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1. HEJb OCBOEHUA JUCIIUIIJIMHBI

Hens aucumnnuuel «I[IpuHIUIBI KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX CPEICTBY
HalpaBJIcHa Ha OCBOCHHE IIOAXOJOB K CTAHAAPTU3alUMM U  yYCTAHOBIICHUIO
NOOPOKAaYECTBEHHOCTH U MOAJUHHOCTH CBIPbsl; CTPYKTYPbl COBPEMEHHONW HOPMAaTUBHOM
JOKYMEHTALlUM Ha JIEKAPCTBEHHBIE CPEJCTBA PAa3IMYHOIO MPOMCXOXKIACHUS; IPUHIUIIOB
aKKpeIuTalMM W (YHKIMOHUPOBAHMSI HUCHBITATEIbHBIX JabopaTopuil; oOyueHue
CTYJEHTOB HaBbIKaM pa3pabOTKU METOIO0B obecredeHHs KauecTBa (hapMaleBTUUYECKON
NPOAYKLHUHU, 3HAHUSAM HEOOXOAMMBIX s pa3paOOTKH, BHEAPEHHs U MOJAEpKAHUA
cuctembl GLP  (IlpaBmwia  koHTposii  KadecTBa  JIEKAPCTBEHHBIX  CPENCTB),
(GYHKIMOHMPOBAHUU M aKKPEAUTALIMH UCIIBITATENbHBIX J1a00paToOpHil.

2. TPEBOBAHMUA K PE3YJIBbTATAM OCBOEHUSA JUCHUITJIMHBbI

OcBoenne gucuUIUIUHBL «lIpUHIUIIBI  KOHTPOJSL KadecTBa JIEKAaPCTBEHHBIX
CPEIICTB» HamNpaBlieHO Ha (OpMUpOBaHHE y OOyYalOUIUXCS CIASAYIOIMIMX KOMIETEHIUN
(4acTu KOMIETEHITUN):

Tabnuya 2.1. Ilepeuenv kKomnemeHyui, opmupyemvix y 00yYaoOwuxcs npu

0CB80€HUU ducuunﬂuﬂbl (pe3yﬂbmambl 0OCB0O€HUA auCL}unJlqul)

Hudp

Komnerenuus

HNHaukaTopbl 1OCTHKEHHS] KOMIIETeHITHH
(B paMKax JaHHOW TUCHUTIIIUHBI)

OIIK-6.

CriocoOeH ompenensiTh METOIbl U
WHCTPYMEHTBI obecrieueHus
KayecTBa, MPUMEHSIEMbIEe B 00JacTh
oOpareHus JIeKapCTBEHHBIX CPEIICTB
C YYETOM JKH3HEHHOTO  IIMKJIa
JIEKApCTBEHHOTO CPEJICTBA

OIIK-6.3. Bmageer MPUHIIATIAMHA
KOHTPOJISI ~ Ka4yecTBa  JICKAPCTBEHHBIX
CPEJICTB, B TOM qyucie
O6unodapmaleBTHUECKUX IIPErapaToB
OIIK-6.4. CriocobeH omnpenesiTh METOIbI
¥ MHCTPYMEHTHI 00eCIIeueHHs KauyecTBa Ha
OTIpeICIEHHOM JTare >KU3HEHHOTO IIHMKIIa
JICKapCTBEHHOTO TIperapara

IK-2.

Crocoben
YTBEPKIaTh

paccMaTpuBaTh u

JIOKyMEHTAIHUIO,
CBSI3aHHYIO c MIPOU3BOJCTBOM
JIEKapCTBEHHBIX CPEJICTB, "
OpraHU30BBIBATH €€ BBHIIOJIHEHHE,
OIICHUBATh TPOU3BOJCTBEHHYIO U
OTUETHYIO JIOKYMEHTAIHIO,
Kacarolyrocs TEXHOJIOTHYECKHUX
MIPOLIECCOB

IIK-2.4. 3nHaer wMeroabl oOecreueHUs
Ka4yecTBa (hapMarieBTHIECKOM u
OonodapmaneBTHIECKON IPOAYKIIHH,
IIpaBuna KOHTPOJIA Ka4yecTBa
nexkapcTBeHHbIX cpeacTs (GLP)

MK-3.

Cnocoben pa3pabaThiBaTh u
OpPraHU30BBIBATh MEPOINPHUATHUSA T10
VIYYIICHNWIO0 Ka4eCcTBa BBITYCKaEMOM
MIPOYKIIVH, 3P PEKTUBHOCTH
(bapMareBTHYECKOTO TPOU3BO/ICTBA,
yCTpaHeHHI0  Opaka,  COIVIaCHO
NPUHIUIIAM ~ CTaHAAPTH3AIUUd U
KOHTPOJISl KauyecTBa JIEKapCTBEHHBIX
CpeICTB

IK-3.2. Bnajieetr HaBbIKaMU OpPTaHU3AIAH
paboTel oTnena obecredeHuss KaueCTBOM
(OOK) wm otmena KOHTpPOJISI KadecTBa
(OKK)

IK-3.3. 3Haer MIPUHIINATIBI
CTaHIapTH3aIlMM W KOHTPOJS KauecTBa
JICKapPCTBEHHBIX CPEJICTB

IK-5.

Crnoco0eH  MpPUMEHSATH  METOHbI
CTATUCTUYECKOTO YIIPaBJICHHS
Ka4yeCTBOM, CTATHCTHYECKHE METOIBI,

IIK-5.3. [IpuMeHsieT nosyyeHHbIe 3HAHUS
TSt MIPOBEACHUS BaJTHIAIAH
AHAJIMTUYECKUX METOJIUK, TPUMEHSEMBIX B




MIpUMEHsIEMbIe npu OLICHKE |[KOHTpOJie  KadecTBa  JIEKapCcTB  Ha

pE3yIbTaTOB UCIIBITAHUHN |IPOM3BOJCTBE W B  HCHBITATEIHHOU

TEXHOJIOTUYECKMX  MPOLECCOB U [abopatopuu

BAJINJALUN ITK-5.4. YmMmeer pa3pabarbIBaTh
aHAIMTUYECKHE METOJIMKH U BAJIUJTUPOBATh

Cnocoben opranm3oBbiBath |[IK-6.1. 3HaeT NpUHIMIBI BaTUJAIUH

BaJIMIALIUIO TEXHOJIOTMYECKUX |TEXHOJIOTUYECKUX MIPOLIECCOB u

MIPOIIECCOB u AHAIUTUYCCKUX |aHATUTHYECKUX METOJUK, KBATU(DUKAIIUIO

IK-6. METOJTUK, KBaJIM(UKALMIO |TIOMEIICHUH u 00opynoBaHus,

MOMEIIEHUH W 00OPYJOBaHHMS, |MHKEHEPHBIX CUCTEM

WH)KEHEPHBIX CUCTEM IIK-6.2. Cnocoben pa3pabarbiBaTh U
BaJINIMPOBATH AHAJTUTHYECKHUE METOTUKU

3. MECTO JUCHUIIJIMHBI B CTPYKTYPE OII BO

Jucuunnuna  «[IpuHOUIIBL

KOHTPOJIS

KaueCTBa JICKAPCTBCHHBIX CPCIACTB»

OTHOCHUTCA K BapHaTHBHOﬁ KOMITOHEHTE 0053aTeIbHONM YacTH 0JioKa 1 yqe6H0ro II'TaHa 1

SIBIIIETCS 00SI3aTCIIBHON TUCIIMILINHOM.
Huxn (paznen) OOIL: B1.0.02

Tabnuya 3.1. llepeuenv komnonenmos Ol BO, cnocob6cmeyiowux 00CmudiceHuro
3aniaHUPOBAHHBIX Pe3YIbMAmos8 0C80EHUS OUCYUNTUHBL




HIudgp

HaunumenoBanue
KOMIIETeHIIUH

[penmecrByromme
AUCHHUILIMHBL/ MOYJIN,

NPAKTHKHA*

IlI/ICIII/II[.]'[I/IHBI/MO,leJII/I,

Iocaenyromme

NPAKTHKHA*

OIIK-6.

Crniocoben OIpeeNsATh
METOIBl W  HHCTPYMEHTHI
obecrneueHuUs Ka4ecTBa,
OpUMEHsSeMble B  00JacTu
oOpalIeHusl JeKapCTBEHHBIX
CpencTB c y4eToM
’KH3HEHHOTO UKJIA

JICKAPpCTBCHHOI'O CPCACTBA

Pazpabotka u
perucTpanus
JIEKAPCTBEHHBIX CPEJICTB
Hanmnexarmas
perysisTopHas MpakTHKa

MK-2.

