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1. HEJb OCBOEHUA JUCIUIIJIMHBI

Henpto ocBoenuss AuCHUIUIMHBI «COBpEMEHHBIE METOJbI KOHTPOJSI KayecTBa
JIEKAPCTBEHHBIX MpEenapaToBy SBISIETCS OOyYe€HHUE CTYACHTOB HaBBIKAM pPa3pabOTKH
METOJIOB 0OecTieUeHHsI KauecTBa (hapMaleBTUUECKOM MPOTYKIIMH, 3HAHUSIM HE0O0XO0TUMBIX
T pa3pabOTKH, BHeApeHUs 1 noaaepxkanus cucteMbl GLP (ITpaBuna koHTpoJIs KadecTBa
JIEKAPCTBEHHBIX CPENCTB), (PYHKIUOHUPOBAHUUW U AaKKPEIUTALUH HCIBITATEIbHBIX
nmabopaTopuil.

2. TPEBOBAHUSA K PE3YJBTATAM OCBOEHUS JUCHUITJINHBI

OcBoenne  gucuurauHbl  «COBpeMEHHBbIE  METOABl  KOHTPOJS  KayecTBa
JIEKApCTBEHHBIX TMpenapaToB» HampaBieHO Ha GOPMHUPOBAHHE Yy OOydYarOIIUXCS
CJIEIYIOIIUX KOMITETCHITUH (YacTH KOMIIETEHIINM ):

Tabnuya 2.1. Ilepeuenv komnemenyuil, opmupyemvix y oOyuanowuxcsi npu

0CBOeHUU OUCYUNTIUHBL (Pe3YTbmamvl 0CB0eHUST OUCYUNTIUHDBL)
MHauKaTOPHI T0CTHIKEHUST KOMIIETEHIIHH
(B paMKax JaHHOW TUCIUIUINHBI)
nK-1 IIK-1.2. CrnocobeH onpeaeauTh GU3nKo-
CriocoOeH onpenenuTh 9
(1)1/13I/IT-ICCKI/IG CBOUCTBAa HAaHOMATCPHaAIOB, UX

¢buzuko-puznueckue
. UACHTU(GHUIIUPOBATE U IATh OLICHKY CTEIECHH MX
CBOICTBAa HAHOMATEPHAJIOB, o
IMOTCHIMAJIbHOU OIIaCHOCTHU

WX UICHTH(PUITUPOBATH U
JIaTh OIIEHKY CTETICHH MX
HOTEHIIMAILHON OIMaCHOCTHU
COTJIACHO MCTOJIb3YEMBIM B

OpraHU3aIuy METOIUKAM
CrocoGeH  TNPHMEHSTH B IIK-2.2. BnageeT npuHIMIIaMu CTaHAAPTU3AIUU U
KOHTpOJISI KadecTBa JIGKAPCTBEHHBIX CPEJCTB,
OIIEHKH 0€30MMacHOCTH PO YKIIUU HAHOWHTyCTPHUU.

HIudgp KoMmnerenuus

pa60Te 3aKOHOJaTCJIIbCTBO

PO, HOPMAaTHUBHBIE
MpaBOBHIC aKThI,
periiaMeHTHpYIoIIee

IIK-2 BOIIPOCHI OLIEHKU
0€30MacHOCTH  MPOIYKIINH
HAaHOWH]IYCTPHH,
WCIIOJIb3YeMOU B MEJIUIIMHE,
(hapmarieBTHKE u
OHMOTEXHOJIOTHH

3. MECTO JUCHUIIJIMHBI B CTPYKTYPE OII BO

HucuumuimHa «COBpeMEHHBIE METOJIbl  KOHTPOJII — KauecTBa  JIEKapCTBEHHBIX
MPEeraparoBy BXOAUT B 4aCTh, (GOPMUPYEMYIO yUaCTHUKaMH 00pa30BaTeIbHOIO Mpoliecca,
U SBISIETCS TUCIUIUIMHOM 1O BBIOOpY Onoka 1 ydeOGHoro rutana mpoduis
«/IlHHOBaIlMOHHBIE TEXHOJOTMM W HAHOTEXHOJOTMH B MEIUIMHE, (apMaleBTUKE U
OMOTEXHOJIOTUIY.

B pamkax OIl BO oOyuaromuecsi Takke OCBaWBAaIOT APyTrue AWUCIUIUIMHBI H/HIU
MIPAKTUKH, CIIOCOOCTBYIOIIME IOCTHKEHUIO 3aIlJIAHUPOBAHHBIX PE3YJIbTAaTOB OCBOCHUS
aucuUIUTMHBI « COBpEeMEHHBIE METOIbI KOHTPOJISL Ka4eCTBA JIEKAPCTBEHHBIX MTPETIapaToB.
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Tabnuya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcmsyrowux oocmudicenuro
3anIaAHUPOBAHHBIX PE3YIbMAMmMO8 0CEOEHUSI OUCYUNTUHBI

HaumeHoBaHue Ipenmecrsyiomue Iocienyronme
HIndgp KOMITeTeHIHI AUCHUTLTHHBI/MOYJIH, M CIHHTLTHHbI/MOTYJIH,
NPaKTHKH® NPaKTHKH*
Cnocoben mpumeHsaTh | OCHOBBI
K-2 B pabore | papManeBTHYECKOM
3aKOHOJATENbCTBO PD, | TEXHOJIOTMH 51
HOPMaTUBHBIE HAHOTEXHOJIOTHH;
MIPABOBBIC aKTHI, buorexnonorus n
PETTIAMEHTUPYIOIINE OMOHAHOTEXHOJIOT S,
BOIIPOCHI OLIEHKH Hanorexnosioruu B
0e30MacHOCTH MequuuHe; OneHka
TIPOAYKITHH 0€e30I1aCHOCTH
HAHOWHIYCTPHUH, NpOAYKIIMH
UCIIOJIb3yeMOil B HaHOMHJyCTpHH, Mexm
MeJTHITHHE, CIMIUTHHAPHAS KypCOBast
(apmaneBTHKe U pabora
OMOTEXHOJIOTHH
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* - 3aIOJHAETCS B COOTBETCTBHH ¢ MaTpuuei komnerenuunii u CYII OIT BO

4. OFBEM JINCHUIIJIMHBI U BUbI YYEEHOU PABOTBI

O6ma;1 TPYAOCMKOCTb AUCHUIIJINHBI «COBpCMeHHHe MCTOABI KOHTPOJISI KAa4CCTBA
JICKApPpCTBCHHLIX MPEIIapaToB» COCTABIIACT 4 3a4eTHBIX CIAUHUII.

