPOAYKIIMH H 00BEKTOB IPOU3BOACTBEHHOI CpeIbl - )
BecTn perucTpupyIonyio J0KyMEHTALHUIO TIPH MPOBEICHUH HCIIBITAHUIT JISKApCTBEHHBIX
v.6 CPEJICTB, HCXOJJHOTO CHIPbS M YIIAKOBOYHBIX MAaTEPHANIOB, IPOMEKYTOUYHOH IPOTYKIIMU U I1K-4.6; I1K-10.3; I1K-16.3
00BEKTOB MPOU3BOJICTBEHHOMN CPEIbI
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JAeATCIbHOCTH
BBINYCKHHKA
Tpeboanust CoraleHus 0 €ANHBIX IPUHIUINAX U IPaBUIaX 0OPAICHNUS JIEKapCTBEHHBIX
31 CPEJICTB B paMKax Fspamﬁcxom DKOHOMHYECKOTO CO103a, NPaBHJI Haulexanlei OIIK-3.1: [K-27.1
MPOM3BOJICTBEHHON NPAKTUKU, HOPMATUBHBIX IIPABOBBIX AKTOB U CTAHJIAPTOB B OTHOLICHUH
KOHTPOJISL KAYeCTBA JICKAPCTBEHHBIX CPEJICTB
3n.4 TIpUHIMIBI CTAHAAPTH3ALUH U KOHTPOJISL Ka4eCTBa JICKapCTBEHHBIX CPEJICTB IIK-10; LIK-16; [K-19; IIK-4.1;
11K-4.4; TIK-4.6
3u.7 [pyHUMNB BaAWAALNMY AHATMTHYECKUX METOJMK T1K-10; I1K-19.3
TpuHIMIEl 06ECTICYeHNs KaueCTBA UCIIBITAHHIT JICKAPCTBEHHBIX CPEACTB, HCXOJHOTO CHIPbS T1K-10; TTIK-4.1; TIK-4.4; TIK-16.2;
3u.8 M YNIaKOBOYHBIX MAaTEPUAJIOB, IIPOMEKYTOYHOMN IIPOAYKLHH H OOBEKTOB MPOH3BO/ICTBEHHON TIK-16.3; I1K-17.3; TIK-19.1; TIK-
cpeibl 19.2; TIK-19.4
XapaKkTepHCTUKHN 1ab0paTOPHOTO 060PYJOBAHHS, HCIIOJIB3YIOIIETOCs B IPOBOINMBIX
31.10 I/lCl'lprTaH'l)/IﬂX npaBuiIa zro ExcnnyaTaLI:i,;l HOPSJIOK l'lpOBe,E}lIEHI:[-Iﬂ Kaﬂ146popm<u anosepxn TIR-10; OIK-1.1; OIIK-1.2; TTK-
l ? ’ 4.1; TIK-4.4; TIK-16.2; TIK-17.3
paboTocnocoOHOCTH
VYK-3; YK-8; OIIK-1; OIIK-3; YacTtuuHo
02.014 CHEIHAAJMCT IO IMTPOMBIIIIEHHOMA ®APMAIIMHA B OBJIACTH IK-1 ; ITK-4; ITK-9; MK-10;
: OBECIIEYEHHSA KAYECTBA JIEKAPCTBEHHBIX CPEJICTB MK-11; K-15; TIK-27; I1K-16;
K-17
IIpoxoxaeHne 00s3aTenbHbIX YacTuuHo
IpeaBAPUTEIbHBIX (IIPU HOCTYILUICHUH Ha
VK-3: VK-8: OITK-1: OITK-3: [TK- gucmee ogpagonax-me - Gakanappuar paboTy) U MEPHOANYECKUX MEAMLMHCKIX
A Benenue pa6or, cBsi3aHHBIX ¢ (papMaleBTHYECKOH CHCTEMOH KayecTBa NPOU3BOICTBA i HI’<- 4: HI,<-9; lTK-,IO; HK-il; Mblrilmee 00pa3oBaHKe - CHIEIUAIIUTET, 0cMOTPOB (0GCIIe0BaNNiA), & TaKKe
JIEKapPCTBEHHBIX CPEJCTB TIK-15: TIK-27: TTK-16; TK-17 aruCIparypa BHEOHEDE/IHEIX MEMIMHCKIX OCMOTPOB
(0OcneoBaHMi) B HOPSI/IKE, YCTAHOBICHHOM
3aKoHO/ATeNbCTBOM Poccuiickoii deepannn
<3>
Aynut xadecTBa (CaMOMHCIIEKIHS) (hapMaLieBTHIECKOTO MPOM3BOJICTBA, KOHTPAKTHBIX DIEER VI QNI B OIES, e placuzing
A ngomnonmeneﬁ MOCTABLIUKOB HCXO,EFHOFO CBIPbS U ynaKc}:Bqumx Ma'r,epuaJIIZ)B LIS A ER ISR LG &
’ IK-15; IIK-27; TIK-16; IIK-17
Pa3paboTka JOKYMEHTOB JUIsl IPOBECHHS ayANTOB KauecTBa (CAMOMHCIICKIIMH)
T (hapmareBTHYECKOr0 MPOM3BOICTBA, KOHTPAKTHBIX MPOM3BOAUTENIEH, MOCTABIIHKOB 1K-27.4; TIK-16.2
HCXOJHOTO CHIPBSI M YIIAKOBOYHBIX MAaTEPUAJIOB HA COOTBETCTBUE YCTAHOBIICHHBIM
TpeOOBaHUIM
IpoBeneHMe aHANN3a PEJIAMEHTHPYIOMICH M PErUCTPUPYIONICH JOKYMEHTALUH 0 Ay THTY
T4.2 (camoMHCHEKIMN) (apMaleBTHYECKOr0 MPOU3BOCTBA, KOHTPAKTHBIX IPOU3BOAUTEINCH, TIK-16; I1K-27.4
MOCTABLIMKOB MCXOJIHOTO CBHIPbSl U yNAKOBOUHBIX MATEPHAJIOB
TpoBeneHHE ONPOCOB TEPCOHAIIA TTPOBEPSEMOTO MOIpa3ielIeHNs/OpraHu3alii Ha 3HaHHE
TH.3 o MK-27.7
YCTaHOBJICHHBIX TpeOOBaHMIA
T4 AHanm3 1eicTBHI 1 IPOIeyp IIPOBEPSEMOTro 10/Ipa3/elIeHNs/OpraHu3aIny Ha MK-27.4; TIK-27.5; TIK-27.7; TIK-
i COOTBETCTBHE YCTAHOBICHHBIM TPEOOBAHUIM 16.2
Onpe/ieneHne 3HaYMMOCTH BbISIBICHHBIX OTKJIOHEHUH U HECOOTBETCTBHIA B
TH.5 (hapmarieBTHUECKOH CHCTEME Ka4ecTBa C y4ETOM PHCKa MPUYMHEHHS BPEaa 310POBbIO T1K-27.1; TIK-27.2; TIK-16.3
MAlUEHTa
Pa3paboTka nporpaMMbl KOPPEKTHPYIOIIMX M MPELYNPEXKAAIONMX ACHCTBHIT 110 pe3yibratam
TH.6 MK-27.3
ayzuTa (CaMOMHCIEKIIIH)
7 OdopmiteHre oTueTa o POBEICHAN ayauTa (ciimouﬂcnercunn) 1 COTJIACOBAHHE €ro ¢ T1K-27.4: TIK-16.3
IPOBEPsIEMBIM TOZIPa3/JieIeHHeM/OpraHu3aIei
T8 Paz’paGOTKa PpEeKOMeHaIHif 110 HeO?XO}I"MLIM KOPPEKTHPYIOIIHM H MPETyPEKAAIOIIIM 1K-27.3; TIK-16.2
JIeHCTBHAM JUtsl (hapMalleBTHYECKON CHCTEMBbI KauecTBa
v Ipon3BOAMTE aHATM3 COCTOSHUS (hapMaLEBTUUECKON CHCTEMBI Ka4eCTBa C MO3ULHI PUCKOB K-27.2
JUISL Ka4ecTBa JICKAPCTBEHHBIX CPEJICTB
V.2 OmnpeznensiTe HeOOXOAUMOCTb M YACTOTY NPOBECHHS Ay IMTOB (CAMOMHCIIEKIINT) T1K-27.2; [IK-27.4; 11K-16.2
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Crenenb
OTHOLUEHHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
v3 OueHUBaTh MPEAT0KEHHBIE KOPPEKTHPYIOLIHE H IPEYNpeNaIOLLIHe JeHCTBUS IS TK-27.2; TIK-27.3
yJydieHus: papMalleBTHUECKOH CHCTEeMbI KauecTBa
v4 DopMyJIMPOBATh THIIBI BOIIPOCOB B 3aBUCHMOCTH OT IIPOBEPSEMOro 00beKTa I1K-27.4; TIK-27.6; 11IK-27.7
Vv.5 Ipexynpexnatb KOH(PINKTHbIE CUTYaI[HI VK-3.3; [IK-27.5
V.6 Bectu neperoBopsl, J1e1€rHpoBaTh MOJTHOMOYHUS VK-3.2; VK-3.3; [IK-27.1
V.7 Pa3pabaTbIBaTh NPeIOKEHHUS 110 YIIYULICHUIO JeATEIbHOCTH (hapMaleBTHUECKONH CHCTEMBI [1K-27.3
KauecTBa
306 Ipunimme! pa3p2160n<14 ZOKyMEHTALUHI H YHPaBIICHIL pernaMeHTHpylomuiei u TIK-27.1; TIK-27.3: [IK-27.4
perucTpupyoleil JOKyMeHTauueil juist ayauTa (CaMOMHCIICKIIHH)
3u.7 Jlenonpou3BoacTBO, BUJIbI U POPMBI JOKYMEHTALUH IK-27.1
3u.8 MeToibl IPOBE/ICHHS Ay IUTOB (CAMOUHCIICKIINI) 11K-27.4
3.9 MeTo/1bl CTATUCTHYECKOTO YIPABJIECHUS KAUECTBOM, IPHUMEHSEMBIE TIPH OLIEHKE PE3yJIbTaTOB TIK-10.3; TIK-27.2; TIK-16.3; TIK-
) BBIIIOJIHEHHBIX UCIBITAHUM U BAJIMIALUN 17.3
31.10 MeTo 16l ¥ MHCTPYMEHTBI YIIPaBJIeHHs PUCKaMH JUIs KaueCTBa JIEKAPCTBEHHBIX CPEJICTB 1K-27.2
31l Metozbl TOMCKA IPUYHH HECOOTBETCTBUIl YCTAHOBICHHBIM TPEOOBAHUAM IIPU IPOU3BOJICTBE TIK-27.2; TIK-27.3: TIK-27.4
JICKaPCTBEHHBIX CPEJICTB
MK-11.2; 1IK-27.2; TIK-16.2; TIK-
3n.15 OneHKa PUCKOB [ KAUeCTBA IIPH KOHTAMUHALIMH M II€PEIyThIBAHUU HPOTYKIIHI 171
Tpeboanust CorialieHus 0 €ANHBIX MPUHIUIAX U IPaBUIaX 00PAICHNUS JIEKapCTBECHHBIX
31 CPEJICTB B paMKax uEBpamﬁcxoro DKOHOMHYECKOTO CO103a, NPAaBHJI HaJUIeXKAIEeH OIIK-3.1; [K-27.1
MPOM3BOJICTBEHHON MPAKTUKN, HOPMATHBHBIX IPABOBBIX aKTOB U CTAHAAPTOB B 00nacTn
CHCTEMbI Ka4€CTBA JICKAPCTBEHHBIX CPEJICTB
3n.2 JInneH3uoHHbIe TPEOOBaHMS IIPH IPOM3BOJICTBE JICKAPCTBEHHBIX CPEJCTB TK-15; OIIK-3.1; IIK-27.1
3n.3 TMocneacTBysE HECOOIIIOACHHS JIMIIEH3HOHHBIX TpeOoBaHHiT OIIK-3.1; TIK-27.1
3u.4 TpeboBaHus K perUCTpaLi JEKAPCTBEHHBIX CPEJICTB OIIK-3.1; [IK-27.1
3n.5 TIpuHIMNIBI CTAaHAAPTU3ALMH M KOHTPOJIS KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB [IK-16; TTK-4.1; TK-4.4; TTK-4.6;
) IK-27.1; IK-17.3
YK-8; OIIK-1; OIIK-3; OIIK-4; YacTnuHo
OIIK-5; OIIK-6; IIK-1 ; IK-2;
02.015 | IMPOBU30P-AHAJ/IMTUK TK-3; IK-4; TIK-6; ITK-7; ITK-
27; IIK-19
ITpoxozkaenne 00s3aTeIbHbIX YacTnuno
NpeIBAPUTEIbHBIX (IIPH MOCTYIUIEHHH HA
padoTy) H NepHOANYECKHX MeJHIIHHCKUX
0CcMOTPOB (00c1eI0BaHNIT), 2 TAKKe
Beiciee 05]’3301?'2?;“9 no " BHeEOYEpeIHBIX MeINIUHCKHX 0CMOTPOB
) CNENHAIBHOCTH apmanest 00C/IeI0BaAHHUIT) B MOPsSIAKe,
WL (O (01T OHK—fl’ Hurepuarypa/opannarypa no grcranosﬂeuuon: SBKOl:IOHaTeHbCTBOM
OIIK-5; OIIK-6; IK-1 ; ITK-2; CIeNHATBbHOCTH N
A KoHTpo/Ib KauecTBa J1eKapCTBEHHBIX CPEACTB IK-3; K-4; TIK-6; TIK-7; ITK- " Poccuiickoii ®enepanun
27: l'li(—19 D 0 ’ (Dapmauesruqe"clcan MLNLE L Ipoxozkaenne o0yueHHs 0 OXpaHe TPyAa,
’ (bapmakorsosus TOKAPHOii 0€30NMACHOCTH, NOAT0OTOBKA B
00JIACTH 3aIUTHI OT YPe3BbIYAHBIX
CUTyaL Uil
Haiuune cBHeTeJbLCTBA 00
akkpeauTanuu/ceprudukara
CHEnaInCTa
YK-8; OIIK-1; OIIK-4; OIIK-5; TMoaHocTHIO
A/02.7 | OGecnevyenue HATHYHS 3AMACOB PEAKTHBOB B ANTEYHOH 0PraHU3aIAN (OIIEGH MIEI § LTL ) L4
’ IK-6; IK-7; ITK-27; IIK-4.2;
IK-4.3; IK-4.4
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Crenenb
OTHOLUEHHUS K

Hnpaexce HaumeHoBaHue Komnerenuuu TpeboBaHusi K 06pa30BaHUIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BbIIIYCKHHKA
s Ipuemka 1 y4eT pacxoja peakTHBOB JUIsl IIPOBEICHHUS BHY TPHAIITEYHOTO aHAIN3a IIK-2.3: TIK-27.4
JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C YCTAHOBICHHBIMH TPSOOBAHHAMH
T1.6 Pa3melieHre peakTHBOB HAa XpaHEHHE C 00eCIeueHHEM YCIIOBUI XpaHEeHHs IK-27.1; IIK-27.5
301 HopmaruBHO-npaBoBele akThl Poccuiickoii denepariny o 3roTOBIEHHIO JIEKAPCTBEHHBIX OIIK-3.1; TIK-1 .4; IIK-6.6; I1K-
| (opM M BHaM BHYTPHAIITEYHOI'O KOHTPOJIS 27.1
TIK-1 .2; TIK-4.1; I1K-4.6; I1K-
3n.2 Bu/bl BHYTPHANITEYHOTO KOHTPOIIS 271
IIpoBenenne BHyTPHANTEYHOT0 KOHTPOIS KAYECTBA JeKAPCTBEHHBIX MPENapaTos, VARER QIS QLTS OIILEeE placunie
il ﬂ;:“OTOIl;ﬂeHHleyBl:IHTe‘lHLIX 0] raﬂn;)a usix, 1 papma eBlT)uqecKnx c ﬁ‘zraﬂp M ' (OIEGH ML § TR, L4
P ML, | (apmall ¥ N IK-6; IIK-7; IK-27; TIK-19
R T e s
TI.1 YOCTAHIIL, BOIL » A [, KOHUCHTPATOB, MOy pabp > 4.1; [IK-4.2; [IK-4.3; [IK-4.4; TIK-
JIEKapCTBEHHBIX MPENapaToB, H3TOTOBICHHBIX B alITEYHON OpPraHU3alii, B COOTBETCTBHU C
4.6; TIK-7.2; TIK-27.1
YCTaHOBJICHHBIMH TPEOOBAHHSIMHU
TIL6 l'[pose;[eane KOHTpOJIS COOMIOICH S (hapMalleBTHIECKMMU PaOOTHUKAMH OpraHU3aluH TIK-27.4; TIK-27.7
TpeGOBaHHI K M3rOTOBJICHHIO U BHYTPHANTECYHOMY KOHTPOJIIO JICKAPCTBEHHBIX (hopM
TI7 KoHTposb NpaBUILHOCTH BEJICHHS OTYETHON JOKYMEHTALIMHU 110 U3TOTOBJICHHUIO, BKIIOYAs TIK-1 .2; IIK-4.6; I1K-6.6; I1K-
) MPEAMETHO-KOJIIMYECTBEHHBII YUeT, M KOHTPOJIb KayeCTBa JIEKAPCTBEHHBIX IIPeNnapaToB 274
KonTpoinb coOmoieHust CAHUTApHOro peskuMa, TpeOOBaHUI OXpaHbl TPy, OKAPHOU
TA.8 VK-8; IIK-27.4
6€3011aCHOCTH IPU U3TOTOBJICHUH M KOHTPOJIE KauecTBa JICKaPCTBEHHBIX IIPernapaToB
11 CocraBieHue I1aHa KOPPEKTUPYIOIIHX MEPOIPUSTUH 10 BBISBICHHBIM HECOOTBETCTBHSIM [K-27.3
) [pU U3TOTOBJICHHH ¥ BHYTPHANTEYHOM KOHTPOJIE Ka4ecTBa )
TI12 B3aumozeicTBHE ¢ perHOHATBHBIMH, 00JIACTHBIMU J1a60PATOPUSIMH KOHTPOJISI KA4ECTBa 110 OIIK-6.1: TK-27.4
OIpE/ICNICHUIO Ka4eCTBa JICKAPCTBEHHOTO IIpernapara
3u1 HopmaruBHO-nipaBoBbIe akThl Poccuiickoii deiepaliin Mo H3roToBICHHUIO JICKAPCTBEHHBIX OTIK-3.1; TIK-27.1
($hopM U BUIaM BHYTPHALTEYHOIO KOHTPOIIS
3n.2 TTopsi 10K B3aUMOJIEHCTBHSI ¢ 1a60paTOPUSIMH KOHTPOJISI KauecTBa 1K-27.4
3n.3 Bujibl BHYTpHANTEYHOTO KOHTPOJIS TK-1.2; TIK-4.1; TIK-27.1
3110 IpaBuia U3rOTOBICHHS TBEPABIX, KHUAKHUX, MSITKHX, CTEPHIBHBIX H aCeNTHICCKUX TK-1 .2: TIK-7.1; TIK-27.1
JICKaPCTBEHHBIX (hopM
313 TC;;;;apHo—annuemnonomqecme TpeOOBaHHs K IKCILTyaTallUN OMCIICHHH U YCIOBUSIM VK-8: TIK-27.1
02,016 | CTEUMATHCT 1O POMBILLTEHHO! ®APMALHH B OBTACTH s e Hactirino
. 5 5 5 )
MMPOU3BOJACTBAJIEKAPCTBEHHBIX CPEJICTB TTK-16; TIK-17
IIpoxo:kaenne 06s13aTeIbHBIX YacTuuHo
Bhiciiee 06pazoBanye - NpeBAPUTEIbHBIX (IIPH MOCTYIUIEHHH HA
VK-8: OIK-1: OMK-3: MK-1 : GaKajaBpuar paboTy) M MePHOANYECKHX MeANIHHCKHX
A BrInosinenue paGoT 10 BHEAPEHHIO TEXHOJIOTHYECKHX NP TIPH NPOMBIIIL K- 4" TK-9: ﬁK-l 0: liK-27' ’ Biciiee 06pazoBanme - 0cMoTpoB (06c/1e10BaHMIT), 2 TAKKe
NMPOU3BOJCTBE JIEKAPCTBEHHbIX CPEICTB HK-I’G' HK-17 ? ’ CHeNuATNTET, MATHCTPATYPA BHeOYepeJHbIX MeTHIMHCKUAX 0CMOTPOB
? (o6cirenoBanmii) B nopsiake,
YCTAHOBJIEHHOM 32KOHO/IATEILCTBOM
Poccuiickoii @enepanun
Besienne TeXHOJI0IHYECKOro MPOLecca MPH MPOMBIIIEHHOM POU3BOICTBE VIS OULHE OISR L placuie
A JIeKapCTBEHHBIX CPEJICTB ’ piip ’ LLLR23 LR SR TSR LT
¥ 12 TIK-16; TIK-17
T4 IMoAroTOBKa HOMELICHHI, 060PYIOBAHIS U IIEPCOHANA K TIPOBEICHHIO TEXHOTOTHISCKUX TK-27.1: TIK-17.2
pabot
s OKCIUTyaTanus TIPOU3BOACTBEHIbIX IOMEIIEHHH, TEXHOIOTHIECKOTO 1 H3MEPHTENLHOTO TK-11.2: TIK-27.1; TIK-17.2
000py10BaHMsI, CPECTB H3MEPEHHIT IPH IPOU3BOICTBE JIEKAPCTBEHHBIX CPEJICTB
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Crenenb
OTHOILIEHUS K

