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1. Ieau u 3a5a4u AUCHMILINHBI:

Ilenvro usyuenust aucuuniauHbl « CoBpeMEHHbIE METO/AbI KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX
CPEICTB» SIBISIETCS OOYYCHHE CTYICHTOB HAaBBIKAM pPa3pa0OTKH METOJIOB OOECIICUCHHS KadecTBa
(bapManeBTHUECKOW MPOAYKIMH, 3HAaHUAM HEOOXOIMMBIX JUIsl pa3pabOTKH, BHEAPEHUS U
noanepxkanuss  cucreMbl GLP  (IlpaBuiia  KOHTpOJs KayecTBa  JIEKAPCTBEHHBIX  CPEJCTB),
(GYHKIMOHUPOBAHNY M AaKKPEIUTAIIMU UCTIBITATEIBHBIX JJAO0OPATOPHIA.
3agayaMu AMCUMILIMHBI SBJISIETCH
e l3yuenue obecrieueHus BHIIOTHEHUSI MEPOTIPHUSTHH 110 YIYUYIICHUIO Ka4eCTBa MPOIYKIIIH;

e [lonydyeHuss HaBBIKOB MOJTBEP)KIEHUS COOTBETCTBUS MPOIYKIIHMH, IPOLIECCOB IMPOU3BOJICTBA,
yCIIyT, TpeOOBAaHUAM TEXHHUUECKUX PErJIaMEHTOB, CTAHAAPTOB WM YCIOBUSIM JIOTOBOPA;

e (OOyueHue OLIEHKH YpOBHS Opaka W aHAJINU3 PUYHUH €r0 BOZHUKHOBEHUS;

e JlosyueHnue 3HaHU O  pa3pabOTKE  TEXHUKO-TEXHOJOTHYECKUX M  OpPraHU3alMOHHO-
HSKOHOMMUYECKHUX MEPOTPUATUH MO MPEIYIPEKIECHUIO U YCTPAaHEHUIO Opaka;

e OOyuenue mnpuHimmaMm GLP kak cucreMbl m Mep, peanm3alysi KOTOPBIX Ha MPEIIPUSTHH
MO3BOJISIET CBECTM K MHUHUMYMY pPHCK BBIIyCKa HEIOOPOKAYECTBEHHOW NPOAYKUUU U
obecnieunBaet ee 3PPEKTUBHOCTh U OE€30MaCHOCTH ISl JIEKAPCTBEHHBIX CPEICTB.

2. Mecro nucuuniannabl B cTtpykrype OII BO: [Jucuumirna «COBpEMEHHBIE METOIBI KOHTPOJIS

KauyecTBa JICKAPCTBEHHBIX CPEACTB» SIBISIETCS DJIEKTUBHOM M OTHOCHUTCS K BapHaTHUBHOW YacTH

yueOHoro miaHa. B Tabmune 1 mpuBeneHbl NPEIIECTBYIOMIME M MOCIEAYIOUIUE JUCLMILIUHBL,

HarpaBJieHHbIE Ha (OpMUPOBaHNE KOMIETCHIMI TUCIUIUITMHBI B cooTBeTcTBUU ¢ OC BO u Marpureit

koMmmerenui OIT BO.

Tabmuma Ne 1
IIpemmecTByIomme v MOCJaeTYHONME TUCIHIIMHBI, HANPaBJIeHHbIE HA ()OPMHUPOBaHHE

KOMIIeTEeHIIH I
Ne [Iudp u HamMMeHOBaHUE [IpenmecrByroniue [Tocnenyromuye TUCHUIIITMHBL
/i KOMIIETCHIIUU JUCLHUIIJIMHBI (TpynIbl JUCIUILINH)
[IpodeccronanbHbIC KOMIIETCHITUN

1 IK-1-n. Cnocoben muanupoBath | Beemenue B 0MOMH(POPMATHKY;

paboTy u BHIOMpaTh aAeKBaTHEIC | MeTombl MaTEMATUYECKOrO

METOIBI peleHus HAYYHO- | MOJIENMPOBAHNS,

HCCIIE0BATEILCKAX 3aau B | OcHOBBI  (hapMAleBTHYECKON

BBIOpaHHOM objactu XUMHH, | 1exHONOMMI -

XUMHYECKOI TEXHOJIOTUN MIH | o oo e OTTOFHH

CMEXXHBIX C XUMHUEH HayKax

2 IIK-3-n. CnocoGen Ha ocHOBE | MeHemKMEHT B | OcHOBBI ¢buTOoXUMUU u
KPUTHYECKOro aHaln3a pe3ylbTaToB | y1nodheccrnoHa bHOM TEXHOJIOTMHU (PUTOINPENApaToB;

