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1. OEJIb OCBOEHUSA JUCHUIIJINHBI

Hens mucuuminbbl «IIpuHIMIBI KOHTPOJIA KayecTBa JEKAPCTBEHHBIX CPENICTBY»
HalpaBJI€Ha HA OCBOEHHE IMOAXOJOB K CTaHJAPTH3alMUd U  YCTAHOBJICHUIO
NO0OPOKAUYECTBEHHOCTH U MOJUIMHHOCTH CBIPbS; CTPYKTYpPbl COBPEMEHHOM HOPMAaTHBHOM
JOKYMEHTAllMM Ha JIEKapCTBEHHBIE CPEJCTBA PA3IMYHOTO MPOUCXOKICHUS; MPUHIUIIOB
aKKpeauTalMu W (QYHKIMOHUPOBAHMUS HCIBITATENIbHBIX J1abopaTropuid; oOyudeHue
CTYJICHTOB HaBbIKaM pa3pabOTKH METOJI0B OOecreyeHus KadecTBa (apMaleBTHUYECKOM
MPOAYKIMH, 3HAHUSIM HEOOXOAMMBIX JUId pPa3paOOTKH, BHEIPEHUS U NOJJEpKaHUs
cucteMbl GLP  (IlpaBunma  KOHTpoOnsT ~ KadecTBa  JIGKAPCTBEHHBIX  CPEJNICTB),
(YyHKIMOHUPOBAHUU U aKKPEIUTAIIMU UCTIBITATENbHBIX JJA0OpATOPUH.

2. TPEBOBAHMUS K PE3YJIBTATAM OCBOEHUSA ANCHUITJIMHBI

OcBoenne mucHUIUIMHBL «[IpUHIUIBI  KOHTPOJISI KauyecTBa JIEKAPCTBEHHBIX
CPEACTB)» HampaBiieHO Ha (popMUpOBaHHUE Yy OOYYAIOIIUXCS CIEAYIONUX KOMIIETCHIUN
(4acTv KOMIETEHIINN ):

Tabnuya 2.1. Ilepeuenv romnemenyuil, opmupyemvix y o00yuarOWuxcs npu
0CBOeHUU OUCYUNTIUHBL (Pe3YTbmamul 0CB0eHUsT OUCYUNTIUHDBL)

Nuaukatopsl 10cTHKEHUS] KOMIIeTEHIMH
(B paMKax aHHOM TUCIUIUINHBI)
OIIK-6.3. Bmaneer

HIudgp KoMmnerenuus

OIIK-6.

Crioco0OeH ompenensiTh METOIbl U
WHCTPYMEHTHI obecrieueHus
KauecTBa, MpUMEHseMble B 00JacTH
oOpallleHUs JeKapCTBEHHBIX CPE/ICTB
C y4eTOM IKM3HEHHOTO  IIMKJIa
JIEKapCTBEHHOT'O CPEJICTBA

MIPUHIUITAMA
KOHTpOJISI ~ KadyecTBa  JIGKAPCTBEHHBIX
CpEACTB, B TOM qrcie
OnodapmareBTUIECKUX MPenapaToB
OIIK-6.4. CriocobeH ompenensiTh METOIbI
U UHCTPYMEHTHI 0OECIIeYCHHUsT KayecTBa Ha
OTIPE/ICTICHHOM 3Tale >KU3HEHHOTO IHUKJIa
JICKApCTBEHHOTO Iperapara

IK-2.

CnocobeH
YTBEPXKIATh
CBSI3aHHYIO c
JICKapCTBEHHBIX CPEJICTB, u
OpPraHW30BBIBATH €€  BBINOJIHECHHE,
OIICHUBATh MPOU3BOJICTBCHHYIO U
OTUYETHYIO JOKYMEHTAIIHIO,
KaCaroIyrCs TEXHOJOIHYECKHX
IIPOIECCOB

paccMaTpuBaTh 51
JIOKYMEHTAIIHIO,
MIPOU3BOJACTBOM

IIK-2.4. 3maer MerTomsl o0OecCIIEYEHUS
KavyecTBa bapmareBTHIECKON "
O6uodapmareBTUIECKON MIPOTYKITUH,
[TpaBuia KOHTPOJIS Ka4yecTBa
nexapcTBeHHbIX cpencTB (GLP)

IIK-3.

Crniocoben pa3pabaThIBaTh u
OpPraHu30BBIBATH MEPONPUATHS MO
YIAYUIIEHUIO KaueCTBa BBITYCKAaeMO
IPOIYKIIHH, 3¢ PEeKTUBHOCTU
(bapMareBTUUECKOTO TPOU3BOJICTBA,
ycTpaHeHuto  Opaka, COTJIACHO
NPUHIUIAM CTaHAAPTU3ALUU U
KOHTPOJISI KauecTBa JICKapCTBEHHBIX
Cpe/CTB

I1K-3.2. Bnageer HaBbIKaMy OpraHU3aIMH
paboThl oTnena OOeCIeYeHusT KauyeCTBOM
(OOK) u ormena KOHTpOJNS KadecTBa
(OKK)

IIK-3.3. 3HaeT MPUHITUIIBI
CTaHJApTH3AIlM W KOHTPOJS KayecTBa
JICKApCTBEHHBIX CPEJICTB

IK-5.

CrocoOeH  MPUMEHSATH  METOMbI
CTATUCTUYECKOTO yIIpaBJICHUS
KauyeCTBOM, CTATHCTHYECKHE METOIBI,

IIK-5.3. [Ipumensier noay4eHHbIE 3HAHUS
IE IPOBEICHUS BaJIMJIALIUU
AQHAJTUTHYECKUX METOIUK, TPUMEHSIEMBIX B




MpUMEHsIEMbIE npu OLICHKE |KOHTpOJIE  KauyecTBa  JIEKapCTB  Ha

pe3yJIbTaToOB UCIBITAHUH |[IPOM3BOJCTBE M B  HUCHBITATEIbHOMN

TEXHOJIOIMYECKUX  IPOLECCOB U |Jaboparopuu

BAJIMJIALIUH IIK-5.4. YmMmeer paspabarbIBaTh
AQHAINTUYECKUE METO/IMKH U BAIMANPOBATh

Cnocoben opranuszoBbiBath |[IK-6.1. 3HaeT NpHUHIUNB BaaWaalUAN

BaJIMIALIMIO TEXHOJIOTHYECKUX |TEXHOJIOTHICCKUX IIPOLIECCOB "

poneccoB u AQHATUTHYCCKUX |aHATUTUYECKUX METOJIUK, KBAIM(UKAIIIIO

TIK-6. METOIUK, KBTM(DUKAIIHIO |[IOMELEHUN 51 000pynoBaHUs,

HNOMEIEHnA ¥ 000pYNOBAaHUSA, |HHKEHEPHBIX CHCTEM

WUH)XEHEPHBIX CUCTEM IMK-6.2. Cnocoben pa3pabareiBaTh U
BaJIMIUPOBATh AHAJTUTHYECKHUE METOTUKU

3. MECTO JUCIAIIJIMHBI B CTPYKTYPE OIl BO

Hucuunnuna  «IIpuHIUNBL

KOHTPOJIA KadeCTBa JICKAPCTBCHHBIX

CPEICTB»

OTHOCHUTCSI K BapMaTUBHOW KOMIIOHEHTE 00s13aTeIbHON yacTu 0sioka 1 yueOHOro niaHa u

SIBJISICTCSI 00SI3aTEIbHON JTUCITUTUTHHOM.
Huxn (pazpen) OOIT: 51.0.02

Tabauya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcmayowux 00Cmuicenuro
3anaIaHUPOBAHHBLX Pe3YIbMAMO8 0C80EHUS OUCYUNTUHBL




Hludp

HaumenoBanue
KOMIIeTeHIIMH

IpenmecrByromme
AUCUHMILIUHBI/MOIYJIH,

NMPAKTUKA*

AUCIHUIIMHBI/MOTYJIH,

Hocaenyrommue

NPaKTUKHA*

OIIK-6.

Crocoben
METOJbl U

OIIPEICISTh
UHCTPYMEHTBI
obecrieueHust KauecTBa,
IpUMEHsIEMbIE B 00JaCTH
oOpamieHns JeKapCTBEHHBIX
CPEJICTB C y4E€TOM
KH3HEHHOTO MKJIa
JICKapCTBEHHOT'O CPEJICTBA

Pazpabotka u
perucTpanms
HeKapCTBeHHLIX CpeI[CTB
Hannexarmas
peryaaropHas npakTuka

MK-2.