Hnpaexce HaumeHoBaHue Komnerenuuu TpeboBaHusi K 06pa30BaHUIO Oco0bIe yc/10BHsI 10NycKa K padore npodeccHoHATLHOMI
JAEeATCJIBHOCTH
BBINIYCKHUKA

OH €/IeIATh BEPOSITHOCTH U MPUYHHBI BOSHUKHOBEHUS OTKJIOHEHHH OT TEXHOJOTHYECKOTO

V.1 pea P D TK-27.2; TIK-17.3
poLecca, BOSMOKHOCTH HX 0OHAPYKEHHS
OLeHuBaTh 3HAYUMOCTh OOHAPYKEHHBIX OTKJIOHEHUH 1 HECOOTBETCTBUI TEXHOJIOIHYECKOTO

V4 1 Py IIK-10.2; TIK-27.2; TIK-17.3
npouecca

V.9 TIpuMeHSTh NPOLEAYPhl CHCTEMBI (hapMaIeBTUYECKOr0 KauecTBa B OTHOIICHUN T1K-27.2; TIK-27.3; TIK-27.4; I1IK-

i BBINOJIHAEMBIX TEXHOJIOTHYECKHX MIPOIIECCOB 275

Tpe6oBanus CorialeHus 0 eUHBIX MPUHIMIAX U IPaBHIaX 00paleH s JIEKapCTBEHHbBIX
cpencTB B pamkax EBpa3uiickoro 3KOHOMHYECKOTO COK03a, IPAaBUIT HaJIEKAIIeH

3n.1 PCACTS B P > 1P JUIeKALL OIIK-3.1; TIK-27.1
IIPOU3BOACTBEHHOU IIPAKTUKH, HOPMATHUBHBIX IIPABOBBIX aKTOB U CTAaHAApPTOB B 06J'IaCTI/I
TIPOM3BOICTBA JICKAPCTBEHHBIX CPEJCTB
XapakTepuUCTHKH MTPOU3BOJICTBEHHBIX l'lOMeLLIeHl/lf;I HCITOJIB3YIOMIUXCA B BBIITOJIHACMOM

3u.5 paKTep P A > yiott [1K-1 .8; TIK-27.1; [IK-17.2
TEXHOJIOTHYECKOM IIPOLiecce
AHaIMTHYECKHE METOAUKHU, UCIIOJIb3yEeMBbIE ITPH BH UITPOU3BOJACTBEHHOM KOHTPOJIC

319 i, Y PH BHYTPUIID A P IIK-10; TIK-17.3
TEXHOJIOTHYECKOTr0 Iporecca
OCOGCHHOCTH BBIMNTOJHACMBIX TCXHOJIOTHYCCKUX IIPOLECCOB, TUITMYHBIC IIPUYHHBI

31.10 9 pOLECCos, P IIK-1 .8; TIK-27.2; [IK-17.3
BO3HUKHOBEHHS OTKIIOHEHHWH, BOSMOXKHOCTH UX YCTPAHCHUS

31l Iponenyps! hapManeBTHYECKOH CUCTEMBI Ka4eCTBa IPUMEHHUTEIBHO K BBIIOIHAEMbIM IK-27.1; TIK-27.2; TIK-27.3; TIK-

) TEXHOJIOTHYECKHM Iporieccam 27.4; IIK-27.5

21




5. Coaep:xanue U y4eOHO-MeTOAUYECKAS] KAPTA IMCUUILIMHBI

Pasz[e.mﬂ AUCHUIVIMHBI M KOMIICTCHIHMHA, KOTOPLIC (l)Ole/IpyIOTCH Ipu HX

N3Yy4YCHUH:

Ne

Kon

HaumenoBanue pasjaeia

n/ | KoMIere I —— Copep:kanne paziesa B ANIAKTHYECKHX eIHHUIAX
0 | HIOuH
MeHeKMEHT KadecTBa B cdepe OOpallleHHs JICKApPCTBEHHBIX CPEJCTB.
ITpodeccronanbHas AeATEIbHOCTb B COOTBETCTBUH C HAAJIEKAIMUMHU ITPAKTUKAMU
B paMKax JeATeIbHOCTH CyOBEeKTa OOpalleHHs JEKapCTBEHHBIX CPEJCTB
ObecneyeHne HAISKAIUX MPAKTHK U KadecTBa paboThl cyObekTa oOpalieHus
MK-27.1 JIEKapCTBEHHBIX CPEJICTB. Pa“3pa6o“n<a 1 peam3alys CHCTEMBI KOPPEKTHPYIOIIIX
MK-273 MeHenKMEHT KauecTBa B W NPEIYNpERIAoMyX IeHCTBIH (CAPA). IIpoBemeHne ayanTOB KadecTBa
1| mk-27.4 cdepe obpanieHus (caMOMHCIIEKIINM) ~ COOCTBEHHOH  JESTENbHOCTH C¥6LCKT3 oOpamieHus
[IK-27.5 | [CKAPCTBEHHBIX CPECTB. JICKapCTBEHHBIX ~CPEJCTB, NEATEIbHOCTH, IIepeJaHHOM Ha ayTCOPCHHT H
K-27.6 PyKoBOACTBO IO Ka4eCTBY. | AEATEILHOCTH KOHTPAreHTOB HAa COOTBETCTBHE YCTAHOBIECHHBIM TPEOOBAHMUSM.
Pazpabotka n odopmieHne CTaHAAPTHBIX ONEPALMOHHBIX MPOIEAYpP B paMKax
JIEeATeNIbHOCTH CyObeKTa oOpalieHnsi JEeKapCTBEHHBIX CpencTB. I3yueHue
YIOBIETBOPEHHOCTH KadyeCTBOM COOCTBEHHOW [EATEIBHOCTH CO CTOPOHBI
noTpeOuTeNel M KOHTPAreHTOB, B TOM YHCIE K JOKYMEHTAIbHOMY 0()OPMIICHHIO
npoliecca U pe3ysbTaToB.
AHanm3 prCKOB KauecTBa AHannM3 pHCKOB KayecTBa NPH OCYIIECTBICHHH JISSATEIBHOCTH CyOBeKTa
IIPU OCYIIECTBIICHUN oOpameHuss  JIEKapCTBEHHBIX  CPEICTB, O(OpPMIIEHHE W  PEeTHCTpaluH
2.| IIK-27.2 | nearensHOCTH CyOBeKTa COOTBETCTBYIOIICH JOKyMEHTAUMH. MEHEPKMEHT pHUCKOB KadecTBa IpHU
0OpaIeHus] TeKapCTBEHHBIX | OCYIIECTBICHHH AEATENPHOCTH CyOBbeKTa OOpalleHHs! JTeKapCTBECHHBIX CPE/CTB,
CpPeACTB oopMIIEHHE B PETUCTPAH COOTBETCTBYIOMIEH JOKYMEHTAIHN.
KonTpons 3HaHuH, 1 KoHTponb 3HaHWi, IUIAHUPOBAaHWE W OPTAaHM3ALUS CHCTEMBl OOy4YEeHUS H
3| MK.27.7 | OpraHMaims cHCTEMbI MOBBIIICHNS KBAIN(HUKAIMY ITEPCOHAIa B paMKaX OCYIIECTBICHUS eI TeIbHOCTH
00y4eHHs ¥ TIOBBILICHHS B chepe oOpaleHus TIeKapCTBEHHBIX CPEICTB.
KBAIM(HKAIUY epCOHANIA
IK-10.1 | Bamzaws Bammpamus  (kBammdukanus) oObekra. OpraHm3amus W yIpaBlieHHE
BAIMJAIMOHHBIME ~ IIponeccaMu. VICTIBITaHUS  OOBEKTOB M INPOIECCOB,
4.| TIK-10.2 | (xBanudukaius) 0ObEKTOB
TIK-10.3 | 1 nponeccos HpEeTyCMOTPEHHBIX IPOTOKOJIIOM Banmumammy (kBamudukanum). Ortder 1o

BaNUIAINH (KBATH(PHUKALIIH).
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Y4eOHo-MeTOAUYECKAS KAPTA TUCHUIIIMHBI

JluciumInHbl, BXOANME B YUeOHBIM TulaH mo cneruanbHocTu 33.05.01 dapmarus peanmsyroTcss B paMKax OaibHO-

peﬁTHHFOBOﬁ CHUCTCMBI, 4YTO IMOAPA3yMEBACT ITOCTPOCHUC MeTOI[quCKOﬁ KapTbl AUCOUIIIIMHBI B COOTBETCTBHH C HpeﬂCTaBHCHHOﬁ

y4eOHO-METOIMYECKON KapTOM.

bannbHas cTpyKTypa OLIEHKU

DopMa KOHTPOJIA MuHMMaJIbHOE K0JI-BO 0QJJ10B MakcuMabHoOe KOJI-BO 0aJII0B
Texymas paboTa CTyIeHTOB B TeueHue 1-7 Hemenn,
B TOM 4YHCJIC
0 25
- ayIuTOpHAas pabora
- CaMOCTOSITENbHAS paboTa
1-s pyOexxHast KOHTpOIbHas paboTa (TECTUPOBAHHE) 0 25
Texymast paboTa CTyIeHTOB B TeueHue 9-16 Henenu,
B TOM 4YHUCJIC
0 25
- ayIuTOpHAas paboTa
- caMOCTosITeNIbHas padoTa
2-51 pyOeskHasi KOHTPOJIbHAs paboTa (TeCTHPOBaHHE) 0 25
UTOIo 0 100
Cemectp 1
Dopm Kommyectso | Jlut
TemaTnka JeKIui » CamocrosiTesibHasi padoTa bl 0an0B epar
TeMaTHKA MPAKTHYECKHX 3aHATHI
CTYAeHTOB KOHTP ypa
oist
Howmep Yac Yac Ya ;
HexeJ Copepixanue Copepixanue Copep:xanue min max
" bl Bl ChI
IpaBuna GxP, mnpaBuna
MeHekMeHT —KadecTBa B cdepe  oOpamieHus obpamerns T
CCTOBBI
MeHCZ[)KN]I_?HT KayecTBa B cdepe oOpalleHus JIeKapCTBEHHBIX HeKAPCTREHHEIX CpencTs. TIpodeccuonamsras JIEKAPCTBEHHBIX cpe;vJCTB B .
cpnen. Mobesenonmrmt ooty oo || 00" coomeren © novenanon | | rowss oo || s
L A - P P A 4 2 OPakTHKAMH B paMKax  (hapMaleBTUYECKOIl 3 OKOHOMHYECKOro  cofoza, | 6 | Yoo 0 3 :
oOparueHus JIEKapCTBEHHBIX CpeACcTB ObecnieueHne omnpoc, 4a
JCATCIbHOCTH. O6ecrieuenune HaJIC)KaluX MPaKTUK A HOPMaTUBHBIC TIpaBOBBIC CUTyalu
HayIeXalux TIIPpaKTUK W Ka4deCTBa pa60T]ﬂ Cy6BeKTa o
KadecTBa paboTHl CyObekTa  (hapMaleBTHIECKON aKTBl M CTAaHIapTH onHbIe
00palIeHus JIeKapCTBEHHBIX CPEICTB. PTBI, sananms
ACATENBHOCTH. perinaMeHTUpYHOIIUE
POH3BOJICTBO JIEKAPCTB
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TemaTnka JeKIUi

TemaTHka NPAKTHYECKHX 3aHATHI

CamocrosiTesibHasi padoTa
CTY/AEHTOB

Dopm
bl
KOHTP
oJist

KonnuectBo

0awioB

Jlur
epat
ypa

Homep
HeJesx

Copepxanue

Yac
bl

Copepixanue

Yac
Bl

Copepixanue

Chbl

max

Pa3paboTka M peanusauus CHCTEMbl KOPPEKTHUPYIOIIMX U
npenynpexaatromux neficteuii (CAPA).

MenepKMEHT KadecTBa B cdepe HPOHM3BOIACTBA
nekapcts. [IpodeccronanbHas eaTensHOCTb B cdepe
MIPOM3BOJICTBA JieKapcTB. ObecneyeHne HaaIexarinx
[PaKTUK U KayecTBa paboThl B chepe MPOM3BOICTBA
JIEKapCTB.

IIpaBuna GxP,
oOparueHus

JIEKapCTBEHHBIX CPEICTB B
EBpasuiickoro

npaBuia

pamKax
9KOHOMHYECKOT0
HOpPMaTHBHBIE
AKTBI u

coro3a,
MPaBOBbIE
CTaHIapTHI,
PperJiaMeHTHPYOIIHE
PO3HUYHYTO
(hapMaLeBTHYECKY IO
JEATENbHOCTh

TecToBbI
e
3a/aHus,
YCTHBII
ompoc,
CHUTyalH
OHHBIC
3a1aHus

la
2a
4a

IIpoBenenue ayJUTOB KayecTBa (caMOMHCIIEKIINH)
COOCTBEHHOM JIESITENIbHOCTH cyOBeKTa obpareHust
JIEKApPCTBEHHBIX CPEACTB, JCATCIBHOCTH, MEPefaHHOil Ha
AyTCOPCHHT U JIeITEeNbHOCTH KOHTPAareHTOB Ha COOTBETCTBHE
YCTaHOBJICHHBIM TPEOOBAHHSIM.

PaszpaboTka " peanu3anus CHCTEMBI
KOPPEKTHPYIOIMX U MPEAyNpexIaomux AeHcTBUN
(CAPA) B pamkax (hapMalieBTHUECKON JCATEILHOCTH

IIpaBuna GxP,
oOpareHus

JICKapCTBEHHBIX CPEJCTB B
EBpaswuiickoro

npaBuIa

pamKax
9KOHOMHYECKOIO
HOpMAaTHBHBIE
aKTBI u
periaaMeHTUpYIOIIne
XpaHeHHe u
TPAHCIOPTHPOBKY
JIEKapCTB

COM03a,
MPaBOBBIE
CTaHIapTHI,

TecToBsI
e
3aaHus,
YCTHBIH
ompoc,
CHTyalHu
OHHBIE
3aaHuSA

la
4a
2a

PaspaboTka u o¢opMIeHHE CTaHTAPTHHIX OINEPAIMOHHBIX
npoLeayp B paMKaxX JesTeIbHOCTH CyObeKTa OOpalieHus
JIEKapCTBEHHBIX CPEIICTB.

Paspaborka u peanusanus CHCTEMBI
KOPPEKTHPYIOUIMX U HpeAyNpeKJaloluX AeHCTBUN
(CAPA) B chepe npon3BOICTBA JICKAPCTB.