CrniocobeH paccMarpuBaTh U
YTBEPK/IaTh JOKYMEHTAIHIO,
CBSI3aHHYIO C
IPOMU3BOACTBOM
JICKApCTBCHHBIX CpPCACTB, U
OpraHH30BBIBAThH ee
BBIITOJIHEHHCEC, OLICHUBATh
MPOM3BOACTBEHHYIO U
OTUCTHYIO OOKYMCHTALMIO,
KacaroIycs
TEXHOJIOTHYCCKUX
IPOIIECCOB

Pazpabotka u
perucTpanus
JIEKAPCTBEHHBIX CPEJICTB
Hapnexamas
perysisTopHas MpaKkTHKa

PazpaboTka ®  KOHTpOIB
Ka4yecTBa (PUTONPEIapaToB
IIpoueccsl u anmaparsl B
HPOU3BOJICTBE
onodapmareBTHUECKOM
HPOTYKIUH

MK-3.

Cnocoben paspabaTeiBaTh U
OpraHU30BBIBATH
MEPOIIPHUATHS
YIYUIICHUIO
BBIITYCKaeMOU
3¢ heKTHBHOCTH
(hapmareBTUIeCKOro
MIPOU3BOJICTBA, YCTPAHEHUIO
Opaka, COTJIaCHO MPUHIIUIIAM
CTaHJIapTHU3AIMH U KOHTPOIIS
KauecTBa  JICKAPCTBEHHBIX
CpeACTB

1o
Ka4dycCTBa

TPOJTyKITUH,

IIpombineHHas
OHMOTEXHOJIOTUSI

Paspabotka u  KOHTpPOIb
KayecTBa (pUTONpEnapaToB
IIpoueccsl m anmaparsl B
IIPOU3BOJICTBE
ounodapmareBTHICCKON
POAYKIUH

ITK-5.

Crniocoben MPUMEHSITh
METOABl  CTaTUCTUYECKOIO
YIpaBIE€HUSA KayeCcTBOM,
CTaTUCTHUYECKUE  METOJIBI,
IIpUMEHSAEMBIE IIPU OLICHKE
pe3yIbTaToB UCTIBITAHU I
TEXHOJIOTHYCCKUX
MIPOIIECCOB M BAIHJIAINH

OCHOBBI DKOHOMHKH JUISI
(bapMareBTUYECKOro

TIPE TP THS
CTaTUCTHYECKUE METO/IbI
yIpaBIeHUS KAYECTBOM

IK-6.

CnocobeH OopraHn30BBHIBATH
BaJINIAIIMIO
TEXHOJIOTHYECKUX
MPOLIECCOB U AHATTUTUYECKUX
METOAWK,  KBTH(PUKAIIUIO
MOMEIIEHU u
o0opyIoBaHU,
WH)KEHEPHBIX CUCTEM




4. OFBEM JUCIHUATILIANHGI 1 BUJbI YYEEHOM PABOTHI

OO0miast TpyA0€MKOCTh AUCIHUIUIMHBI COCTABIISIET 4 3a4€THBIX €IMHMII.

Ta6nuya 4.1. Buowl yuebnoii pabomui no nepuodam oceoenus OIT BO o1a OYHOH
Gopmbl 06yuenus

. BCEI'O, Cemectp(-b1)
Buj yueoHoii pa6oThl AL 1 5 3 1

Konmaxmmnas paboma, ax.u. 72 12
B TOM YHUCJIE:

Jlexmmn (JIK) 18 18
Jlaboparopubie pabots (JIP) 18 18
ITpaktuueckue/cemunapckue 3anatus (C3) 36 36
Camocmosmenvhas paboma 00y4awuxcs, ax.u. 54 54
Koumponw (sx3amen/3auem ¢ oyenkoii), ax.u. 18 18
OO0mas Tpy10eMKOCTb JHCIUILTHHBI LS 144 144

3a4.e]. 4 4

Tabnuya 4.2. Buowr yuebnoii pabomul no nepuooam oceoenus OIT BO ona 3A09HOU
¢opmbl 06yuenus

. BCETO, CemecTp(-b1)
Buj y4eOHoii padoThI AL 1 5 3 1

Konmaxmmnas paboma, ax.u. 30 30
Jlexuuu (JIK) 16 16
Jlaboparopssie paboTts! (JIP) 4 4
[Mpaktrueckue/cemunapckue 3austus (C3) 10 10
Camocmosmenvuas paboma 06y4aouuxcsl, ax.u. 96 96
Konmponw (sx3amen/3auem c oyenxoti), ax.u. 18 18
OO01mast Tpy10eMKOCTh AHCHMIIIHHBI a1 144 144

3a4.el. 4 4

5. COAEP KAHUE JUCHUIIJINHBI
Tabnuya 5.1. Codeparcanue oucyuniunvl (Mooyis) no euOam y4eorou pabomol

Ne |HammeHoBaHme pa3jaesia Conep:xanue pa3zjaena Bun
/N |AMCHHUILIHHBI y4eOHoi
padoThl

1 |OyHpameHTaNbHBIC Mecto GLP B cucreme GxP - cucrems[JIK, ITP

KOHIICTIITUH U
TEPMUHOJIOTHS,
UCTIONTb3yeMasi PH
yIpaBJIEHUN KaueCTBOM,
0€30MacHOCThIO U

3P PEKTUBHOCTHIO

MCIUIMHCKUX ITPEIapaToB.

JOKYMEHTAIlUN 10 CO3JaHHI0, IPOHU3BOJICTBY,
XpaHeHuto u obpaiuenuto jiexkapcts (GLP-GCP-
GMP-GDP-GPP-GSP). TIlpuembl peaim3amnuu
npuniunoB  GLP  wa  ¢dapmaneBTrueckom
TPEIPUSTHH. VYnpasnenue Ka4eCTBOM,
0€301acHOCTbIO u 3P EKTUBHOCTHIO
(bapmareBTUIeCKOn MpOAYKIMEH c
ucrojib3oBanueM koHneniuu GxP, ISO 9001.

AKKpeauTanus
HCIILITATEILHBIX

TpebGoBaHMsI K HUCHBITATEIbHBIM JTAOOPATOPUSIM.
OTanbl aKKpeIuTauuu. AKKpEeIUTYIOINN OpraH.

JIK, ITP




nabopaTopuid

3 |[[loxxozsl K MOCTPOCHUIO Crpykrypa mnpeanpustus, poiab u ¢yakuuu|JIK, ITP, JIP

CUCTEMBI 00ecreueHus otaena obdecrieuenus kauectsoM (OOK) u otnena
Ka4ecTBa NPOAYKIIUH. KOHTPOJIA KadecTBa (OKK) Ha
(hapmareBTHIeCKOM MPEATPUSITHH.

JIOJIKHOCTHBIE MHCTPYKLMH, KOJUIEKTUBHAs |
HEepCOHaNbHas OTBETCTBEHHOCTb. TpeboBaHMs
roctr P HCO 9001-2008  «Cucrema

MEHEP)KMEHTa  KadyecTBay. CrangaptHble
onepauronssie npoueaypsl (COII).

4 |KoHTpoJIb KauecTBa Mpu AHanmutuueckass ciyx6a npemnpusTus — kak|JIK, ITIP
JICKapCTBEHHBIX CPEJICTB HA |cHCTeMa OOECIEYeHUs KOHTPOJs KadecTBa Ha
IIPOU3BOJICTBE U B BCEX CTaausAxX aHanu3a. Bunuel aHamuza B
UCIIBITAaTeIbHON 3aBUCMMOCTH OT €ro Ha3HauyeHus. MeTton u
nabopaTopuu. METOJMKa aHaln3a. XUMHYeckue Hu (usmko-

XUMHYECKHE METOBI aHAIN3a, TIPUMEHSFOIIUECS
JUIL BXOJHOTO KOHTPOJISL CBHIPbSl Pa3IM4IHOTO
MPOUCXOXKACHUS (PACTUTEIBHOTO, XUMHUYECKOTO,
MHKPOOHOT0),  KOHTPOJS  MPOMEXYTOYHBIX
IPOJYKTOB, BCIIOMOTATENbHBIX BEHIECTB |
KOHTpOJII ~ KayecTBa TOTOBOW  MPOAYKIIHH.
HopmatuBHass ~ IOKyMEHTAIHs. OcHOBHBIE
UCTOYHHWKH, MNYTH M TPHYUHBI  IONATaHUSL
MHUKPOOOB-KOHTAMHUHAHTOB B chepy
IPOM3BOICTBA M TOTOBYIO Ipoaykuuio. [IpoBepka
CTEpHIIBHOCTH, MHUKPOOHOIOTHIECKUAX
nokasatenei, TecTsl 3p(HEKTUBHOCTH U METOJIbI,
UCTIONB3yeMble  JUIS  aHalh3a  Pe3yiIbTaToB.
Kpanuduxanus mabopaTopHOro 000pYAOBaHHUS.
Attecranisi W TIOBepka  J1aboOpaTopHOTO

000py/IoBaHusl.
5 |Pa3pabortka ananutnueckux |Pa3zpaborka meronuk anamuza. dtansl. [loaxoasr|[JIK, 1P, JIP
METOIUK K aHAJIM3y MHOTOKOMITOHEHTHBIX JIEKaPCTBEHHBIX
CPEIICTB

6 |Bamupanus ananutndeckux |Bamupmamus — meromauk  uaeHtudukamuu - u|JIK, TP, JIP
METO/IMK, TPUMEHSIEMbIX B |KOJIMYECTBEHHOTO  ompezenenus.  Tpancdep

KOHTpOJIE KauecTBa AHAIUTUYECKUX METOJIUK.
JIEKapCTB.