Crioco0eH paccMmarpuBath U
YTBEPXKIATh JOKYMEHTAIUIO,
CBSI3aHHYIO c
IIPONU3BOJACTBOM
JICKApCTBCHHBIX CPCACTB, U
OpraHru30BbLIBATH €e
BBITIOJIHEHHCEC, OILICHUBATh
IIPOU3BOJACTBCHHYIO n
OTYCTHYIO JOKYMCHTAIHIO,
KacaroIyoCs
TEXHOJOTHYECCKUX
MIPOIIECCOB

Pazpabotka u
perucTpanms
J'IeKapCTBeHHI)IX CpeI[CTB
Hannexarmas
peryaaropHas npakTuka

PazpaGotka wu
KayecTBa (UTOIpenapaToB
IIponeccsl m  anmaparsl
MIPOM3BOJICTBE
OorodapmMalieBTHuIeCcKon
POAYKIIHA

KOHTPOJIb

B

IIK-3.

CnocobeH paspabaThiBaTh U
OpraHu30BBIBATH
MEPOTPUSATHS o
yIy4IIEHUIO Ka4yecTBa
BBIMTYCKAeMON  MTPOAYKIIHH,
s dexTuBHOCTH
(bapManeBTHYECKOTO
MIPOU3BOJICTBA, YCTPAHCHUIO
Opaxa, COTJIaCHO MPUHIIUIIAM
CTaHJAPTHU3AIMH U KOHTPOJIS
KayecTBa  JICKAPCTBEHHBIX
Cpe/CTB

[TpombInuieHHAs
OMOTEXHOIOTHS

PazpaGotka wu
KauecTBa (puTOMpenapaTon
[Ipoueccsl u ammaparsbl
MIPOU3BOJICTBE
OonodapMalieBTHIeCKOn
MPOIYKLINN

KOHTPOJIb

B

IIK-5.

Crniocoben PUMEHSATH
METO/Abl  CTAaTUCTHYECKOTO
yIpaBICHUS Ka4eCcTBOM,
CTaTHUCTUYECKUE  METOJIbI,
MPUMEHSEMbIE TIPU OIICHKE
PE3yNbTAaTOB HCIIBITAHUM
TEXHOJIOTHYECKUX
MIPOIIECCOB U BAIM AU

OCHOBBI SKOHOMHKH IS
bapmMalieBTUYECKOTO
IPEIIPUITUS
CraTucTudeckue MEeTO/IbI
yIpaBIeHUS KAYeCTBOM

IIK-6.

CriocoOeH opraHU30BBIBATH
BaJIUIAIHIO
TEXHOJIOTHYECKUX
MPOLIECCOB M aHATUTHYECKUX
METOJUK,  KBaU(UKAILIUIO
MOMEIICHUM u
o0opynoBaHus,
WH>KEHEPHBIX CUCTEM




4. OFBEM JINCHUIIJIMHBI U BUJbI YYEEHOU PABOTBI

OO0mas Tpy10eMKOCTh TUCIUTUTHHBI COCTABIISIET 4 3aUETHBIX CIUHUII.

Tabnuya 4.1. Buowl yuebnoii pabomui no nepuooam oceoenus Ol BO o Q4HOH
Gopmvl 00yueHus

Buj yueOHoii padoThI BCaIlitI{"O, 1 Ce;a eCTng) 7

Koumaxmnas paboma, ax.u. 72 72
B TOM YHCIIE:
Jlexuuu (JIK) 18 18
Jlabopatopusie pabots (JIP) 18 18
[Mpaktrueckue/cemunapckue 3austus (C3) 36 36
Camocmosmenvras paboma 00y4arouuxcs, ax.u. 54 54
Konmponw (3x3amen/3auem c oyenkotl), ax.u. 18 18

aK.d. 144 144
OO0umast Tpy10€eMKOCTh AMCHMIINHBI B 1 7

Ta6nuya 4.2. Buowr yuebnoii pabomui no nepuodam oceoenus OI1 BO ons 340YHOH
Gopmuvl 00yueHus

N BCEI'O, Cemectp(-b1)
Bup y4yeOHoii padoThI Ak 1 5 3 7

Koumaxmnas paboma, ax.u. 30 30
Jlexuuu (JIK) 14 14
JIaboparopusie pabotsr (JIP)

[Ipaktuyeckue/cemunapckue 3ansatus (C3) 16 16
Camocmosmenvras paboma 00y4arOuuxcs, ax.u. 96 96
Koumponw (sx3amen/3auem c oyenkoti), ax.u. 18 18
O0mas TPy10eMKOCTb TUCHHILTHHbI LSk 144 144

3a4.e]l. 4 4

5. COAEP KAHUE JUCHUIIJIMHBbI
Tabnuya 5.1. Codeporcanue oucyuniunsvl (Mo0YJs) no udam yueoHol pabomsi

Ne |HammeHoBaHue pa3iena Conep:xanue pasaena Bup
/1 | AMCOHUIIIMHBI yueOHoM
padoThI
1 |®yHnameHTaNbHBIE Mecro GLP B cucreme GxP — cucrems/JIK, I1P
KOHIIETILUHU U JOKYMEHTAIlMM 10 CO3/IaHUI0, IPOU3BOJICTRBY,
TEPMHUHOJIOTHS, XpaHeHuto 1 obpamenuto jgekapctB (GLP-GCP-
HCIIOJIb3yeMasi IIpU GMP-GDP-GPP-GSP). Tlpuemsbl peaiu3anun
YIIPaBJICHUH Ka4YECTBOM, npuHiunoB  GLP  na  dapmauneTuyeckom
0€30M1aCHOCTbIO U HpEANPUATHH. VYnpasienue Ka4eCTBOM,
3P PEKTUBHOCTHIO 0€3011aCHOCTHIO " 3P PEKTUBHOCTHIO
MEIULMHCKUX MpenapaToB. |papMaleBTUYeCKOn OpOAYKIHEH c
ucnoib3oBannemM kouueniuu GxP, 1SO 9001.
2 |Akkpeauranus TpeboBanust Kk ucnbITaTedbHBIM JabopaTopusm. |JIK, IIP
UCTIBITATEIbHBIX OTanbl aKKpeaUuTalui. AKKPEIUTYIOLUINH OpraH.




nabopaTtopuit

3 |[Toaxo/pl K OCTPOCHHUIO Crpykrypa upeanpusatus, poib u (yakouuJIK, [P, JIP

CUCTEMBI 0OeCIIeUeHUS otaena obecrieueHus kauecrBoM (OOK) u otnena
Ka4yeCcTBA MPOYKLIHH. KOHTPOJIA KauyecTBa (OKK) Ha
(dapManeBTUIECKOM MPEIPUSTUN.

,Z[OJDKHOCTHI)IG HHCTPYKIHH, KOJUJICKTHMBHAaA U

NepCOHAIbHAs OTBETCTBEHHOCTh. 1peOoBaHUs
T'OCT P UCO 9001-2008 «Cucrema

MEHE/DKMEHTa  KayecTBay. CranpmapTHbie
oneparnronnbie mpoueaypsl (COIT).

4 |KoHTpoJib KauecTBa mpu Ananutuueckas cinyx0a npeanpustus  kak|JIK, [TP
JIEKapCTBEHHBIX CPEACTB HA |CHCTeMa OOECIeYeHHsT KOHTpOJII KadecTBa Ha
MIPOU3BOJICTBE U B BCEX CTauusAX aHanu3a. Buapl aHanmm3a B
UCTIBITATEITBHOM 3aBHCHMOCTH OT €ro Ha3HaueHHs. Meron u
71a00paTOPHH. METOJMKa aHaln3a. XUMHUYECKHE U (PH3UKO-

XUMHYECKAE METOJIbI aHaIN3a, TPUMECHSIOIIUECS
JUISE BXOJIHOTO KOHTPOJIS CBIPhSl PA3IMIHOTO
MIPOUCXOXKIACHHS (PAaCTHTEIHLHOTO, XUMHUYECKOTO,
MUKpPOOHOT0),  KOHTPOJISI ~ MPOMEXYTOUHBIX
MPOJYKTOB,  BCIIOMOTATEIIbHBIX  BEIICCTB U
KOHTPOJISI  KadecTBa TOTOBOM  IPOIYKIIHH.
HopmatuBnas JIOKyMEHTAIHUS. OCHOBHbIE
WCTOYHUKH, TIyTH W TPHYUHBI IIOTAJIaHUs
MHUKPOOOB-KOHTAMHUHAHTOB B chepy
IIPOM3BOJICTBA U TOTOBYIO Mpoaykiuio. [IpoBepka
CTepUJILHOCTH, MUKPOOHOJIOTUYECKUX
nokazaTesei, TecTbl 3PPEKTUBHOCTH U METOJBI,
UCIIOJIb3yeMble Ui aHaliu3a  pe3yNbTaToB.
Kpanmudukanus 1abopaTopHOTo 000pyI0BaHHUS.
ATTecranius W TOBepka  J1abOPATOPHOTO

000pyI0BaHUS.
5 |Pa3pabotka anamutudeckux |Pa3zpaboTka metonuk ananu3za. Jransl. [loaxonsr|JIK, IIP, JIP
METOIUK K aHaJIM3y MHOTOKOMIIOHEHTHBIX JICKAPCTBEHHBIX
CPEJICTB

6 |Bamupanus aHamuTHYeCKUX |Bammpmanms — Mmertoauk — macHtudukamuu - ulJIK, TP, JIP
METO/UK, IPUMEHSIEMBIX B |KOJIMYECTBEHHOIO  ompeneleHus.  Tpancdep

KOHTpPOJIEC KauecTBa AQHAJTMTUYECKHX METOTHK.
JICKapCTB.