IpaBuna GxP,
oOpareHus
JIEKapCTBEHHBIX CPEICTB B
Espaswuiickoro
€0103a,
IIPaBOBEIS

npaBuIa

pamKax
9KOHOMHYECKOTO
HOpMAaTHBHBIE
AKTHI u
periIaMeHTHpYIoIne
JUCTPUOBIOTOPCKYIO
JeSATEINbHOCTD

CTaHJapThI,

TectoBsI
e
3aIaHus,
YCTHBIH
ompoc,
CHTYyalHl
OHHBIE
3aaHusA

la
2a
4a
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®opm | Kommuecrso | Jlnt
TemaTnka JeKImi . CamocrosiTe1bHas padora bl 0217108 epart
TemaTnka NPaKTHYECKHX 3aHATHI
CTY/AEHTOB KOHTP ypa
0JIst
Home
P Yac Yac Ya ;
HeJesx Copnepxanne o Copnepxanne o Copepixanne cnt min max
"
M3yueHue yjOBIETBOPEHHOCTH KAayecTBOM COOCTBEHHOMU [IpoBenenue ayauToB KauecTBa (CAMOWMHCHEKLIUH) HHcTpyMeHTBI aHalM3a Tectoser | 0
JIESITEJIBHOCTH CO CTOPOHBI HOTpeOHTENel U KOHTPAareHToB, B COOCTBEHHOM AESTENBHOCTH B cdepe MPOU3BOICTBA PUCKOB  KauecTBa  IpU ;HaHm
TOM 4YHCIe K JOKyMEHTAIbHOMY O(OPMIICHHIO IIpoLecca H JIeKapCTB., JesATeIbHOCTH, nepegaHHoit Ha OCYILECTBNEHHH —
€3yJIbTaTOB. ayTCOPCHHI M JIEITEJIbHOCTH KOHTPAareHTOB Ha
pesy yreop . P NEATENBHOCTH  CyObeKTa orpoc,
COOTBETCTBHE yCTAHOBJICHHBIM TPEOOBAHUSIM. cuTyauu
06paH_IeHI/I$I OHHBIE
JIEKApCTBEHHBIX  CPEACTB. sanauus
MeHeKMeHT PHCKOB )
a
KaJecTBa pu
5. 2 3 P 6 3 3a
OCYIIECTBICHUN 4a
NEeATEeNbHOCTH  CyOBeKTa
oOpareHus
JIEKapCTBEHHBIX ~ CPEACTB,
odopmiienne u
perHCTpaluu
COOTBETCTBYIOLLEH
JOKYMEHTALlUH.
AHanu3 pUCKOB KauecTBa IIPU OCYILECTBICHUH JEATEIbHOCTH IIpoBeneHne ayIuTOB KadyecTBa (CAMOHHCIIEKIHHN) VIHCTpyMeHTHl BaHIALNI Tecros 0
CcyOBeKTa 00paIleHus IKAPCTBEHHBIX CPEICTB, 0(OPMIICHUE U COOCTBEHHOH JeATENBHOCTH CyObeKTa oOpalieHus IPOLIECCOB 1 0GBEKTOB TIPH bIe
perucTpanuu COOTBETCTBYIOIIEH JTOKYMEHTaLl1H. JIEKapCTBEHHBIX CPEICTB, AEATEIbHOCTH, IEpEeIaHHOMI OCYIECTRICHAN sajau, ; a
CTHBIN a
6. MeHeDKMEHT PHUCKOB  KadecTBa IPH  OCYLIECTBICHUH 2 Ha ayTCOPCHHT U JAESTeIbHOCTH KOHTPAreHTOB Ha 3 6 |7 3
eI TCIILHOCTH cyOBeKTa ompoc, 4a
JIeATENIEHOCTH CyObeKTa 00paIlieHHs JIEKapCTBEHHBIX CPEJICTB, COOTBETCTBUE YCTAHOBJICHHBIM TPEOOBAHHSM. 6 cHTyamm
o HIIS
odopmienue u perucTpanuu COOTBETCTBYIOIIEH obparte OHHBIC
JOKYMEHTAIHI. JIEKapCTBEHHBIX CPEICTB. -
KoHTposs 3HaHUWH, IIIaHHPOBAaHHWE W OPraHMU3ALMS CHCTEMBI PaszpaboTka u odopmireHue CTaHJapTHBIX Tecros 0
00yueHHs U TOBBIIEHHUs] KBaTH(HUKAIIUY NIepCOHala B paMKax OIEPAIMOHHBIX TPOLEAYP B paMKaX JIeATelIbHOCTH bIe
OCYIIECTBJIEHHS  JeATeNbHOCTH B cepe  oOpalieHus cy6bekTa 0OpaIleHus TeKapCTBEHHbBIX CPEICTB. 31?3:::;’" la
7. JIEKapCTBEHHBIX CPEJICTB. 2 3 Y 3 4a
orpoc,
CcuTyaluu
OHHBIC
3aJaHus
Bamupmanus (kBanudukaius) 0oObEKTa OPH MPOU3BOICTBE Nzydenne YIOBJIECTBOPEHHOCTH Ka4yeCTBOM Tecropbt
nekapctB. OpraHu3anyss W YIpaBJeHHE BaJIMJAIIMOHHBIMH COOCTBEHHOM JeATEINbHOCTH co CTOPOHEI ;ﬂam la
nporeccamu.  VcmbITaHust — OOBEKTOB M IIPOLIECCOB, NoTpeOuTeNlel M KOHTPareHTOB, B TOM 4HCIE K ycmmﬁ’ 3a
8. MIPEAYCMOTPEHHBIX TPOTOKOJIOM BaMIaluy (KBaTH(pUKAIIMK). 2 JIOKyMEHTAIFHOMY ~ O(OpMIICHHIO — @polecca U 3 ompoc, 0 4 4a
OtueT 110 Banmuaauuy (KBTH(UKALINN). pe3yIbTaToB. cuTyamm
OHHBIC
3aaHus
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®opm Koanvecro | Jlur
TemaTHKa JeKIMit . CamocrosiTesibHasi padoTa bl 0a10B epart
TemaTnka NPaKTHYECKHX 3aHATHI
CTY/AEHTOB KOHTP ypa
0JIst
Home
P Yac Yac Ya q
HeaeJa Copepxanue o Copepixanue o Copepixanue cnt min max
"
Bampanus  (xkBanudukanus) oObekTa IpH  OpraHH3aLUN HHCTpyMeHTBl aHalM3a pPHUCKOB KayecTBa IIpH Tecropst
XpaHeHHs  JIEKapCTBEHHBIX  HpemapaToB.  Banupanus OCYIIECTBIICHHH e TeIbHOCTH CyObeKTa 0OpalleH s ;Haﬂm
(xBanudukanyst) 00beKTa IpH OPraHU3aluH TPAaHCTIOPTHPOBKU JIEKapCTBCHHBIX CPEACTB. MEHEKMEHT pPHCKOB ycmm‘x’ ;a
a
9. JIEKapCTBEHHBIX IpernapatoB. OpraHusanus M YyIpaBleHHE 2 KauecTBa IPH  OCYLIECTBIEHUM  JEATEIbHOCTH 3 ompoc, 0 3 a
BaIMIALIMOHHBIMU  TIporieccaMu. McrbiTaHust OObEKTOB U cyObekTa oOpalleHHsl JIeKapCTBEHHBIX CPEJCTB, CHTyalH
MIPOLIECCOB, IIPEIYCMOTPEHHBIX MPOTOKOJIOM  BaJIUIALMK oopMIICHHE W PETHCTPALMM  COOTBETCTBYHOLICH OHHBIC
3ajaHus
(xkBasukanyu). OTyer 1o Banuaaluy (KBaauduKamum). JIOKYMEHTALIUH.
3 TecToBbI
AHanu3 pHCKOB KauecTBa IPH IIPOU3BOJACTBE e
JneKapcTB. MEHEIKMEHT PHCKOB KadecTBa IpU 3ajanud, ;a
CTHBIH a
10. OCYILECTBIICHHH S TEIBHOCTH CyObeKTa 00paleH s anoc 0 3 43
JIEKapCTBEHHBIX CpeJCTB, oopmieHe u cTyan
PETHCTPAlUK COOTBETCTBYIOLIEH TOKYMEHTAIHN. OHHBIE
3aJIaHus
AHanu3 pHCKOB KadecTBa IIPH OCYILECTBICHHH 3 Tecrost
PO3HUYHOH  (hapMaLeBTUYECKOH  JEATENBHOCTH. ;Haﬂm I
MeHeKMEHT PUCKOB KauecTBa IPH OCYILECTBICHUH v Tt 3a
11 JIeATeIbHOCTH CyObeKTa 0OpaleHus! JIEKapCTBEHHBIX ompoc, 0 3 4a
CpeJCTB, odopmieHue u perucrpanuu cutyauu
COOTBETCTBYIOLEH JIOKYMEHTALUH. OHHBIC
3aJIaHus
AHanu3 pHCKOB KadecTBa IIPH OCYIIECTBICHHUH 3 Tecrosst
OINTOBOM (hapmaneBTHUECKOI JIeSITEIIbHOCTH. :a;[am/m Ia
MeHeDKMEHT PHCKOB Ka4ecTBa PH OCYILECTBICHUI orbL 3
12 YCTHBII 0 3 a
: NIeTeITbHOCTH CyObeKTa 0OpalieHns! JIeKapCTBEHHBIX onpoc, 4a
CpeICTB, odopmireHue u perucTpanuu cutyauu
COOTBETCTBYIOIIEH TOKYMEHTALUH. OHHbIC
3aaHus
AHanu3 pPUCKOB KauecTBa IPH TPAaHCIOPTUPOBKE 3 Tecrossr
JIEKapCTBEHHBIX IpenapaToB. MeHemKMEHT PUCKOB ;ﬂa la
HMSL,
13 KayecTBa IPH  OCYLICCTBICHHHM  JEATEIEHOCTH S o . 32
: cyObeKTa OOpalleHus JICKapCTBEHHBIX CPEJCTB, onpoc, 4a
odopMmiieHHe M pErucTpalyu COOTBETCTBYIOIIEH cHTyaIH
JIOKYMEHTAIH. OHFHBIC
3aaHus
KoHTponb 3HaHMH, IUIaHUPOBAaHWUE W OpraHU3aLUs 3 Tecrossl
CHCTEMBI OOydYeHHs M IIOBBIICHUS KBaJIH(HKALUH ;ma la
HMSL,
IepcoHata B PaMKaX OCYIIECTBICHHS JIeATeIbHOCTH o 32
14. B chepe oOpaleHus JISKapCTBEHHBIX CPEJICTB. onpoc, 0 3 4a
CUTYyalHu
OHHBIC
3aJaHus
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®opm Koanvecro | Jlur
Temaruka Jekuuit . CamocTosiTebHast paGoTa bl 6a110B epar
TemaTnka NPaKTHYECKHX 3aHATHI
CTY/AEHTOB KOHTP ypa
0JIst
Homep
HeaeJa Copepxanue :Ilac Copepixanue :Ilac Copepixanue :Il: min max
"
Bamupauus — (kBanudukaums) — oObekTa  IpH 3 Tecrosst
IIPOU3BOJICTBE JIEKapCTB. Opranuzanust u :aﬂamm
yIpaBlICHUE BaJTHJAIIHOHHBIMH IpOIecCaMu. yornbiii ’ ;:
15. Hcnbitanus 00BEKTOB " [POLIECCOB, onpoc, 0 3 i
IpelyCMOTPEHHBIX IPOTOKOJIOM BaJIUJALHU cuTyamu
(kBanmudukanum). Otuer no BaJIU ALK OHFbIC
(kBasuukanuu). 3ansrue 1. sananus
Bamupauus — (kBanudukaums) — o0bekTa  IpH 3 Tecrosbt
IIPOU3BOJICTBE JIEKapCTB. Opranmzanus u ;MHM
yIpaBlieHHe BaJIHJALMOHHBIMU MIPOLIECCAMU. o la
16. Wcnprranus 00BEKTOB Hu MPOLIECCOB, ompoc, 0 3 4a
IpeyCMOTPEHHBIX IIPOTOKOJIOM BaJIM AN cuTyamm
(kBayuukanum). Oruer no BaJIU AL OHFHBIC
(xBanudukanun). 3ansrue 2. sananna
Bamupamms  (xBamudukanms)  oObekTa  IpH 3 Tecrosst
OpraHH3aluH XpaHEHHs 1eKapCTBEHHBIX IPENapaToB. ¢
Bamupamms  (xBamudukanms) — oObekTa  IpH ;iiizg
OpraHM3alliyl  TPAHCIOPTHPOBKH  JIEKapCTBEHHBIX onpoc, la
17. MpernaparoB. Opranuzanus Hu yhpaBjieHUE CHTyauu 0 3 4a
BaJINJALIMOHHBIMHA IIPOLIECCAMU. Wcnbitanus OHHbIC
O0OBEKTOB M IIPOLECCOB,  HPETYCMOTPEHHBIX sanan
POTOKOJIOM Banunaiuu (kBanudukanuu). OT4eT mo
BaTHIAMH (KBATH(UKAIHH).
Bamumanms  (kBammdukanmsa) — obkekTa  TIpm 3 Tecrossr
OpraHH3allid  TPAHCHOPTUPOBKH  JI€KApCTBEHHBIX :a;[am/m
MIpernaparoB. Opranusanys " YIIpaBJIeHUE yerHbii ’
18. BaJIMJIAIIMOHHBIMHU MporeccaMu. HWcnbrranus onpoc, 0 4 4a
00BEKTOB M TIPOLECCOB,  HPEIyCMOTPEHHBIX cutyanu
IIPOTOKOJIOM Banuanuy (kBamupukanum). OT4eT mo OHHBIC
BTHIAIMH (KBTHU(UKAIHH). sananus
HUTOTO 18 54 36 0 50
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5.1. Pacnpenenenue TPyAOEMKOCTH TUCIMIUIMHBI U BHJIOB

y4eOHOM paboThI 110

ceMecTpam:
Bcero 1acos/
Bua yuedHo# padoThI 3aYeTHBIX
eTHHMIY
2 cemecTp
AyauTOpHbIE 3aHATHS (BCETO), 72
B TOM 4YHcJe:
Jlexuuu (JI) 18
[Mpaktuyeckue 3anstus (JI3), 54
CamocrosiTerbHast padora crygenta (CPC): 36
108/
Bcero: 3 3.E.
3a4eT +
Bua npomekyTo4HOM aTTeCTAllUA
yac

5.2. Pa3nensl AUCIMIUTUHBL, BUABI yUeOHON pabOTHI M POPMBI TEKYIIETO KOHTPOJIS:

Bujabl yueOHOI 1eATeILHOCTH,
Ne Ne BKJII0YAsl CAMOCTOSITEJIbHYIO
n/ | ceme HanmenoBanue pa3jiesia AHCHHIIHHBI PadoTy cTyIeHTOB (B Yacax) OueHOYHbIE CpeIcTBa
n cTpa IIpak
P J l_:_ CPC | Bcero
MeHemKMeHT KadecTBa B cdepe oOparieHus .
TecToBbIE 3ajaHusl, YCTHBIU OIIPOC,
1 9 JIEKapCTBEHHBIX CpeAcTB. PyKoBOACTBO 1O 2 6 12 20
CHTYalHOHHbIE / PACUETHBIC 3a1a4H
KauecTBY.
Ananuz PHCKOB KadecTBa npu .
TecToBble 3a1aHus1, yCTHBIN ONPOC,
2. 9 OCYIIECTBICHHUH  JESITENbHOCTH  CyOBEKTa 8 33 12 53
CHTYyallHOHHBIC / PACUCTHBIC 3a/1aUK
oOpalleHus JISKAPCTBEHHBIX CPEJICTB
KoHnTponb 3HaHuil, 1 opraHuzanusi CUCTEMbI .
TecToBbIe 3ajaHusl, YCTHBIU OIIPOC,
3. 9 0o0y4YeHHSI W TIOBBIIICHUS KBaTH(UKAINN 4 6 10
CHTYalHOHHbIE / PACIETHBIC 3a1a4YH
nepcoHaa
4 9 Bamupanus  (kBanudukanusi) OOBEKTOB U 4 9 12 25 TecToBBIE 3aJaHus, YCTHBIH OMPOC,
’ MIPOLIECCOB CHTYalHOHHbIE / PACUETHBIC 3aa4YH
nToro: 18 | 54 | 36 | 108
5.3. Pacnipenienenue neKIui 1o ceMecTpam:
Ne Oo0bem B
n/ HaunMeHoBaHHE TeM JIEKIHI AY
n 2 cemecTp
MeHemKMEHT KadecTBa B cdepe oOpalieHus JIEKapcTBEHHBIX cpeAcTB. [IpodeccroHanbHas AesTeNbHOCTh B COOTBETCTBHUHU C
1. HaJUIS)KAIMY IPAKTHKaMH B paMKax JesITeIbHOCTH CyObeKTa 00palleHus JIEKApCTBEHHBIX cpeacTB ObecreueHne HaUIeKalix 2
MPAKTHK U Ka4ecTBa paboThl CyObeKTa 00paleHNs JIEKapCTBEHHBIX CPEJICTB.
2. PazpaboTka 1 peanu3anus CUHCTEMbI KOPPEKTUPYIOIINX U peaynpexaatomux aeiicteuii (CAPA). 2
3 npOBeHeHHe ayJUTOB Ka4yeCTBa (CaMOHHCl’IeKHI/H/I) COOCTBEHHOM JCATCIIBHOCTH CyGBeKTa oGpameHm{ JICKapCTBCHHBIX CPEACTB, 2
" | JesiTenbHOCTH, NepPEIaHHOM Ha ayTCOPCHHT M ASSTENFHOCTH KOHTPAareHTOB Ha COOTBETCTBUE YCTAHOBJICHHBIM TPEOOBAHHUSIM.
4 Pa3paboTka ® odopmieHHEe CTaHIAPTHBIX OINEPAIMOHHBIX TIPOIEAYP B paMKax JEATENBHOCTH CyObeKTa OOpamieHus 2
) JICKAPCTBCHHBIX CPEACTB.
5 W3yuyeHue ya0oBIEeTBOPEHHOCTH Ka4€CTBOM COOCTBEHHOM JEATEIBHOCTH CO CTOPOHBI MOTPEOUTENEH 1 KOHTPAreHTOB, B TOM YHCIIE 2
" | K moKyMeHTanbHOMY O(hOPMIICHHUIO MIPOLIECCa M PE3YIIbTATOB.
AHanM3 pUCKOB KauyecTBa MPH OCYLIECTBICHUH ACATEIBHOCTH CyObEKTa OOpalleHHs JIEKapCTBEHHBIX CPEICTB, OGopMIICHHE U
6. | perucTpanuy COOTBETCTBYIOIICH TOKyMEHTAIlMU. MEHEIKMEHT PUCKOB KayeCcTBa MPU OCYLIECTBICHUH JIESITEILHOCTH CyObeKTa 2
o0pallleHUs JISKAPCTBEHHBIX CPECTB, 0hOPMIICHHE M PETUCTPALIMH COOTBETCTBYIOIIECH JOKYMEHTAIIMH.
7 KOHTpOJ’IB 3HaHPII>‘I, IIJTaHUPOBAHUE M OpraHu3alusl CHUCTEMBI O6y‘ICHI/I$I ¥ TIOBBIIICHUSA KBa.TII/I(bI/IKaI_II/II/I nepcoHalia B paMKax 2

OCYIICCTBJICHUA OCATCIbHOCTH B cd)epe 06pa1uel—m;1 JICKAPCTBCHHBIX CPEACTB.
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Ne Oo0bem B
n/ HauMeHoBaHHE TeM JIeKIHIA AY
n 2 cemecTp
Bamnarnus (kBanuduxarys) 00beKTa IpH NPOU3BOACTBE JiekapcTB. OpraHu3anys U yrpapieHHe BaIUAAINOHHBIMY IPOLECCAMH.
8. | UcnblTaHus OOBEKTOB U IPOIECCOB, MPEIYCMOTPEHHBIX IPOTOKOIOM Bamupamuu (kBamudukanuu). OTYeT Mo BaauAAlUH 2
(KBATM(UKALIHN).
Bamupanust (kBanmdukannst) 00beKTa IpyU OpPraHU3aliy XPaHeHHs! JIEKapCTBEHHbIX IpernapaTos. Banunammst (kBanmudukars)
9 00BeKTa MPH OpraHU3alUH TPAHCIOPTUPOBKH JIEKAPCTBEHHBIX IpemapatoB. OpraHu3aiys W YIPaBJICHHE BalUJalHOHHBIMU 2
' npoueccamu. VcnbitaHus 0OBEKTOB M MPOLECCOB, MPEIYCMOTPEHHBIX MPOTOKOJOM Banumauuu (kBaiaubukanun). OTder mo
BaJIMAANMHU (KBUTU(PUKALMHI).
UTOI'o 18
5.4. Pacnpenenenue npakTUKyMoB 1o cemectpam JO:
5.4. Pacnipenienenue NpakTUYECKUX 3aHATHIA:
Ne Oo0nbeMm B
- /;[ HauMeHoBaHHe TeM NPAKTHYECKUX 3aHATHI AY
2 cemecTp
MeHeDKMEHT KadecTBa B cepe o0palleH s IeKapCTBEHHBIX CpeAcTB. IIpodeccroHanbHas JesSTeIbHOCTh B COOTBETCTBUH C

1. HaJUIeKAIMMU [IPAaKTUKaMU B paMKax (hapMaleBTHUECKOH nearenbHocTH. O0ecneueHne Haaaexalinx MpakTHK U KauecTBa 3
paboThl cyObeKTa (hapMalleBTHUESCKOM IS TEIbHOCTH.