Tabnuya 4.1. Buovl yuebnoii pabomui no nepuooam oceoenus Ol BO ons Q4HOH

Gopmvl 006yueHus

N BCETI'O, Cemectp(-bI)
Bua yueOHoii paGoThl - 1 ) 3 a

Konmaxmmuas paboma, ax.u. 40 40
B TOM YHCJIE:
Jlexuuu (JIK) 16 16
Jlabopatopusie pabots (JIP) 8 8
[Mpaktrueckue/cemunapckue 3austus (C3) 16 16
Camocmosmenvras paboma oOy4arOwuxcs, ax.u. 68 68
Koumponw (3x3amen/3auem ¢ oyenkott), ax.u. 36 36

aK.d. 144 144
O01mas Tpy10eMKOCTb M CIUTIINHbI B 1 7

5. COAEP KAHUE JUCHUIIVIMHBI

Tabauya 5.1. Cooeporcanue oucyuniunvl (MOOYIs) no 8udam yuebHOU pabomol

HaumeHoBaHue pa3zjaesia

Conep:xanue pasaena (TeMbl)

Bun yuyeonoi

yIPaBJICHUH KA4EeCTBOM,
0€30I1aCHOCTBIO U

3¢ (HEKTUBHOCTHIO
MEIUITUTHCKUX
IpernapaToB.

(bapmareBTHIeCKOM NPEINPHSITHH.
VYrpaBieHHe KayecTBOM, O€30MaCHOCTBIO |
3¢ (HEeKTUBHOCTHIO (dapmareBTHIeCKOU

OPOAYKIMEH C HCHOJb30BAaHUEM KOHLECHIUH
GxP, 1SO 9001.

AU CHUTLINHbBI padoThI*
Paznmen 1. Tema 1.1. Mecro GLP B cucreme GxP —
OyHIaMeHTaIbHbIC CUCTeMBbl  JOKYMEHTallud IO  CO3/aHHIO,

KOHLICTIIUU U IPOU3BOJICTBY, XPaHEHHUIO U  OOpalECHUIO
TEPMHHOJIOTHSI, nekapctB (GLP-GCP-GMP-GDP-GPP-GSP).
HCIOJIb3yeMasi pu [Tpuembl peanuzauuu npuHHunoB GLP Ha JIK, TIP
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HaumenoBanue pa3aejia

Conepxxanue pa3jena (TeMbl)

Bup yueonoii

JUCIHUIIIINHBI padoTbI*
Pasnen 2. Akkpeauranus |Tema 2.1. TpeOGoBaHus K HCHBITaTEIbHBIM JIK, TIP
HCIBITATEIILHBIX 1a00paTOPHSIM. Oransl aKKpeIUTAINH.
nabopaTtopuit AKKpeIUTYIOIUi Opra-.

Paznen 3. Iloxxoas! k Tema 3.1. Crpykrypa mnpennpustusi, poias u| JIK, I1P, JIP
MOCTPOCHHIO CUCTEMBI ¢yHKIMM  oTnmena obecneueHHs  KayeCTBOM
obecnieuenns kauectBa  (OOK) u otnena xontposs xadectBa (OKK) na
PO TYKITHH. (dapManeBTUYECKOM MIPEITPUSTHN.
JIOMIKHOCTHBIC WHCTPYKIIUHU, KOJUICKTUBHAS U
NepCOHAJbHAs OTBETCTBEHHOCTh. TpeboBaHMs
I'OCT P UCO 9001-2008 «Cucrema
MEHEKMEHTA Ka4yecTBay. CraHgapTHbIC
oneparronnbie mporeaypsl (COIT).
Paznen 4. Kontposb Tema 4.1. Ananutnyeckas ciyx0a npeanpusTus JIK, ITP
KadyecTBa Ipu KaK cHCTeMa OOECIeYeHUsI KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CPEJICTB |HA BCEX CTaIWsIX aHaiuu3a. Buapl aHanmza B
Ha TMPOU3BOJICTBE U B 3aBUCHUMOCTH OT €ro Ha3HadeHus. MeTon u
HCIIBITATEeIILHOM METOJIMKAa aHalin3a. XHUMUYECKHe U (U3HKO-
nabopaTopHH. XHUMHYECKHAE METO/IbI aHAIH3a, TIPUMEHSIOITHECS
JUIE BXOJTHOTO KOHTPOJIS CBHIPbS Pa3IMIHOTO
MIPOUCXOXKICHUS (PACTUTEIHLHOTO, XHMHUYECKOTO,
MHUKpPOOHOT0),  KOHTPOJII  MIPOMEKYTOUHBIX
OPOIYKTOB, BCIIOMOTATENIbHBIX BELIECTB U
KOHTPOJISI ~ KayecTBa TOTOBOM  MPOJYKIIHH.
HopmatuBnas JIOKYMEHTAIHA. OCHOBHEIE
UCTOYHUKU, TYTU ¥ MPUYMHBl TOMaJaHUs
MHUKPOOOB-KOHTAMHUHAHTOB B chepy
OPOU3BOJCTBA M TOTOBYIO  IPOIYKIIHIO.
[TpoBepka cTepriIbHOCTH, MUKPOOUOJIOTUYECKUX
nokasaresie, TecTbl 3(pPEeKTUBHOCTU U METOJBI,
UCIIOJIb3YeMble JUId  aHajlu3a pe3yJbTaToB.
Kpanmudukanus mabopatopHoro o0opyaoBaHUsI.
ATTectaius U TOBepKa  J1abopaTOPHOTO
000pyI0BaHUS.
Paszmen 5. PaspaGotka|Tewma 5.1. PazpaboTka MeToauK aHamu3a. JTaIbl. JIK, IIP, JIP
aHanuTnyecknx Mmeroauk |llonxonsl K aHaiM3y MHOTOKOMIIOHEHTHBIX
JICKapCTBEHHBIX CPEJICTB
Pa3gen 6. Banmunanus Tema 6.1. Banuganus MeToauK HACHTU(PUKAITUHA JIK, IIP, JIP
AQHAIUTUYECKUX METOJMK, |M KOJIMYECTBEHHOTO ompeaeneHus. TpaHcdep
MIPUMEHSIEMBIX B AHATUTUYECKUX METOJIUK.
KOHTpOJIe KauecTBa
JIEKapCTB.
Pasgen 7. Yopasnenne |Tema 7.1. Ympasnenue Ka4eCTBOM JIK, ITP
KauyecTBOM. (KoppekTupyromue, pEryaupyromue,
CaMouHCIIeKIIUS U PeTyNPEX TAI0THE JEeCTBUS).
aymut. PaboTa ¢ Camouncnekiuss u  ayauT.  llpomenmypa