7 |YupaBicHHE KAYECTBOM. VYnpasieHue KkadectBOM (KoppekTupyromtue,| JIK, IIP
CaMOUMHCIIEKIIHS ¥ ayUT. | peryJIUPYIOIIHUE, IpeIypeK IaroIIHe
PaGota ¢ nepcoHanom. neiictusi).  CaMOWHCHIEKIMS W ayIuT.

[Ipouenypa mnpoBenaeHHs CaMOMHCHEKIUM WU
BHYTPEHHETO ayauTa, MPUHIUIB BHECEHUS
U3MEHEHUH U  aKTyalu3anus  OpOLEeAypbl
BHYTPEHHET0 ayauTa, MOJIXOIbl K aHAIHU3Y
pE3YyNbTAaTOB BHYTPEHHETO ay/lWTa U BHECEHUE
KOPPEKTUPYIOIIUX JIEHCTBHI B pabOTy CHCTEMBI
MEHE/PKMEHTA KaueCTBa Ha B MCIBITATEIbHOM
JabopaTopud  Ha  OCHOBE  PE3YJIbTaTOB
BHYTPEHHETO ayJuTa.

* - zanonusercs Tonbko 1o OYHOM dopme odydenust: JIK — nexyuu, JIP — nabopamopuvie pabomoi; I1P
— npakmuieckue/cemunapcKue 3aHAmusl.



6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYHEHUE

JUCHUITIMHBI
Tabauya 6.1. Mamepuanvno-mexnuueckoe obecneuenue OUCYUNIUHbL
Crnenuajan3upoBaHHOe
yueOHoe/1abopaTopHoe
Tun aynuropun OcHamenne ayAnTopuu odopynosanue, I10 n MmaTepuasbl
AJIA OCBOCHHUSA NUCIHUIIIIMHBI
(Ipr HEOOX OTUMOCTH)
Kommnekr
CIeNUATTM3UPOBAHHON MeOenu;
TEXHUYECKHUE CPEJICTBA:
Aynutopus Ne 636 11 npoBeeHUS MynbTHUMeIUAHBINA TPOEKTOP
3aHATHH JICKIHOHHOTO THUIIA, Everycom
OCHAII[EHHAs] KOMILJICKTOM Hoytoyx Lenovo Thinkpad
CIIeIUaT3UPOBAHHON MeOeu; L530 Intel Core i3-
JleknmmoHHasa .
JOCKOM (9KPaHOM) M TEXHUYICCKUMHU 2370M_2.4GHz/DDR3 4 GB,
CpeJICTBAMU MYJIbTUMEINA lmr
Mpe3eHTaIM . OOGecniedeH BBIXO/ B HHTEPHET.
KomrmuiekT npe3enTanuil.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Kommiekr
Aymutopus Ne 636 nis npoBeneHus CIENMATH3UPOBAHHON MeOeH;
3aHATHI CEMUHAPCKOTO THIIA, TCXHHYCCKHIC fpeﬂfTBa:
TPYNIOBBIX U UHJIMBHIYaJIbHBIX MyJTETHMEMAHBIA TPOEKTOP
s KOHCYJIbTALIMM, TEKYIEr0 KOHTPOJISI U Everycom ]

P IIPOMEKYTOUHOM aTTECTalUH, Hoyt6yx Le”OV‘? Thinkpad
samsTHs/ OCHAIIEHHAs! KOMILJIEKTOM L530 Intel Core i3-
Cemiiapeias CHelalIu3upOBaHHON MeOeIn U 2370M_2.4GHz/DDR3 4 GB,

TEXHUYECKUMHU CPEACTBAMU ImT
MYJIBTHMEHA TPE3EHTAIHIL, ObecrieyeH BBIXO] B HHTEPHET.
KowmrekT npe3enramnui.
Windows XP, Microsoft Office 2007,
Microsoft Security Essentials
Poropueiii  ucnaputenr RV8
IKA Werke GmbH. RVS; pH-
meTp naboparopubiii AHWOH-
4100  «EBpocranmapt  TID»,
Jlaboparopus I1-13: r.CaHKT - [TetepOypr;
JIaGoparopHas KommuekT criennanu3nupoBaHHON [Lna3zmeHHbIN KOMILJIEKC
pabota mebeny; TexHuueckue cpeacTsa. lopeiueiy  T'TI37-10. OO0
«Acpomt» Poccus;
Poraimonnsiit BUCKO3UMETP
Brookfield DV3TLV ¢ noBepkoii
(ClIA; dupma  «Brookfield
Engineering Laboratories, Inc»);




Crnenuajan3upoBaHHOe

yueOHoe/1abopaTopHoe

Tun aynuropun OcHalenne ayAnTopun o0opynosanue, IIO 1 MmaTepuabl

AJISl OCBOCHMS AUCHMILUINHBI
(1pr HEOOX OTUMOCTH)

YapTpa3ByKoBOU reHepaTop
1100-840; [Tpubop
9KOJIOTMYECKOT0 KOHTPOJIS
«buoToxc-10My;
bunucrumsaTop CTEKJISTHHBIN
bC; Becnr AHAJIUTHYCCKHC
PA64C «OHAUS».

Kommiiekr

CHenualIn3upoBaHHON Mebeny;
TEXHUYECKUE CPE/ICTBA!
MynbTrMeTHAHBINA TPOEKTOP

Aymutopus Ne 636 myist Everycom
Aysropust s CaMOCTOSATEIBHOU PabOTHI Hoyt0yk Lenovo_ Thinkpad
00yJaroIuXxcs, OCHAIIEHHAsS L530 Intel Core i3-

CAMOCTOATEIILHOM KOMIUIEKTOM CITeIIHATN3UPOBAHHOMN 2370M_2.4GHz/DDR3 4 GB,

paboThI

MeOelId ¥ KOMITBIOTEPOM C JOCTYIIoM | 11T

B ONOC. OOGecniedeH BBIXO B HHTEPHET.
KowmmnekT npe3eHTanuii.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

7. YYEBHO-METOJINYECKOE n NH®OPMAIIMOHHOE

OBECIIEYEHUME JUCIUIIVINHBI

OCHOBHAs TUmMepamypa:

1. Koutpons kauecTBa JiekapcTBeHHbIX cpenacTB / [Inerenésa T. B. , Ycnenckas E. B. -
Mocksa : I'90TAP-Meauna, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - Tekcr :
anektponnenii /[ OBC  "Koncynaprant crymenta" @ [caiit]. - URL
https://www.studentlibrary.ru/book/ISBN9785970448359.html (maTa oOpaineHus:
26.05.2022).

2. Pamenckas, I'. B. KonTponp kadectBa v cTaHAapTU3alUs JIEKAPCTBEHHBIX CPE/ICTB /
nox pen. Pamenckoii I'. B. , Opna6aesoii C. K. - Mocksa : [DOTAP-Meaua, 2020. -
352 ¢. - ISBN 978-5-9704-5412 1. - Tekcr : anexkrponnsit // OBC "Koncynbrant
cTyaeHra" [caiiT]. - URL :
https://www. studentllbrary ru/book/ISBN9785970454121.html (mara oOpameHus:
26.05.2022).

OONONHUMENbHAS TUMEPamypa.

1. Mapaxosa A.MN. u xap. PoTOMETpUUECKHME METOJbl IOJYyYEHUsS B aHAIU3E
JIEKapCTBEHHOI'0 PACTUTENBHOTO ChIpbs M IpenaparoB Ha ero ocHose. M., PYJIH,
2015. 155c.


http://www.studentlibrary.ru/book/ISBN9785970448359.html
http://www.studentlibrary.ru/book/ISBN9785970448359.html
http://www.studentlibrary.ru/book/ISBN9785970448359.html
http://www.studentlibrary.ru/book/ISBN9785970454121.html
http://www.studentlibrary.ru/book/ISBN9785970454121.html

2. Kommenrapmii k pykoBoacTBy EBpormetickoro Coro3a 1o Haiexaniei npakTuke
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB JUIS YEJIOBEKA U IPUMEHEHNS B
BerepunHapun, M.: M3n-Bo «Ilepo», 2016. 495 c.