HUP u HHUOKP OILICHUBATh
MEPCHICKTUBBl  MX  [IPAKTHYECKOrO
MPUMEHEHHUSI U TIPOIOSDKEHUsI pa0oT B
BEIOpaHHOI obnactu XUMHUH,
XHMHYECKOM TEXHOJIOTUH Wl

JCATEIbHOCTH,




CMEXHBIX C XHMHEH HayKax
3 IK-1-t.  Cpmocoben  ompenenstb | OcHOBEI  (hapmarieBTH4ecKol | OCHOBBI ¢buroxumMun u
CHocoObl, ~ METOABl M CPEACTBA | rexHONOrHH U | TEXHOJIOTUHU (QUTOIPENnapaToB;
PCIICHUS TEXHONOTHUECKUX 3314 B | o0 oo oo
pamkax npuxiaaaasix HUP u HUOKP
4 NK-2-T1. CnocobeH OCYIECTBIATh | BUOXMMHYECKHE TEXHOIOTHH OxpaHa 00BEKTOB
JOKyMEHTaIbHOE COnpoBOXIEHUE | onmyueHust bAC; VHTEIUIEKTYaJIbHOU
npukiaaueix HUP u HHIOKP XUMHYECKHE METO/IBI COOCTBEHHOCTH;
MOJIyYEHHUS U CBOMCTBA
HAHOCHUCTEM;
Onenka Oe3omacHOCTH
MPOIYKITUH HAHOWHTYCTPUHU
3. TpeOoBaHus K pe3yJbTaTaM OCBOECHHS JUCIHUIIUHBI:
[Ipornecc u3ydeHust TUCUMILUIMHBI HATIPaBJIeH Ha OPMUPOBAHUE CICAYIOIIUX KOMITETEHIINMN:
Ne Kon n naumeHoBaHuEe HHIUKATOPA TOCTHXKECHUS
Kox n HaumeHOBaHME KOMIIETEHIIUN
/1 KOMIIETEHIIN U
1 IIK-1-n. CiocobeH mranupoBaTth paboTy u IIK-1-n-2. Beibupaer 3KCIepUMEHTAIBHBIC U PACUETHO-
BBIOMPATh a/1eKBAaTHBIE METOABI PEIICHHUS TEOPETHYECKHUE METOABI PEeLICHHs MMOCTABICHHOH 3aqaun
HAyYHO-HCCIIEIOBATEIILCKUX 3a]1a4 B UCXONsl U3 UMEIOIIMXCS MAaTepualbHBIX W BPEMEHHBIX
BBIOpaHHOM 00J1aCTH XMMUHU, XUMHYECKON pecypcos
TEXHOJIOTUH WJIM CMEKHBIX C XUMHEH HayKax
2 IK-3-H. Ciocoben Ha ocHoBe Kputnueckoro | IK-3-H-2. Onpenensier BO3SMOKHBIC HATIPABICHUS Pa3BUTHS
anaym3a pezyinsratoB HUP u HUOKP paboT ¥ MepCreKTUBHI MPaKTHYECKOT0 IPHMEHCHHS
OIICHUBATH MTEPCIIEKTUBBI UX IMPAKTHYECKOTO | TOIYyYCHHBIX PE3YIbTaTOB
MPUMEHEHHS U TIPOIOJDKEHUS padoT B
BBIOpaHHOM 00JaCTH XMMUH, XUMHYECKON
TEXHOJIOTUH MJIF CMEKHBIX C XHMHUEH HayKax
3 IIK-1-1. CriocoOeH onpeaensTh CrocoOsbl, IK-1-1-2. TOTOBUT JOKYMEHTAITHIO 11O MIOATOTOBKE,
METOJIbI M CPE/ICTBA PEIICHUS MpoBeaeHuto u pesyibratam npukiaaasix HUP u HUOKP
TEXHOJIOTUYECKUX 33724 B paMKax MK-1-1-3. [Ipeyraraet TeXHUYECKUE CPEACTBA U METOJIBI
npukiagaeix HAP u HUOKP WCIBITaHKUH (M3 HAOOpa UMEIOIIIMXCS) [T PEIICHUS
MOCTABJICHHBIX 33/1a4 B paMkax npukiaaabix HUP u
HUOKP
4 K-2-1. CrniocobeH ocymectisith | [IK-2-1-2. Ilmanmpyer # OCyIIECTBISACT HAYIHYIO
JIOKyMEHTaIbHOE COIPOBOXKJICHUE | COCTAaBILIONIYI0 pPabOT MO pa3pabOTKe M BHEOPEHUIO
npuknaaaerx HUP u HUOKP HOPMAaTUBHBIX JIOKYMEHTOB 1o crucTeMam
CTaHIApPTU3AIlNH,  pa3pabOTKH W IPOU3BOACTBY