IIEpCOHAJIOM.

IPOBEJICHUS CaMOMHCIEKIMUM W BHYTPEHHETO
ayquTa, TNPUHIMIIBI BHECEHHS HW3MEHEHHUH W
aKTyalqM3alus MpoLeaypbl BHYTPEHHETO ayIuTa,
NOAXOJbl K aHaJIM3y PE3yJbTaTOB BHYTPEHHETO
ayJuTa U BHECEHHE KOPPEKTUPYIONINX AEHCTBUIM
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HanmenoBanmue pa3ziena
JTUCIHUILINHEI

Bup yueonoii

Coaepixkanue pasgena (TemMbl) paGoTur*

B pa60Ty CUCTEMBI MCHCPDKMCHTA Ka4yeCTBa HAa B
UCIIBITATENIbHOM ~ J1abopaTopud  Ha  OCHOBE
pe3yabTaTOB BHYTPEHHETO AyIUTA.

* - zanonasieTcs Toiapko mo OUHOMUM dopme obyuenust: JIK — aexyuu,; JIP — nabopamopnuie pabomei; C3 —
CeMUHAPCKUE 3AHAMUSL.

6. MATEPHUAJIBHO-TEXHUYECKOE OBECIIEYEHHUE
JANCIHUITINHbI

Tabauya 6.1. Mamepuanvno-mexuuueckoe obecneuerue OUCYUNTIUHBL

Cneuuaau3npoBaHHOe
yueOHOe/1adopaTopHoe
odopynoBanmue, [10 n
Tun aynuropun OcHaleHue ayTuTOpUn
MaTepHaJIbl 115 0CBOEHHUS
AUCHUTLINHBI
(pu HEOOXOAMMOCTH)
Kommnekr
CIIEeNUATTM3UPOBAHHON MeOeIH;
TEXHUYECKHE CPECTBA:
Aymutopust Ne 636 nmst mpoBeneHHsS | MyabTHMEIUHHBIN TPOEKTOP
3aHATUH JIEKIIMOHHOTO Tumna, | Everycom
OCHaIleHHas xomiektoM | Hoyroyk Lenovo Thinkpad
cnernpanu3upoBaHHoi mebdenu; nockoi | L530 Intel Core i3-
JleknmnoHHasa
(axpaHOM) u texHudeckumu | 2370M_2.4GHz/DDR3 4 GB,
cpeacTBaMu MynbTUMeAna | lmr
Mpe3eHTaIM. OOGecnieveH BBIXO B HHTEPHET.
KowmmnekT npe3enranui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Kommiekr
CHeHAT3UPOBAHHON MeOEIH;
Aymuropus Ne 636 a1 mpoBeIeHMS | TEXHHYECKHE CPEICTBA:
3aHATUI CEMHHAPCKOTO TUNa, | MylIbTUMETUIHHBINA TIPOCKTOP
TPYNIIOBBIX WM HMHIMBHIYyaJbHBIX | Everycom
KOHCYIbTAIUH, TeKyIero koHTpois u | Hoyroyk Lenovo Thinkpad
POMEKYTOUHOU arrecrauuy, | L530 Intel Core i3-
CemuHapckas
OCHAIIICHHAS xoMmIuiekToM | 2370M_2.4GHz/DDRS3 4 GB,
CHCHUAIM3UPOBaHHOW ~ Mebenn  u | lmT
TEXHUYECKUMU cpeactBamu | OOecrieueH BBIXOJI B MHTEPHET.
MYIbTUMEINA TTPE3ECHTAIIHH. KowMrnekT npe3enranuii.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Aymutopus I1-9 s mpoBenenus | Kommekr
MPAKTUYECKUX 3aHSTUH, | CTIEIHAIM3UPOBAHHON MebenH;
[IpakTnueckue WH/IMBH Ty aJTbHBIX KOHCYJIbTAIIMH, | TEXHUYECKUE CPEICTBA!
3aHATUA TEKYLIETO KOHTPOJIS u | buocrannusa IM-Q NIKON;
MPOMEXKYTOUHOU arrecraiuu, | Makybarop CO, CCL-050B-8
OCHAaIlleHHasd koMmriuiektoMm | Esco Global «Esco»;
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Tun ayauropuu

OcHamenue ayiuTopuu

Cneuuaau3npoBaHHOe
yueOHOe/1adopaToOpHoe
odopynoBanmue, [10 n
MaTepHaJIbl 1J151 0CBOECHHS
AUCHHUILTHHBI
(mpu HEOOXOAMMOCTH)

CIEIUATU3UPOBAHHON  Mebenun U

000pyTOBaHHUEM.