3. PykoBOACTBO MO MHCTPYMEHTAJIBHBIM METOAAM HCCIEIOBAHUI MpH pa3paboTKe H
JKCIIEPTHU3E€ KAadyeCTBA JICKAPCTBEHHBIX mnpernapaToB. llox pemakuuenn beikoBckoro
C.H., Bacunenko U.A. u ap. M.: U3a-Bo «Ilepo» 2014. 656 c.

HOPMAMUBHO-npasoeasl oasza:

1. ®enepanbubiii 3akoH «O0 oOpallleHnn JIEKApCTBEHHBIX cpeAcTB» oT 12.04.2010 Ne
61-D3.

2. ®enepanbHblil 3akoH «O TexHUYECKOM peryiupoBaHum» ot 27.12.2002 r. Ne 184-03.

3. ICH Q9 «¥Ymnpasnenue puckamu mo kadectBy» " (Quality Risk Management);

4. ICH Q10 «®apmarieBTudecKas CHCTEMa KauyeCTBay,;

5. 1SO 9001:2008 «Quality management systems. Requirements»;

3. TOCT P 52429-2009 «Opranuzanusi MOpPOU3BOJACTBA M KOHTPOJIS KadecTBa

JICKaPCTBECHHBIX CPEJICTB

4, TOCT P 52537-2006. «IIpousBojacTBO JeKapCcTBEHHBIX cpeacTtB. Cucrema
o0ecrieYeHHsI KaueCcTBay.

5. T'ocymapcrBennas ®apmaxomnes Poccuiickoit @eneparuu. Uzn. X, 1. 1. — M., 2007.
— 696c.

6. Hamexxamas mpoW3BOJCTBEHHAs NPAKTHKA JICKAPCTBEHHBIX CPEACTB. «MOpPHOHY,
Kues 1999.

7. TlpousBoacTBO JeKapcTBEHHBIX cpenacTB. Jlokymenrtanus"'. OOmue TpeGoBaHUS.
[IpumepHbIE

8. "I[lpousBoiacTBO  JIeKapCTBEHHBbIX  cpeAcTB.  llepcoHan  (apmaneBTHUECKUX
npeanpustuii" MY 64-09-001-2002, M., 2002r.

9. «Opranuzanus v NOPsA0K MPOBEACHUS METPOJIOTUYECKOM SKCIIEPTU3bI HOPMATUBHOU
nokymeHTaiun», MY 64-02-02-2002, M., 2002r.

10. OCT 64-02-001-2002. KoHTpOJbHO-aHATUTUYECKHE W MHUKPOOHOJOTHUYECKHUE
naboparopun OTK mpOMBIIIIEHHBIX MPEANPUATUAN, TPOU3BOAAIINX JIEKAPCTBEHHbBIE
cpenctBa. TpeOoBaHUs U MOPSIOK aKKPEAUTALINU.

11.OCT 64-02-003-2002 «IIpoxykius MEIUIIUHCKON MIPOMBIIIJICHHOCTH.
TexHonoruueckue periameHTsl npou3BojcTBa. CoaepkaHue, MopsaIoK pa3paboTKH,
COTJIACOBAHUSI M YTBEPIKICHUS.

12. OCT 91500.05.001-00. CrannmapTsl KauecTBa JIEKapCTBEHHBIX cpeacTB. OCHOBHBIE
TIOJIOXKECHUS.

13.0CT 91500.05.0002-2001. TocymapcTBeHHBIH HH(POPMAIMOHHBIA  CTaHAAPT
JexapcTBeHHOTO cpeaicTBa. OCHOBHBIE TIOJIOKEHUS.

14.0CT 64-803-01 Tapa TtpaHcnopTHas, TpyNmoBas © MOTPEOUTENbCKAs s
JIEKapCTBEHHBIX CPEJCTB. TepMUHBI U OTIpeIeTIeHUS.

nepuoouyecKue u30anus.

Pa3paboTka 1 perucrpariys JeKapcTBEHHBIX CPE/CTB,
®apmanus,

XuMHUKO-(hapMareBTUYECKHUI KypHal,

dapmareka,

Pemennym,

MeaunuHCKNi OM3HeC,

ook wdE



7. ®apmakowm,
8. ®dapmarneBTHYECKAS TPOMBIIUICHHOCTb.

Pecypcvr unghopmayuonno-menexkommynuxayuonnou cemu «nmepnemny:
1. 5bC PYIH u ctoponnue 9bC, k KOTOPbIM CTYAECHTHl YHUBEPCUTETA UMEIOT
JOCTYI Ha OCHOBAHUU 3aKJIFOUEHHBIX JOIOBOPOB:
- DnexktpoHHO-OubMoTeunas cuctema PY/IH — ObC PYJIH
http://lib.rudn.ru/MegaPro/Web
- OBC «YHuBepcureTckas oubmmoreka onnaita» http://www.biblioclub.ru
- OBC [Opaiit http://www.biblio-online.ru
- DBC «KoHncynbTanT ctyaeHTay Www.studentlibrary.ru
- OBC «JIanb» http://e.lanbook.com/
- ObC «Tpounkuit MmocT»

2. ba3bl JTaHHBIX ¥ TOUCKOBBIE CHCTEMBI:

- DJIEKTPOHHBIN (HOHJ TPABOBOI U HOPMATHUBHO-TEXHUYECKON TOKYMEHTAIIMU
http://docs.cntd.ru/

- monckoBas cucrema Sanexc https://www.yandex.ru/

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

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

- ®enepanbHbIi HHCTUTYT TIpoMbIieHHOW coocTBeHHOCTH (DUTIC)
https://new.fips.ru

Yuebno-memoouueckue  mamepuanvt 011 CAMOCMOSMENbHOU  PAOOMbL
00VUAIOWUXCS NPU 0CBOEHUU OUCYUNTUHBL/MOOYIIAL:

Memoouueckue pekomeHOAyUU NO HANUCAHUIO U 3aujume pegepamos
Pedepar mo mucuumnnmne «IIpuHIUIBI KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTBY
SABJISIETCS] PE3YJIBTATOM MHAWBHUAYAIbHON MM KOJUIEKTUBHOM (B rpyIinax mo 2 4yejoBeKa)
paboThI CTYJICHTOB U OTPa)KaeT CIIOCOOHOCTU UCTIOHUTENEH K CaMOCTOsITENbHOU paboTe
C JINTEPATypOU U HABBIKW aHAIN3a KOHKPETHOU MPOOJIEMBI.
Jns wanucanusi pedepara pPEeKOMEHAYETCS HCIONB30BaTh Y4YeOHYIO, HAYYHYIO U
CHEIUATbHYIO0 HAYYHO-TIPAKTHYECKYIO JIUTEPATYPY.
Crpykrypa pedepara
1. Beenenue
2. OcHOBHBIE pa3fensl (IJ1aBbl, Taparpadol)
3. 3akitoyeHue
4. CnucoK UCTIOIB30BaHHOM JIUTEPATYPhI
5. Ilpunoxenue

Bo BBejeHHH xapakTepusyeTcsi aKTyalbHOCTh MPOOJIEMBI, IIeNIb U 3a/la4dl paloThI,
JlaeTcsl KpaTKasi XapaKTePUCTUKA UCIOJIb3YyEeMbIX MaTepHAIIOB.

OcHoOBHBIEC pa3fenbl padOThI COAEpPKAT KaK TEOPETUUYCCKUM, TaK M aHAJTUTHUYCCKHM
MmaTtepuan. Jlns HamucaHHsl TEOpeTHYECKOW dYacTu pedepara HEOOXOOUMO H3YUYHUTh
JUTEpaTypy MO JaHHOW TeMe (y4eOHMKH, yueOHble mocoOus, MoHOrpaduu, CTaTbu B
MEPUOINYECKUX U3aHUAX U T.1.). TeopeTHuecKuil pa3aesn JOIKeH MoKa3aTh, 4YTO CTYACHT
3HAKOM C MyOJMKauMsIMHU MO paccMaTpuBaeMoil mpoOieme. BaxHo BbIpa3suTh COOCTBEHHOE
MHEHHE B OTHOLICHUH MO3UIMIA TOTO HJIM HHOTO aBTOpa WIH COJACPKAHUS UCTIONb3yEMOTO
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nokymenTa. [Ipu ncnonap30BaHUH MPSIMOTO IUTHPOBAHUS 00s3aTENFHO JIENIaTh CCHUIKH Ha
MCTOYHHK C YKa3aHHUEM CTPaHUII.