7 |YnpaBieHue KaueCTBOM. VYnpaBieHue KadecTBOM (Koppektupytomue,| JIK, TIP
CaMouHCHEKIUS U ayAUT. | pEryIHpYIOIINeE, MpeayNnpexaaome
Pabota ¢ nepconanom. necTBus). CaMouHCHIEKIIMST W ayAuT.

[Ipouenypa mnpoBeNEeHHS CAMOWHCIEKIUH U
BHYTPEHHEIr0 ayAuTa, NPUHIMUIBI BHECEHUS
H3MEHEHNHU u aKTyaJin3alus nmpoucaypsl
BHYTPEHHETO ayAuTa, MOAXOAbl K aHajIu3y
pe3yIbTaTOB BHYTPEHHETO ayAWTa W BHECEHUE
KOPPEKTUPYIOIIUX IEHCTBHUI B pabOTy CHCTEMBI
MCEHEC/’KMEHTA KayeCTBa Ha B HCOBITaTEILHON
naboparopu  Ha ~ OCHOBE  Pe3yJlbTaTOB
BHYTPEHHETO ay/IUTA.

* - sanmonHseTcs Toibko 1o OUHOM dopwme obyuenus: JIK — aexyuu, JIP — nabopamopuwvie pabomut; 1P
— npakmuyecKue/cCeMUHapcKue 3aHsamusl.



6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUE

JUCHHUIIJINHBI

Tabnuya 6.1. MamepuanvHo-mexuuyeckoe obecneyerue OUCYUNIUHbL

Tun ayauropuu

OcHauleHne ayIMTOPUH

Cnenuaju3upoBaHHOE
yuyeOHOe/1a00paTopHOE
odopynoBanue, [0 u maTepuabl
JJ151 OCBOEHMSI THCHMILTHHBI
(1ipu HE0OXOAUMOCTH)

Ayautopus Ne 636 a1 npoBeeHust
3aHATHH JIEKIIMOHHOT'O THIIA,
OCHaIllEHHAsT KOMIIJIEKTOM
CIIEeIUATU3UPOBAHHON MeOeIH;

Kommekr
CHelHaIu3upOBAaHHON Mebenu;
TEXHUYECKUE CPECTBA:
MybTUMEIUIHBINA TPOEKTOP
Everycom

Hoytoyx Lenovo Thinkpad
L530 Intel Core i3-

Jlexmponas JIOCKOM (3KpaHOM) M TEXHUYECKUMU 2370M_2.4GHz/DDR3 4 GB,
cpencTBaMu MyJIbTUMEIHA lmT
Mpe3eHTalNM. OO6ecniedeH BBIXO/ B HHTEPHET.
KommutekT npesenranuil.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Kommiext
Ayautopus Ne 636 1 npoBeaeHus CrICHHATH3MPOBAHHON MeOeH;
3aHATUN CEMUHAPCKOIO THUIIA, TCXHIICCKHC fpeHvCTBa:
TPYIIOBBIX U UHJIMBUAYaIbHBIX MyiIbTHME I MAHBIN IIPOCKTOP
Mpaxieckie KOHCYJIbTAIINH, ;reKymero KOHTPOJIA U E[\(I)i,?/g;KmLenovo Thinkoad
MIPOMEKYTOUHOM aTTECTaIlUH, i
st/ OCHAILICHHAs! KOMIIJIEKTOM L530 Intel Core i3-
Cemithapekas CHenualn3upoBaHHON MeOenu U 2370M_2.4GHz/DDR3 4 GB,
TEXHUYECKUMHU CPEACTBAMU ImT
MyJTHTHME/THA TPE3CHTAIIHL, ObecrieyeH BBIXOJ] B MHTEPHET.
KommiekT npe3eHTaruii.
Windows XP, Microsoft Office 2007,
Microsoft Security Essentials
Poropnslii  ucnapurens RV
IKA Werke GmbH. RVS; pH-
metp saboparopusiii AHMOH-
4100  «EBpocranmaptr  TII»,
Jlaboparopus I1-13: r.CaHKT - [TerepOypr;
JlaboparopHast Kommekt cnenuanu3upoBaHHOM [Tna3MeHHbI KOMIIJIEKC
paborta mebenu; TexHnueckue cpeacTna. lopeiaeiy  TTI37-10. 000
«AcpomT» Poccus;
PoTanuoHHEBIH BUCKO3UMETP

Brookfield DV3TLV ¢ nmoBepkoii
(CIIA; ®upma  «Brookfield
Engineering Laboratories, Inc»);




CnennajJu3npoBaHHoOe

yueOHoe/1adopaTopHoe

Tun ayauropuu OcHaulenne ayIMTOPUM odopynoBanue, [0 u maTepuabl

JJ1 OCBOCHMSI THCHUILTHHBI
(TIpm HEOOXOAMMOCTH)

YapTpa3BykoBOn reHeparop
N100-840; [Tpubop
AKOJIOTUYECKOTO KOHTPOJIA
«buotokc-10M»;

buaucrunnsarop CTEKJITHHBIN

BC; Bech aHAJUTUYECKIE
PA64C «OHAUS».

Komnnexr
CHeIUAIM3UPOBAHHON Mebenu;
TEXHUYECKUE CPEICTBA:
MynbTUMEIUIHBINA TPOEKTOP

Ayautopus Ne 636 nis Everycom
CaMOCTOSTENILHON paboThI Hoyt6yk Lenovo Thinkpad
i};fii(;i?;;;;oﬁ 00y4aroIuXxcst, OCHAIIICHHAS L530 Intel Core 13-
KOMILJIEKTOM CIIEUATM3UPOBAHHON 2370M_2.4GHz/DDR3 4 GB,
padoe! MeOeIIM M KOMITBIOTEPOM C AOCTyrmoM | lmir
B OMOC. ObecrieyeH BbIXOJ] B UHTEPHET.
Kommekt npe3enrarui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
7. YYEBHO-METOJINYECKOE n NH®OPMAIIMOHHOE

OBECIIEYEHUME JUCIUIIJINHBI

OCHOBHAS TUmepamypa.

1. Koutpons kauecTBa JiekapcTBeHHbIX cpencTB / [Inerenéna T. B. , Ycenenckas E. B. -
Mocksa : I'90OTAP-Meaua, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - Tekcr :
anektponnslii  //  OBC  "Koncynmprant crygenta" @ [caiitr]. - URL
https://www.studentlibrary.ru/book/ISBN9785970448359.html (mata oOpareHus:
26.05.2022).

2. Pamenckas, I'. B. Kortpons xadecTBa U cTaHaapTH3alMs JEKapCTBEHHBIX CPEACTB /
nox pea. Pamenckoii I'. B. , Opna6aesoii C. K. - Mocksa : [DOTAP-Meaua, 2020. -
352 c. - ISBN 978-5-9704-5412 1. - Tekct : anextponHsblil / DBC "KoHCcynbTaHT
cTyneHra” [caiit]. - URL :
https://www. studenthbrary ru/book/ISBN9785970454121.html (mata oOparieHus:
26.05.2022).

O0ONOIHUMENbHAS TUmepamypa.

1. Mapaxosa A.MN. m pp. DoTOMETpUYECKHE METOABI IOIYYEHUS B aHAJIN3E
JIEKapCTBEHHOI'0 PACTUTEIBHOTO ChIPb W IpenaparoB Ha ero ocHore. M., PYJIH,
2015. 155c.



2. Kommenrapwii k pykoBoacTBY EBpomnetickoro Coro3a mo Hajjexamien mpakTuKe
IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB AJIs YEJIIOBEKA U IPUMEHEHUS B
BerepuHapuu, M.: Uzn-Bo «Ilepoy», 2016. 495 c.

3. PyKOBOACTBO MO WHCTPYMEHTAJIbHBIM METOJAaM HCCICIOBAaHWHA TpPU pa3paboTKe H
DKCIEPTU3€ KauecTBa JIEKAPCTBEHHBIX mnpenaparos. [lon penmakiueil bbIkKOBCKOro
C.H., Bacunenko U.A. u ap. M.: U3n-Bo «Ilepo» 2014. 656 c.