2. MenemxmeHT KauectBa B cdepe mnpousBozacTBa JekapctB. [IpodeccmonanbHas nestesbHOCT B cdepe NpPOU3BOACTBA 3
nekapctB. ObecrieueHne HaUISKAINX NPAKTHK M KayecTBa paboThI B cepe MPONU3BOICTBA JIEKAPCTB.

3. PaspaboTka ® peanmu3amys CHCTEMBl KOPPEKTHPYIOIIMX W mpexynpexparonmx peiicteuii (CAPA) B pamkax 3
(apmaneBTHYECKOH IESITEIbHOCTH

4. PazpaboTka U peanmzanus CHCTEMBI KOPPEKTHPYIOINX U npenynpexparomux neiicteuit (CAPA) B cdepe npounsBoxacTsa 3
JIEKapCTB.

5. IIpoBeneHne ayauTOB KadecTBa (CAMOMHCIICKLIHH) COOCTBEHHOW [EATENBHOCTH B cepe MPOMU3BOACTBA JIEKAPCTB., 3
JIeSTEeNbHOCTH, IEpPElaHHOH Ha ayTCOPCHHT U JeSITeIbHOCTH KOHTPAreHTOB HAa COOTBETCTBUE YCTAHOBJICHHBIM TPEOOBaHMSM.

6. IIpoBeneHue ayauToB KayecTBa (CAaMOMHCIIEKIIMU ) COOCTBEHHOM JEATENBHOCTH CyObeKTa 00palleHus JIeKapCTBEHHBIX 3
CPEACTB, ACATEIBHOCTH, IEPEAAHHOM Ha ayTCOPCHHT U AESATEIbHOCTH KOHTPAreHTOB HA COOTBETCTBUE YCTAHOBJICHHBIM
TpeOOBaHUSM.

7. PazpaboTka 1 oopmieHHE CTaHJAPTHBIX ONEPALMOHHBIX IPOLEIYDP B paMKaXx JAESATEIbHOCTH CyObeKTa 00OpaleHus 3
JIEKapCTBEHHBIX CPEJICTB.

8. 3ydenne ynoBIeTBOPEHHOCTH KaueCTBOM COOCTBEHHOI IEATEILHOCTH CO CTOPOHEI ITOTpeOHTENei 1 KOHTPAareHTOB, B TOM 3
YHCIIE K JIOKYMEHTAIbHOMY O()OPMIICHHIO IPOLiecca U Pe3yIbTaToB.

9. MHCTpyMeHTHI aHaIM3a PHCKOB KauecTBa TP OCYLIECTBICHIH ASSTEIHHOCTH CyObeKkTa 00palie s JIEKapCTBEHHBIX CPEJICTB. 3
MeHe/UKMEHT PUCKOB KadecTBa IPH OCYINCCTBICHHH JEATEIBHOCTH CyOBEKTa OOpalleHHs JICKapCTBEHHBIX CPEICTB,
o(hopMIICHHE U PETHCTPALMK COOTBETCTBYIOIIECH JOKYMCHTALUH.

10. AHanm3 puCKOB KauecTBa IIPU IPOU3BOACTBE JIEKapcTB. MEHeDKMEHT PHCKOB Ka4eCcTBa IIPH OCYIIECTBICHUH ASSITETEHOCTH 3
cyObekTa 00palleH st ICKapCTBEHHBIX CPE/CTB, 0)OPMIICHHE H PETUCTPAIIMK COOTBETCTBYIONICH TOKYMCHTAIIHH.

11. AHanu3 pPHCKOB KadecTBa IPH OCYLICCTBICHHHM PO3HUYHON (papMaleBTHUECKON NesTeTbHOCTH. MEHEDKMEHT PHCKOB 3
Ka4ecTBa IPH OCYIIECTBICHHUHU JSSTEIFHOCTH CyOBbEeKTa OOpAIleHHs JIEKapCTBEHHBIX CPECTB, 0QOPMIICHHE M PETUCTpaLiN
COOTBETCTBYIOLICH JOKYMEHTAIMH.

12. AHanm3 pucKOB KadecTBa IPH OCYLIECTBICHAH ONTOBOH (hapManeBTHIECKOH JesTeIbHOCTH. MeHeDKMEHT PUCKOB KadecTBa 3
TIPU  OCYIIECTBICHHN IESATENLHOCTH CyObeKTa oOOpalieHHsl JEeKapCTBEHHBIX CPEACTB, O(OpMICHHE H PErHCcTpaiy
COOTBETCTBYIOLICH JOKYMEHTAIMH.

13. AHanm3 pUCKOB KayecTBAa IPU TPAHCIOPTHPOBKE JIEKAPCTBEHHBIX MpenapaToB. MEHEIKMEHT PHCKOB KadecTBa IPH 3
OCYIIECTBICHUH JEATCIBHOCTH CyObekTa OOpalleHHs] JICKapCTBEHHBIX CPEACTB, O(OPMICHHE U PErHCTPALUH
COOTBETCTBYIONICH JOKYMEHTAIMH.

14. KoHTpous 3HaHHil, IUITAaHUPOBAaHKE M OPTaHU3ALMs CHCTEMbI 00YUCHHUS M MOBBIIICHHS KBATH(HUKAINH [IepCcOHaIa B paMKax 3
OCYIIECTBIICHHUS ICATEILHOCTHU B chepe 0OpallieHus IeKapCTBEHHbIX CPE/ICTB.

15. Bamunanus (kBaangukanys) oObeKTa IpU NPOM3BOJACTBE JieKapcTB. OpraHuM3ans M YIpaBlIeHHE BaJUIAllIOHHBIMH 3
nporieccamu. VicripITaHust 00BbEKTOB U MPOLECCOB, NPEIyCMOTPEHHBIX IIPOTOKOJIOM Banuaauuy (kBamudukanun). Otger o
Banuaanuu (kBamdukanum). 3ansatue 1.

16. Bamunanus (kBaangukanys) oObeKTa IpU NPOM3BOJACTBE JieKapcTB. OpraHuM3ans M YIpaBlIeHHE BaJUIAllIOHHBIMH 3
nporieccamu. VicrbITanust 00bEKTOB U MPOLECCOB, NPEIyCMOTPEHHBIX POTOKOJIOM Banuaanuy (kBamudukanun). Otder no
Banuaanuu (kBamdukanum). 3anstue 2.

17. Bamunamus  (kBanuukaums) oObeKTa IPH OpraHM3alMKM XpaHeHHs JICKapCTBEHHBIX MpenapaToB. Bammnmanus 3
(xBaymdukanys) oObeKTa IPH OpraHU3al[MU TPAHCIIOPTHPOBKHU JICKAPCTBEHHBIX NpenapaTtoB. OpraHu3anys U yrpaBlieHHE
BAJIMJALMOHHBIMK TIpolieccaMu. VicmbiTaHus OOBEKTOB M IPOLECCOB, NPEAYCMOTPEHHBIX HPOTOKOJIOM BalTHIALNH
(xBaymdukanyn). OT4eT 10 BaHAAIUH (KBUTH(UKALNH).

18. Banunanust (kBanudukanys) oObekTa MpH OpraHU3AIMU TPAHCIIOPTUPOBKH JIEKAPCTBEHHBIX TpernaparoB. OpraHuzanys u 3
yIpaBieHHE BalUJALMOHHBIMU MpoleccaMi. McmbiTaHus OOBEKTOB M IIPOLECCOB, MPEIYyCMOTPEHHBIX MPOTOKOIOM
B IAMH (kBanudukaryn). OTYeT o BaNUAAIUH (KBUTH(HKALNH).

UTOI'o 54

5.5 Pacnpenenenue camocrtosaTenbHOM pabotel cryaeHta (CPC) mo Bugam
ceMecTpaM:
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Ne Obbem B AY
wn HaumenoBanne Buga CPC*
Cemectp 2
1 IIpaBuia GxP, mpaBuiia oOpaiieHust JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3suiickoro SKOHOMHYECKOI'O COH03a, 6
) HOPMATHBHEIE [IPABOBEIE aKThI M CTAHAAPTHL, PErIaMeHTHPYIOMINE IPOU3BOACTBO JICKAPCTB
2 IIpaBuna GxP, mpaBuiia oOpalieHust JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3suiicKoro SKOHOMHYECKOI'O COH03a, 6
) HOpPMAaTHBHBIC IPABOBBIC AKThI U CTAHAAPTHI, PErIAMEHTHPYIOLINE PO3HUYHYIO (hapMaLEBTHUECKYIO JICSTEIbHOCTh
3 ITpaBuna GxP, mpaBmma oOpameHust JeKapcTBEHHBIX CPEICTB B paMKax EBpa3nilckoro SKOHOMHYECKOTO COIO3a, 6
) HOpPMAaTHBHBIC TIPABOBbIC aKThl M CTAHAAPTHI, PEIIAMEHTUPYIONIME XPAHCHHUE M TPAHCIIOPTHUPOBKY JICKAPCTB
4 IlpaBuna GxP, mpaBmma oOpameHust JeKapcTBEHHBIX CPEICTB B paMKax EBpasmiickoro >KOHOMHYECKOTO CO03a, 6
) HOPMATHBHBIC [IPABOBBIC aKThI M CTAHIAPTHI, PErIaMEHTHPYIOINe AUCTPHOBIOTOPCKYIO e TEeNbHOCTD
MHcTpyMeHTBI aHall3a PUCKOB KauyecTBa IPU OCYILIECTBICHHH AEATEIBHOCTH CyObeKTa OOpallleHHs JIeKapCTBEHHBIX
5. CpencTB. MeHEe[DKMEHT PHUCKOB KauecTBa IPH OCYIIECTBICHUH AESITEIBHOCTH CyObeKTa OOpalleHus JeKapCTBEHHBIX 6
CPEACTB, O(pOPMIICHUE M PETHCTPALIMU COOTBETCTBYIOIICH JJOKYMEHTALUH.
6 WHcTpyMeHThl BalWJalUM IIPOLECCOB U OOBEKTOB MPU OCYIIECTBICHUH JACATEIBHOCTH CyObEKTa OOpalieHuUs 6
) JIEKapCTBEHHBIX CPEJICTB.
Hroro 36

6. O0pa3oBaresibHbIE TEXHOJIOTUU

[Ipenycmotpensl, B coorBeTcTBUM ¢ PI'OC 1 NOKAIBHBIMA HOPMATUBHBIMU
aktamu COI'Y, npoBeieHre YUEOHbBIX 3aHATUN CIEAYIOIINUX BUIOB:

v jmexiuu  (3aHATHS  JIEKIMOHHOTO  THMA)  —  [PeAyCMaTPHBAIOIINC
IPEUMYIIECTBEHHYIO Iiepefady yduyeOHOM uHGOpMaluu MpernoiaBaTeieM
oOyyaroluMcsi, B TOM YHUCJIE C MCIOJIb30BAaHUEM MYJIBTUMEIUIHBIX CPEICTB
nepenauu nHGOpMaLny;

v/ NpaKkTHYECKUE 3aHATHS, BKIIOYAIONINE B CBOE COJEP)KAHHE OCBOCHHUE
HEOOXOJMMBIX HaBBIKOB, YMEHHI M KOMMETEHIMH, B BHUAE NPAKTHUYECKUX
3aJlaHdid, B TOM YHCJE C MCIOJIb30BAaHUEM HMHTEPAKTHUBHBIX (OopM OOydeHMs,
IPYNIOBBIX JHUCKYCCHM, JAENOBBIX M POJIEBBIX WIpP, TPEHUHIOB, AHAJIU30B
CUTyallui W HMMHUTAIMOHHBIX MOJICJIEH, KEMC-METOJIOB, METOJIOB TPYIIIOBOTO
BBIIIOJIHEHHUS 3aHATUH, U T.1.;

v’ TIpeIyCMOTPEHbI WHIWBHAYaJIbHBIC M TPYIIOBbIE KOHCYJIBTAI[MH, OTPaOOTKH
OPONYIIEHHBIX 3aHATHH W japyrue (Gopmbl BHEAyJUTOPHOW paboOThl B
COOTBETCTBHH C JIOKaJTbHBIMU HOPMATUBHBIMHU aKTaMH YHUBEPCUTETA, IIaHAMU U
rpadukamu padboThl Kadeapsl;

v’ caMocTosTeNbHAS paboTa OOYYaroMXCs, B TOM YHCIIE C HCIOJIb30BaHUEM
BO3MOXKHOCTEH MopTaia JUCTAaHIIMOHHOTO 00YYEeHHUS.

[Ipyn peanuzauuy NUCHMIUIMHBI, B Ka4€CTBE IUIOMIAJKH METOAMYECKOTrO
o0ecrneueHus UCTI0NIb3YEeTCsl YHUBEPCUTETCKUIA MOPTaJl JUCTAHIIMOHHOTO 00yUYeHus,

pacniosaratonuiics B cetu «MHTEpHET» 10 aapecy: http://Ims.nosu.ru/ .

OO6yuaroiuecs UMEIOT BO3MOXKHOCTh OCBOCHMSI MPAKTUYECKUX HABBIKOB,
YMEHUN U KOMIIETEHIIMM B paMKax ydacTus B CTYJIECHUYECKOM HAay4YHOM OOIIECTBE
Kageapsl M BBINOJHEHHUS  y4eOHO-UCCIENOBATENbCKMX W HAy4yHO-
UCCIIEIOBATENCKUX pa0OO0T B HAYUHBIX KPYKKaX.
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B cootBerctBn ¢ ®I'OC BO mno cneumansHoctu 33.05.01 dapmarius
OIICHKa KadeCTBa OCBOCHUS OOYYAIONIMMHUCS MAUCITUIUIMHBI BKIIOYACT TEKYIIHMA
KOHTPOJIb YCIIEBAEMOCTH, OAJIbHO-PEUTHUHTOBYIO CHCTEMY, MPOMEKYTOUHYIO U
UTOTOBYIO TOCYJJAPCTBEHHYIO aTTECTALIUIO.