AHanmUTHYeCKUH pa3/ien OCHOBBIBAaeTCs Ha (pakTuyeckoM maTepuaine. [l Hamrcanus
3TOTO pasfena MOTYT OBITh WCIOJB30BAHBI PA3NUYHBIE HCTOYHUKH WH(OOPMAIIIH:
CTaTHCTUYECKHE JaHHBIE, HOPMATHBHO-TIPABOBBIC AaKTBl, PE3yJbTaThl CIEIHATHHBIX
oOcIieIoBaHNH, MaTepHaIbl HAYYHO-TIPAKTHYECKIUX CEMHHAPOB, KOHPEPEHIUH 1 Ip.

PaGorta Oynet Oosiee MHTEPECHOH, eciu (PaKTUUECKUI MaTepuan paccMaTpUBAaeTCs B
auHaMuke. JlJis HarmsagHOCTH W yAoOcTBa aHaim3a IUQPOBBIC JaHHBIE MOTYT OBITH
cBeZieHbl B Ta0auipl. Ecinu mudpoBoit MaTepualt 3aHMMaeT O00JbIIoi 00BbEM, €ro CleryeT
MTOMECTHUTH B MIPHIIOKECHUH.

3akmoynTenbHas 9acTh pedepara JODKHA COACPIKATh BBHIBOJBI M MPEIOKEHUS TI0
KaXJI0OMy pasfeny U mo padote B meiaoM. OHH JOJDKHBI JIOTUYECKH BBITEKATh U3 paHee
HAIMCAHHOTO MaTepuaa.

[Tocne 3akroueHust B paboTe MOMENIAETCS CITUCOK MCIIOIB30BAaHHON JTUTEPATYPHI.

O6mwmit o0veM pedepata: 20-25 cTpaHul] MAIIMHOMMUCHOTO TeKcTa popmarta A-4.

Pesynbratel nccnenoBanus, MpeaCTaBICHHOTO B pedepaTe, 0pOPMIIIOTCS B BUJE
JIOKJIa/Ia U €T0 MPE3CHTAIIHH.

IIpasuna nogedenus u mexnuxu 6€30NACHOCMU 8 XUMUYECKOU 1abopamopuu

1. Henp3st HaxomuThess B JjabopaTopuu B BepxHer ogmexzae. Craegyer pabotaTh
o0s3aTebHO B Xanate. Kateropuuecku 3anperiaercss IpUuHUMATh MUIILY, T BOY B
nabopatopun. Henb3s pabotath B 1abopaTopyu B HEYCTAHOBIICHHOE BpEMSI.

2. K BpITIOIHEHUIO J1Ta0OpaTOpHOM pabOThI MOYKHO MPHUCTYIATh TMOCIE THIATEIHHOTO
W3Y4YEHUS METOJUKH U TIPaBUJI pabOThI ¢ MpUOOpaMH.

3. Ha pabouem cTose MOKHBI HAXOIUTHCS HEOOXOAUMBIC PEAKTHBBI, 00OpYJAOBaHUE,
nocyja, padounii )xypHas. Henmb3st cTaBUTh Ha pab0o4YMii CTOJI IOCTOPOHHKE MPEIMEThI
(cymku ). CKISTHKH C peaKTUBAMU JIOJIKHBI ObITh CHA0)KEHBI STHKETKAMH U 3aKPBITHL.

4. Tlocnme okoHYaHUsI PaOOTHI CIEAYET BBIMBITH MOCYAY, OTKIIOUUTH JICKTPOIPUOOPHI,
BBIKITIOUUTH BOJTY, IPUBECTH B MOPSAIOK pabodee MECTO U CIIaTh €ro Ja0OpaHTy.

5. Cnenyer coOmrodaTh ONpeAelieHHbIE IpaBHJIa MpU paboTe C peakTHBaMU: e
KOHIIGHTPHUPOBAHHBIE PACTBOPHI KUCIIOT 3aMpellaeTcs BEIIIMBATH B PAKOBUHY, ® HEJb35
MyTaTh KPBIIIKA OT CKJISHOK M 0aHOK, 3TO BEIET K 3arps3HEHUI0 PEaKTHBOB, ®
HEJIOMYCTUMO OpaTh TBEPAbIE PEaKTUBBI PyKaMH, HIOXaTh, MPOOOBATh UX HA BKYC, ®
Py HAJIMBAHUHU PACTBOPOB TIOJB3YIOTCS BOPOHKOM, JIMIITHEE KOJWYECTBO PEaKTHBa
HEJb3s BBUIMBATh OOPATHO, JIJIS 3TOTO UCIIOIB3YyeTCs KOJI0a ¢ HA/AMKMCHIO «CITHBY, ® TIPU
otbope poO PacTBOPOB KUCIOT M IEIOYCH, OPraHMUeCKUX JKUJIKOCTEH MX ClIeTyeT
HAOMpaTh B THUIETKY C TIOMOIIBIO TPYIIM WK Jo3atopoMm, e Mcciemyembie
ONTHYECKHUMH METOJaMH PAaCTBOPHI HEIb3sS OCTABJIATH B KIOBETHOM OTICICHUHU
prUOOPOB, TIOCIIE pabOTHI KIOBETHI TIIATEIHLHO MPOMBITH U BBICYIIIHTD.

IIpasuna oghopmnenus pabomsl 8 1a60PAMOPHOM HCYPHALE

1. Hanmcatrs Ha3BaHue paboOTHI, 1Iebh PabOThl U TEOPETHUYECKHUE BBelIEeHUE (OCHOBHBIC
3aKOHBI, ypaBHEHHUS, (DOPMYJIbI, 3CKU3BI TPA(UKOB);

2. B okcnepuMeHTanbHOM 4YacTH YyKa3aTh pPEaKTHUBBI M O0OpYyJOBaHUE, YCIOBUE
MPOBEJICHNE DKCIEPUMEHTa (TeMIiepaTypa, KOHIICHTPAIMU PACTBOPOB M WX pacyer,
JUTUHBI BOJIH U T.]1.);

3. PesynpTaThl  u3MepeHuWd W pacuy€TOB 1O  AKCICPUMEHTAIBHBIM  JaHHBIM,
MIPE/ICTaBIICHHBIC B BUIC Ta0IHIl U TPa(UKOB, MPUBECTH B TETPAIH.
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4. 3anucath BBIBOJ UJIU 3aKIIOYEHUE O pPe3yJibTaTax paboThI.

5. OTBeTUTh Ha BOMPOCHI sl caMOKOHTpoJia. [lpumeuanune. Bce 3ammcu B Terpaau
JOJKHBI OBITH BBIMOJHEHBI YEPHWIAMH, TpapuKku — Ha MIUIMMETPOBOM Oymare c
yKa3aHHEeM MacluTabda U pa3MEpHOCTH BEJIMYMH Ha OcaX X-y. I'paduk noykeH ObITh
03arJiaBJieH U BKJIEEH B XKypHall. PeKoMeHIyeTcss CTpOUTh rpaukoB B SJIEKTPOHHOM
Buae mpwioxkenus EXEL u i nuHEeWHBIX 3aBUCUMOCTEH TOYHO OIPEACNISTh
napaMeTphl perpeccu.

8. OLIEHOYHBIE MATEPUAJIBI U BAJNJIBHO-PEUTUHIOBASI
CUCTEMA OLHEHUBAHWA YPOBHA COOPMHUPOBAHHOCTH
KOMIIETEHIIUHA 11O JUCHUIIJIMHE

OneHouHBIE MaTepuaabl U OaUTbHO-PEUTUHIOBAsl CHCTEMa OIEHWBAHUS YPOBHS
c(hOpMUPOBAaHHOCTH KOMIIETCHIIMM (YaCTH KOMIIETEHIIMH) TI0 WTOraM OCBOCHUS
TUCUUIUTMHBI «] [pUHIKUIBI KOHTPOJIS KaYeCcTBa JICKAPCTBEHHBIX CPEACTB)» MPEICTABIECHBI
B [Ipunoxenuu k Hactosel Pabodeit mporpaMmme JUCITUTIITUHBL.