HOPMAMUBHO-Npagosas 6asa:

1. ®enepanpubiii 3akoH «O0 0OpaleHUH JTEKapCTBEHHBIX cpeacTB» OoT 12.04.2010 Ne

61-D3.

®enepanbhbiil 3akoH «O TEXHUUECKOM peryaupoBanum» ot 27.12.2002 r. Ne 184-D3.

ICH Q9 «Ymnpasnenue puckamu no kadectBy» " (Quality Risk Management);

ICH Q10 «®apmarieBTHYECKasi CUCTEMA KaueCTBaY;

ISO 9001:2008 «Quality management systems. Requirementsy;

I'OCT P 52429-2009 «Opranuzanusi OpOU3BOACTBA U KOHTPOJS KayecTBa

JIEKaPCTBEHHBIX CPEJICTBY

4. TOCT P 52537-2006. «IIpon3BoacTBO JEKAapCTBEHHBIX cpenctB. Cucrema
oOecrieyeHus! KauyecTBay.

5. T'ocymapcrBennas @apmakores Poccutickoit @eaepanuu. Mzn. X, 4. 1. — M., 2007.
— 696c.

6. Hamnexamass mpoW3BOJCTBEHHAS TPAKTHKA JICKAPCTBEHHBIX CPEICTB. «MOPHOHY,
Kues 1999.

7. Tlpou3BoAcCTBO JeKapCTBEHHBIX cpencTB. Jlokymenrtanusa". OOmue TpeOoBaHUS.
[IpumepHBbIe

8. "IIpoW3BOACTBO  JIEKapCTBEHHBIX  cpeAcTB. llepcoHan  ¢apmameBTUYECKHX
npennpustuit" MY 64-09-001-2002, M., 2002r.

9. «Opranuzanus v MOPSIOK MPOBEICHUS METPOJIOTUYECKOM IKCIIEPTU3bI HOPMATUBHOMN
nokymeHTanun», MY 64-02-02-2002, M., 2002r.

10.0CT 64-02-001-2002. KoHTpOIBHO-aHATUTUYECKHE U MHUKPOOHMOIOTHYECKHE
naboparopur OTK mpOMBITITIEHHBIX MPEANPUATHN, TPOU3BOASAIINX JICKAPCTBEHHbIE
cpenctBa. TpeOoBaHUS U MOPSATOK AKKPEAUTAIIHH.

11.0CT 64-02-003-2002 «ITponykuus MEIUITHCKON MPOMBIIIEHHOCTH.
TexHonoruueckue peraamMeHTsl Mpou3BoAcTBa. CoaepkaHue, MopsIoK pa3paboTKH,
COTJIACOBAHUS U YTBEPKICHUS.

12.OCT 91500.05.001-00. CtangapTsl KayecTBa JEKapCTBEHHBIX cpeacTB. OCHOBHBIE
MIOJIOXKCHHS.

13.0CT 91500.05.0002-2001. TocynmapcTBeHHBI HH(POPMAIMOHHBIA  CTaHIAPT
JeKapcTBEHHOTo cpeAcTBa. OCHOBHBIE MOJIOKEHUS.

14.0CT 64-803-01 Tapa TtpaHcnopTHasi, TpyImoBas U MOTpeOUTENTbCKAS IS
JICKaPCTBEHHBIX CPEJCTB. TepMUHBI U OTIPEIeICHHUS.

WOk own

nepuooudecKue U30anus.

Pa3paboTka 1 peructparus JIeKapCTBEHHbBIX CPEJICTB,
dapmanus,

XUMUKO-(hapMaleBTUYECKUH KypHAI,

dapmarexa,

Pemennym,

MenunuHCcKui OM3HeEC,

Sk owdE



7. ®apmaxowm,
8. dapmareBTHUECKasi IPOMBILUIEHHOCTb.

Pecypcvr ungpopmayuonno-menekommyHuxkayuourou cemu « Mumepnemy:
1. ObC PYJIH u croponnne OBC, K KOTOPBIM CTYJICHThl YHUBEPCUTETA UMEIOT
JIOCTYII Ha OCHOBAHMH 3aKJIFOYCHHBIX JOTOBOPOB:
- DnekTpoHHo-0ubnoreunas cucrema PY/IH — ObC PY JIH
http://lib.rudn.ru/MegaPro/Web
- OBC «YHuBepcuterckas oubanoreka oniaia» http://www.biblioclub.ru
- OBC HOpaiir http://www.biblio-online.ru
- OBC «KoncynpTant cTyaeHTa» Www.studentlibrary.ru
- OBC «JIanp» http://e.lanbook.com/
- ObC «Tpoutikuii MOCT»

2. ba3bl JaHHBIX U TTOMCKOBBIE CUCTEMBI:

- 3JIEKTPOHHBIN (OH IPABOBOW M HOPMATUBHO-TEXHUYECKOMW IOKYMEHTAITUH
http://docs.cntd.ru/

- mouckoBas cucrema Sunekc https://www.yandex.ru/

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

-pedepatuBHas 6a3a ganasix SCOPUS
http://www.elsevierscience.ru/products/scopus/

- OenepalbHBI HHCTHTYT MPOMBINUICHHOM cobcTBeHHOCTH (DUIIC)
https://new.fips.ru

Yuebno-memoouueckue  mamepuanvt 011 CAMOCMOAMENbHOU  pAOOMbl
00yuaruuxcsa npu 0C80eHUU OUCYUNTUHBL/MOOVIA:

Memoouueckue pekomenoayuu no HANUCAHUIO U 3awume peghepamos
Pedepar no muctumniamHe «[IpuHIUIIBI KOHTPOJIS KauecTBa JEKAPCTBEHHBIX CPEIICTBY»
ABJISIETCS] PE3YJIbTATOM UHJIUBUAYaJIbHON WM KOJUIEKTUBHOM (B IPYIINax Mo 2 4eJI0BEKa)
paboThI CTYJIEGHTOB M OTPa)kaeT CIIOCOOHOCTH UCTIOTHUTENIEH K CAMOCTOSTEILHON padboTe
C JIUTEPATYPOU U HABBIKW aHATIN3a KOHKPETHOMN MIPOOIEMBI.
Jlns manucaHusi pedepara PEKOMEHIYETCS HCIONb30BaTh Y4YeOHYIO, HAay4dHYIO U
CIELUATIBHYIO HAYYHO-TIPAKTUYECKYIO JINTEPATYPY.
Crtpykrypa pedeparta
1. Beegenue
2. OcHOBHBIE pa3/ienbl (TIaBkl, naparpadsb)
3. 3akitoueHue
4. CriucoK UCTIOb30BaHHOM JIMTEPATYPhI
5. Ilpunoxenue

Bo BBeneHun xapaktepusyercs aKTyalbHOCTh MPOOJIEMBI, 1elbh W 3a7aud paboThI,
JTAeTCs KpaTKas XapaKTepUCTHUKA UCIIOJIb3yeMbIX MaTePHUaJIOB.

OcHOBHBIEC pa3feNbl padOTHl COACPKAT KAK TEOPETUUYCCKUM, TaK U aHATUTHYECKHUA
matepuan. [[ns HamucaHus TEOpPETHYECKOW dYacTh pedepara HEoOXOIUMO H3YYUTh
auTEpaTypy Mo AaHHOW Teme (y4eOHUKH, yuyeOHBbIE MOCOoOMs, MOHOrpaduu, CTaThbu B
MEePUOINYCCKUX U3TAHUAX U T.11.). TeopeTudeckuii pa3iesn J0DKEeH MOoKa3aTh, YTO CTYIAEHT
3HAKOM C MyOIMKAIMSIMH 110 paccMaTpuBaeMoii mpodieme. BaskHo BBIpa3uTh COOCTBEHHOE
MHEHHE B OTHOIICHUH MO3ULUNA TOTO WJIM MHOTO aBTOPA WM COAEPKAHUS UCTI0JIb3yEeMOT O
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nokymenTa. [Ipu ncnonp30BaHIH MPSIMOTO UTUPOBAHUS 003aTENIBHO JIEIaTh CCHUIKH Ha
UCTOYHHUK C YKa3aHUEM CTPAHULL.

AHaIUTUYECKUI pa3/ie] OCHOBBIBAETCS Ha (paKTUUECKOM MaTepuaine. [l HanucaHus
3TOro paszziena MOTyT OBbITh HCIOJIb30BaHbl Pa3IMYHble HCTOYHUKUA HHPOpMALUU:
CTaTUCTUYECKHUE JIaHHble, HOPMATHBHO-TIPABOBBIE AaKTHI, PE3YJbTaThl CIELUAIBHBIX
o0cie10BaHui, MaTepHalibl HAyYHO-IIPAKTUUECKUX CEMUHAPOB, KOH(EPEHLUH U JIp.