AxBamuctunsatop J19-10
«OMO» CI10;

Jlamunapssiii 6okc «BJI-22-
1200» « CAMIIO» Poccus;
DKCTpyaEp JUIOCOM PYIHOU
(mwmpuuesoit) Ha 0,5 M
LiposoFast-Basic «Avestinx;
Crepuinzarop Bo3ayxa
PEUHPKYIALUOHHBIN
nepeaBmKHO «OM-22»,
«CAMIIO» Poccus;

[Tpubop sKoNOrNYEcKOro
KOHTpoJs1 «brotokc-10M»;
Muxpockorr NIKON ECLIPSE
LV100POL,;

TepmocTar 35eKTpuYeCcKnuii
cyxoBo3aymHsiii TC-80M;
TepMocTtat nporpaMMUpyeMbIi
st ipoBenenus [1LP-ananuza
TII4-TTLP-01-«Tepuuky;
JlaGoparopnas nenTpudyra
Liston C 2204 Classic.

Aymutopus I1-8 s mpoBeneHus

Ocnawenue ayoumopuu 118
Komruiekt

NPaKTUIECKUX 3aHATHH, | CIIENUAIN3UPOBAHHON MeOEIH;
VHIMBUTyaJIbHBIX KOHCYJIbTALMM, | TeXHUYECKUE cpeacTra: [Ipubop
TEKYIIETO KOHTPOJIS U | 17151 KOJIMYECTBEHHOTO
[IpakTuueckue Y . R A
v IPOMEKYTOYHOM aTTeCTalUN, | OTIPECIICHUS HAaHOYACTHII
OCHAILlEHHAs xomruiekToM | Nanophox PSS;
crneuuanu3upoBanHo  mebenn U | Cnekropdoromerp Lambda 950.
000pyI0BaHUEM. BKJI.
[TporpammuOe obecnieueHue st
000py/10BaHU.
Kommiekr
CHeHaTH3UPOBAHHON MeOeH;
TEXHUYECKUE CPeCTRA:
Aynuropus Ne 636 JUISL e
. MyabTUMETUHHBIN TPOEKTOP
CaMOCTOSITENIbHOM paboThI
Aynuropus i Everycom
., | oOydarommxcs, OCHAII[eHHAs .
CaMOCTOSITEIILHOM .. | Hoyroyk Lenovo Thinkpad
KOMIUIEKTOM  CIIeHUaTH3UPOBAHHOM .
paboThI L530 Intel Core i3-

MeOeny U KOMIBIOTEPOM C JIOCTYIIOM B
SHOC.

2370M_2.4GHz/DDR3 4 GB,
1t

OO6ecrieueH BBIXO] B HHTEPHET.
KommuiekT npe3eHTanuii.
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Tun ayauropun OcHamenue ayiuTopuu

Cneuuaau3npoBaHHOe
yueOHOe/1adopaToOpHoe
odopynoBanmue, [10 n
MaTepHaJIbl 1J151 0CBOECHHS
AUCHHUILTHHBI
(mpu HEOOXOAMMOCTH)

Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

1. YYEBHO-METOANYECKOE n NHPOPMAIIMOHHOE

OBECHHEYEHHUE JUCIHHUIIJIMHBI

OcHosnas numepamypa:

KonTpons xadyectBa sekapcTBeHHbIX cpencts / [lnerenésa T. B., Ycnenckas E. B. -
Mocksa : I'90TAP-Meaua, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - Texkcr :
anektpounsrii [/ OBC  "Koncymprant cryaenra" . [cait]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970448359.html (mata oOparenus:
26.05.2022).

Pamenckas, I'. B. KoHTposb kadecTBa W CTaHIApPTH3AIUs JICKAPCTBEHHBIX CPEICTB /
nox pen. Pamenckoii I'. B. , Opna6aeroii C. K. - Mocksa : I'D0TAP-Meaua, 2020. -
352 c. - ISBN 978-5- 9704 5412-1. - Texkcrt : anekrponnbiii / DbC "KoHcynbTaHT
cTyaeHTa" [caiiT]. - URL.:
https://www. studentllbrary ru/book/ISBN9785970454121.html (mara oOpamenus:
26.05.2022).

Jlonoanumenvnas rumepamypa:

PykoBOJCTBO 10 MHCTPYMEHTAJIBHBIM METOJIaM MCCICAOBAHMIA TIPH pa3paboTKe U
9KCIIEPTH3E KauecTBa JICKApCTBEHHBIX NperapaToB. Ilox pemakiueidi BrIKOBCKOTO
C.H., Bacunenko U.A. u ap. - M.: U3n-Bo «Ilepo», 2014. — 656 c.

MapaxoBa A.M. um gap. DoToMeTpuUEeCKHE METOJbI IIOJyYCHHS B aHAIU3e

JIEKaPCTBEHHOTO PACTUTEIBHOIO CBHIPbS U IIpEIaparoB Ha ero ocHose. — M., PY/IH,
2015. — 155.

HOpMAMueHoO-npaeoea baza:

1.

gk own

Oenepanbublii 3akoH «O06 oOpaleHnn JIeKapcTBEHHBIX cpeAacTB» oT 12.04.2010 Neo
61-D3.