PA3BPABOTYUKMU:
IIpogeccop UBXTH, n.¢papm.u. A.A. Mapaxosa

PYKOBOJUTEJIb OVYII:

U e

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

PYKOBOJIUTEJIb OII BO: v
JAupexTop UBXTH, npodeccop a.x.H. %p g/f@‘v - A.M. CrannmeBcKuii
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ITpunoxenne
PI'AOY BO «Poccuiickuii yHUBEPCUTET JAPYKObI HAPOIOB»
HNucTUTyT OMOXHMHI4YeCKO# TexHoJ0ruu U HaHoTexHoJiorun (MBXTH)

®OH/ OIIEHOYHBIX CPEJCTB

MO YYEBHOUN JUCIIUIIJINHE

IIpyHLMIIEI KOHTPOJIS KAY€CTBA JI€KAPCTBEHHBIX CPEACTB

(HaMMEHOBaHUE JUCIUILTHHBI )

33.04.01 ITpomeinuieHHast dhapMarius

(Ko 1 HAaMMEHOBaHKE HaIPaBJICHUs IOATOTOBKHU)

((BHO(baDMaHGBTquCKHG TCXHOJIOTHMH M YITPABJIICHHC d)aDMHDOH?»BOI[CTBOM»

(HaumeHoBaHUE PO UIIS TOATOTOBKH)

Marwuctp

KBanudukanus (creneHb) BbITYCKHHKA
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Hanpasinenue 33.04.01 «[IpombiuinenHas dapMarusi»

IIpodune «buodapMalleBTUYECKHUE TEXHOJIOTHUH Y VIIpaBiaeHue hapMIpPOU3BOACTBOM

Jucrmmumaa «I [pruHIUIIBR KOHTPOJIS KA9€CTBA JICKAPCTBEHHBIX CPEACTB)

Koa koHTpOSIMpyeMON KOMIIETEHLIMI

KonTponupyemslii pa3ien IUCHUILIAHBI

AynutopHa
a1 paboTa

CaMocTosTEBRH

ast pabora

JK3ameH

JIP

Pedepar

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

1.®dyHngameHTanbHbIE KOHIETITUN U
TEPMUHOJIOTH, UCIIOJIb3yeMast IPU YIIPaBICHUU
KayecTBOM, O€30MacHOCTHIO U 3((HEKTUBHOCTHIO
MEIUIMHCKUX MPEnapaTosB.

2.AKKpenuTanus UCbITaTeNIbHbIX JadopaTopuit

20

3.Iloaxopl K TOCTPOEHHUIO CUCTEMBI 00eCTIeUeHUS
KayecTBa MPOSYKIUH.

4. KOHTpOJIb KauecTBa MPH JEKAPCTBEHHBIX
CPEZCTB Ha IIPOU3BOJCTBE U B UCIIBITATEILHOM
nabopaTopuH.

20

5.Pa3paboTka aHAIMTUYECKUX METOIUK

6.Bannpanmsa aHaIMTHYSCKUX METOJUK,
MIPUMEHSEMBIX B KOHTPOJIE Ka4eCTBa JICKApCTB.

7.YupaBnenue kadecTBOM. CaMOMHCHIEKIIMS U
aynut. PaboTa ¢ mepcoHanom.

20

20

20

HTroro:

100 6ansoB

JIP — naGoparopHbie pabOTHI
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Bonpocsl 1J151 MOATOTOBKH K 3aIlMTE JIA00OPATOPHBIX padoT
Ilo JUCHUIIJIMHE «HpI/IHIH/Il'lLI KOHTPOJIA Ka4YeCTBa JJCKAPCTBCHHBIX CPEACTB»

JlabopaTopnasi padora Nel

=

w

oo

~

10.
11.
12.

13.
14.

[Tpunnune! cocraBienus u pazaensl COIL. Axryanuzanus u goctynHocts COII B maboparopun.
[TonsTue 0 cTangapTHOM onepalMoOHHON npouenype. HazHauenue u pasaesibl CTaHIapTHOM
omnepaoHHOM mpoueaypsl. COCTaBUTEIN U OTBETCTBEHHBIE.

Ponp COII B kOHTpOJIE KaueCTBA JIGKAPCTBEHHBIX CPEJICTB U CAMOKOHTPOJIE.

Mecto GLP B cucteme GxP — cucrteMbl JOKyMEHTAIMH 10 CO3/1aHUI0, TPOU3BOJICTBY, XPaHEHHIO
u obparienuto ekapcts (GLP-GCP-GMP-GDP-GPP-GSP).

[Tpuemsr peanmzanuu npuHIunoB GLP Ha ¢papmaneBTHUeCKOM TPEANPHUSITHH.

VYnpaiieHue KkauecTBOM, 6€3011acHOCTHIO U 3((HEKTUBHOCTHIO (hapMalleBTUUECKON MPOayKIUEH C
ucnoap3oBanueM kounenmuu GxP, ISO 9001.

TpeGoBanus K IEPCOHATY UCTIBITATEILHON JTaO0OpaTOPUH.

CtpykTypa HOPMATUBHON JOKYMEHTAIIMH Ha JIEKapCTBEHHBIN mnpernapat. [lonstue 06 o0ux u
YacTHBIX (DapMaKOTEHHBIX CTAThAX.

Teopus cnextpodoromerpuyeckoro Meroaa. [lpumenenre cnekTpoGoTOMETpHH B KOHTPOJIE
KayecTBa JIEKAPCTBEHHBIX MPENapaTos.

Teopus Turpumerpruyeckoro Meroja. [IpuMenenne THTpUMETpUH B KOHTPOJIE KauecTBa
JIEKapCTBEHHBIX MIPENapaToB.

Opranu3zanys XxpaHeHHs JIEKAPCTBEHHBIX CPEACTB B UCTIBITATEIbHBIX JIAOOPATOPHSIX.
ApOuTpakHble 00pa3iibl.

CrpykTypa NpoTOKOJIa aHAJIN3a.

KonTpoJib kauecTBa BOAbI OUUIIIEHHOM.

Benenne nabopaTopHoro )xypHaia, Kak HeoTheMiemas 4yactb GLP.

JlaGopaTropHasi padora Ne2

=

orwN

8.
9.
10.
11.

12.

13.
14.

[Toaxopl K pa3paboTKe aHATUTUYECKON METOIMKH: 000CHOBaHUE BbIOOpA MapaMeTpa
CTaHJIapTU3aIH, METO/1a aHAJIM3A.
[Iytu goctuxenus cneunGUUHOCTH IPpU pa3pabOTKe aHATUTUYECKON METOAUKH.
AxxkpenuTanus 1a60paTOpuu B CUCTEME FOCYAaPCTBEHHOM aKKpeIUTAIlMK. DTaIlbl.
AxxpenuTanus 1a60paTopuH B CUCTEME FOCYIapCTBEHHON aKKpeAuTaluuu. JJokyMeHTausl.
Camouncnekuus u ayaut. [Ipoueaypa npoBeneHusi CaMOUHCIIEKIIMA U BHYTPEHHETO ayJuTa,
MIPUHIIUIIBI BHECEHHSI U3MEHEHUI U aKTyalu3alus Ipoleaypbl BHYTPEHHEI 0 ayIuTa, MOAX0 bl K
aHaJIM3y Pe3yIbTaTOB BHYTPEHHETO ayJUTa U BHECEHNUE KOPPEKTUPYIOUINX ACHCTBUI B paboTy
CUCTEMbI MEHEPKMEHTa KaueCTBa Ha MPOU3BOJICTBE HA OCHOBE PE3yIbTATOB BHYTPEHHETO ayIUTa.
O06s13aTenbHas perucTpaluoOHHas TOKyMEHTAIus (MIPOTOKOJIbI, MapIIPYTHBIE KAPThI, MAPKHPOBKA,
ATUKETKH).
[IpoBepka cTepUIBLHOCTH, MUKPOOHOJIOTHYECKUX MOKa3aTeneH, TecThl 3((HEKTUBHOCTH M METO/IBI,
WCIIOJIb3YEeMbI€ JIJISl aHAIN3a PE3YJIbTATOB.
O6ocHOBaHUS HEOOXOIMMOCTH MPOBEICHUS BATUJAIINHI aHATUTHUYECKON METOUKH.
Crenn(puyHOCTh aHATUTUYECKON METOUKH. J[oKa3aTenbCTBO.
Ponb KOHTPOJIBHOTO ONBITA B AaHATUTHYECKON METOJIUKE.
Jloka3aTenbCcTBO CIENU(PUUHOCTH B TUTPUMETPHUECKUX, ClieKTpodoTomeTpudecknx, BOXKX
AHATUTUYECKUX METOIUKAX.
CrennuyHoCcTh KauecTBeHHBIX peakiinii 1 TCX mpu onpeaeneHuu MO THHHOCTH
JIEKAapCTBEHHOIO Mperapara.

Cocras manebo as A0Ka3aTenbCTBA CIeIHU(PHIHOCTH.

CrtpykTypa npeanpusaTus, poib U pyHKIUU otaena obecnedenus kadectBoM (OOK) u

otnena koHTpos kauectBa (OKK) Ha dapmarieBTHIecKoM MpeANpUsSTHH.
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JlabopaTopHasi paGora Ne3

S

~No

© o

10.
11.
12.

13.

14.
15.

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

YTo MoKa3bpIBACT IMHEHHOCTh aHATUTHYCCKON METOIUKH?