XUMHUYECKON TTPOIYKITUU

B pe3ynbrate u3y4eHus: AUCIUIUIMHBI CTYACHT JIOJIKCH:
3nameo:
(GyHJaMEHTaJIbHBIC KOHIICTIIIUN U TEPMHUHOJIOTHIO, HCIIOJIb3YEMYIO TIPU YIIPABICHUN

KauyecTBOM, 0€30MaCHOCTHIO U 3(PPEKTUBHOCTHIO (hapMalleBTUYECKUX MPENapaToB;

OpraHu3aluio paboThl UCTIBITATENIbHBIX Ja00paTOPHIA;

9Tambl aKKpeIUTAINK Tab0paTopHii;

JAOKYMCHTAIIUKO CUCTCMBI MCHCIPDKMCHTA KaY€CTBA UCIIBITATCIIbHBIX J'Ia60paT0pPII>i;

MexayHapoanbsie ctannaptel GLP, ICH, Poccuiickue Hanmonansusie [[OCTBI U cTaHIAPTHI;

ocHoBHbIE KoHIenmu GLP;

COBPCMCHHBIC Tpe6OBaHI/I}I K OpraHu3anuu KOHTPOJIS KaueCTBaA (I)apMaI_ICBTI/I‘{CCKI/IX

MIpenaparos,




e TpeboBanus '@ PO u Benymux 3apyOeXHbIX (papMaKoIel K JeKapCTBEHHBIM CPEACTBAM U
ADC;

® KOHTPOJIb KQUeCTBa, BKIIOYAsi IPOBEPKY CTEPUILHOCTH, MUKPOOHOIOTUYECKUX ITOKa3aTeIIeH,
TecThl 3()(HEKTUBHOCTH M METO/IbI, HCIIOJIb3yeMbIE JIJISl aHAIHM3a PE3yIbTaTOB;

® METOJbl M1 MHCTPYMEHTHI /ISl YBEJIMUCHUS KaueCTBa, BKIIIOUAs aHAIH3 YIIPABJICHUS, MOICIH
YCOBEPIICHCTBOBAHMS METOJIOB U YIIPABJIIEHUE HECOOTBETCTBUSMH M U3MEHEHHUSAMU;

¢ (yHKIMHM HaYaIbHUKA OTJeNIa 0OecreueH s KauecTBa U Ha4albHUKA OT/Iea KOHTPOJIS
Ka4yecTBa.

Ymemos:

pa3pa6aTBIBaTB AHAIIMTUYCCKUC MCTOJUKU U BAIITUIUPOBATH ux,

MPHUMCEHATH OCHOBHBIC METO/IbI © HHCTPYMCHTBI KOHTPOJIA KAa4Y€CTBA JICKAPCTBCHHBIX npenapaTOB;
OpraHM30BaTh PadOTy MCIBITATEIBHOM J1abOpaTOpUM MO KOHTPOJIK KayecTBa JIEKapCTBEHHBIX
CPEICTB;

OCYILIECTBIIAThH pa3pabOTKy hapMaKOTEeHHON CTaTbU U BHEAPSATH €€.

CaMOCTOSITENIbHO pab0TaTh CO CHEHATBLHOM TUTEpaTypOil U HOPMAaTUBHOM JJOKYMEHTAIIHEeH;
IIAaHUPOBATH W IPOBOJUTHE HAYYHBIC UCCIICAOBAHUA.