OenepanbHblil 3akoH «O TEXHUUECKOM peryiaupoBanum» ot 27.12.2002 r. Ne 184-D3.
ICH Q9 «YmnpaBnenue prckamu 1o kauectBy» " (Quality Risk Management);

ICH Q10 «®apmarieBTUYECKasi CUCTEMA KAaYECTBAY,

ISO 9001:2008 «Quality management systems. Requirements»;

I'OCT P 52429-2009 «Opranuszanust TpPOM3BOJACTBA M KOHTPOJS KadecTBa
JEKAPCTBEHHBIX CPEJICTBY

I'OCT P 52537-2006. «IIpou3BoACTBO JeKapCTBEHHBIX cpeAcTB. Cucrema
oOecrieueHHs KaueCTBaY.
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7. TocynapctBennas ®apmakornes: Poccutickoit @eneparuu. Uzn. Xll, 4. 1. — M., 2007.
— 696c¢.

8. "IIpoW3BOICTBO  JEKapCTBEHHBIX  cpeacTB. llepconan  ¢apmaneBTUIECKHX
npennpusatuii" MY 64-09-001-2002, M., 2002r.

9. «Opranuzanys 1 TOPSA0K MPOBEACHUS METPOIOTUIECKON IKCIIEPTHU3H HOPMATHBHOM
nokyMeHTanum», MY 64-02-02-2002, M., 2002r.

10.OCT 64-02-001-2002. KoHTpOIbHO-aHATUTUYECKHE H MHUKPOOHMOJIOTHIECKHE
naboparopun OTK mpOMBIIIIEHHBIX MPEANPUATAN, TPOU3BOAAIINX JIEKAPCTBEHHbIE
cpenctBa. TpeOoBaHUS U TOPSIIOK aKKpPEIUTAITIH.

11. OCT 64-02-003-2002 «IIpoayxuus MEIUIIMHCKON MIPOMBIIIJIEHHOCTH.
TexHonmornueckue peraamMeHThl mpoun3BojacTBa. CoaepikaHue, MOPSAI0K pa3padOTKH,
COTJIACOBAHMS U YTBEPKICHUS.

12. OCT 91500.05.001-00. CtanmapTsl KadecTBa JEKapCTBEHHBIX cpencTB. OCHOBHBIE
TIOJIOYKCHHSI.

13.0CT 91500.05.0002-2001. TocynmapcTBeHHbI HH(POPMALMOHHBIA  CTaHAAPT
JeKapcTBEHHOTO cpenacTBa. OCHOBHBIE TOTOKCHHUS.

Pecypcvr ungopmayuonno-menexommynuxayuonnou cemu « nmepnemy:

1. 9b6C PYJH u croponnue 9BC, Kk KOTOPbIM CTYJEHThl YHHUBEPCUTETAa UMEIOT
JIOCTYII Ha OCHOBAHHH 3aKJIFOYCHHBIX JJOTOBOPOB:

- DIIeKTPOHHO-OMOINOTEUHAS cucTemMa PYIH -  9BC PYJIH
http://lib.rudn.ru/MegaPro/Web

- DBC «YHuBepcurerckas oubnuoreka ornaiia» hitp://www.biblioclub.ru

- DBC IOpaiit http://www.biblio-online.ru

- DBC «KoHncynbranT ctyaeHTay Www.studentlibrary.ru

- OBC «JIanw» http://e.lanbook.com/

- OBC «Tpouukuii MOCT»

2. basbl JaHHBIX ¥ TOUCKOBBIE CUCTEMBIL:

- DJIGKTPOHHBIA (POHJ MPABOBOW W HOPMATHBHO-TEXHUUYECKOW JTOKYMEHTAIIUU
http://docs.cntd.ru/

- mouckoBag cucrema JAunekc https://www.yandex.ru/

- mouckoBas cucrtema Google https://www.google.ru/

-peeparuBHas 0aza JAHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

- @enepalibHBIE  HMHCTUTYT  MpoMbIUIeHHONH  cobctBeHHocTH — (DUIIC)
https://new.fips.ru

Yyebno-memoouueckue  mamepuanvl 011 CAMOCMOAMENbHOU — pabomsl

00y4arOWuUxXcs npu 0C80EeHUU OUCYUNTUHBL/ MO0V ™!
* - BCe y‘{€6H0'M€TOHI/ILIeCKI/Ie MaTepualibl IJIs CaMOCTOSITEITLHON paGOTLI OGy‘IaIOHII/IXCfI
pa3MeNiarTcs B COOTBETCTBUH C JICHCTBYIONIMM MOPSAKOM Ha cTpanuiie auciuminabl B TYUC!

[Ipu mpoBeneHUN 3aHATUN U OpPTaHU3AIMH CAMOCTOSITEIHHONW pabOThI CTY/IEHTOB
WCTIOJB3YIOTCS TPAJAULIMOHHBIE TEXHOJIOTHH COOOMIAIONIEro o0ydeHus!, IpeArnoiaraionme
nepenadyy — uH(GOpManmu B TOTOBOM  BHUJE, dopmupoBanne  y4eOHBIX
yMEHU# 110 00pasiry.

B pamkax mpakTHYecKHX 3aHATHN peau3yeTcsl B3auMOOOYyYeHHE CiyllaTesei
Kypca - HHTepaKTUBHOE 00y4deHue, B (hopMe B3aUMOKOHTPOJISI CAMOCTOSITEIbHON padoThI,
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COBMECTHOTO PEIICHHWE CUTYalMOHHBIX 3a/1a4, COBMECTHOH pa3paboTKa CXeM CIIONKHBIX
MPOIIECCOB, 0OCYXKACHUS MTPOOJIEMHBIX BOIPOCOB.