PaGota Oyner Oosiee MHTEPECHOH, €M (PaKTUYECKUH MaTepuai paccCMaTpUBAETCs B
nuHaMuke. /g HarmsgHOCTH M ynoOcTBa aHanu3a HUQPOBBIE JaHHBIE MOTYT OBITh
cBezieHbl B Tabiuubl. Ecau nudpoBoit MaTepuan 3aHUMAaeT 00JIbII0N 00beM, ero cieayer
TIOMECTHUThH B MPHIIOKEHUH.

3aKknrounTeNbHAs YacTh pedepaTa JODKHA COJEPKATh BBIBOJBI U MPEAJIOKEHHS 11O
KaX/0My paszzieny u no padote B 1ieioM. OHU JTOJKHBI JIOTMUECKU BBITEKaTh U3 paHee
HalKMCaHHOTO MaTepuaa.

[Tocne 3akitoueHns B paboTe NOMEIIAETCsl CIUCOK MCIIOIb30BAHHOM JINTEPATYPBHI.

O6muii 06beM pedepara: 20-25 cTpaHHI] MAIIMHONMUCHOTO TeKcTa popmaTa A-4.

Pe3ynbraThl uccienoBaHus, MPEACTABICHHOTO B pedepare, 0hOpMIISIOTCS B BUIE
JTOKJIaJIa ¥ €r0 MPEe3eHTALUH.

Hpaewza noseoeHust U MexHuKu Oe30nacHoCmu 8 XUMUYeCcKoll ﬂa60pam0puu

1. Henb3st HaxoauThcsi B JabopaTopuu B BepxHed onexnae. Cnemyer pabortathb
o0s3aTenbHO B Xanare. Kareropudecku 3anpeniaercsi IpUHUMATH MUY, TATh BOAY B
naboparopun. Henb3s pabotars B 1abopaTopuu B HEYCTAHOBICHHOE BPEMSI.

2. K BbITIOJIHEHHIO JTAOOPATOPHOM pabOThl MOKHO MPHUCTYMNATh IMOCJE TIIATEIHHOTO
U3YYCHHS] METOJUKHU U TIPaBUII pabOTHI C MPUOOpaMHU.

3. Ha pabGodeM cToie MODKHBI HAXOMUTHCS HEOOXOIUMBIE PEaKTUBBI, 00OPYI0OBAHHE,
nocyna, padouuii xxypHai. Henws3st cTaBuTh Ha pabounii CTOJ MOCTOPOHHUE MTPEAMETHI
(cymku ). CKIISIHKH ¢ pEaKTUBAMHM JIOJIKHBI OBITh CHA0KEHBI ITUKETKAMHU U 3aKPBITHI.

4. Ilocne okOHYaHUSI PAOOTHI CIAEAYET BBIMBITH MOCYAY, OTKIIOUUTH 3JIEKTPOIIPHOOPHI,
BBIKJIIOYUTH BOJY, IPUBECTU B OPSAOK pabouee MECTO U CaTh €To JIaOOpaHTYy.

5. Cnenyer coOmrofaTh OIpeneieHHblEe MpaBHia Npu paboTe ¢ peakTUBaMU: e
KOHIICHTPUPOBAHHBIE PACTBOPBI KUCIIOT 3alIPEIIAeTCsl BEUIIUBATH B PAKOBUHY, ® HEIIb35
NyTaTh KPBIIIKM OT CKISTHOK M OaHOK, 3TO BEAET K 3arps3HEHUI0 pPEaKTHBOB, ®
HEJIOMYCTUMO OpaTh TBEp/ble PEAKTHBBI pyKaMH, HIOXaTbh, MPOOOBAaTh UX Ha BKYC, ®
IIPY HaJMBAaHUU PAaCTBOPOB IOJIb3YIOTCSI BOPOHKOM, JIMIIIHEE KOJIMYECTBO pEaKTHBA
HEeJb35 BBUIMBATh 00PATHO, 1JIsl 3TOT0 UCIOJIb3YETCs KOJI0A C HAJIMUCKIO «CITUBY, ® IPU
oTbope npod pacTBOPOB KHUCIOT U IIEN0YEH, OPraHUYECKUX >KUIKOCTEH UX CIeqyeT
HaOuWpaTh B MUIETKY C MOMOIIBIO TPYyIIM WIM jgo3aTopoM, e cciemnyemsie
ONTUYECKUMH METOJJaMU PACTBOPHI HEJb3s OCTaBISATh B KIOBETHOM OTJICJICHHUU
npubOpoB, ocie paboThl KIOBETHI TIATENBFHO MPOMBITH U BBICYILIUTH.

IIpasuna oghopmnenus pabomol 6 1a60PAMOPHOM JHCYPHATLE

1. Hanucats Ha3BaHue paboOThI, 1Iedb pabOThl U TEOPETHUUYECKHUE BBEJIEHHE (OCHOBHBIC
3aKOHBI, ypaBHEHUs, GOPMYIIbI, SCKU3bI TpaduKOB);

2. B JKcnepuMEHTaNbHOM 4YacTH yKa3aTh pPEaKTUBBI M 00OpYAOBaHWE, YCIOBUE
IPOBEJICHUE JKCIIEPUMEHTa (TeMIlepaTypa, KOHLUEHTPALMU PACTBOPOB U MX pacyer,
JUTMHBI BOJIH U T.J1.);

3. PesynmbraTel  M3MepeHMH H  PAacy€TOB 1O  AKCIEPUMEHTAIBHBIM  JIaHHBIM,
NpeCTaBICHHBIC B BUI€ TAOIUI] U TpaUKOB, IPUBECTH B TETPAJIH.
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4. 3anucaTh BBIBOJ WK 3aKIIOUEHUE O pe3ysibTaTax padoThl.

5. OTBeTUTHh Ha BOMPOCHI JUIisi caMOoKOHTpousist. [Ipumeuanue. Bce 3anucu B TeTpaau
JOJKHBI OBITH BBIIIOJIHEHBI YEpHUJIAMH, IpaUKd — HA MUJUIMMETPOBOM Oymare c
yKa3aHHEeM MacluTada M pa3MEpHOCTH BEJIMYMH Ha OCAX X-y. I'papuk noikeH ObITh
03aryiaBlieH U BKJIEEH B XKypHall. PekoMeHayeTcs CTpOUTh IpauKOB B AJIEKTPOHHOM
Buze npwioxkeHus EXEL W i JMHEWHBIX 3aBUCUMOCTEW TOYHO OIPEAEIATh
rapaMeTpsl perpeccui.

8. OIIEHOYHBIE MATEPHAJIBI " BAJLUIbHO-PEUTHHIOBASI
CUCTEMA OLLEHUBAHUWA YPOBHA COPOPMHUPOBAHHOCTH
KOMIIETEHIMH 11O JUCHUIIJIMHE

OreHoYHBIE MaTepuaabl U OaUTbHO-PEUTUHIOBass CHCTEMa OIICHUBAHMS YPOBHS
c(hOpMUPOBAHHOCTH KOMIIETCHIIMK (YacTH KOMIIETCHIIMH) TI0 HWTOraM OCBOCHHS
JUACIUIIIUHBL «I[pUHIKMIBI KOHTPOJIA KaYecTBa JICKAPCTBEHHBIX CPEACTBY» MPEACTABIICHBI
B [Ipunoxxennu K HacTosmel Pabodeit mporpamme JUCITATIITAHEIL.

PA3BPABOTYUKMU:
Ipodeccop UBXTH, n.¢papm.H. A.. MapaxoBa

PYKOBOJIMUTEJIb OYII:

A
[
Jupextop UBXTH, npogeccop a.x.H. %A ' g/t AM. CrannmeBckuii

PYKOBOIUTEJIb OII BO: i
Jupexrop UBXTH, npogeccop a.x.H. [Ap g/f@‘v - SI.M. CranumeBckui
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[Ipunoxenue
DPI'AOY BO «Poccuiicknii yHHBEPCUTET APYKObI HAPOA0B»
NHcTUTYT OMOXUMHIYeCKOH TexHoJI0rnu U HaHoTexHoJoruu (MUBXTH)

®OH/I OLIEHOYHbLIX CPEJICTB

O YYEBHOM JUCHUILJINHE

HDI/IHHI/IHBI KOHTPOJIA Ka4€CTBA JICKAPCTBCHHBIX CPCACTB

(HaMMEHOBAaHUE TUCIUTUINHBI)

33.04.01 IIpombeitutienHas dhapmaiys

(KOZ[ 1 HAMMCHOBAHUEC HAIlpaBJICHUSA HOZ[FOTOBKI/I)

«BI/IOd)aDMaI_IeBTI/ILIeCKHe TCXHOJIOTHMH U VIIPABJICHUC d)aDMHDOI/IBBOI[CTBOM»

(HanMeHOBaHME MTPOQUIIS TOITOTOBKH)

Marwuctp

KBanudukanus (cTerneHp) BITYCKHUKA
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Hanpasnenue 33.04.01 «IIpomMbinuieHHas hapManusy

HDOd)PIJ'IB «BI/IOd)aDMaHeBTI/ILIeCKI/IC TCXHOJIOTMH U YITPABJICHUEC d)aDMHDOI/IBBOI[CTBOM»

I[I/ICI_II/IHJII/IHa ((HDI/IHHI/IHBI KOHTPOJIA Ka4CCTBA JICKAPCTBCHHLIX CPEACTB»

Koa xoHTpoMpyeMoi KOMIIETEHIIUU

KonTponupyemslii pazien TuCHUILIHbL

AynuropHa
st paboTa

CaMocTosITenbH

ast pabota

9K3ameH

JIP

Pedepar

OIIK-6.
[1K-2.
I1K-3.
[1K-5.
I1K-6.