Baaoemo

HaBBIKaMU peaym3anuu NpUHIUIOB GLP Ha mpeanpusTHu mpou3BOJCTBa (hapMaIeBTHUSCKUX
MIpernapaToB U B UCIBITATEIbHOM J1abopaToOpuy,

HaBbIKaMU Pa3pabOTKHU U BaTUAALNN METOIUK aHAIIN3a,

HaBbIKAMU  HUCIOJb30BAaHUS  HOPMATUBHOM, CHOPAaBOYHOW  JUTEpaTypbl Uil  pEIICHUS
npodecCHOHANTBHBIX 33724,

HaBBIKAMHU PabOTHI C HAYYHOH JUTEPATYPOU, aHAIM3UPOBATh MH(POPMAIINIO, BECTH TIOUCK HOBOM
uH(popMalLKY, MpeBpallaTh MOJIy4YeHHbIE 3HAHHUS B CPEJCTBO Ui pelIeHUs! MpoQeccrOHaNTbHbBIX
3azay;

HaBbIKaMU opraHuzauuu paboTsl otaena obdecrnedenus: kadectBoM (OOK) u ormena KOHTpOs
kadectBa (OKK).

4. O0beM TUCUUIIMHBI M BUIbI y4eOHOH PadoThI

OO6mast TpyI0€MKOCTh JUCIUIUIMHBI COCTABJISAET 3 3a4C€THHIC SMHUIIBI.

Bun yue6HoI paboThI Bcero gacos 2 Kypc
CemecTpsbl
5 6 7 8
AynuTopHblie 3aHATHSA (BCEro) 32 32
Jlekuun 16 16
[TpaxTudaeckue 3ausatus (113) 8 8
Jlaboparopusie pabots (JIP) 8 8
CamocTosiTesqibHas padoTa (Bcero) 76 76
Hrorosasi arrecrauus Jud.3ager
OO0mmas TpyI0eMKOCTh, Jac 108 108
3a4. efl. 3 3

5. CopepxxaHue QMCUMILIHHBI

5.1. Conep:xanue pa3iesioB TUCHHILINHBI
Ne | HaumeHoBaHue pasniena Conepxanue pasjena
/N1 | JUCIHIUTAHBI




OyHAaMEHTAIbHBIE
KOHIICHITNN B
TEPMHUHOJIOT U,
HCMOJIb3yeMas IpU
YIPaBJICHUU KAa4E€CTBOM,

Mecto GLP B cucreme GxP — cucrempl JOKYMEHTALMHU IO

CO3JaHMIO, IIPOM3BOJCTBY, XpPaHEHUIO U  OOpAIIEHUIO
JIEKapCTB (GLP-GCP-GMP-GDP-GPP-GSP). [Tpuemst
peamuzanuu  npuHimnoB GLP  nHa  ¢dapmaneBTHUECKOM

OpEeIIpUITUH. YIIpaBICHHE KaueCTBOM, O€301aCHOCTBIO U

0€301MaCHOCTBIO U 3pPEKTUBHOCTRIO  (apMalleBTUYECKONH  MPOIYKIUEH ¢
3¢ (HEKTUBHOCTHIO ucnonbp3zoBanneM kouuenuuu GxP, ISO 9001.

MEIUITTHCKIX

PEerapaToB.

Axxpeauranus TpeboBaHMsi K HCHBITATEIbHBIM JIAOOpATOPUSAM. OTarbl
UCTIBITATEIBHBIX aKKpeIUTalnuu. AKKpEJUTYIOINNA OpTaH.

naboparopuii

[Monxoxp! k mocTpoeruto | CTpykTypa TpemnpusaTHs, poib W (QyHKIUH oThena

CHUCTEMBI 00€eCIICUEHU
KauecTBa MPOIyKIUH.

obecneuenus kadectBoM (OOK) u oTaena KOHTpoOJIA KauecTBa
(OKK) na dapmarieBTHYeCKOM NpeanpusTHu. Jl0mKHOCTHBIE

WHCTPYKIINH, KOJUICKTUBHAS u nepcoHaIbHas
OTBEeTCTBEHHOCTh. TpeboBanuss 'OCT P MCO 9001-2008
«Cucrema  MEHEDKMEHTa  KadyecTBa». CranmapTHbie
onepanuonnsie mpoueaypsl (COIT).