CamocrosiTensHasi paboTa CTYAEHTOB BKIIOYACT W3yYEHHE OCHOBHOH W
JIOTIOJTHUTEIILHOW JINTEPATyphl 1O JAHHOW JUCIUIUIMHE, TMOJTrOTOBKA BBICTYIUICHUN Ha
CEMHUHapax, IOJATOTOBKAa TBOPUYECKHX pabOT TO BOMpPOCaM HWMMYHOOHOJIOTHYECKHUX
mpemnapaTtoB, uX o(opmilcHHe B BHJE MPE3CHTAIlMH, a TakKe MOJTOTOBKA W 3aIluTa
JOKJIaAa M0 OJAHOM U3 MpeIaraéMbIX TEM.

8. OLIEHOYHBIE MATEPUAJIBI U BAJNJIBHO-PEUTUHIOBASI
CUCTEMA OLHEHUBAHUWA YPOBHA COOPMHUPOBAHHOCTH
KOMIIETEHIIUHA 11O JUCIHHUTIJIMHE

OrneHouHBIE MaTepuaiabl U OaIbHO-PEUTHHIOBAsT CHCTEMa OIEHHUBAHUS YPOBHS
c(hOpMUPOBAaHHOCTH KOMIICTCHIIMN (YacTH KOMIETEHIMKA) IO UTOraM OCBOCHUS
TUCIUTIITUHBI « COBpEeMEHHBIE METObI KOHTPOJISI KA4eCTBa JICKAPCTBEHHBIX MIPENapaToB)
npeacTaBiaeHsl B [Ipuoxkennn k HacTosiiei Paboueit mporpaMMe JTUCHUTUIAHBI.

PABPABOTYUKMU:
npodeccop UBXTH, n.dapm.u. A.. Mapaxosa,

PYKOBOJUTEJIb OVYII:

o She

JAupextop UBXTH, npodeccop a.x.H. A.M. CrannmeBcKuii

PYKOBOJIUTEJIb OII BO: "
JAupexTop UBXTH, npodeccop a.x.H. %{. g’f@v - M. CranueBcKHH

19



IIpuiroxenue
PI'AOY BO «Poccuiickuii YHUBEPCUTET APYKObI HAPOAOB)
HNucTUTyT OMOXHMHI4YeCKO# TexHoJ0ruu U HaHoTexHoJiorun (MBXTH)

®OH/ OLIEHOYHBIX CPEJCTB

MO YYEBHOUN JUCIIUIIJINHE

COBDGMGHHBIG MCTOJAbI KOHTPOJIS KAYCCTBA JICKAPCTBCHHLBIX CPCIACTB
(HaMMEHOBaHUE UCIUILTHHBI )

28.04.01 — «HaHOTEXHOJIOTMH U MUKDOCUCTEMHAS TEXHUKA
(KOI[ 1 HAUMCHOBAHHEC HaHpaBJ’IeHI/Iﬂ HOZ[FOTOBKI/I)

«HHOBAIIMOHHBIEC TEXHOJIOTMU M HAHOTEXHOJOTMH B MEIUIIMHE, d)aDMaHCBTI/IKC )41

OMOTEXHOJIOT U

(HaumeHoBaHUe PO UIIS OATOTOBKH )

Marwuctp

KBanudukanus (creneHb) BbITYCKHHKA
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IHacnopr poHAAa OLEHOYHBIX CPEACTB 10 JUCHUIIHHE

Hanpasnenne/CrieninanbHOCTh:

28.04.01 — «HaHOTEXHOJIOTMM 1 MUKPOCUCTEMHAsI TEXHUKA)

Jucuunimnna:
CoBpeMEHHBIE METOJIbl KOHTPOJISI KAUeCTBA JICKAPCTBEHHBIX CPEICTB

[MacnopT poHma OLIEHOYHBIX CPENCTB

Kon KonTtponupyemsrii pazaen ®DOCH!I (hopmbl KoHTpOIIsT ypoBHs ocBoeHust OOIT)
KOHTPOJIU- | JUCLUIUIMHBI AynutopHas pabora CamocTosiTe
pyemoit JIbHAs Uroro
KOMIIETEH- pabora
uuu JlaGopatop- | Pedepar Tect
Has pabora
[K-2 1.®yHnaMeHTaNbHBIC 10 5
KOHICIIIUN U TCPMUHOJIOT U,
HCIOIb3yeMas IIPU yIIPaBICHUN
KayecTBOM, 0€30aCHOCThIO U
3(DPEKTUBHOCTHIO METUITMHCKUX
MpenapaTos.
2.AKKpeauTaIus 10 5 5
WCIBITATENbHBIX JJabopaTopuit
3.IToaxoap! K IOCTPOCHHIO 10 5
CHCTEMBI 00eCTIeYeHHsT KauecTBa
MPOTYKIIHH.
4. KoHTpOIb KauecTBa Mpu 10 5
JIEKAPCTBEHHBIX CPEZCTB Ha
MPOU3BOJICTBE U B
HCTBITATELHON JTa00paToOpuH.
5.Pa3paboTka aHaJTUTHYECKUX 10
METOJINK
6.Banmnanys aHaTUTHYECKIX 10 5
METO/IUK, IPUMEHSIEMBIX B
KOHTPOJIEC KA4eCTBa JICKAPCTB.
7.Y1upaBiieHHE KaueCTBOM. 10
CaMOWHCIICKITUS U ay/IHT.
Pabora c mepconanom.
Hroro Gamnos 70 2 30 20
0
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BOHpOCBI AJIsi NOATOTOBKH K 3allIMTE JIaﬁ()paTOPHBIX paﬁoT

JlabopaTopnasi paGora Nel

1.