B xone peanuzanuu AUCIUIUIMHBI MCIOJIB3YETCS COBPEMEHHBIE METO/IbI
oOyueHwus, pEACTaBIISIOIINE CHUCTEMY IIOCJIEIOBATEIbHBIX,
B3aMMOCBSI3aHHBIX  JIEMCTBUH, OOECIEUMBAIOIMIMX  YCBOEHHUE  COACPKaHUS
o0pa3oBaHus, Pa3BUTHE CIIOCOOHOCTEH CTYJEHTOB, OBJIAJICHUE MMM CPEIACTBAMHU

coOoM

caMmo0o0pa3oBaHus W CaMOOOyYeHHS; OOECIeYMBAIOT IEJIb OOy4YeHHs, CIOCO0

YCBOEHUS U XapaKTep B3aUMOJICHCTBUS MTPENOIaBATEINS U CTYIEHTA; HAPABJICHbI HA

npuoOpeTeHre 3HaHWM, (OPMHPOBAHHWE YMEHHUW, HABBIKOB, UX 3aKPEIUICHUE H

KOHTpoJb. Cpeau HUX:

v MOHOJIOTHYECKHIi (H3JI0KEHUE TEOPETHIECKOTO MaTepraia B (hOpMe MOHOJIOTa;

v' Tloka3atesbHblil (M37I0KCHHE MaTepHala ¢ IpUeMaMH T10Ka3a);

v' Jluanoruyeckuii (M3noXkeHHe Mmarepuana B (opme Oeceibl ¢ BOMPOCAMH U
OTBETaMH);

v DBpPHUCTUYECKUH (YACTUYHO MOWCKOBEIN) (II0J PYKOBOICTBOM IIPEIOAaBaTENs
CTYJEHTbl PACCY’KIAlOT, pPEIIalOT BO3HUKAIOIIME BOMPOCHI, AHAIM3UPYIOT,
0000111a0T, JIeJIa0T BEIBOJIBI U PEIIAIOT MOCTABICHHYIO 33/1a4y);

v' TIpobiieMHOe wH3JI0KeHHE (ITPErogaBareib CTABUT MPOOJEMY M PacKpbIBaeT
JI0Ka3aTeNbHO IYTH €€ PEeIICHNUs);

v' UccnenoBaresibCKuil (CTYIEHTBI CAMOCTOSITEIBHO JOOBIBAIOT 3HAHUS B TIPOIIECCE
paspenieHus NpooIeMbl, CPABHUBAs Pa3IUYHbIC BAPUAHTHI €€ pEeUICHUs);

v" TIporpaMMHpOBaHHBIN (OpraHU3alUs ayIUTOPHON M CAMOCTOATEIBHOU PabOTHI
CTYJIEHTOB OCYIIECTBIIAETCS B HMHAMBUAYAJBHOM TEMII€ M IMOJ KOHTPOJEM
CHeUaIbHbIX TEXHUYECKUX CPE/ICTB);

v/ Pa3bop cuTyanuii ¥ NPaKTHYECKMX 3aaad (CTYICHTHI, IMOJ PYKOBOJICTBOM

MpernojiaBaresis, pa3OoupaOT CUTyallud €3 TPAKTHYECKON JeATeThHOCTH,

npeaiarasi COOCTBEHHbBIC PEIIICHUS );

HaumeHnoBanue
HWHTepakTHBHBIE
Ne pa3neia Buna 3ansitus O0Bbem AkTHBHBIE GOPMBI doprira
JUCHUIIMHBI

MeHeKMEHT KavecTBa B | J1CKIUH 100% TpesenTamun

cepe obpareHns [IpaxTrueckue [IpaxTrueckue Juckyccuun [IpakTrKOOpHEHTHPOBA
1. JIeKapCTBEHHBIX CPEICTB. | 3aHSATHS 3aHATHH Paz6op curyanuii u HHBIE 33J[aHUs

PyxoBonctBo M0 MPaKTHYECKUX 3aaa4 CI/ITyaHI/IOHHbIG 3a1a4u

KavecTsy. [TpoGneMHOE U3I0KEHHE

AHaJ3 pHCKOB KadecTsa | J1CKITHH 100% IpesenTarun

[IPH OCYIIECTBICHHI [IpakTiueckue [IpakTnueckue Juckyccun [IpakTrKOOpPHEHTHUPOBA
2. NeATeNbHOCTH CyObekTa | 3aHATHA 3aHATHH Pa3bop curyarmii n HHBIE 33J[aHUs

OOparenus MPaKTHYECKUX 3a1a9 CHTyanMoHHbIC 331291

JICKapCTBCHHBIX CPCIACTB HpOGJICMHoe U3JIOKEHUE
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HaumeHoBanue
HWHTepakTHBHBbIE
Ne pasneia Buna 3anstus O0Bbem AKTHBHBIE GOPMBI Bopmm
I CIUTLIMHBI
KOHTpOIb 3HAHHIL, 1 Jlexuuu 100% IIpe3zenTanuun
OpraHU3aIKs CUCTEMbI [IpaxTrueckue [IpaxTrueckue Juckyccun [IpakTHKOOpPHEHTHPOBA
3. 00yueHHs U HIOBBIIEHNS | 3aHSTUA 3aHATHH Pa3bop curyanmii n HHBIE 3aJJaHUs
KBaM(pUKALMH MPaKTUYCCKUX 3a1a4 CHTyauHOHHme 3a1a4u
Tiepconaiia IIpobaeMHOe H3I0KEHIE
Jlexmmu 100% TIpesenTanuu
Banmnanus IIpakTuueckue IIpakTuueckue Juckyccun [IpakTukoopueHTHPOBA
4, (kBasTMUKALs) 3aHATHUSA 3aHATUI Paz6op cutyaruii u HHBIE 3aJJaHUS
OOBEKTOB U TPOLIECCOB MPaKTHYECKUX 3a1a4 CuryanroHHbIe 3a/1a4H1
TIpobieMHOE U3JI0KEHHE
HpI/I pealin3alnunu JUCHUITIIMHBI, B KaucCTBEC IJI0IIA KU METOANYCCKOI'O

o0ecrniedeHus Mo BCeM AUCLUIIIMHAM U TPaKTUKaM, OCBauBaEMbIM 00yUYaOIIUMUCH,
ucnone3yrores 3neMeHTel DMMOC COI'Y, B TOM 4uClie YHUBEPCUTETCKANW NOPTAI
JUCTAaHIMOHHOTO 00y4YeHHus, pacrnojararomuiics B cetu «MHTepHeT» 1o aapecy:
http://Ims.nosu.ru/.

IHpumeyanue

— OrtaenbHble BUAbl Yy4eOHON paOOTBl MOTYT MPOBOIAUTHCS AMCTAHLMOHHO Ha

OCHOBAHHH JIOKAJbHBIX HOPMATUBHBIX aKTOB.
— B memix peamuzanuy WHIWBHAYATBHOTO IMOAXOAa K OOYYEHHIO CTYACHTOB,
OCYIIECTBIISIONUX YICOHBIN TPOIIece M0 WHANBUAYATLHOW TPASKTOPHH B paMKax
WHIUBUIYyAIBHOTO pabodero IUlaHa, W3YYCHWE JaHHOW AWCITUIUIMHBI MOXET
OCYIIECTBIIATLCS Yepe3 MHANBUAYATbHBIC KOHCYJIBTAIIMH TPETOaBaTelsi OYHO, B
Y4achl KOHCYJIbTAIIHH, IO 3JICKTPOHHOM MOYTe, a TaKKe ¢ ucnoib3oBanueM Webex,
wiathopMbl TUCTAaHIMOHHOTO 0o0yueHust Moodle, muuHbIi KaOMHET CTyaeHTa Ha
caiite COI'Y, npyrux snementoB JUOC COTI'Y.

7. YueOHO-MeTOoAM4YeCKoe 00ecreYeHne CaMOCTOATeIbHOM padoThl

[Ipu peanuzanuu oOpazoBatenbHOM mporpammbl COI'Y mo cnenuanbHOCTH
«®Dapmanusi», B 4YaCTH JTUCIUIUIMHBI, B KadeCTBE IUIOMIAAKH METOJIUYECKOTO
oOeCTieUeHHs 110 BCEM JAUCIUATIIMHAM U ITPAKTUKaM, OCBAUBAEMbIM 00yYJatOITUMUCH,
UCTIONIb3YETCS  YHUBEPCHTCTCKMA  TOPTaJ  JAWCTAHIMOHHOTO  OOyYCHHS,
pacniosaratonuiics B cetu «MHTEpHET» 10 anpecy: http://Ims.nosu.ru/

Cnoco6 opranuzanum /

Obbem B JAOCTYH K
b HaumenoBanue suga CPC* L KL I L
n/n MaTepuajiam
CemecTp
9
TlpaBuna GxP, mpaBuma oOpaiieHus JEKapcTBEHHBIX CpPEACTB B pamkax EBpasuiickoro
1. SKOHOMHUYECKOIO COI03a, HOPMATHBHBIE INPABOBBLIE AKTBI M CTAHJIAPTHI, PETJIAMEHTHPYIOIINE 6 http://Ims.nosu.ru/

IIPOU3BOACTBO JICKAPCTB

TlpaBuna GxP, mpaBuma oOpaiieHus JEKapcTBEHHBIX CpPEACTB B pamkax EBpasuiickoro
2. SKOHOMHYECKOI0 COK03a, HOPMATHBHBIE IIPABOBbIE aKThl W CTAHJAPTHI, PErJIaMEHTHPYIOLIHE
PO3HUYHYIO (hapMalleBTHIECKYIO IeATeIbHOCTD

6 http://Ims.nosu.ru/

TlpaBuna GxP, mpaBuma oOpaiieHus JEKapcTBEHHBIX CpPEACTB B pamkax EBpasuiickoro
3. 9KOHOMHYECKOIO COI03a, HOpPMATHUBHBIE IIPABOBbIE AKTBI M CTaHAAPTHI, PErJaMEHTUPYIOLINE
XpaHCHHUE U TPAHCIIOPTHUPOBKY JIEKAPCTB

6 http://Ims.nosu.ru/
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Crnocod opranuzanum /

Obbem B JAOCTYH K
o HaumenoBanue Buga CPC* Al METO/IMHECITHM
n/n MaTepHajam
Cemectp
9
IpaBuna GxP, mnpaBuna oOpalieHHs JIEKapCTBEHHBIX CPEICTB B paMKax EBpasuiickoro
4. 9KOHOMHYECKOr0 COI03a, HOPMATUBHBLIC IIPABOBBIE AKTHI M CTAaHIAPTHI, PErjJaMEHTHPYHOLIHE 6 http://lms.nosu.ru/

JIMCTPUOBIOTOPCKYIO JIESITENILHOCTh

WHCTpyMEeHTHl aHalIu3a PHCKOB KadyecTBa IPH OCYIIECTBICHHH JACSITEILHOCTH CyOBEKTa
oOpamieHusl JIeKapCTBEHHBIX CpeACTB. MEHEIKMEHT PHUCKOB KadecTBa IPH OCYIICCTBICHHU 6
JICATENIBHOCTH CyOBEKTa OOpAlleHNs JICKAPCTBCHHBIX CPEACTB, O(GOPMIEHHE M PErHCTpalu
COOTBETCTBYIOLIEH IOKYMEHTALHU.

http://Ims.nosu.ru/

6 MHCTpyMEHTHI BaluIAlMK TIPOLIECCOB U 0OBEKTOB MPHU OCYILECTBICHUH JEATEIILHOCTH CyObeKTa 6
) 00palleHHUs JIEKAPCTBEHHBIX CPEJICTB.

http://Ims.nosu.ru/

8. OueHouyHble CpeACTBA [JIA KOHTPOJIS YCIIEBAeMOCTH M Pe3yJibTaTOB
OCBOCHHS TUCIHUILINHBI.

HopmaTtuBHO-METOIMYECKOE obecrnieueHue TEKYLIETO KOHTPOJIS
yCHEBAaEMOCTH U MPOMEXKYTOUHOM aTTeCTallM, 00yJaroUXCsl OCYIIECTBISETCS B
COOTBETCTBMM C BHYTPEHHMMH JOKainbHbIMH akTamu COI'Y, B TOM uyucie B
cootBeTcTBUHU ¢ [Tonoxxennem o BPC oneHnBanus 00y4aromuxcst 0O4HOM (POpMBI 11O
oOpa3oBaTeNbHbIM  IpOrpaMMaM  BBICIIEr0 00pa3oBaHUsl — Iporpammam
0akanapuata u cnenuanurera B ®I'bOY BO COI'Y (ot 05.03.2018 r., ip.Ne 47)

Metoauka GopMHPOBAHUS Pe3yJIbTHPYIOIIEH OleHKH.
B xoze Tekyiero KoHTpoJisa CTyaeHThl MOTyT HaOpaTh 0-100 6aiu1oB:
1 —s1 pyOe:xkHAsI aTTECTAIIMA - MAKCUMAJIBLHO 50 0a/1/10B; U3 HUX:
Ot 0 10 25 6ann0B (pyOeskHas aTTECTAIUS ) — TECTUPOBAHUE B LICHTPE TECTUPOBAHUS
COI'Y wunu yka3blBaeTcsli MCHOJIb3yeMasl MPHU HM3YYEHUU AAHHOW JMCIUIIIUHBI
dbopma (mucbMeHHas paboTa, KOJUIOKBUYM, 3CCE U T.1.);
Ot 0 mo 25 GannoB (Tekyiasi OlleHKa) — aKTUBHAsI paboTa 3a TaHHBIA NIEPUO] Ha
CEMUHAPCKUX (MPAKTHUECKUX ) 3aHITHSIX
2-51 pyOe:KHasl aTTecTals — MaKCHMaJIbLHO 50 0aJ1/10B; M3 HUX:
Ot 0 510 25 GanyioB (pyOexkHas aTTecTalus) — TECTUPOBAHUE;
Ot 0 10 25 GanioB (TeKylas OlleHKa) — aKTUBHAsI padoTa 3a JaHHBIA NEPUO] Ha
7a00paTOPHBIX U MPAKTUYECKUX 3aHATUSIX
IIpoMeKyTOUHBIN KOHTPOJIb:
st sxk3amena:
3a yCTHBIN OTBET Ha dK3aMeHe CTyAeHT noiydaet 0-50 6amios.
CTyneHTsl, MOy4YHBILINE B X0JI€ TEKYIIEro U pyOexHoro KoHTposs 56-100 6amioB
ABTOMATHYECKH MOIYUYaIOT « IK3aAMEH.
PesynbTupyrormias oneHka ckiaapiBaeTcs mo coorsercrymomeii bPC popmyie.

BAJIVIBHASA CTPYKTYPA OHEHKH

1 B coorBerctaun ¢ Ionoxennem o BPC orenrBanus o6ydaromuxcs o4Hoi GopMbl o 06pa3oBaTeNbHBIM
mporpaMMaM BBICIIETO 0Opa3oBaHWs — MporpamMMmaM OakanaBpwara m crnenuanutera B ®I'BOY BO COI'Y (ot
05.03.2018 r., p.Ne 47)
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Dopma konmpons Maxe. KOI"BO
0aJ1J1I0B

Tekyuias oueHka crysenta B Teyenue 1-8 Hegesm cocrout u3: 25

* BeinosiHeHus 3aaHuil HAa IPAKTUYECKUX 3aHATHIX 10

* BelnosmHEeHNs JOMANTHUX 3aAaHAN 5

* CaMOCTOATENBHBIX PadoT 10

1-s1 py0Ge:kHasi MUCbMEHHAs1 KOHTPOJIbHAs padoTa 25

Teky1mas oueHka cTyaeHTa B TeueHue 10-15 Hepenu cocTouT us: 25

* BeinmosiHeHus 3aaHuil HAa IPAKTUYECKUX 3aHATHIX 10

* BelnosmHeHNs JOMaNTHUX 3aAaHAN 5

* CaMOCTOATEIBHBIX PadoT 10

2-51 py0ekHasi NHCbMEHHAsi KOHTPOJbHasi padoTa 25

Hroro 100

IIxaJjia NTOroBOM aKaJAeMHYECKOMN YCIIEBAEMOCTH CTYACHTOB 110 AMCHUILIUHE

Cuctema onenok COI'Y

Cymma OamioB Haszpanue YucnoBoi 3KBUBAJIEHT
86 - 100 OTJINYHO 5

71-85 XOPOIIIO 4

56-70 YAOBJICTBOPUTEIHHO 3

AHanoOru4HO JJIA 3a4CTa.

Texkymuid KOHTPOJIb — 3TO HENPEPHIBHO OCYIIECTBISIEMbIA MOHUTOPUHT YPOBHS
YCBOEGHUS 3HaHUN U (OPMHUPOBAHUS YMEHUN M HABBIKOB B TEUEHUE CEMECTPA WITU
yueOHOoro roja. Texkymuii KOHTPOJIb 3HAHWM, YMEHUW W HABBIKOB CTYJIEHTOB
OCYIIECTBIISIETCS. B XOJ€ Y4YeOHBIX (QyJUTOPHBIX) 3aHATUMA, MPOBOJUMBIX IIO
pacnucannto. PopMaMu TEKYIIETO KOHTPOJIS BBICTYIIAKOT ONPOCHl HA 3AHAMUSAX, A
makoice Kopomkue (0o 15 mun.) 3a0anusi, BBITIOJHSAEMbIC CTYJICHTAMH B Hauale
JIEKIUY C LEJIbIO TPOBEPKH HATUYMS 3HAHUU, HEOOXOIUMBIX JIJI1 YCBOSHUSI HOBOTO
MaTepuasa Wik B KOHIE JICKIIUU JIJI1 BBIACHEHHS CTEIICHU YCBOEHUS M3J105KEHHOTO
Marepurana.

Py0OexxHbIii KOHTPOJIb OCYUIECTBISIETCS MO 00Jiee MM MEHEE CaMOCTOATEIbHBIM
pazzaenaMm — y4eOHBIM MOJYJISIM Kypca U MPOBOJUTCA MO OKOHYAHUM H3YUYEHUS
MaTepuaia MOIYJs B 3apaHee YCTAaHOBJICHHOE BpeMsa. PyOexHbBI KOHTPOJb
MIPOBOJIUTCSL C IIENIBIO OIPEACIICHUS KadecTBa YCBOEHHUS MaTepuayia yd4eOHOTO
MOAyJisl B 1IeJIoM. B TeueHue cemMecTpa MPOBOAUTCA JBAa TAaKUX KOHTPOJIBHBIX
MEPOTIPUATHS 110 TPadUKY.

8.1. ®@opMbI TEKYILIEro KOHTPOJIS W TMPOMEXKYTOUHOW AaTTeCTallMU™, BUJIbI
OLICHOYHBIX CPEJICTB:
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Ol1eHOYHbIE CPEICTBA
Ne Ne HaumeHnoBaHue pa3ieia KoJi-Bo Kou-Bo
DopMBbI KOHTPOJIS
n/m | cemecrpa AMCHUIUIHHBI Bupabl BOIIPOCOB B | HE3aBHCHMbI
3aJaHNH X BApHAHTOB
KoHTpob ocBoeHUs . 30 30
oMbl MeHEeIKMEHT KayecTBa B TecToBbli
1 chepe odpanieHus KOHTPOJIb 24 2
9 TRgmpe CEG JICKAPCTBEHHBIX CPEICTB. Cut/pacu
PyxoBoncTBO 10 3a/1a4u 2 10
KayecTBY. YerHbll onpoc
3auer
30 30
Kontpois ocBoeHuUst N
AHaIi3 PUCKOB KauecTBa TecToBblit
TEMBbI 2-4 2
5 HPH OCYLIECTBICHHN KOHTPOJIb
9 Konrpons CPC JeATeIbHOCTH CyObeKTa Cur/pacu 2 10
oOpareHust 3a1aun
auer JIEKapCTBEHHBIX CPEJICTB VYerHslit onpoc
2 10
30 30
Kontpomns ocBoeHus . TecToBsIit
KoHTponb 3HaHu#, u
TEMBI KOHTPOJIb 2-4 2
OpraHHU3aIusl CHCTEMBI
& 9 00yYCHHS ¥ MOBBIIICHHS Cltahgiss
Kontpons CPC Y 3a/1a4u 2 10
KBaTH(DHKAIHH N
YcTHBIH onpoc
nepcoHana
3auer
2 10
30 30
KonTpons ocBoeHus TecToBblit
TEMBI Bastiraiis KOHTPOJIb 2-4 2
4. 9 (aJ; H?; ans) Curt/pacu
Kontpons CPC NBATMOHIKALII 3aaun 2 10
00BEKTOB 1 IPOLIECCOB N
YcTHBI onpoc
3auer
2 10
8.2. IIpumMepbI O1IIEHOYHBIX CPECTB:
BOHpOCbI K 3a4€Ty 0 JUCIHHUIIJINHE:.
1. CYHIHOCTB KaTCropnun «KadycCTBO».
2. YHpaB)'IeHI/Ie Ka4€CTBOM B CUCTEMC (bapMaI_IeBTI/I‘IeCKOFO MCHECI)KXMCHTA
3. BsauMocBs3b KauyecTBa U KOHKypeHTOCHOCO6HOCTI/I.
4. KauecTtBO 1 YAOBJICTBOPCHHOCTD HOTp€6I/IT€J'I${.
5. TpeboBanus (mokasarenn) K 00beKTaM KauecTBa B OpraHU3aIliu.
6. IlapameTpsl u (akTOpHI KauecTBa TOBAPOB U YCIYT.
1. MeHejl)KMeHT KadecTBa q)apMaueBTquCKOﬁ ACATCIIbHOCTH M IIPOU3BOJACTBA

JICKapCTB: CYIIHOCTD U TEJIH.