1.®yHnameHTanbHble KOHUECTIINY U
TEPMHUHOJIOTHS, HCIIOJIb3yeMasi TIPH YIPaBICHUU
Ka4yeCcTBOM, O€30MacCHOCTBIO U 3()PPEKTUBHOCTHIO
MEAWIIMHCKUX MTPETapaToB.

2.AKKpeIuTanus UCIbITaTeNIbHBIX JabopaTropuid

20

3.IToax0IbI K TOCTPOSHUIO CUCTEMBI OOSCTICUCHUS
Ka4yecTBa MPOJIYKIIHH.

4.KoHTpoJb KayecTBa MpH JIEKAPCTBEHHBIX
CpPE/CTB Ha MPOU3BOJCTBE U B UCIBITATSILHON
1abopaTopuu.

20

5.Pa3paboTka aHATMTHYECKUX METOIHK

6.Banupanus aHaTUTHYECKUX METOIMK,
MIPUMEHSEMBIX B KOHTPOJIE Ka4yeCTBa JIEKaPCTB.

7.Yupapnenue kauectBoM. CaMOMHCTIEKIIHS U
aynut. PaboTa ¢ mepconanom.

20

20

20

Hroro:

100 6ass10B

JIP — naboparopHble paboThI
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Bonipoch! 1J1 MOATOTOBKY K 3alUTe JIA0OPATOPHBIX padoT
Ilo AUCHUIIJINHE «HpI/IHI[I/II[LI KOHTPOJIA Ka4YeCTBAa JICKAPCTBCHHBIX CPEIACTB»

JlaGoparopHasi padora Nel

=

w

o

~

10.
11.
12.

13.
14.

[Ipunnumne cocraienus u pazaensl COIl. Axkryanuzamnus u goctynHocts COII B maGopaTopun.
[TonsiTHE O cTaHIAPTHOM onepauMOHHOM ITpoueaype. HazHauenue u pa3zenbl CTaHJapTHOM
orepaloHHoi npouenypsl. COCTaBUTENIN U OTBETCTBEHHBIE.

Ponw COII B koHTpOJIE KayecTBa JICKAPCTBEHHBIX CPEACTB U CAMOKOHTPOJIE.

Mecto GLP B cucreme GXP — cucTeMbl JOKYMEHTAIUU 110 CO3/IaHUIO0, TIPOU3BOICTBY, XPAHEHUIO
u obparienuto siekapcts (GLP-GCP-GMP-GDP-GPP-GSP).

[Tpuems! peanuzanuu npuniunoB GLP Ha dapmanieBTHUECKOM NpEeIPUITUH.

VYnpasieHue KauecTBOM, 0€301MacHOCThIO U 3(pPEeKTUBHOCTHIO (hapMalleBTHUECKON MPOAYKLIUEH ¢
ucroyp3oBanueM koHnenuu GxP, ISO 9001.

TpebGoBaHust K IEPCOHATY UCTIBITATEIBHOM JIa0OpaTOPHH.

CTpyKTypa HOpMaTUBHOI TOKYMEHTAllUU Ha JIEKapCTBEHHBIN npemnapart. [lonstue 06 obmux u
YaCTHBIX (DApMAKOTIEHHBIX CTAThsIX.

Teopus ciektpodoromeTpuyeckoro meroaa. [Ipumenenne cnekTpoOoTOMETpUHN B KOHTPOJIE
KauecTBa JIEKAPCTBEHHBIX MPEMapaToB.

Teopus Turpumerpudeckoro Merona. [lpumMenenne THTpUMETPUN B KOHTPOJIE KauecTBa
JIEKaApCTBEHHBIX IIPENapaToB.

Opranu3zaiiys XpaHeHus JIEKapCTBEHHBIX CPEACTB B UCIIBITATEIbHBIX JIA0OPATOPHSIX.
ApOutpakubie 00pasIbl.

CtpyKTypa MpOTOKOJIa aHAIH3A.

KoHTpouss kayecTBa BO/IBI OUHILEHHOM.

Benenue nabopatopHoro xypHaia, Kak HeoTbemiemas yactb GLP.

JIaﬁopaTopHaﬂ padora Ne2

SARE I A

8.
9.
10.
11.

12.

13.
14.

IToxxomas! kK pa3paboTKe aHATUTHUECKOW METOAMKH: 0OOCHOBaHME BbIOOpa MmapaMeTpa
CTaHJapTU3aL1H, METO/1a aHAJIN3A.
[Tytu noctuxenus cneunGUIHOCTH IpU pa3paboTKe aHATUTUYECKON METOAUKH.
AKkpenuTanus 1abopaTopuu B CUCTEME TOCYJapCTBEHHON aKKpeAUTALUU. JTallbl.
Axkpeauranys 1a00paTOpUM B CUCTEME FOCYIapCTBEHHON akKpeauTanuu. JlokymeHTanus.
Camouncnekus 1 ayaut. [Iponeaypa npoBeeHus: CaMOUHCIIEKIIMM ¥ BHYTPEHHETO ay/INTa,
IIPUHLIMIIBI BHECEHMSI U3MEHEHUH U aKTyaJau3alus IpoLeAYypbl BHYTPEHHETO ayAUTa, IOIXOAbI K
aHaJIN3y pe3yJIbTaTOB BHYTPEHHET0 ayJJuTa U BHECEHUE KOPPEKTUPYIOUINX AeHCTBUM B paboTy
CHUCTEMBI MEHEIKMEHTA KaueCTBA Ha IPOU3BOACTBE Ha OCHOBE PE3YyJIbTAaTOB BHYTPEHHEIO ayIUTa.
OO6s13aTenbHas perucTpallMoHHas T0KyMEeHTalus (IPOTOKOJIbI, MapIIPyTHbIE KapThl, MAPKUPOBKA,
ATUKETKH).
[TpoBepka CTEpHIIBHOCTH, MUKPOOMOJIOTUUECKHX TTOKa3aTeNeH, TeCThl 3PHEKTHBHOCTH U METO/IHI,
HCIIOJIb3YEMBIE [l aHAIN3a PE3YJIbTaTOB.
O6ocHoBaHMs HEOOXOAMMOCTHU MPOBEIECHHS BATUIAIMH aHATUTHYECKOH METOAUKH.
Creun(uyHOCTh aHAIUTUYECKONW METOUKHU. Jl0Ka3aTeabCTBO.
Ponb KOHTPOIBHOTO OMBITA B AHATUTUYECKON METOUKE.
Jloka3aTenbCcTBO CIeU(PUIHOCTH B THTPUMETPUUECKUX, clieKTpodoTomeTpuieckux, BOXX
AHAJINTUYECKUX METOJIUKAX.
CrneuunpuyHocts KauecTBeHHbIX peakuuii 1 TCX npu ornpeneaeHuu MoAITUHHOCTH
JIEKapCTBEHHOI'O IIpernapara.

CocraB miare6o Jij1s JoKa3aTeabCTBA CIIeU(PUIHOCTH.

CtpykTypa npeanpusitusi, poiib U GyHKINHN oTaena odecrneueHus: kadectBoM (OOK) u

otnena kouTpois kauectBa (OKK) Ha papmarieBTHUECKOM NMPEANPUSATHH.
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JlaGoparopHasi padora Ne3

agrODE

o

10.
11.
12.

13.

14.
15.

16.
17.
18.
19.
20.
21.

YT0 nmoka3pIBacT JUHEHHOCTE AaHAJIUTUYCCKON METOIUKU?

CrarucTruueckue XapakTepUCTUKH JIMHEMHOCTU U UX UHTEPIIpETaIus.

I'paduk muneitnoctu. [Toctpoenue.