CrartucTuueckue XapakTepPUCTUKU JTUHEUHOCTH U UX UHTEPIIPETaLIUs.

I'padux nmuneitnoctu. [locrpoenue.

JlaHHBIE, UCTIOJBb3yEMBIE JI OLICHKH JJMHEMHOCTH.

Jloka3aTenbCTBO JIMHEWHOCTH B TUTPUMETPUUECKUX, clieKTpodoTomeTpruyeckux, BOXKX
AHAIMTUYECCKUX METOINKAX.

VYrpaBneHue kauecTBOM (KOPPEKTHPYIOUIUE, PETYIUPYIONINE, MPEAYPEKIAIONINE ICHCTBUS).
Camouncnekuus u ayaut. [Iporenypa npoBeieHrs CAMOMHCIIEKITUU ¥ BHYTPEHHETO ay/IuTa,

MPUHIIUITEI BHECEHUS U3MEHEHUH U aKTyallM3alus IPOLEAYpPbl BHYTPEHHETO ayIUTa, OJAXObI K

aHaJIM3y Pe3yIbTaTOB BHYTPEHHETO ayJUTa U BHECEHNE KOPPEKTUPYIOUINX AEUCTBUM B paboTy
CUCTEMbI MEHEPKMEHTa KaueCTBa Ha B UCIBITATENIbHON 1JAOOPAaTOPUM HA OCHOBE PE3YJIbTaTOB
BHYTPEHHETO ayJInTa.

UTto noka3plBaeT NPaBUIbHOCTh AHAJTUTUYECKON METOAUKH?

[Toaxoap! K T0Ka3aTeNIbCTBY IPABUIBHOCTH AHAIMTUYECKON METOIUKH.

CraTucTrueckre XapakTepUCTUKU MTPAaBUIIBHOCTH U UX UHTEPIpETaIHsl.

JlaHHbIE, HCIIOIB3YEMBIE JUISl OLICHKU ITPaBUIBHOCTH.

Jloka3aTenbCcTBO MPAaBUIBHOCTH B TUTPUMETPUUECKUX, crieKTpodoTomeTpruyeckux, BOXKX
AHATMTUYECKUX METOIUKAX.

Ananutuyeckas ciyxk0a nIpeanpusTus Kak cucreMa o0ecriedeHns KOHTPOJIS KauecTBa Ha BCEX
CTaAMSX aHAJIU3A.

Bunbl ananu3a B 3aBUCMMOCTH OT €ro Ha3Ha4YeHHs. MeTOo1 M1 METOIMKa aHaIn3a.

Banupanusa aHanuTHUECKUX METOAMK: poOacTHOCTh. BhIOOp KpuTEpHEB ajs J0Ka3aTeabCTBA
poOaCTHOCTH.

CratucTuyeckue XapakTepUCTUKH pOOACTHOCTH M UX UHTEPIPETaLHs.

ITonxomap! kK 10Ka3aTeIbCTBY POOACTHOCTH aHATUTUYECKON METOIUKH.

CratucTuyeckue XxapakTepUCTUKH pOOACTHOCTH M UX UHTEPIpETaLUs.

JlaHHBIE, UCIIOJIb3YEMBIE U1l OLIEHKH pOOACTHOCTH.

Cocrasnenne oTyeTa 0 BAIMJALMK U €r0 HA3HAYCHUE.

Ponp HOpMAaTUBHOM TOKyMEHTAaMU B KOHTPOJIE Ka4eCTBA JICKAPCTBEHHBIX IIPENapaToB.
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IIpumep 3x3amenayuonnozo bunema
JAUCHUITIIMHBI ((HDI/IHHI/IHBI KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHBIX ITPCTIApPaTOB»

Bpewms: lyac

I'pynma ®.1.0. crynenra
Buner Ne 1.

1. Ilepeuncnute TpeGOBaHUSI K IEPCOHATY UCTIBITATEILHOM JIAOOPATOPHH.

2. KakoBa pojb KOHTPOJIBHOTO OIBITA B aHATUTHYECKON METOANKE?

3. Kak mokazate cienn(uaHOCTh KauecTBEHHBIX peakunid 1 TCX mpu onpenenieHuH Mo iTMHHOCTH
JIEKapCTBEHHOTO Npenapara’?

4. CrpyKTypa NpoTOKOJa aHalu3a JIEKApCTBEHHOIO Ipernapara.

Hpumep IK3AMEHAUUOHHO020 ounema
JAUCIHUITIIMHBI «IIpuHIUITEI KOHTPOJIS KA9eCTBA JIEKAPCTBEHHBIX MIPEIIapaToB»

Bpems: 1yac

I'pynna ®.1.0. crynenra

Buer Ne 2.

1. Ilepeuncnure MyTH JOCTIKEHUS CTICU(PUIHOCTH TP pa3pabOTKe aHATUTHICCKON METOIUKH.

2. Kakum 00pa3omM MOXKHO JI0Ka3aTh CHEIU(DUIHOCTh AHATUTHYECKOW METOIUKN?

3. Uro moka3pIBaceT JIMHEHHOCTh aHATUTUIECKON METOTUKA?

4. OpraHu3anus XpaHeHUsI JICKAPCTBEHHBIX CPEJICTB B UCIIBITATEIIbHBIX JIA0OPATOPHSIX.
ApOuTpaxkabie 00OpasIibl.

Ilpumep rx3amenayuonnozo ounema
TUCHUIUTMHBI «[[pUHIINUIBI KOHTPOJIS Ka4eCTBa JIEKApCTBEHHBIX IPErnapaToB»

Bpems: lygac

I'pynmna ®.1.0. crynenra

Buier Ne 3.

1. OObscHUTE, KaKOW COCTaB IuIaried0 He0OXO UM JIJIS JOKA3aTeNIbCTBA CICITU(DUIHOCTH
AHAJIUTHYECKOM METOIUKU?

2. Kax mpoBoauTCcs MpoBepKa CTEPUILHOCTH, MUKPOOHOJIOTHYECKHX TToKa3aTenei? TecTol
3¢ hEeKTUBHOCTH M METObI, HCTIOIb3yeMbIe JIIsl aHAN3a PE3YyIbTaTOB.

3. Banmparnus aHamUTHYECKHX METOJUK: poOaCTHOCTh. BpiOOp KpuTepreB /uid 10Ka3aTeabCcTBa
pobacTHOCTH.

4. Kakue gaHHbIE, UCTIONB3YIOTCS JJISl OLIEHKH TUHEHHOCTH?

Kaxxapiii Bonpoc oneHuBaetcst ot 0 10 5 6amnoB. MakcumanbHoe KonndecTBo 0amios — 20.
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Bbanibl Kpurepuii oueHku

0 OOyuarommiicss He OTBETHUII Ha BOIIPOC UIIM OTBET MOJHOCTHIO HEBEPEH.

25 OOyuarommiicst a1 BEpHbIi, JOCTATOYHO MOJHBIN OTBET, PACKPHIBAIOIINI OCHOBHBIC
’ MOJIOKEHHSI BOTIPOCA.
5 OOyuarommiicst a1 BEpHbIH, pa3BepHYTHIN, YETKUI U XOPOIIO CTPYKTYPUPOBAHHBIN

OTBET, MIOJIHOCTHIO PACKPBIBAIOIINKA BOIIPOC.

IIkana oneHuBaHUA:
«OtnuHOo» («5») — ot 18 1o 20 OayIoB.

«Xopomio» («4») — ot 14 1o 17,9 daios.
«Y nosnerBoputenbHO» («3») — ot 10 o 13,9 Gayios.
«HeynosnerBopurensHo» («2») — 9,9 1 MeHee OaILIOB.

Tembl pepepaToB no Jucuuniinge «IIpuHIUAIBI KOHTPOJIA KaYecTBa
JIEKAPCTBEHHBbIX CPEACTB)

1. TlpuHIUOBI BaTUIAMU aHATATHYECKHX MeToAuK. [To1xo el k Banuaanuu B Poccun u 3a pyoeskom.

2. Tpe6oBanus HopmatuBHOU HokymeHTarmu P®, EBpornsl u CIIA k nexapcTBEHHBIM CpeCTBaM Ha
pacTUTENbHOM OCHOBE (BBIOOD MpHMeEpa).

3. TpebGoBanust HopmatuBHOU HokyMeHTanuu PD, Eppornbl 1 CIHIA k apmarieBTHIECKUM
cyOcTaHmsIM (BBIOOD MpUMepa).

TpebGoBanust K BOJIe OUMIIIEHHOH, Boie anuporeHHo#. [loka3zarenu kayecTna.

TpeboBanus kK urcThiM omenieHus M. CpaBHenue TpeboBanuii PO, Esponsr u CHIA.