8. 3apyOexHbIil OMBIT B O0JACTH yNPABJICHHS KAa4eCTBOM (papMarieBTHIECKOM
NeSATeTLHOCTH U TTPOU3BOICTBA JICKAPCTB

9. OreyecTBEHHBIHN OMBIT B 00JIACTH YIIPABJICHUS KAaYECTBOM (papMarieBTUIECKOM
JEATEILHOCTH U ITPOU3BOCTBA JICKAPCTB.

10. AkTyanpHbIe MPOOJIEMBl B 00JACTH YIIPABJICHUS KAa4eCTBOM Ha POCCHICKHX
IPEITPHUITHSX.
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11.
12.
13.
14.
15.
16.
17.
18.
19.
20.

21,
22,
23.
24,
25,
26.
217,
28.
29.
30.

31.
32.

33.
34.

35.

36.

37.

Bceobmiee ynpasnenue kauectBoM (TQM): cylHOCTh ¥ IPUHIUIIBI.
CucTeMHBIN TOAXO0/I B MEHEJKMEHTE KauecTBa.

19. luxn PDCA 3. Jlemunra.

Kaprsr! Lllyxapra.

Juarpammbl MicckaBbl (T.H. «pbIObS KOCTHY)

QOYyHKIHH YIIPABICHUS KAYECTBOM Ha MPEANPUSATHUN.

[IpuHIIUIIBI TOCTPOCHUSI cCUCTEMbl MeHekMeHTa kauecTBa (CMK).
B3aumopeiicTBue ¢ moTpeOUTENIMH B paMKaX yIIpaBiICHUS KAYECTBOM.
Metoasl coopa nHpOpMaLK O TTOBECHUH MTOTPEOUTENCH.

JIugepcTBO M COBEpPLIEHCTBOBAHHWE B CHUCTEME MEHEHKMEHTa KadecTBa
(bapManeBTUYECKON ACSITENBHOCTH U IPOU3BOJICTBA JIEKAPCTB.

[IpotieccHbIit MOIXOJ CUCTEMbl MEHEHPKMEHTa KadecTBa (papMarieBTHUECKOM
JEATEIbHOCTH U ITPOU3BOJCTBA JIEKAPCTB.

MeHeKMEeHT B3aUMOOTHOILICHUI B yIpaBJICHUH KaueCTBOM
dbapmaneBTUYECKON ACSITEIBHOCTU U TPOU3BOJICTBA JIEKAPCTB.
OpraHu3alMOHHbIE ATAbl IOCTPOEHUS CUCTEMBI MEHEP)KMEHTA KaueCTBa.
Onucanue u onTUMHU3aLUs OU3HEC-TIPOIIECCOB HA MPEAIPHUITHH.

29. Ceprudukaius CHCTEMbl MEHEIKMEHTa KadecTBa (papmalleBTUUECKON
JEATEIbHOCTH U IPOU3BOCTBA JIEKAPCTB.

KBanuMerpruueckue MeTOAbl OLICHKH KadyecTBa MPOAYKIHUHU MNPH peaTu3aiuu
bapmareBTUYECKON ACSITENHHOCTU U TPOU3BOJICTBA JIEKAPCTB.

OCHOBHBIE METO/IbI OLICHKH KaYeCTBA HAa MPEANPUSITHH.

CpencTBa ynpaBlieHHs KAUECTBOM Ha MPEANPUSTHH.

Pa3BepTbiBaHMe PYHKIMI KauyeCTBA: OCHOBHBIEC 3JIEMEHTHI U METOBI.
PevnH>xuHUpUHT OM3HEC-TIPOLIECCOB B MEHEKMEHTE KauecTBa
(bapManeBTUYECKON ACSITENBHOCTH U TPOU3BOJICTBA JIEKAPCTB.
Cratuctuyeckrie METOIbl yIPaBICHUS KAYECTBOM.

CamoolieHKa JeATeNbHOCTA MNPEANPUSTUA: CYLUIHOCTh W OCHOBHBIE 3Tallbl
IIPOBE/ICHHUSI.

MeTo1bl CaMOOLIEHKH €SI TEIbHOCTH NPEIPUSITHUS.

MexayHapoaHas craHaapTu3auus. MeXIyHapOIHbIM CTaHAAPT HAa CHUCTEMBI
MEHEKMEHTa KayeCTBa.

JokyMeHTaibHOE OdopMiIeHHE TpeOOBaHUU K KadyecTBY (apmaieBTHUYECKON
JEATEIbHOCTH U TPOU3BOCTBA JIEKAPCTB.

PaccmoTpenue pe3ysnbTaToB JEATENBHOCTH MPEANPUSATHS IO YIPABICHUIO
Ka4ueCTBOM.
MenemxkmeHnT kadectBa B cepe oOpalleHHs JIEKApCTBEHHBIX CPEACTB.

HpO(bCCCI/IOHaJILHaSI ACATCIBHOCTE B COOTBCTCTBHHM C  HaJAJICKaIIMMU
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38.

39.

40.

41.

42.

43.

44,

45,

46.

47.

48.

49.

MpaKTUKaMH B paMKax JESITEeIbHOCTH CyObeKTa OOpalleHusi JEeKapCTBEHHbIX
cpenctB ObecrieueHne HaANEKAIUX MPAKTUK M KadecTBa paboOThl CyOBEeKTa
oOparieHus JICKapCTBEHHBIX CPEJICTB.

Pa3zpaboTka u peanuzanus CUCTEMbl KOPPEKTUPYIOIMIUX U MPEAYIPEKIAIOIINX
nevicteuit (CAPA).

[IpoBenenne ayIuTOB KauecTBa (CAMOUHCIICKIIMN) COOCTBEHHON J1€ATEIbHOCTH
cyOBbeKTa 00pallleHus JIEKApCTBEHHBIX CPEJICTB, AEATEILHOCTH, NTEpeAaHHON Ha
ayTCOPCUHT U JESATEIbHOCTH KOHTPAreHTOB Ha COOTBETCTBUE YCTAHOBJICHHBIM
TpeOOBaHUSM.

Pa3paboTka u odopMieHre CTaHAAPTHBIX OMEPAIMOHHBIX MPOLEAYP B paMKax
NEATEIIbHOCTH CyOBheKTa oOpallieHusl JICKAPCTBEHHBIX CPE/ICTB.

W3ydyeHne yaOBIETBOPEHHOCTH KAaue€CTBOM COOCTBEHHOW JESATEIBHOCTH CO
CTOPOHBI NMOTPEOUTENEH U KOHTPAreHTOB, B TOM YHUCIE K JIOKyMEHTaJIbHOMY
oopmIIeHHIO TTpoLecca U pe3yJIbTaToB.

AHanu3 pHUCKOB KauecTBa IpPHU OCYIIECTBICHUU JIE€ATENbHOCTH CyOBbeKTa
oOpalieHusi  JIGKAPCTBEHHBIX CPEACTB, OQGOPMIICHHE W  PETUCTPALUU
COOTBETCTBYIOIIEH JOKyMEHTAaUMu. MEHEHKMEHT pPHUCKOB KayecTBa IIpU
OCYIIECTBICHUH JIEATEIBHOCTH CYObeKTa 00palleHns JeKapCTBEHHBIX CPEJICTB,
oopmileHHE U perucTpali COOTBETCTBYIOMIEH TOKYMEHTAIUH.

KoHnTponb 3HaHul, IUIAHUPOBaHME M OpPraHMU3alUsl CUCTEMbl OOy4YeHUS U
NOBBIUICHUS] ~ KBaIM(UKAMM  TepCcoHalla B  paMKax  OCYIIECTBIICHUS
JeSATEILHOCTH B chepe 00pallieHrs JEKapCTBEHHbBIX CPEJICTB.

Bamumamus  (kBanudukanusi) o0beKTa MNpU  IPOU3BOJCTBE  JIEKAPCTB.
Opranuzanusi ¥ yOpaBlieHWE BaJIMJAIMOHHBIMHU TporeccaMu. VcmbiTaHus
OOBEKTOB W TMPOIIECCOB, MPEIyCMOTPEHHBIX MPOTOKOJIOM  BaJHIalldU
(xBanmupukanum). OTyeT No Baugauuu (KBaaudukanum).

Bamunanus  (kBanudukamnus) oOBEKTa TMNpU  OpPTaHM3AlUU  XpaHEHUS
JIEKapCTBEHHBIX MPENapaToB.

Bamunanusa (xBamudukanusi) oObeKTa NMPU OpraHU3alUU TPAHCIIOPTUPOBKHU
JICKapCTBEHHBIX MPETMapaToB.

Opranuzanusi ¥ yOpaBlieHWE BaJIMJAIMOHHBIMH TporeccaMu. VcmpiTaHus
OOBEKTOB W TMPOIIECCOB, MPEIyCMOTPEHHBIX MPOTOKOJIOM  BaJHIalldU
(xBanupukanuu). OTyeT no BaMaauuu (KBaudukanum).

Cranpaptsl [SO. Uctopus pazsutus [SO. [TpruuriHbl BO3HUKHOBEHHUSI TaHHBIX
CTaHJapTOB, HA3HAYECHUE, TEOPETUUECKNE OCHOBBI U MTPAKTHUECKOE
npumeHenue. [lopsanox pazpabotku. [Ipumenenue ISO B Mmenuiinne u
dbapmaruu.

Knaccuduxarnus crangapto ISO. [Ipumenenue [SO B papmarmm.
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50. ITonsiTHE O cTaHAAPTHOM OTEepallMOHHOM Mpoleaype B anTeke. [IpuBeaure
PUMEDBI.

51. Paznenbl u cTpykTypa nHCTpyKumu 1o BeinonHeHuto COIL. [IpuBenure
npumep oopmiienuss THCTPYKIuu o BeimoiaHeruto COIL.

52. OcnoBusble pexkBu3uThl HHCTpYKUIUU COIL. COII, Ha KOTOpBIE 00s3aTENHHO
JIOJKHBI OBITH pa3pabOTaHbl MHCTPYKILIUHU B alTEeKe.
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KPUTEPUU OHEHKHU YCTHBIX OTBETOB IIPU IIPUEME 3AYETA

1. Kak IIpaBHJIO, 1O TPEX BOIIPOCOB. Bo3moxxnHa KOM6I/IH3HI/I${ TCOPCTHUUCCKHUX BOIIPOCOB C 3az:aqel71 HJIM CUTYAIUOHHBIM 3a/IaHUCM.
2. OTBeT HCIIBITYCMOI'O OICHUBACTCS B 6aJIJIaX, UTOTOBBIN Oajl BEICTABIISICTCS B KOMILJICKCE 10 COBOKYIIHOCTH OTBCTOB Ha BCC
BOIIPOCHI ouiera. HpI/I OTCYTCTBHUM OTBCTA Ha OJJUH U3 BOIIPOCOB OuJIeTa IOJIOKUTEIbHAS OLICHKA HC BBICTABJIACTCA.

3. Ilpu cocTaBieHNM PEUTUHTOBBIX CITUCKOB PE3YIbTAThI UCIIBITYEMbBIX PAHKUPYIOTCS B YMEHBITICHUS OaJIIOB.
4. HeynoBIETBOPUTEIBHON CUATAETCA OLEHKA 55 0aioB U HUXKE.
XapakTepucTHKa 0TBeTa BbaJuun no baun no Ounenka
mkaje 100 [ mxase 100
(% otBeta) | (% oTBeTa)
1 2 3 3

JlaHbl MOJIHBIE, pa3BEPHYTHIC OTBETHI HA BCE IMOCTABJICHHBIC BOIIPOCHI, MIOKa3aHa COBOKYITHOCTh OCO3HAHHBIX

3HaHUH 00 O0O0BEeKTe, MPOSBIAIONIAACS B CBOOOJHOM OINCPUPOBAHMM MOHATHUSMH, YMCHHU BBIJICIUTH

CYIIECTBEHHbIE M HECYIIECTBEHHBIC €r0 IMPHU3HAKH, TMPUYUHHO-CJICICTBEHHBIC CBS3H. 3HAHUE 00 OOBEKTE

JIEMOHCTPUPYETCs Ha (poOHE MOHUMAHUS €r0 B CUCTEME JaHHOW HAyKH U MEXIUCIHUIUIMHAPHBIX CBsi3eid. OTBeT

dopMyipyeTcss B TEpMHUHAX HAYKH, W3JIOKCH JIUTEPATypHBIM S3BIKOM, JIOTHYEH, JIOKa3aTesicH, 48-50 96 — 100 5

JEMOHCTPHUPYET aBTOPCKYIO IMO3ULIUIO CTYIEHTA.
3ajaya UM CUTYallMOHHBIE 3aJJaHUs PEIICHBI, BEPHO, JaHO IOJIHOE JIOTHYECKOe 00bsiICHEHHE. PacueTHast 4acTh
BbINOJIHEHA 6e3 onmbok. OTBeT 0(pOopMIIEH MUCEMEHHO, JINTEPATYPHBIM SI3bIKOM, C UCTIOIb30BAaHUEM TEPMUHOB
HaYyKH, JJOTUYEH, JOKa3aTeJIeH, COOTBETCTBYET NPUHATHIM HOpMaM U crieliu(rKe NpeIMeTHON 001acTH.
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XapakTepucTHKa 0TBeTa

bajnia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

JlaHbl 1OIHBIE, Pa3BEPHYTHIE OTBETHI HA BCE IOCTABIICHHBIE BOIPOCHI, ITI0KAa3aHA COBOKYITHOCTh OCO3HAHHBIX
3HaHUM 00 00BEKTE, 10KA3aTEIbHO PACKPHITHI OCHOBHBIE MOJI0KEHUS TEMBI; B OTBETE IIPOCIICKHUBAETCS YeTKasl
CTPYKTYpa, JIOTUYECKAsl IOCJIEI0BATEIbHOCTh, OTPAKAIOIIAs CYIIHOCTb PACKPBIBAEMBIX IOHATHM, TCOPUH,
ABJIeHUNA. 3HaHHE 00 OO0BEKTEe AEMOHCTpPUpYETCsl Ha (pOHE MOHHMMAHMs €ro B CHUCTEME JaHHOM Hayku U
MEXIUCIUTUTMHAPHBIX CBsized. OTBET M3JI0XKEH JHMTEPAaTypHBIM SI3BIKOM B T€PMUHAX HaykKh. MoryT OBITH
JIOMYIIEHbl HEIOYETHl B ONPEICICHUN IOHATHH, WCIPABJICHHBIE CTYJIEHTOM CaMOCTOSITENIBHO B IIPOLECCE
OTBeTA.

3ajaya WM CUTYallMOHHBIE 3a/1aHuUs PELIEHbl, BEPHO, 1aHO MTOJIHOE JOrn4ecKkoe o0bsicHeHue. PacueTHas yacTb
BbINOJIHEHA 0e3 ombok. OTBeT 0(pOpMIIEH MHCEMEHHO, JINTEPATYPHBIM SI3IKOM, C UCIIOIb30BAHUEM TEPMUHOB
HAYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOPMaM | crielrduke mpeaMeTHoi o0aacTy.

46-47

91-95

JlaHbl 1IOJIHBIE, PA3BEPHYTHIE OTBETHI HA BCE IOCTABICHHBIE BOIIPOCHI, J1OKA3aTEIbHO PACKPBITHI OCHOBHBIE
[IOJIOXKEHUSI TEMBI; B OTBETaX IIPOCIICIKUBACTCS YETKas CTPYKTypa, JIOTMYECKas I10CIEN0BATEIBHOCTD,
OTpa)karolllasg CYIIHOCTb PAaCKPbIBAEMBIX MOHATUH, T€OpuM, siBIEHUNA. OTBETHI M3JI0KEHBI JINTEPATYPHBIM
A3BIKOM B TEpPMHHAX HayKd. B oTBeTax HOMyILEHBI HENOYETHI, UCIPABJICHHBIE CTYIACHTOM C IIOMOILBIO
IIPENoAABaTEIs.

3ajaua UM CUTYallMOHHbIE 3aJJaHUs PEIIeHbl, BEPHO, IAHO MOJIHOE JIOTHYecKoe 00bsicHeHne. PacueTHast 4acTh
BbINOJIHEHa 6€e3 omu60k. OTBET 0(hopMIIEH MUCEMEHHO, TUTEPATYPHBIM SI3bIKOM, C UCIIOIb30BAaHUEM TEPMUHOB
HaYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOpMaM M crenuduke npeaMeTHol o0aacTu.

44-45

86 - 90

JlaHbl TMONHBIE, pa3BEepHYTHIE OTBETHl Ha BCE IIOCTABICHHBIE BOIPOCHI, IOKa3aHO YMEHHUE BBIJICIUTH
CYLIECTBEHHBIE W HECYLIECTBEHHBIE MPHU3HAKHU, IPUYNHHO-CIEACTBEHHbIE CBs3U. (OTBETHI UYETKO
CTPYKTYpHUPOBaHbI, IOTUYHBI, U3JI0KEHBI INTEPATYPHBIM SI3bIKOM B TEPMHUHAX HayKU. MOryT ObITh TOMYLIEHBI
HEJI0YeThl WJIM HE3HAYUTEIbHbIE OIINOKH, HCIIPABJICHHBIE CTYACHTOM C TIOMOIIbIO MPEnojaBaTes.