JlaHHBIE, UCTIOJIB3YEMBIE JUISl OLIEHKHU JIMHEMHOCTH.

Jloka3aTenbCTBO JUMHEHHOCTH B TATPUMETPUUYECKHX, ClIEKTpodoTOMeTprudecKkux, BOXKX
AHATUTUYECKUX METOJIUKAX.

VYnpasiieHue Ka4ecTBOM (KOPPEKTUPYIOLIHNE, PErYIUPYIOLIUe, MPeAyIpeKIatoie IeiHCTBHS).
CamouHcnekuus u ayaurt. [Ipouenypa npoBeieHrs CAMOMHCIIEKIIMA W BHYTPEHHETO ayJInTa,

MPUHLIUIIBI BHECEHUSI N3MEHEHUH U aKTyaJIn3alysl IPOLEAYPbl BHYTPEHHETO ayIUTa, MOAXObI K

aHaJIM3y Pe3y/IbTaTOB BHYTPEHHErO ayJJUTa U BHECEHUE KOPPEKTUPYIOIUX AeHCTBUI B paboTy
CHCTEMBbl MEHE/DKMEHTA KaueCTBa Ha B UCIBITATEILHON JIAOOPATOPUH HA OCHOBE PE3yJIbTaTOB
BHYTPEHHETO ayJuTa.

Uro noka3pIBaeT MPaBUIbHOCTh AHATUTUYECKON METOIUKN?

ITonxonpl K 10Ka3aTeabCTBY IPABMIIBHOCTH AHAJTUTHYECKON METOAMKHU.

CraTucTuyeckue XapakTepUCTUKU MPABUIBHOCTU M UX UHTEPIIPETALUS.

JlaHHbIE, UCTIONIB3YEMBIE JUIsl OLEHKU ITPABUIIBHOCTH.

JloKa3aTenbCTBO MPABUIBHOCTH B THTPUMETPHUECKUX, CIIEKTpodoToMeTpruecKknx, BOXKX
AHAJINTUYECKUX METOJIUKAX.

AnHanuTHueckas ciyx0a IpeanpusTHs Kak cucTeMa 00ecriedeHrs KOHTPOJIsl KauecTBa Ha BCEX
CTalusAX aHaJIU3a.

Bunbl ananu3a B 3aBUCHMOCTH OT €r0 Ha3HayeHus. MeToa U METOMKA aHaIu3a.

Banunanust aHaIuTHYECKUX METOAMK: poOacTHOCTb. BpIOOp KpuTepues i1l 1oKa3aTeabCTBa
pobacTHOCTH.

CraTucTuyeckre XapakTepuCTUKU POOACTHOCTH U UX MHTEPIIPETaLUs.

[Tonxonpl K 10Ka3aTeabCTBY POOACTHOCTH aHATUTUUYECKON METOUKH.

CraTtucTuyeckye XapakTepuCTUKN POOACTHOCTH U MX MHTEPIIPETaLUs.

JlaHHBIE, HCTIONIb3YEeMBIE JUISI OLIEHKH POOACTHOCTH.

CocraBiieHne 0TYETA O BAJIMJALUU U €0 Ha3HAYCHHUE.

Ponp HOpMaTHBHON TOKYMEHTALMU B KOHTPOJIE Ka4€CTBA JIEKAPCTBEHHBIX IIPENApaTOB.
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Ipumep 3x3amenayuonnozo 6unema
JAUCHUITIIMHBI «HDI/IHHI/IHBI KOHTPOJIA Ka4C€CTBA JICKAPCTBCHHBIX MIPCIIapaToB»

Bpewmsi: 1 vac

['pynma ®.1.0. crynenta
Buaer Ne 1.

1. Ilepeuncaute TpeGOBaHUS K EPCOHAIY UCIBITATEILHON JIAOOPATOPUH.

2. KakoBa posib KOHTPOJILHOTO OIbITAa B aHAJIMTUYECKON METOIUKE?

3. Kak ngokasare cienn(pu4HoCTh KadecTBeHHBIX peakiuid 1 TCX npu ornpeaeneHuH MoTMHHOCTH
JEKapCTBEHHOTO Ipenapara’?

4. CtpykTypa NpOTOKOJa aHajau3a JIEKapCTBEHHOIO Ipernapara.

Ilpumep rK3amenayuoHno20 dunema
TUCHUIUTUHBI «[ [pUHIINTIBEI KOHTPOJIS KayecTBA JEKaPCTBEHHBIX MIPEHapaToB»

Bpewmsi: 1 yac

I'pynna ®.1.0. crynenra

Buaer Ne 2.

1. TlepeuncnuTe MyTH AOCTIKEHHS CIEM(PUIHOCTH MTPH Pa3padOTKe aHATTUTUYECKONH METOIUKH.

2. Kakum 00pa3zoM MOXKHO JOKa3aTh CHEUU(PUIHOCTD aHATUTUIECKONH METOAUKH?

3. Uro nmoka3pIBaeT JTMHEHHOCTh aHATUTHYECKONH METOAUKH?

4. OpraHu3anus XpaHeHUs JIEKapCTBEHHBIX CPEJICTB B UCIIBITATEIbHBIX 1a00PaTOPHSIX.
ApOuTtpaxkubie 00pasibl.

Hpumep IK3AMEHAUUOHHO20 ounema
JAUCHUITIIMHBI «HDI/IHIII/IHI)I KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX ITPCIIapaTOB»

Bpemsi: 1 gac

I'pymma ®.N.0. crynenra
buaer Ne3.

1. OObsacHuTe, Kakol cocTaB MIanedo HeOOXOAUM I JOKA3aTENbCTBA CIIEUUIHOCTH
AHATMTHYECKON METOTUKN?

2. Kak mpoBoauTCs MpoBepKa CTEPUIBHOCTH, MUKPOONOJIOTHIECKUX MTOoKa3aTenei? TecThl
3¢ (PEeKTUBHOCTU U METObI, UCTIONb3yEMbIE JIJIsl aHATIN3a PE3YIbTATOB.

3. Bammumanus aHAIMTHYECKUX METOJIUK: poOacTHOCTh. BBIOOp KpuTEpHEB IS I0Ka3aTeabCTBA
pOOACTHOCTH.

4. Kakue JaHHbBIE, HCTIONB3YIOTCS JUIS OIICHKU JIMHEHHOCTH?

Kax it Boipoc orneruBaetcst ot 0 10 5 6aywioB. MakcuMmanbHOe KornaecTBo 0amios — 20.
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Bbanast Kpurepuii onenkn

0 OOyuaromuiicss He OTBETHJI Ha BOMIPOC WJIM OTBET MOJIHOCTHIO HEBEPEH.

95 OO0yuaromuiicst 1aja BEPHBIA, JOCTATOYHO MOJTHBIA OTBET, PACKPHIBAIOIINI OCHOBHBIC
’ MIOJIOKEHUSI BOITPOCa.
5 OO0yuaromuiics 1aj BEpHBIA, pa3BEPHYTHIN, YETKHI M XOPOIIO CTPYKTYPHUPOBAHHBII

OTBET, ITOJTHOCTBIO paCKpBIBaIOIHI/Iﬁ BOIIPOC.

Ikana oueHUBaHUA:
«Otnruno» («5») — o1 18 1m0 20 Gamos.

«Xopomo» («4») — ot 14 no 17,9 6amnos.
«Y nosnerBoputesbHO» («3») — oT 10 10 13,9 Gamnos.
«HeynosnerBoputenbHo» («2») — 9,9 u meHee 6aos.

Tembl pedeparoB no jucuuiinie «[IpUHUUIBI KOHTPOJIA KayecTBa
JIEKAPCTBEHHBIX CPEICTB)

1. Tlpunnmne Baaugauu aHAIUTHYECKUX MeToAuK. [lonxonp! k Banuaanuu B Poccun u 3a pyoexom.

2. TpeboBanusi HopMmaTuBHOM nokymentauuu P®, EBponsl u CIIA Kk nexkapcTBEHHBIM CpeCTBaM Ha
pacTUTENBbHON OCHOBE (BBIOOp IpUMEpa).