> w

o

[Ipunnuns! coctaBienus u pasnensl COIL. Akryanmusanus u goctynHocts COII B
naboparopuu.
[TonsiTue 0 cTaHIApTHOM ONEpallMOHHOM Npoueaype. Haznauenue u paszieiibl CTaHIapTHOM
onepauoHHON npouenypbl. COCTaBUTENN U OTBETCTBEHHBIE.
Pons COII B KOHTpOJIE KaueCcTBa JIEKApPCTBEHHBIX CPEJCTB U CAMOKOHTPOJIE.
Mecro GLP B cucreme GXP — cucrembl TOKyMEHTAllMU 10 CO3IAHUIO, MPOU3BOICTBY,
xpaHeHuto u obparnienuio jekapcts (GLP-GCP-GMP-GDP-GPP-GSP).
[Tpuemsr peanuzammu npuHImnoB GLP Ha ¢papmaneBTnueckoM npeanpusITHH.
VYnopaBiieHue KadecTBOM, 0e€30MacHOCTbI0 U 3(P(EKTUBHOCTHIO (hapMalieBTUYECKOM
MpOAyKIHel ¢ ucronb3oBanreMm konuenimu GxP, 1ISO 9001.
TpeboBaHMs K IEpCOHATY UCTIBITATEILHOM J1aOOpaTOPHUH.

JladopaTopHas padora Ne2

1.

2.

oo

CrpykTypa HOpMaTUBHOM JOKYMEHTAIIMM Ha JIeKapCTBEHHbIN npenapar. [lonstue 06
00LIMX U YaCTHBIX (haMaKOTIEHHBIX CTAThAX.

Teopust cnexkrpodoromerpuueckoro wmetona. I[lpumeHeHue cnexkTpooToMeTpuu B
KOHTpOJIE KauecTBa JIEKapCTBEHHBIX MTPENapaToB.

Teopust TuTpumeTpuyeckoro metrona. [IpumMeHeHre TUTPUMETPUH B KOHTPOJIE KadecTBa
JIEKapCTBEHHBIX MPENapaToB.

OpraHu3anus XpaHEHUsl JEKAPCTBEHHBIX CPEACTB B HCIBITATENBHBIX J1A0OPATOPHSIX.
ApOuTpaxkHbie 00pasIIbl.

CtpykTypa NpoTOKOJIa aHAJIU3a.

KonTpoJib kauecTBa BOAbI OUUIIIEHHOM.

Benenne nabopaTopHoro )ypHaia, Kak HeoTbeMiemas 4yactb GLP.

JlaGoparopHasi padora Ne3

1. Tloxxonsl kK pa3pabOTKe aHATMTUYECKONW METOAMKH: 00OCHOBaHHME BBIOOpA Mapamerpa
CTaHJlapTU3alluK, METOAa aHAIU3A.

2. Ilytm moctmxeHus crieluPUIHOCTH TIPH pa3pabOTKE aHATUTHYECKON METOTUKH.

3. AkkpeauTanus JJabopaTopruu B CUCTEME TOCYIAPCTBEHHON aKKPEAUTAIIMH. DTarlbl.

4. Axkkpenurtamus J1a0opaTopud B CUCTEME TOCYIAapPCTBEHHOW  aKKpeIUTAIlUH.
JlokyMeHTanus.

5. Camouncneknus u ayaut. [Ipouenypa mpoBeAeHHS CAMOMHCIEKIIMH U BHYTPEHHETO
ay/luTa, NPUHUUIIBI BHECEHUSI U3MEHEHUN M aKTyalu3alus NpoUEAypbl BHYTPEHHETO
ayluTa, MOAXOJbl K aHajIu3y pe3yldbTaTOB BHYTPEHHEro ayJuTa M BHECEHUE
KOPPEKTUPYIOIIUX JACWCTBUI B pabOTy CHUCTEMbl MEHEIKMEHTa KayecTBa Ha
MPOU3BOJCTBE HAa OCHOBE PE3YJIbTATOB BHYTPEHHETO AYAUTA.

6. OOs3arenpHas pPEerMCTpallMOHHAs JOKyMEHTalus (MPOTOKOIBI, MapUIPYTHBIE KapThl,
MapKUPOBKa, STUKETKH).

7. TlpoBepka CTepHIBHOCTH, MUKPOOHOIOTHYECKHX MOKa3aTenei, TeCThl d3PPEKTUBHOCTH
Y METOJIbI, UCIIOJIb3yEMBIE I AHAJIN3A PE3YyJIbTATOB.

JlabopaTopHasi paGora Ne4

1. OOGocHoBaHUsA H606XO,Z[I/IMOCTI/I MMPOBCACHU BaAJIMJAlIUN aHAJUTUYECKON METOIUKH.
2. CHeL[I/I(I)I/ILIHOCTB aHAJIUTHUYECKO METOIUKH. I[OKaSaTeJ'IBCTBO.
3. Poub KOHTPOJIBHOI'O OIIbITA B aHAJUTUYECKON METOIHKE.
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JloKa3aTenbCcTBO CHEU(PUIHOCTH B THTPUMETPHUECKHX, CIIEKTPO(HOTOMETPHUECKUX,
BOXX aHanuTH4ecKuX METOUKAX.

CrnenuduuHocTs KauecTBeHHbIX peakuuii 1 TCX npu onpenesreHuy Mo TMHHOCTH
JIEKapCTBEHHOTO Iperapara.

CocraB murane6o U JOKa3aTenbCcTBa Celu(PUIHOCTH.

CrpykTypa nmpeanpusTus, pojib U GyHKIuu oTaena obecnedenus kadectsoMm (OOK) u
otnena koHTpos kauectsa (OKK) Ha ¢papmarieBTHYECKOM NPEATIPUATHH.

JladbopaTopHas padora Ne5

gD E

o

Y10 noka3bIBaeT JMHEHHOCTh aHAIMTUYECKOH METOIUKU?