KoHTposb kauecTBa pu | AHAIUTHYECKas — CIIy)K0a  NPEANpHUATHS Kak — CHCTeMa

JIEKapCTBEHHBIX CPEJICTB
Ha MPOU3BOJICTBE U B
HCIBITATeNEHON
JabopaTopuH.

obOecrieueHnsT KOHTPOJIS KauyecTBa Ha BCEX CTAAMSIX aHAIIM3a.
Buner ananmza B 3aBUCHMOCTH OT €ro Ha3HaueHus. MeToa u
METOJIMKAa aHalin3a. XUMHUYECKHEe H (U3UKO-XUMUUYECKHE
METO/Ibl aHAIN3a, TPUMEHSIOIMUECS 1 BXOJHOTO KOHTPOJIS
CHIPbsl  PA3JMYHOTO  TMPOUCXOXKJCHUS  (PaCTHTEIBHOTO,
XUMHUYECKOTO, MHUKPOOHOTO), KOHTPOJISI TPOMEKYTOUHBIX
MPOJIYKTOB, BCIOMOTATEIBHBIX BEMIECTB U KOHTPOJIS KaUECTBA
TOTOBOH MPOIYKIUH. HopmaruBHas JIOKyMEHTAIHA.
OCHOBHBIE HMCTOYHUKH, MHYyTH M MPUYUHBI ToTa aHus
MUKPOOOB-KOHTAMHUHAHTOB B  cdepy MPOU3BOJCTBA U
TOTOBYIO MPOYKIIHIO. [IpoBepka CTEpPUIILHOCTH,
MHUKPOOHOJIOTHYECKHUX MOKa3aTesei, TecThl 3H(PEKTUBHOCTH U
METOJIbl, MCIOJIb3yeMbl€ IS  aHalu3a  Pe3yJbTaToB.
Kamudukanus mabopaTopHOTo 000pymOBaHHS. ATTECTaIus
U TIOBEpKa J1abopaTOPHOTO 0OOPYIOBAHUS.

Pa3zpaboTka
AQHAJTMTHYECKUX METOIUK

Pa3zpabotka mMeronuk ananuza. Dtamnbl. [loaxonsl Kk aHAIKU3Y
MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX CPEJICTB

Bamunaus
aHAJTUTHYECKUX
METOJIMK, TPUMEHSIEMbIX
B KOHTPOJIE KayecTBa
JIEKapCTB.

Banmpanys Metoauk uaeHTU(DHUKAIMA W KOJIHMYECTBEHHOTO
onpeneneHus. TpaHnchep aHAUTUTUYECKUX METOIMK.

YnpaBrneHue Ka4ecTBOM.
CaMouHCHEKIIUS U
aymut. PaboTa ¢
MIEPCOHAJIOM.

VYnpasnenune KaueCTBOM (KoppeKTupyomue,
perynupymoIuue, IIPETYNPEK TAIOIINE JelcTBuUSA).
Camouncnekuus u  aymur. [lpouenypa mnpoBeneHus
CaMOMHCIIEKIINH U BHYTPEHHEro ayAWuTa, MPHHIIUIIBI
BHECEHUS W3MEHEHHMH W  aKTyauu3aluus  poLEeLypbl
BHYTPEHHETO ayauTa, MOAXOAbl K AaHAIU3y pe3yJbTaToB
BHYTPEHHETO ayauTa W BHECEHHE KOPPEKTUPYIOLINX

JIEeNUCTBUI B pa60Ty CUCTEMBI MCHCDKMCHTAa Kady€CTBa Ha B
HCIBITATeILHON na60paTopHH Ha OCHOBC pPC3YJIbTATOB
BHYTPCHHCTO ayJuTa.