3ajaua WM CUTYallMOHHbIE 3aJJaHUs PEIIEHBl, BEPHO, JTaHO MOJIHOE JIOTHYeCKoe 00bsICHEHUE. PacueTHas 4acTb
BBINOJIHEHA 6e3 onmbok. OTBeT 0(pOpMIIEH MUCEMEHHO, JINTEPATYPHBIM S3bIKOM, C HCIIOJIH30BAHNEM TEPMUHOB
HAYyKH, JJOTHYEH, JOKa3aTeJleH, COOTBETCTBYET NPUHATHIM HOpMaM U crieliu(rKe NpeaMeTHON 001acTH.

42-43

81 -85
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XapakTepucTHKa 0TBeTa

bajnia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

JlaHbpl 1ONHBIE, Pa3BEpHYTHIE OTBETHI HAa BCE IIOCTABJICHHBIC BOIPOCHI, IIOKa3aHO YMEHHUE BBIJICIUTH
CYLIECTBECHHBIE UM HECYIIECTBEHHBIC IPU3HAKH, IPUYNHHO-CIEACTBEHHbIE CBs3U. (OTBETBI YETKO
CTPYKTYPHUPOBAHBI, JIOTUYHBI, N3JI0KEHBI B TepMUHAX Hayku. OHAKO JOMYyIIECHBl HE3HAYUTEIbHBIC OIINOKH
WU HE0YETBI, UCIIPABICHHBIE CTYACHTOM C IIOMOILBIO «HABOASAIIMX» BOIPOCOB IIPEIIOIaBATEIA.

3ajaua UM CUTYallMOHHBIE 3a[JaHUs PEIIECHBI, BEPHO, JAaHO IIOJIHOE JIOTH4ecKoe 00bsiCHeHUE. PacueTHas 4acTb
BbINOJIHEHA 0€3 omn60K. OTBET 0(hOpMIIEH TUCEMEHHO, IUTEPATYPHBIM SI3bIKOM, C UCIIOIb30BAaHUEM TEPMUHOB
HAaYKH, JIOTUYEH, JIOKa3aTeJIeH, COOTBETCTBYET NPUHATHIM HOPMaM M celU(UKe peIMETHON 00JacTH.

40-41

76 — 80

JlaHbl moJIHBIE, HO HEIOCTATOYHO IIOCJIECAOBATEIBHBIE OTBETHl HA IIOCTABJICHHBIE BOIPOCHI, HO IIPU OTOM
II0OKa3aHO YMEHUE BBIJICIIUTH CYIIECTBEHHbIE U HECYLLIECTBEHHBIE IPU3HAKU U IPUIMHHO-CIICICTBEHHBIE CBSI3H.
OTBeThI JIOTUYHBI U U3JI0KEHBl B TEPMHHAX HayKu. MoryT ObITh JoNyIleHbl 1—2 OMUOKM B ONpeAeiIeHun
OCHOBHBIX IIOHATUH, KOTOPBIE CTYAEHT 3aTPYyIHAECTCS UCIIPABUTH CAMOCTOATEIIBHO.

3aaua WM CUTyallMOHHbIE 3aJaHUs PEelIeHbl, BEPHO, JaHO MOJIHOE JIOTHYecKoe 00bsiCHeHUE. PacueTHas yacTb
BbINOJIHEHa 6e3 omn6ok. OTBET 0(hopMIIEH MUCEMEHHO, TUTEPATYPHBIM S3bIKOM, C UCTIOJIb30BaHUEM TEPMUHOB
HaYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOpMaM M crenuduke npeaMeTHol o0aacTu.

38-40

71-75

Jlanbl HEZOCTATOYHO TMOJHBIE W HEJOCTATOYHO pa3BepHYyThIE OTBETHI. JlorMka W MOCIEA0BATEIbHOCTh
U3JI0KEHUsI UMEIOT HapylleHus. J(omyIieHbl OMOKN B PaCKPBITHH MOHATHH, ynoTpebieHnn TepMiuHOoB. Her
CIIOCOOHOCTH CaMOCTOSITENIbHO BBIIEIUTh CYLIECTBEHHBIE U HECYLIECTBEHHBbIE IMPU3HAKU WU TNPUYMHHO-
ClIeZICTBEHHbIE CBsA3U. He MOXeT KOHKpeTU3upoBaTh 0000IIEHHBIE 3HAHNUS, JOKa3aB Ha IPUMEPAX X OCHOBHbBIE
MOJIO’KEHUS TOJIBKO C MIOMOIIBIO ITpenoaBaTels. PeueBoe opopmiieHne Tpedyer nonpaBoK, KOPPEKIUH.
3aaua WIM CUTYallMOHHBIE 3a/laHUS PELICHbI, BEPHO, HE3HAUUTEIBHO HAPYLIEHO JIOTHYecKoe OOBbsICHEHHE.
Pacuernast uyacte BbImogHeHa Oe3 omuOok. OTBeT 0(OPMIEH NUCHBMEHHO, JMTEPATYPHBIM SI3BIKOM, C
UCIIOJIb30BAaHUEM TEPMHHOB HaYKH, JIOTHUEH, JI0Ka3aTeJIeH, COOTBETCTBYET MPUHATHIM HOPMaM U CHelu(uKe
MPEAMETHOM 00JIACTH, OTHAKO TPEOYeT KOPPEKIIHH.

36-37

66 — 70
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XapakTepucTHKa 0TBeTa

bajnia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

I[aHBI HCITOJIHBIC OTBCTHI, JIOTMKA U IMOCJICAOBATCILHOCTh HU3JIOKCHUA HMMCIOT CYHICCTBCHHBLIC HAPYLICHUA.
JonymieHsl TpyOble OMHMOKH MpH ONPEACTICHUN CYHNIHOCTH PACKPhIBAEMBIX MOHSATHH, TEOPHUH, SBICHHIA,
BCJICACTBUC HCTIOHUMAHUA CTYACHTOM UX CYHICCTBCHHBIX U HCCYHICCTBCHHBIX IIPU3HAKOB U cBs13ell. B orBeTax
OTCYTCTBYIOT BBIBOJIbI. YMEHHE PACKPBITH KOHKPETHBIE MPOSIBICHUS OOOOLICHHBIX 3HAHUN HE MOKA3aHO.
PeueBoe opopmiienne TpedyeT monpaBoK, KOPPEKIIUH.

3aﬂaqa WM CUTYAllMUOHHBIC 3aJaHus PCHICHBI YaCTUYHO. PacduerHas yacTh BEINOJHEHA ¢ HE3HAYUTECILHBIMUA
omubOkamMu. OTBET OQOpPMIIEH MUCHMEHHO, CTUJIb M3NIOKEHUs TpeOyeT yTOYHEHUSs, AOMYIIEHBI OMIMOKH B
0hOpMIICHHUU PE3YIIHTATOB.

33-35

56 — 65

Jlanbl HEMOJHBIE OTBETHI, MPEACTABISIIONIME COO0OM pa3po3HEHHBbIE 3HAHMS 10 CYTH BOIPOCOB C
CYILLIECTBEHHBIMHU OIIMOKaMU B ornpeaencHusX. [IpucyTcTBYOT pparMeHTapHOCTb, HETOTHYHOCTD U3JI0KEHUSI.
Her oco3nanust cBsizu JaHHOTO MOHATHUSA, TEOPUH, SABJIICHUS C IPYTUMHU 00BEKTaMH TUCHUTLTUHBL. OTCYTCTBYIOT
BBIBOJIBI, KOHKpPETH3allUd M JIOKa3aTeIbHOCTh U3NOXKeHUs. Peub HerpamorHas. JlOMONHUTENbHBIE U
YTOUHSIOIINE BOMPOCHI TMPENojaBaTesisi HE MPUBOIAAT K KOPPEKIMM OTBETa CTYyJEHTa HE TOJBKO Ha
MOCTaBJIEHHBIN BONPOC, HO U HAa APYTHE BONPOCHI JUCHHUIIIIUHBI.

3amavua WM CUTYallMOHHBIE 3aJ]aHuUs PEIICHBI HEBEPHO, OTCYTCTBYET ONMUCAHUE U/WUITH O0BSICHEHUE alrOpuTMa
peuIeHusl.

30-32

41 -55

He IMOJIYUCHBI OTBETEI 110 0a30BEIM BOIIpocaM AUCHHUILINHBL.
Sanaqa WJIN CUTYAIIMOHHBIC 3aJaHW s HC PCIICHLI.
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TecTOBBIE 3a1aHUSA

K yemy oTHOCHTCS JaHHOE OTIpe/ieIeHUe: CPeACTBO AJIfl JOCTHKEHUS BLICOKOTO
Ka4yecTBa MPOLECCOB YNPABJIEHUA JII000W OpraHu3auvu [JIsl JOCTUKEHUS
3aJJaHHbIX KOHEYHBIX Pe3yJIbTATOB:

+ Cucrema MEeHEDKMEHTA KauecTBa

KauecTBO

Cranpgapt

BHyTpeHHui1 ayaut

CrangapTu3oBaHHbIii Ha0Op TpeOOBaHWIT MO o00eclEeYEeHHIO YIPaABJIEHUS
Ka4eCTBOM NMPOAYKIUH U YCJIYT — ITO:

CucreMa MEHEIKMEHTA KauecTBa

ObecnieueHne KauecTBa

+ Crangapter UCOI'

CrangapTel ynpaBlIeHUS IEPCOHATIOM

CranaapThl yA0BJIETBOPEHHOCTH Ka4€CTBOM

CoOBOKYNIHOCTh CBOWMCTB MNPOAYKIMM W YCJIYr, KOTOpble NPHUAAIOT UM
CIOCOOHOCTDH YI0BJIETBOPSATH 00YCJIOBJIEHHbIE HJIH MPeanoJiaraeMble, a TAaKKe
BHYLIaeMble MOTPEOHOCTH MOKYyNaTeJieil — 3To:

KoHkypeHTocnocoOHOCTh

KoadduumeHT y10B1eTBOPEHHOCTH

[ToTpebuTtenbckuii KOdHPUITUEHT

+KauectBO

CTtporoe Bocnpou3Be/ieHHEe KAa4eCTBA KOHEYHOI'0 NMPOJYKTA HA BCe BpeMsl ero
NMPON3BOJACTBA — ITO:

TexXHOTOrMYeCKUH MpoLece

KaugecTBO

+ CranaapTuzanus

YnpasneHue

Crangapt

Hpunuun CMK «OpueHTanus Ha noTpedUTEIsH MOAPA3yMeBaeT:
+MOHUMaHNE CYIIECTBYIOMIUX MOTPEOHOCTEN MOTpeOuTeNell (KaKk BHEITHUX, TaK U
BHYTPEHHHX);

YCTAHOBJICHHE COOTBETCTBYIOIIEH BHYTPEHHEN CpeAbl B OpraHU3alun

MOJIHOE PAa3BUTHE CITIOCOOHOCTEN KaXKJ0T0 pabOTHHUKA

YIIPaBJICHUE JIEATEIBHOCTBIO U PECYPCaMU KaK MPOLECCOM

IHocnexoBareabHOCTh HUKIA JleMuHra:
+IUIAaHUPYH — AeT1ail — IPOBEPSAN — IEUCTBYH
TUIAHUPYHU — OPOBEPSIN — JeIall — JEUCTBYU
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JleJIal — TUIAHUPYHU — IPOBEPSIN — JEUCTBYH
IJTAHUPYH — IEUCTBYU — JIeTal — IPOBEPSII
JEVCTBYU — IUTAHUPYU — JI€JIall — IPOBEPSU

Kakoili JHOKyMeHT COCTaBJISIeTCsl BbICHIMM PYKOBOJACTBOM IMPEANPUATHA U
CJIy:K0011 KayecTBa WJIN YIIOJTHOMOYECHHBIM 110 KAYeCTBY.

[Ipouenypsl

+PyKoBOACTBO 1O Ka4yeCTBY

JIOJKHOCTHBIE HHCTPYKIIUU

Nucrpykunn/l. binanku

Yro aenaer J0KyMeHTAlUus 3 YPOBHS:
Omnpenensietr NoAX0Abl U OTBETCTBEHHOCTb
OmnpenensieT KTo, 4To, KOria jJeaaer

+ OnuckIBaeT, Kak BBITOJIHACTCS padoTa
ObecnieunBaeT 3aMucu Mo Ka4YeCTBY

B noxymentax CMK cieayer orpa:karb TOJbKO TO, YTO IIOMOKET:

PaboTaTh cOTpyIHUKaM IPABUIBHO

+['apanTpOBaTh Ka4eCTBO NPOIYKIIUHU U YCIIYT, IPEIOCTABISIEMBIX OPTAHU3ALUEN.
["apanTupoBaTh HU3KYIO LIeHY Ha JIII

["apanTrpOoBaTh IIPABUIIBHOE YIIPABIECHUE IIEPCOHAIOM

9. YueOHO-MeTOqMYecKOe U HHGPOPMAINUOHHOE OOecnevyeHUue TUCIUNIUHBI
(MoayJin)

a) OCHOBHAas JiUTeparypa:

1. HapkeBuu, 1. A. YnpaBnenue u s3xoHomuka papmaruu (Yacts 1V/ I'naser 12-
15) / mon pen. Y. A. HapkeBuua - Mocksa : ['D0TAP-Menua, 2017. - 928 c. -
ISBN  978-5-9704-4226-5. —  Tekct:  oanmektponnbsii  //  URL
-http://www.studmedlib.ru/book/ISBN9785970442265.html (mata oOpaiuenus:
04.02.2021). - Pexum g0ocTymna : 1Mo MOIIMHICKE.

2. ®apmareBTUUECKHE MPOIIECCHl : CETEBOE IUIAHUPOBAHWE U yIpaBicHHE /
Exmmxkees T. K. - Mocksa : I'D0TAP-Menua, 2020. - TekcT : 37eKTPOHHBIHN //
URL : http://www.studmedlib.ru/book/01-COS-3484.html (mara oOparieHwus:
04.02.2021). - Pexxum nroctyma : 1o HOIHCKE.

3. TarapuukoB, M. A. VYmnpapieHue KadeCTBOM MEAUIIMHCKOW TmoMOIIM /
TarapuukoB M. A. - Mockgsa : ['90TAP-Menua, 2016. - 304 c. - ISBN 978-5-
9704-3780-3. - Teker : AIIEKTPOHHBIN // URL :
http://www.studmedlib.ru/book/ISBN9785970437803.html (ata oOparieHus:
04.02.2021). - Peskxum fgoctymna : 1o MOAMKCKE.
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0) 10NOJTHUTEJIbHAS JTUTEpaTypa:

. Kambinuna, H. H. Meneoocmenm u nupepctBo (Pazmen 8. VYmnpasieHue

kKadecTBOM MenunuHckor momontn) / Kameranmaa H. H. , OctpoBckas U. B. ,
ITeaabix A. B. - Mocksa : I[DOTAP-Menua, 2012. - 528 ¢. - ISBN 978-5-9704-
1325-8. - Tekct : ANEKTPOHHBIN // URL :
http://www.studmedlib.ru/book/ISBN9785970413258.html (mara oOparmieHus:
04.02.2021). - Peskum fgocTyma : 1Mo MOAMKCKE.

. Ympanenue puckamu g kadectBa (ICH Q9). IlepeBoa: PharmAdvisor,

BEpCUs nepeBoja oT 01.07.2020. URL:
https://pharmadvisor.ru/document/tr3660/ (mata ooOpamenus: 01.02.2021).
Pexxum nocrymna: cBoOOHBII

Cuctema dapmaneBtuueckoro kauectsa (ICH Q10). ITepeBoa: PharmAdvisor,
BEpCHS nepeBoaa OT 02.08.2020. URL.:
https://pharmadvisor.ru/document/tr3641/ (mara oOpamenus: 01.02.2021).
Pexxum nocrymna: cBOOOHBIM

B) MporpaMmmMHoe ooecnevyenue 1 MHTepHeT-pecypchbl

www.rusvrach.ru — Crateu u3 )xypHanoB. M3natenbckuit mom «Pycckuit Bpauy.

l'ocynapctBennass (Qapmakoniess Poccuiickoit ®enepanuu  XIV  uznanus
http://www.femb.ru/femb/pharmacopea.php

["'ocynapCTBEHHBIM MHCTUTYT JIEKAPCTBEHHBIX CPEJCTB M HAJJICKAIUX MTPAKTUK
http://gosgmp.ru

['ocynapcTBeHHbIN peectp JIEKapCTBEHHBIX CpEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

WudopmanronHo-npaBoBoi moprai «[apant» http://www.garant.ru/

Hayunas snekrponHnas oudnuoreka http://elibrary.ru/defaultx.asp

Caiit «Poccuiickas dapmareBTrka» http://pharmapractice.ru

Caitt «DenepanbHas dJIEKTPOHHAS MEIUIIMHCKas OubanoTekay MuHucrepcTaa
3apaBooxpaneHus Poccuiickoit ®denepanuu http://femb.ru/feml

Caiir  wH(OpMAIMOHHO-TIPaBOBOM  cucTeMbl  «KOHCYJbTaHT  TUTIOCH.
http://www.consultant.ru

10.Caitir  MunucrepctBa  3apaBooxpanenus  Poccuiickoit — ®Depepanmn

https://www.rosminzdrav.ru

11.Caiir HoBoctt GMP http://gmpnews.ru
12.Caiit o0 perucTpanuu JICKapCTBEHHBIX cpeAcTB B Poccuu. Site about registration

of Drugs in Russia and EAEU (CIS) http://pharmacopoeia.ru/
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https://pharmadvisor.ru/document/tr3660/
https://pharmadvisor.ru/document/tr3641/
http://www.rusvrach.ru/
http://www.femb.ru/femb/pharmacopea.php
http://gosgmp.ru/
http://www.grls.rosminzdrav.ru/Default.aspx
http://www.garant.ru/
http://elibrary.ru/defaultx.asp
http://pharmapractice.ru/
http://femb.ru/feml
http://www.consultant.ru/
https://www.rosminzdrav.ru/
http://gmpnews.ru/
http://pharmacopoeia.ru/

13.Caiit ®I'BY «®DenepanbHplii HUHCTUTYT IPOMBIIIIEHHOW COOCTBEHHOCTHY.
HNupopMainoHHO-TTOUCKOBAsI cUcTeMa.
http://www?1.fips.ru/wps/wcm/connect/content_ru/ru/inform_resources/inform
retrieval_system/

14.Cnienrialii3MpOBaHHBIA TMOUCK MO (PapMalleBTUYECKUM CaiiTaM HWHTEPHETA,
CBS3aHHBIA C JICKAPDCTBEHHBIMH CPEICTBAMH, IPOU3BOJCTBOM JIEKAPCTB,
dbapManeBTUYECKUMHU KOMITAHUSIMH, allTeKamu, JadopaTopUsMU, CTaHAApTaMU
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

15.0OnekTpoHHas oubnanoTeka MEPUOINYECKON JUTEPATYPBIL:
http://dlib.eastview.com

16.Crenmanu3upoBaHHBIA TOUCK MO (apMaleBTUYECKUM CaiiTaM HHTEpHETa,

CBSI3AHHBI C JICKQPCTBEHHBIMH CpPEJCTBAMH, TPOU3BOJACTBOM JIEKApCTB,
dapMareBTHUECKUMH KOMITAHUSIMH, alTeKaMH, JIA0OpaTOPUSAMH, CTaHIapTaMH
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

17.Caiit «DenepanbHas IEKTPOHHAS METUITMHCKass OnOIMoTeka» MHUHHCTEPCTBA
3npaBooxpaneHus Poccuiickoit denepanuu http://femb.ru/feml

18.T'ocynapcTBEeHHBIH peectp JIEKapCTBEHHBIX CpPEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

19.T'ocynapctBennas ¢apmakoness Poccuiickoii ®eneparuun XIV  uznanus
http://www.femb.ru/femb/pharmacopea.php

[Ipu peanmzanuu obpaszoBatenbHoi nporpammbl COI'Y mo crenuambHOCTH
«Dapmanus», B YacTH OUCHHILIMHBI B KA4eCTBE IUIOMAAKA METOAMYECKOTO
oOecIieueHus 0 BCEM TUCIUTIMHAM M TTPaKTHKaM, OCBAaWBAaeMbIM 00yJarOIIIMMHICH,
UCIIOJIB3YEeTCSl  YHUBEPCHTETCKUH  TIOpTajd  JAWCTAHIIMOHHOTO  OOy4eHWUS,
pacniosaratonuiics B cetn «MHaTepHEeT» 10 aapecy: http://Ims.nosu.ru/.

r) MeTOAMYECKHEe YKa3aHHMs, Pa3padOTaHHbIe COCTABUTEJAMH padouei

MpOrpamMMBbl.
No HaumenoBanue COIJIACHO OondanorpagpuIecKumM Ko/muecTBo 3K3eMILISIPOB
" | TpeGoBaHuIM Ha xadenpe Hoctyn
1. | Meroauueckue yka3aHus U1 TOJTOTOBKY K 3aHATHIM 30 http://Ims.nosu.ru/
MeroanuecKkue yKa3aHus 0 CaMOCTOSATENbHOH paboTe 30 http://Ims.nosu.ru/

r) peKOMeHAyeMble epruoInYecKue u31aHus
Kypnan «Dapmanus».