Crartuctuueckue XapakTePUCTUKU JTUHEUHOCTH U UX HHTEPIPETALIUS.

I'paduk nuneitHocTu. [locTpoenue.

JlaHHBIE, UCTIONB3yEMbIE JIJIs1 OLIEHKN JTUHEUHOCTH.

Jloka3zaTenbCTBO TUHEHHOCTH B THTPUMETPUUECKHX, CIIEKTPO(HOTOMETPUUECKHUX,
BOXKXX aHanuTHYeCcKnX METOIUKAX.

VYrpaBnenue kauecTBOM (KOPPEKTUPYIOIIKE, PETYIHPYIOIIUE, PEAYTPEKTA0ITNe
JEHCTBUS).

Camouncnexkuust u ayaut. [Ipouenypa mpoBeleHHs CAMOWHCIIEKIMM W BHYTPEHHETO
ayanTa, TPUHLIMIIBI BHECEHUS] U3MEHEHUW M aKTyaJlu3alus MpPOUETypbl BHYTPEHHETO
ayauTa, TOAXOJbl K aHAIM3y pe3yJbTaTOB BHYTPEHHETO ayJuTa W BHECEHHE
KOPPEKTUPYIOIINX JACUCTBUHA B pabOTy CHUCTEMBbl MEHEKMEHTa KadyecTBa Ha B
WCTIBITATEIFHOM JTA0OpaTOpUH Ha OCHOBE PE3yIbTATOB BHYTPEHHETO ayInTa.

JlaGoparopHasi pabora Ne6

1.

2
3.
4.
5

o

UTo nmoka3pIBaeT MPaBUILHOCTh AHATUTUYECKON METOTUKH ?

[Tomxoap! K TOKa3aTEbCTBY MPABUIILHOCTH AaHATUTUYECKON METOIUKH.
CraTtucTuuecKkue XapakKTePUCTHKN MPABUILHOCTH M UX UHTEPIPETALINS.

JlaHHBIE, UCTIOB3YEMBIC ISl OIICHKH TPABUIBHOCTH.

JlokazaTenbCTBO MPAaBUILHOCTH B THTPUMETPHUECKHUX, CIIEKTPO()OTOMETPHICCKHX,
BOJXKX aHamuTtHueckux METOIUKAX.

AHanuTHdeckas ciy)k0a npeanpusaTus Kak cucTeMa 00ecreueHrst KOHTPOJISl KauecTBa
Ha BCEX CTaIUsSIX aHaIu3a.

Bunpl ananuza B 3aBUCHMOCTH OT €0 Ha3HavYeHus. MeToa U METOINKA aHaJIu3a.

JlaGopatopHasi pabora Ne7

1.

Nookown

Banupanus aHanuTHYECKUX METOIMK: poOacTHOCTb. Bbibop kpurepue s
JI0Ka3aTenbCcTBAa POOACTHOCTH.

CraTtucTuyeckue XapakTepUCTUKH pOOAaCTHOCTH M UX UHTEpIpeTalts.

ITonxomap! K 10Ka3aTeIbCTBY POOACTHOCTU aHAJIUTUYECKON METOIUKU.
CraTtucTuyeckue XapakTepUCTUKH pOOACTHOCTH U X MHTEPIpETaIHsl.

JlaHHBI€, UCIIOJIb3YEMBbIE ISl OLIEHKU pOOACTHOCTH.

CocraBieHue oTueTa 0 BIMJALMHU U €r0 Ha3HAUYEHUE.

Ponp HOpMaTUBHONM TOKyMEHTAllMU B KOHTPOJIE KaY€CTBA JIEKAPCTBEHHBIX
IIpenapaToB.
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Tembl pedeparTos
IHo nucuunimue «[IpUHIMIIBI KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB)

1. IlpuHuMOb Banuaauuy aHATUTHYECKUX MeToauK. [loaxoas! k Banuaanuu B Poccun u 3a
pyOexKOM.

2. TpeGoBanusi HopMmaTHBHOHM nokymenTtanuu PO, EBponsl u CIIA K nexapcTBEHHBIM
CpelcTBaM Ha PACTUTEILHON OCHOBE (BBIOOD MpUMEPA).

3. TpeboBanusi HopmatuBHOU nokymeHTanmu P®, EBpons u CIIA k dapmaneBTHIECCKUM

cyOcTaHIMSIM (BBIOOD TpUMEPA).

TpeboBaHus K BoJe OUMILIEHHOMN, Boie anuporeHHo. [Toka3zarenu kauecTsa.

TpeboBanust k uncteiM nomeleHusIM. Cpasuenue Tpedosanuii P®, Esponst u CHIA.

Mukpobuoorniyeckas YuCcToTa JIEKapCTBEHHBIX MpernaparoB. CpaBHeHUE TpeOOBaHUI

P®, Espons u CIIA.

7. CTpykTypa HOpPMAaTHUBHOW  JOKYMEHTAllMM  HWHBEKIHOHHBIX M  HH(Y3HOHHBIX
JIEKapCTBEHHBIX MIPENapaToB.

8. CrpykTypa HOpPMATHBHOW JIOKyMEHTAlMH JICKAPCTBEHHBIX CPEIACTB B  MSTKHX
JIEKapCTBEHHBIX (hopmax.

9. CrpykTypa HOPMATUBHOW JOKYMEHTAIIMU TBEP/BIX JIEKAPCTBEHHBIX CPE/ICTB.

10. CtpykTypa HOpMATHBHOM TOKYMEHTAIIMH PACTBOPOB M SKCTPAKIIMOHHBIX JIEKAPCTBEHHBIX
MpenapaToB.

o0k~

[Iporpamma coctapneHa B coorserctBuu ¢ TpedoBanusimMu OC BO PY/IH.

PaspaboTrumk:

[Tpodeccop UBXTH A.. Mapaxoa
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