5




5.2 Paszaennl TUCHUIINH U BUAbI 3aHIATHH

No HaumenoBanue pasznena Jlexu. | JIa6. | Cemun | CPC | Bce-
JUCIUTUTAHBI 3aH. ro
/i
Jac.
1. | ®yngamMeHTaNbHBIC KOHIICTIIIUN U
TEPMUHOJIOTHS, UCTIOb3yeMast IIPH
yIIPaBIIEHUH KaueCTBOM, 1 1 9
0€301acHOCTHIO U APPEKTUBHOCTHIO
JIEKapCTBEHHBIX MPENapaToB.
2. | AkkpenuTaius UCIBITATEITbHBIX 2 1 11
nabopaTopuid.
3. | [ogxomp! K TOCTPOCHUIO CUCTEMBI
obecrnieyeHus KauyecTa 2 2 1 13
JICKQpCTBEHHBIX IPEMapaTOB.
4. | KoHTpoJb KauecTBa JIEKapCTBEHHBIX
CpE/CTB Ha MPOU3BOJCTBE U B 3 2 13
HCIIBITATEIHLHOM JTA00paTOPUH.
5. | Pa3paboTka aHaTUTHYECKUX METOIUK 3 3 1 16
6. | Banumanust aHa M THIECKUX
METOJIUK, TPUMEHICMBIX B KOHTPOJIS 2 3 1 15
Ka4yecTBa JICKApPCTB.
7. | YnpaBieHue KaueCTBOM.
CamownHcneknus u aynut. Pabota ¢ 3 1 13
MIEPCOHAJIOM.
8. | Urorosag arrecranus
UTOI'O 16 8 8 108
6. JIabopaTOpHBbI NPAKTUKYM
No No pazpgena HaumenoBanue nabopatopHbix paboT Tpyno-
/T | IUCHUIUIMHBI €MKOCTh
(dac.)
1. 3 CocraBnenne COIIl: mpaBuna xanubpoBku pH-mertpa u 2
POBEJCHUS MOTEHLIUOMETPUYECKUX U3MEpEeHHil,
IpUMEHEHHE MpUbopa POTOPHBIM HMCHAPUTENb, TpaBHUIia
OPOBEICHHUS CHEKTPO(POTOMETPUUECKUX OMpEeIesICHUH,
npuMeHeHue mpubopa W mpaBwia  paboOTHl  Ha
AQHAIMTUYECKUX Becax, IMPUMEHEHHE YIbTPa3BYKOBOMH
YCTaHOBKH, MpaBWJIa MPOBEICHUS KOHIYKTOMETPHYECKUX
U3MEpEHUi, TpaBUiia TMPOBEICHUSI W3MEPEHUS BI3KOCTHU
Ha BHCKO3UMeETpe (110 0OAHOMY 3a/IaHHIO Ha TPynmy).
2. 5 PazpaboTka  METOAMKM  CHEKTPO(YOTOMETPUUECKOTO 3
aHaym3a (IaBOHOUJIOB
3. 6 Banupanus ananuTuueckoi METOAUKH. 3
7. IlpakTHyecKue 3aHATHSA (CEMUHAPDI)
No Ne paznena TemaTnka MpakTUYECKUX 3aHIATHH (CEMUHAPOB) Tpyno-
/11 | TUCIUTUIMHBI €MKOCTb




(dac.)
1. ®enepanbHblii 3aK0H «O06 00paleH!H JeKapCTBEHHBIX 1

L CPEICTB» KaK OCHOBHOM 3aKOH, PETyJIUPYIOIIUI
pa3paboTKy, MPOU3BOACTBO U OOpaIICHUE JICKAPCTB.

2 2. 3akoHoJaTenbHas 6a3a B 001aCTH aKKpeUTALUH 1
UCTIBITATEIbHBIX JIAOOPATOPUH.

3. 3. OcHOBHbBIE IPUHLIUITBI KOHTPOJIS KAYECTBA JIEKAPCTBEHHbBIX 1
IIPEnapaToB.

4. 4. @OYHKIMOHUPOBAHUE OT/IENIa KOHTPOJIS KauecTBa U 2
HE3aBUCHUMBIX UCTIBITATEIbHBIX JTA00OpaTOPUH.

S. o. [Toaxonpl k pa3paboTKa aHATUTUYECKUX METOJIUK. 1

6. 6. OcHOBHBIE KpUTEPUU BaIHUIALUN aHATUTHIECKUX 1
METO/IUK, IPUMEHSIEMBIX B KOHTPOJIE KAUeCTBA JIEKapCTB.

7. 7. TpebGoBaHMs K MepCOHATY UCIBITATENbHBIX JA00OPATOPH. 1
Pacnipenenenne 00s3aHHOCTEN U OTBECTBEHHOCTH.

8. MaTepuaIbHO-TEXHHYECKOE 00ecnedeHrue AUCIUTLIHHBI:
Jleknum, cemuHapsbl: YueOnas ayautopus 636:

Mynerumenniiaslid mpoexktop Everycom

Hoyt6yk Lenovo Thinkpad L530 Intel Core i3-2370M_2.4GHz/DDR3 4 GB, lmr
20 mocagOo4HBIX MECT CIyIIaTeNei

ObecrieyeH BBIXO]T B UHTEPHET.