Kypnan «HoBas anreka»

Kypnan «HoBoctu GMP»

Kypnan «PapmaneBTudecKas ynakoOBKa»

SAEE I

Kypnan «DapmaneBTrueckas MIPOMBIIUIEHHOCTb)
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http://pharmika.ru/
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. T'azeta «®apmanieBTUYECKUI BECTHUK

B) mporpaMmmMHoe odecneuenne u UnTepHeT-pecypcnbl

PexomenyeMble CaThI:

. bubnuoteka, conepxaias 6oxee 300 HOpMAaTUBHO-TIPABOBLIX AKTOB, a TaKkKe
HAYYHBIX U aIMUHHCTPAaTUBHBIX pykoBojacTB ICH https://pharmadvisor.ru/

. Caitit Bwuanek. Pa3zbsicHenue HopmaTuBHBIX TpeboBanuit GMP/GDP wu
OKHJIaHUW MHCTIEKTOPOB, OOHOBJICHHE W TOTOJHEHNE HOPMATHBHO-IIPABOBOM

0a3pl (apManeBTHUECKUX MPEINPUATHN: KHUTH, IMA0JIOHBI JIOKYMEHTOB,
HOPMATHBHBIC JOKYMEHTHI, IEPEBOIHBIC cTaThu hitps://www.vialek.ru/

. Crnenuanu3upoBaHHBIA TOWCK MO (hapMalleBTHUECKUM cailTaM HHTEpPHETa,
CBSI3aHHBIA C JIEKAPCTBEHHBIMH CpEJICTBAMHU, IPOU3BOJICTBOM JIEKAPCTB,
dbapmaneBTUYECKUMHI KOMIIAHUSIMHU, allTeKaMH, Ja0OpaTOpUsIMH, CTaHJApPTaAMU
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

. Caiitr  MuHucrepctBa  3apaBooxpaHeHusi  Poccumiickonr — ®Deneparuu
https://www.rosminzdrav.ru

. Cailt «DenepanbHas AMEKTPOHHAS MEAUIIMHCKas OnOanoTeka» MuHuctepcTBa
3apaBooxpaneHus Poccuiickoit denepanuu http://femb.ru/feml

. 'ocynapcTBeHHbIN peectp JIEKapCTBEHHBIX CpEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

. CrpaBounuk nekapcets PJIC http://www.rlsnet.ru

. T'ocynapctBennass ¢dapmakones Poccuiickoit @Deneparuu  XIV  uzpganus
http://www.femb.ru/femb/pharmacopea.php

. CaliT 0 peructpanuu JiekapcTBeHHBIX cpencTB B Poccuu. Site about registration
of Drugs in Russia and EAEU (CIS) http://pharmacopoeia.ru/

10.Hayunas snextponHas oubnmuoteka http://elibrary.ru/defaultx.asp

10. MaTepuaibHO-TeXHHYECKOe o0ecredeHne JUCIMITUHbI
[IpenycMoOTpeHbl crHelUaibHbIe TOMEIICHUS, Y4YEOHBbIE ayAuTOpUU IS

IMPOBCACHUS 3aHITUN JEKOUOHHOI'0O THIIA, TPYHNIIOBBIX W HWHIAWBUAYAJIBbHBIX

KOHCYHBT&HHﬁ, TCKYHICTO KOHTPOJIA H HpOMe}KYTOqHOﬁ aTTeCTalliu, a TaK¥XKE

IIOMCIICHUA OJIA CaMOCTOSITCIILHOU pa6OTBI U IIOMCHICHHUA OJId XPaHCHUA H

npo(UIaAKTHUYECKOT0 00CIyXuBaHUs ydeOHoro obopynoBanus. CrenuanbHbIe

MOMEIIEHUS! YKOMITJIEKTOBaHbI CHEIHATM3UPOBAHHON MEOENbI0 U TEXHUYECKUMHU
CpeaCTBaMU O0yUYEeHUSI.
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3aHIATUU

JLoist

JACMOHCTPAIMOHHOT'O

IMPOBCACHUSA JICKIIMOHHOT'O

o0opynoBaHUST U

06eCHe‘—II/IBaIOH_[I/Ie TEMATNUYCCKUC WIIIFOCTPAIINH.

JIeKIMOHHBI 3al U ayJUTOPUsS HPUCHOCOOJIECHBI

MYJIbTUMEIUMHBIX TPE3CHTAlMd W BHJIEO

y4eOHO-HaTJIsATHBIX

MaTCpUuaJIOB,

THIIA  HMCIOTCA Ha60p1>1

oCcoOHid,

1 ACMOHCTpalun
HCIIOJIb30BaHUA

HpOCKHHOHHOfI, TCXHUKH, OCBOCHUA N3YyTdCMBbIX I/IH(l)OpMaHI/IOHHI)IX CHCTCM.

® KOMIIBIOTEPHI C JOCTYNOM B ceTh UHTEpHET, IPUHTED;

® KOMINIJICKT HpGSGHTaHI/Iﬁ JIGKHI/Iﬁ u I/IH(i)OpMaHI/IOHHBIX MaTCpUuaJIOB JIA

MIPAKTUYECKUX 3aHATUM;

e uH(popmanmoHHo-npaBoBas cucrema «Koncynbrant [lmocy;

VYueOHbIe KIIacChl OCHAaIlICHbI KOMIIJIICKTaMH

SaﬂaHI/Iﬁ n MCTOIMYCCKHX

peKOMeHI[aL[I/Iﬁ AJIs1 OCBOCHUS ITPAKTUYCCKHUX HABBIKOB.

HanmMeHoBaHMe MOMeIeHUH IS MPOBeIEHHs BCeX BUAOB YUeOHOI
JAesITeIbHOCTH, MPEeAyCMOTPEHHOH Y4eOHBIM IJIAHOM, B TOM YHCJe
TIOMeIeHHSsT [IJIsl CAMOCTOSITEIbHOH PadoThl, C YKa3aHHEeM NepedaHst
OCHOBHOI'0 000PY10BaHHS, Y4eOHO-HATJISTHBIX MOCOOUIH

H HCII0JIb3YeMOr0 MPOrPaMMHOI0 00ecmeyeHus!

Anpec (MeCTOMNOJI0KEHUE)
MoMeLIeHH 1715 MPOBeIeHNs BCeX
BH/IOB YUeOHOM J1esiITeJIbHOCTH,
NpeaycMOTPEeHHOH Y4eOHbIM IJIAHOM
(B ciayuyae peajau3anuu
o0pa3oBaTeIbHOM NPOrpaMMBbI B
ceTeBOi (hopme 10NOJTHUTEIHLHO
yKa3bIBaeTcss HAMMeHOBaHHUe
OpraHu3anMy, ¢ KOTOPOH 3aK.TI0YeH
JI0TOBOP)

JlaGopaTopuu: KOMIIBIOTEPHBIE KJIACCHI /151 IPOBEAEHHS TEKYIETO
KOHTPOJISI M TPOMEKYTOYHOI aTTeCTALIMH, 2 TAKKE CAMOCTOATEIBHOI
pa6oThl 00y4YaOMXCs:
KOMIIBIOTEPHBIE  KIIACCHI
NPOMEKYTOYHOH — aTTeCTalHy,
00yJaromuxcs:

: Mebesb: CTOIIBI, MAPThI, CTYJbS ; JOCKa MarHUTHO-MapkepHas Silwerhof,
uHTepakthBHas jgocka 1QBoardPS080 co BCTPOEHHBIM MPOEKTOPOM
NECU250 X, mynsTrmenuiinsiii npoektop BenQ MX 501, kommnbroTep ajist
oduca B komiiekT (Mouutop (AOC E2550Sda/cucreMuslii 610K ), cETEBOM
GbuIBTP, MUKPO(OH, KOIOHKH, KOMIUICKT MYJIbTHMEIHHHBIX TPE3CHTAIIHI. ,
Jla3epHas yKaska.

JlabopaTtopun, s TpoBeneHUs JAa0OPAaTOPHBIX M CHUMYJISIIIMOHHBIX
3aHATHH, OCHALICHbl KOMIUIGKTAMH HOPMATHBHOH  JJOKYMEHTALHH,
obpasuamMy y4YeTHOH M JpPYroil OpraHU3alMOHHOW JOKYMEHTALHH,
BXOISIIEH B COCTaB PErHCTPALMOHHOrO Jocke (I KaXIoro
oOyuJaromerocs).

AJid MPOBEACHUA TCEKYWICTO KOHTPOJIA U
a TaKKe CaMOCTOSTSIbHOM pa6OTBI

Poccuiickas ®enepamus, 362025,
Pecniy6imka CeBeprast Ocerus —
Ananus,

ropox Brnannkaskas,

yimia Barytuna, nom 44-46,
yaeOHbIi kopirye Ne 7, ayn. Ne 7, 14 b

YueOHbIe ayIMTOPHH /ISl IPOBECHNU 3aHATHI JTeKIHOHHOI0 THIIA,
CEeMHHAPCKOr0 THIA, KYPCOBOI0 MPOEeKTHPOBAHUS (BBINMOJTHEHHUS
KYPCOBBIX pa6oT), pyNNOBbIX U HHAHBUAYAJIbHBIX KOHCYJIbTALHUIA,
TEKYIIero KOHTPOJIsl M MPOMEKYTOYHOI aTTeCTALUMU, a TAKIKe
CaMOCTOATEIbHOI padoThl 00yyarommMXcs:

MIPETIOaBaTEIbCKHUI CTOJI, CTYJI, CTOJIBI U CTYJIbS JIs1 00y4atomuXcs,
kadenpa, KIacCHas T0CKa, HHTEPAKTHBHOE 000py0BaHKE (HOYTOYK,
MIPOEKTOP, MHTEPAKTUBHAS JTOCKA)

IIporpammuoe obecrieuenue: MicrosoftWindows 7
Professional; MicrosoftOfficeStandard 2016; 7-zip;
WInRAR; AdobeAcrobatReader; STDUViewer; MozillaFirefox; GoogleC
hrome; KasperskySecurityCloud); Cucrema TECTUPOBAHUS
SunravWEBClass (Bbeccpounoe I10); IlporpammHoe obecrmeueHue s

Poccuiickas ®enepauus, 362025,
Pecny6mmka Cesepnast Ocerust —
Ananus,

ropox Brnanukaskas,

yiuia Barytuna, nom 44-46,
yueOHbIid kopmyc Ne 7, aya. Ne 104, 14
b
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penaktupoBanus xumuueckux Qopmyn IsisDraw(beccpounoe I10);
Koncynerant mmoc;CucteMa IOHMCKa TEKCTOBBIX  3aMMCTBOBAHHUI
«Antumnaruat.BY3»; Ilporpamma nmas OBM  «bank BompocoB ams
KOHTpOJIs 3HaHMi»; ["apanT; CiscoWebex; J1eMOHCTpalMOHHbBIE U Y4eOHO-
HarJsHbIE T0co0Us (BUICONPE3EHTAIIHS).

Bbu6auoreka, B TOM 4KCIe YATANBHBIHN 3a1: CTOJBL, CTYJbs; [TK Poccuiickas ®enepanus, 362025,
oOyyaromuxcsl. Pecniy6nnka CeBepnast Ocerust —
IMporpammuocobectieuenne: Microsoft Windows 7 Professional; Ananwust,

Microsoft Office Standard 2016; 7-zip; ropoj Brnannkaskas,

WInRAR; Adobe Acrobat Reader;STDU Viewer; Mozilla ymua [eperenn/Barytuna, mom 16/19,

Firefox; Google Chrome; Kaspersky Security Cloud); KoucymbranTmmoc. |y4eOHbIi Kopiyc Ne 6
OBbC"YuuBepcuterckas 6udbmuoreka ONLINE" https://biblioclub.ru
OBC «Koncynprant crynenta» http://www.studentlibrary.ru
3BC «tOpaiimywww.biblio-online.ru.
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12. JInct oOHOBJIEHHSI/aKTyaJIN3AIUN

B cBsi3u ¢ peopranuzanueii pakynpTeTa, pean3yroero oopa3oBaTeIbHy 0
nporpammy 33.05.01 @apmanus.

[Iporpamma paccMoTpeHa U yTBEpKACHA Ha 3aceannu Kadeapsl hapmanuu
oT «10» cents6ps 2020 r., mpoTokoa Ne 2

[Tporpamma o100peHa Ha 3acelaHUK COBETa MEIUITMHCKOTO (paKyIpTeTa
oT «10» cents6ps 2020 r., mpotokost Ne 2,

[Iporpamma pazpaborana B coorBercTBUH ¢ [Iprikazom MunobpHayku Poccum ot 27.03.2018 N 219
"O0 yTBepkIeHMU (heAepaIbHOrO I'OCYAApCTBEHHOI'O 00Pa30BATENBHOIO CTaHIApTa BBICIIETO
00pa3oBaHus - CHeNUAIUTET N0 crenuanbHocTd 33.05.01 Gapmanus”

[Iporpamma yTBepxkneHa B cooTBeTcTBUM ¢ yrBepkaeHuem OIIOIl cnenmanurera 10
cnenmanbHOCTH 33.05.01 dapmarmst (Pemenne Yaenoro cosera, mpotokon Ne 10 ot 28.05.2019).

BreceHbr m3MeHEHHS B COOTBETCTBUU C BCTyIUIeHHEeM B crity [Ipukaza MunoOpHayku Poccun «O
Mepax no peanuzanun Ykasza [Ipesunenrta Poccuiickoit @eneparyu ot 25 mapra 2020 1. Ne 206
«O06 oObsBieHnH B Poccutickoit Menepariyiu HepaOOUuX JHEH».

BreceHs n3MeHeHUs B KaJleHIapHbBIe yaeOHbIe TpadKU: MpeIocTaBIeHbl KaHuKyIbI ¢ 25.03.2020
r. mo 05.04.2020 r. u cpoku Havajga IPOMEKYTOUYHOM U UTOTOBOM TrOCYJApPCTBEHHON aTTECTAIlUU
CABHMHYTHI Ha 7 IHEM.

BHeceHbl M3MEHEHHS B COOTBETCTBUHU C IOPSIKOM IPOBEICHUS TOCYJapCTBEHHONW HWTOTOBOW
aTTecTallidl 10 O00pa30BaTENFHBIM IMPOTpaMMaM BBICHIETO OOpa30BaHMS HporpaMMaMm -
OakanaBpuara, TporpamMMaM CIEIHAIUTETa W OpOrpaMMaM MarucTpaTypbl, YTBEpIKICHHBIH
npuka3oM MuHHcTepcTBa 00pa3oBanusi U Hayku Poccuiickoit @enepanun ot 29.06.2015 N 636
(pen. ot 27.03.2020)

Pabouass mporpaMma axkTyaqu3MpoBaHa B CBSI3M M3MEHEHHAMH, BHocuMbiMH B OIIOII
creruanuTera no crnenuaabHocTH 33.05.01 dapmarnwsi, BRI3BAHHBIMU JUHAMHUKON W3MEHECHIS
(hapMarieBTHYECKOro phIHKA M KaJIpoBOro 3ampoca paboTomarteneil (pemieHne Y4eHOro cOoBeTa
[Ipotokon 30.04.2020, mpotokos Ne 9).

BreceHnbl M3MeHEHHS B IIKaJy OLIEHOYHBIX CPEACTB, aKTyaJHU3UPOBaHBl paboune MporpamMmbl
JUCIUIUIMH B CBSI3M C W3MEHEHWSMH HOPMATUBHBIX JOKYMEHTOB B cdepe obOpamieHus
JICKQPCTBEHHBIX CPEJCTB.

10.09.2020 B cBs3u ¢ peopranuzaiueii hakynpreTa, pealn3yomero 00pa3oBaTeIbHy0 IPOrpaMMmy
33.05.01 dapmarus paboyasi mporpaMMa JUCHUIUIMHBI aKTYaJIM3UPOBaHA.
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