MukpoOuosioruieckasl 9uCToTa JIEKapCTBEHHBIX NpernapaTtoB. CpaBHeHHE TpeOoBaHuii PD,

EBponbr u CIIA.

7. CTpyKTypa HOPMAaTHUBHOM JOKyMEHTAllUU MHBEKIIMOHHBIX U MH(Y3UMOHHBIX JEKapCTBEHHBIX
MIpernapaTosB.

8. CtpyKkTypa HOPMATUBHON JOKYMEHTAIIMH JIEKAPCTBEHHBIX CPEICTB B MATKUX JIEKAPCTBEHHBIX
dhopmax.

9. CrpykTypa HOPMATHUBHON JOKYMEHTAIIMU TBEPABIX JIEKAPCTBEHHBIX CPEJICTB.

10. CtpykTypa HOPMATHBHOM [IOKYMEHTAllUM PACTBOPOB M HKCTPAKIMOHHBIX JIEKAPCTBEHHBIX

MpemnapaToB.

o ok
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KPUTEPUY OINIEHKH

Pedepar onernaercs ot 0 no 20 6aynios:

Bbanabl
KpHrepun omemin He YacCTHYHO MOJTHOCTBIO
COOTBETCTBYET | COOTBETCTBYET | COOTBETCTBYET
KPUTEPHIO KPHUTEpHIO KPHUTEePHIO
Pabora BKITIOYaET BCe YKa3aHHBIC B 33JJAHUU DJIEMCHTBI 0 1 2
Pabora ohopMmiieHa B COOTBETCTBUU C TPEOOBAHUSAMH 0 1 2
CTyIeHTOM KOPPEKTHO 0 OPMIICHBI 3aIMCTBOBAHMSI 0 1 2
B pedepare ykazana aktyanabHast uHGOpMAIUSI 0 1 2
CTyzeHTOM Ipe/CTaBICHb 00bEKTUBHBIC 0 1 9
MPOBEpPEHHBIC HAYYHbIC HCTOYHUKN HH(OpMaIn
Pedepar orpakaer uieH, BhICKa3aHHBIC B HCTOUHUKAX 0 1 2
CTyIeHT COmocTaBsIeT JaHHbIE HECKOJIBKHIX
HCTOYHUKOB, BBISBIISIET CBS3H MEXITY HUMH, 0 1 )
MPOBOAMT CpaBHEHHUE, 00001IeHHE,
KJTacCu(PUKaIUIO
Crynent npeacrasisieT HHGOPMAIMIO KPATKO 0 1 5
nH(pOpPMaTHBHO
CTyIeHT HCIoNb3yeT COOCTBEHHBIE POPMYITHPOBKH 0 1 )
JUISL TIPENICTaBIICHNsT MH(OPMAIHN
DopMyIHPOBKH CTY/ICHTA HE NCKAXKAIOT CMBICIIBI, 0 1 5
W3TI0)KEHHBIE B NCTOYHUKAX
Hroro: 0 10 20

Ikana oueHUBaHUA:
«O1immyao» («5») — ot 18 10 20 GaIos.

«Xopormoy («4») — ot 14 1o 17,9 6amnos.
«Y noBaerBopurenbHoy («3») — ot 10 10 13,9 Gamnos.
«HeynosnetBoputensao» («2») — 9,9 u MeHee Gauios.

(I)OHIIBI OLCHOYHBIX CPEACTB JAJIA MPOBCACHUA TCKYIICI0O KOHTPOJIA YCIIEBAEMOCTH U

MPOMEKYTOYHOM aTTeCTAUMHU

PaGota B cemecTpe

Bun 3amanna Yucno 3agaduit

Kou-Bo Gayuios

CymmMa OasioB

1. JlabopaTopHbIie pabOThI

2. Pedepar

3. DK3aMeH

NTOI'O (makcuManbHbIN Oast)

100

CoOTBETCTBUE CHCTEM OIICHOK (I/ICHOJ’H:BYCMLIX paHee OILCHOK HTOTOBOM aKaJeMHUYECKOH

ycrieBaemMoctd, omneHok ECTS wu OamnbHo-peiituaroBoit cuctembl (BPC) omenok Ttekymeit
YCIIEBAEMOCTH):
bamier TpaguimonHbie Banner st nepesona Ouenku Onenku
BPC oneHku 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'padux mpoBeneHUs MUCHMEHHBIX KOHTPOJBHBIX paboT (OpMHpPYeTCs B COOTBETCTBUU C
KaJICHAAPHBIM IIJIAHOM KYypcCa.

CTYI[CHTBI 0651321HBI CaBaTb BCC 3aJaH B CPOKH, YCTAHOBJICHHBIC IIPCIIOJaBaTCIICM.

Pa3pemaercs OJHOKpaTHO mepenucarb TECTbl, €CIM [0 HUM IIOJYyYEHO MEHEE I0JIOBUHBI
IUIAaHUPYEMBIX OajlIoB, NPU 3TOM aHHYJIUPYIOTCS paHee IMOJy4YEHHbIE 10 3TOM KOHTPOJIbHOUM padore
0amutel. Cpok MepenuChIBaHUS YCTAaHABIMBACT MTPETOaBaTeb. ITOrOBBIN 3a4€T HE MEPEIICHIBACTCS.

Hcnosb30BaHNE UCTOYHUKOB (B TOM YHUCIIE KOHCHEKTOB JIEKUHUH U JIAOOPATOPHBIX 3aHITHIA) BO
BpeMsl BBINIOJIHEHUS THCbMEHHON KOHTPOJIBHOM pabOThl BO3MOXHO TOJNBKO C pa3pelieHus
MIpenoiaBaTes.

Bpewmsi, koTOpoe OTBOAWTCS CTYIEHTY Ha BBINOJHEHHE MHCbMEHHOM paboThl (KOHTPOJIbHOU
TECTOBOW pPabOThI), ycTaHaBIMBaeTcs mpenojaBareneM. [lo 3aBepuieHUM OTBEAEHHOTO BPEMEHU
CTYAEHT JIOJDKEH cIaTh padOTy MPernoaBaTellio, BHE 3aBUCUMOCTH OT TOTO, 3aBEpILIEHA OHA WU HET.

OTCpOLIKa B TICPCIUCBbIBAHUN KOHTPOJIBHBIX pa60T n Ccadu JOMAIIHEro 3aJaHus CUHUTaACTCA
YBOXHUTEIBHOM TOJNBKO B Ciydyae OOJI€3HHW CTYACHTA, YTO IOJTBEP)KIACTCS HAJIUYMEM Yy HEro
MEJUIIMHCKON crpaBKu. B 3TOM cilyyae BBINOJIHEHHE KOHTPOJIBHBIX PabOT OCYLIECTBIISIETCS B CPOKH,
yKa3aHHbIE MPEI0/IaBaTeIeM.

CryneHT omycKaeTcsi K MTOTOBOM paboTe ¢ JItoObIM KOJIMYECTBOM 0ajlsioB, HAOpaHHOM B CEMECTPE,
HO TIPH YCIIOBUH, YTO Y CTYJICHTa UMEETCS TeOPETHYECKast BO3MOKHOCTh TIOJYYUTh HEe MeHee 31 Gaia.

Ecnu B utore 3a cemecTp cTyneHT noiayuni MeHee 31 Gaia, To eMy BBICTaBIsieTcs onleHka F u
CTYACHT OOJDKCH IMMOBTOPHUTH OTY JUCHUIINIMHY B YCTAHOBJICHHOM IIOPAIKE. Ecmm xe B utore CTYACHT
nosyun He meree 31 Gaia, T. €. FX, To cTyneHTy paspemaetcs 1000p Heooxoaumoro (1o 51)
KoJimyecTBa OaisioB. [[o6op 0amioB OCYIIECTBISETCS MYTEM IMMOBTOPHOTO OHOPA30BOTO BBHITTOTHEHUS
MPEeyCMOTPEHHBIX KOHTPOJIBHBIX MEPONPUATUHN, IPU ITOM aHHYJIUPYIOTCS COOTBETCTBYIOIIHE
MIpebIAYyIINEe PE3YIbTATHI.

buner uroroBoi arrectauuu coAepKUT 2 Bompoca. Ha moAroToBky K OTBETY OTBOAMTCS 1 Hac,
MOCJIe YEeTO MPOBOAMTCS YCTHBIN ompoc cryneHnTta. OnennBaercs padbora u3 20 6auioB HE3aBUCUMO OT
OIICHKH, TTOJTYYEHHOU B CEMECTPE.

0-50 2

[Iporpamma coctaBneHa B cootBercTBuM ¢ TpeboBanmsimu OC BO PYJIH no nanpasnenuto 33.04.01.
«[IpombinuteHHas hapmanus.
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