JladopaTopuble padorbl: MockBa, yin. Mukinyxo-Maknas, 1.10, kopm.2, ydeOHas abopaTopus s
poBeAcHMS 1abopaTOpHBIX 3aHATHH, Jlabopatopwus 11-8:

[Tpubop st KOJIMUECTBEHHOTO ompeeneHus Hanoyactuil Nanophox PSS;

Crnexropdoromerp Lambda 950. Bki.

Mocksa, yia. Muxiyxo-Makmnas, 1.10, koprr.2, yueOHast 1abopaTtopust s MPOBEACHUS J1a00PaTOPHBIX
3aHATHH, 1a0. I11-13

Portopusiii ucnaputens RVE IKA Werke GmbH. RV §;

pH-Mmetp madoparopusiiit AHMOH-4100 «EBpoctanmapt TII», r. Cankr - [lerepOypr;

[Tnazmennsiit komruieke ['opeiabrd I'TI37-10. OO0 «Acnpomt» Poccus;

Porammonnsiii Buckosumetrp Brookfield DV3TLV ¢ moBepkoii (Ctpana mpoucxoxaenus CIIA;
dupma «Brookfield Engineering Laboratories, Inc»);

VYnbrpaszBykoBoit reneparop 1100-840;

[Tpubop sxonoruyeckoro KOHTpoJist «brotokc-10My;

bunuctunnsarop crexkisiaubiii bC;

Becsl ananutuueckue PA64C «OHAUSY.

Mockga, yn. Muknyxo-Maknas, 1.10, koprn.2, yueOHas 1abopaTopus sl TPOBEACHHs 1a00paTOPHBIX
3aHATUH, J1a0. I1-9

Kowmmnekt cnennanuzuposannoit medenu broctanmms IM-Q NIKON;

Nukybarop CO2 CCL-050B-8 Esco Global «Esco»;

AxBaauctumstop [I3-10 «OMO» CII6;

Jlamunapssiif 6okc «BJI-22-1200» «CAMIIO» Poccus;

DKCTpyep JumnocoM pydHoi (mmpuieBoit) Ha 0,5 M LiposoFast-Basic «Avestiny;

Crepunuzatop Bo3lyxa pelupKyISUUOHHBIN nepeaBkHon «OM-22y», « CAMIIO» Poccns;

[Tpubop sxonornyeckoro KOHTpost «bruoroxc-10My;

Muxpockon NIKON ECLIPSE LV100POL;

TepmocTar anexkTpuyeckuii cyxoBo3aymHslii TC-80M;

Tepmocrat nporpammupyemsiit ais nposeaeHust [1L[P-ananu3za TI14-ITL[P-01-«Tepumx»;
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Jlaboparopuas nentpudyra Liston C 2204 Classic.
9. UnpopmanmoHHoe obecnevyeHue TUCIUILINHBI.

a) mporpaMmMHoe o0ecrieueHue

* Microsoft Windows XP Professional Russian Upgrade Academic Open No Level, Jlunen3us No
15988873, nara Bergaum 15.01.2003 r.

* Microsoft Office 2007 Russian Academic Open No Level

JIunensus Ne 43178981, nara Bergaun 12.12.2007 r.

(Windows 7, Microsoft Office 2007, Microsoft Security Essentials)

0) 0a3bl JaHHBIX, HHPOPMAITUOHHO-CITPABOYHBIC U IIOMCKOBBIC CHCTEMbI

http://lib.rudn.ru

http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/ - EBpormeiickoe 3akOHOIATEIbCTBO —
oUIIUATBEHBIN CalT

http://www.picscheme.org — caiit PIC/S

www.who.int - caiitr WHO (World Health Organization) /BO3

www.oecd.org/ehs/

http://www.eudra.org/emea.html - EMEA

10. YueoHo-MeTOoqMYeCKOe M MHPOPMALIMOHHOE 00ecTieYeHre T CIUTIIMHbBI:

a) OCHOBHas JIUTepaTypa:

1.

KommenTtapun k PykoBoacTtBy EBpomneiickoro coros3a mo HaJyiekalleld MpakTUKE MPOW3BOJICTBA
JIEKapCTBCHHBIX CPEACTB [UId 4YeEJIOBEKa W IPUMEHEHHMs B BerepuHapuu. Ilom pepaxmueit
brixosckoro C.H., Bacunenko U.A., Makcumosa C.B. - M.: U3a-Bo «llepo», 2014. — 488 c.