3. TpeboBanusi HopMmaTuBHOU nokymeHTanuu PO, Eppomsr u CIIA k QapmaneBTHYECKIM
cyOctanusam (BEIOOp mpumMepa).

4. TpebGoBaHus K BOJE OUUILICHHOM, BoJie anuporeHHo. Iloka3arenu kayecTna.

5. TpebGoBanus k unucteiM nomemenusM. CpaBaenue tTpedoanuii PO, EBponsr u CILA.

6. Muxkpobuosiornyeckas YHCTOTa JIEKapcTBEHHBbIX IHpenapaToB. CpaBHeHue TpeOoBaHuii PO,
EBpomnbt u CIIIA.

7. CTpykTypa HOPMAaTHBHOH JIOKYMEHTALlMM MHBEKIMOHHBIX W HH(Y3UOHHBIX JIEKApCTBEHHBIX
IpernapaToB.

8. CrpykTypa HOpPMaTHUBHOW JOKYMEHTAI[MM JICKAPCTBEHHBIX CPEJACTB B MSTKHUX JIEKaPCTBEHHBIX
dbopmax.

9. CrpykTypa HOpPMaTHUBHOM IOKyMEHTAIIUU TBEPABIX JEKAPCTBEHHBIX CPE/ICTB.
10. CtpykTypa HOPMAaTHBHOW JOKYMEHTAIIMA pACTBOPOB W OSKCTPAKIIMOHHBIX JIEKAPCTBEHHBIX
IIPENapaToB.
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KPUTEPUH OLHEHKH

Pedepar ouenuBaercs ot 0 1o 20 6amos:

Bbanabl
KpiTepun omemin He YaCTHYHO MOJIHOCTBIO
COOTBETCTBYET | COOTBETCTBYET | COOTBETCTBYET
KPUTEPHUIO KPHUTEPHIO KPHUTEPHIO
PaGoTa BKITIOUaeT Bce yKa3aHHbBIC B 33J]aHUU DJIEMEHTHI 0 1 2
Pa6ora oopmicHa B COOTBETCTBHHU C TPEOOBAHUAMU 0 1 2
CTyneHTOM KOPPEeKTHO 0(pOpMIIEHBI 3aMMCTBOBAHUS 0 1 2
B pedepare ykazana akryanbHas nHGOpMAaIIHs 0 1 2
CryneHToM mpeacTaBIeHbl 00BEKTUBHBIC 0 1 5
MPOBEPEHHbIC HAYYHbIC UCTOYHUKU HHPOPMALIUH
Pedepar oTpakaer uaen, BHICKa3aHHbBIC B HCTOYHHKAX 0 1 2
CTyzeHT CONOCTaBIISACT JaHHBIE HECKOIBKIX
HUCTOYHHKOB, BBIABIACT CBA3U MCXKIY HUMU, 0 1 2
MIPOBOJINT CpaBHEHHE, 0000IIeHHE,
KJ1accu(pUKaIHIO
CTyIeHT npencTaBisieT HHPOPMAIHIO KPaTKO U 0 1 5
nH(OPMATHUBHO
CTyIeHT UCIoNb3yeT COOCTBEHHBIE (HOPMYIUPOBKU 0 1 5
IUIsL TIpeICTaBlIeHUS UHPOpMAIUN
®opMyIMpPOBKH CTyICHTA HE NCKAXKAIOT CMBICIIH, 0 1 )
HU3JI0KECHHBIC B HCTOYHHUKAX
Hroro: 0 10 20

IIxana oneHUBaHUA:
«Otmaao» («5») — ot 18 mo 20 6anos.

«Xopomo» («4») — ot 14 no 17,9 6ammnos.
«Y nosnerBoputenabHO» («3») — ot 10 g0 13,9 6anmnos.
«HeynosnerBopurenbHo» («2») — 9,9 u meHee 0aoB.

DoHABI OLIEHOYHBIX CPpEACTB IJ1d MPOBEACHUA TEKYIIECIro KOHTPOJISA YCIICBAEMOCTH H

l'lpOMe)KYTO‘lHOﬁ aTrrecranmumn

PaGora B cemecTpe

Bun 3ananus Yucno 3amanum

Koin-Bo 6ayuios

Cymma OamioB

1. JTabopaTopHbie pabOTHI

2. Pegepar

3. Dk3aMeH

NTOI'O (makcuManbHbBIN 6as)

100

CoOTBETCTBHE CHCTEM OIICHOK (HCIIONIB3YEMBIX paHee OIEHOK HMTOTOBOM aKaJIeMHYeCKOU

ycnieBaeMocTH, oneHok ECTS wu OGamnbHo-pelitunroBoir cuctembl (BPC) omeHok Ttekyiuei
yCIIEBAaeMOCTH):
bannbt TpaguiuoHHble banel nyis nepesona Ouenkn Ouenku
BPC OIleHKH B PO OLICHOK ECTS
95 - 100 5+ A
86 - 100 5 86 - 94 5 B
69 - 85 4 69 - 85 4 C
61 - 68 3+ D
>1-68 3 51-60 3 E
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31-50 2+ FX
0-30 2 F

I'paduk TpoBeneHUS THCHMEHHBIX KOHTPOJIBHBIX pPaboT (opMupyercs B COOTBETCTBHH C
KaJIeHJapHBIM IUIAHOM Kypca.

CryneHTbl 00s13aHbI CIaBaTh BCE 3a/I1aHUSI B CPOKH, YCTAHOBJICHHBIC MTPETIOIaBATEIICM.

Paspemiaercss OIHOKpAaTHO TNepenucaTh TECThl, €CIU 10 HHUM IIOJYYEHO MEHEe IOJIOBHHBI
TUTAHUPYEMBIX OaJIOB, MPH 3TOM aHHYIUPYIOTCS paHee MOJYYEeHHBIC 10 TOH KOHTPOJIBHON padoTe
6amtel. CpoK MepenuchBaHMs YCTaHABIMBACT MpenoaBareib. TOroBelii 3a4€T He MepernuchBaeTCs.

Hcnonp3oBaHne MCTOYHHKOB (B TOM YHCJIE KOHCIIEKTOB JICKIIMH M JIA0OPATOPHBIX 3aHSTHI) BO
BpeMs BBIIOJHEHUS MUCHMEHHOW KOHTPOJBHOW pPabOThI BO3MOXKHO TOJIBKO C pa3perieHust
MPero1aBaTeds.

Bpems, KOTOpoe OTBOOUTCS CTYICHTY Ha BBIIOJHEHHE HHCHMEHHOW pPabOThl (KOHTPOJIBHOM
TECTOBOM paboThl), YCTaHABIMBACTCs IMpernoaaBaresneM. [lo 3aBeplieHHH OTBEACHHOTO BpPEMEHH
CTYZICHT JIOJDKEH C/IaTh paboTy MpenoaBaTeiio, BHE 3aBUCUMOCTH OT TOTO, 3aBEpIICHA OHA WU HET.

OTcpouka B TEpENHUCHIBAHUU KOHTPOJIBHBIX Pa0OT M CJaud JOMAIIHErO 3aJlaHusl CUUTACTCS
YBOKUTEIBHOW TOJBKO B cCiy4yae OOJIE3HHM CTYJIEHTA, YTO TMOJTBEPKAACTCS HAIMYMEM Yy HETro
MEIUIUHCKOW CTpaBKU. B 3TOM cilyyae BBINOJTHEHHWE KOHTPOJIbHBIX paOOT OCYILECTBIIECTCS B CPOKH,
yKa3aHHbBIE TPETIOAaBATEIIEM.

CTyIeHT IOIyCKaeTCs K UTOTOBOM paboTe ¢ JII00BIM KOJIMYECTBOM 0aIOB, HAOPAaHHOM B CEMECTpE,
HO IIPH YCJIOBUH, YTO Y CTYZEHTA UMEETCS TEOPETUUYECKasi BO3SMOKHOCTD ITOJIyYUTh HE MeHee 31 Oaia.

Ecmu B utore 3a cemectp CcTyIeHT moyiydmst MeHee 31 Gaiia, TO eMy BhICTaBisieTcs oneHka F u
CTY/ICHT JIOJDKEH TOBTOPUTH ATY IUCIHILIMHY B YCTaHOBICHHOM mopsake. Eciiu jxe B UTOTe CTyNEHT
noiaydms He Menee 31 6awta, T.e. FX, To crymeHty paspemiaercss n060op Heobxomumoro (mo 51)
KonmyecTBa 0amioB. [JJo6op 0amioB OCyIIeCTBISETCS IMyTEM MOBTOPHOTO OJHOPA30BOI0 BHITIOJIHEHUS
MPEIYCMOTPCHHBIX KOHTPOJIBHBIX MEPONPHUSATHHA, TPU 3TOM aHHYJIHPYHOTCS COOTBETCTBYIOINE
MPEBIAYIINE PE3YIbTaTHI.

buner uroroBoii arrectanyu COAEpKUT 2 Bompoca. Ha moAaroroBky k oTBeTy orBoamtcs 1 dac,
MIOCJIE YEero MPOBOJUTCS YCTHBIN onpoc cryaeHta. OuenuBaercs padora u3 20 6anioB HE3aBUCUMO OT
OIICHKH, ITOJIYYEHHOU B CEMECTPE.

‘ 0-50 2

ITporpamma coctaBieHa B cootBeTcTBuHU ¢ TpeboBanusamMu OC BO PY/IH no nanpasienuto 33.04.01.
«[IpompblnieHHas papmanus».
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