0) TOTIOJIHUTEIbHAS JTUTEPATYpa.

2.

3.

PykoBOACTBO MO MHCTPYMEHTAJIBHBIM METOJAaM HCCIIEOBaHHUM MpHU pa3pabOTKe M SKCIEPTH3E
KadecTBa JIeKapCcTBEHHbIX npenapaToB. [loa penakuueit beikoBckoro C.H., Bacunenko U.A. u np.
- M.: U3a-Bo «Ilepoy, 2014. — 656 c.

MapaxoBa A.M. u ap. PoTOMETPUYECKUE METOAbI TMOJIYYECHHS B aHaIU3€ JIEKAPCTBEHHOTO
PacTUTEIBHOTO CHIPHS U MpernapaToB Ha ero ocHose. — M., PY/IH, 2015. — 155.

B) JIUTEPATYPHI JJISl CAMOCTOSTENIbHOM paboOThI

1.

no

AN OGORA®

[Tsturopckas H.B., barupoBa B.JI., beperoBeix B.B. "JluuensupoBanue mnpou3BOJACTBA
JIeKapCTBEHHBIX cpeacTB", MockBa, 2004r. - 119 c.

Pa3paboTka u BHeIpeHHE CHUCTEMbl MEHEKMEHTa KadecTBa Ha (hapMaleBTHUECKUX
npeanpustusax/ PykoBoacteo nox pen. akana. PAH u PAMH C.I1. Mupososa, - M., -2009 r.
®enepanbHblil 3akoH «O0 0OpaleH!H JIeKapCTBEHHBIX cpecTB» oT 12.04.2010 Ne 61-D3.
®enepanpHblil 3aK0H «O TEXHUYECKOM peryaupoBaHum» ot 27.12.2002 r. Ne 184-D3.

ICH Q9 «Ynpasnenue puckamu 1o kadectBy» " (Quality Risk Management);

ICH Q10 «®apmarnieBTrUecKas CUCTEMa KaueCTBay;

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

XKypnanbr: Pa3paboTka u peructpanusi JeKapcTBEHHBIX cpenctB, Dapmarus, Xum.-gapm.
xypHan, ®apmareka, Pememuym, Meauuuuckuii OusHec, Papmakom, PapmareBTudeckas
IIPOMBIIIJIEHHOCTD.

beperoseix B.B., MBamenko H.B., Pymakosa W.IIL., I[laruropckas H.B., MemkoBkuii A.Il.,
JIsmynoB H.A. "VmpaBnenue kayecTBOM B (apMalleBTUYECKONH IMPOMBIIUIEHHOCTH" T10A
penakiuei wieH-kopp., npod. beperossix B.B., M., 2004 r. - 400 c.

I'OCT P 52429-2009 «Opranuszanysi IOpOU3BOACTBA W KOHTPOJS KAauyecTBa JIEKAPCTBEHHBIX
CPEICTB»

I'OCT P 52537-2006. «IIpou3BoAcTBO JIEKapCTBEHHBIX cpeAcTB. Cucrema obecreyeHus
KauecTBay.

I'ocynapcrennas ®@apmaxornest Poccuiickoit @eneparuu. Uza. Xll, u. 1. — M., 2007. — 696c¢.
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http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/
http://www.picscheme.org/
http://www.www.drugmed.gov.ua/
http://www.who.int/
http://www.oecd.org/ehs/
http://www.eudra.org/emea.html

9. Haanexaras mpou3BOACTBEHHAS MTPAKTHUKA JEKAPCTBEHHBIX cpencTB. «Mopuon», Kues 1999.

10. [Tpou3BoACTBO JeKapCTBEHHBIX cpeacTB. JJokymenTtanus". Obume TpeboBanus. [IpumepHbie

11. "TIpou3BOACTBO JEKapCTBEHHBIX cpeAcTB. [lepconan papmaneBTrueckux npeanpuituii" MY 64-
09-001-2002, M., 2002r.

12. «Opranuzanyst ¥ TOPSAOK TMPOBEACHUS  METPOJIOTHYECKOH  AKCIEepPTHU3bl HOPMATHBHOM
nokyMmeHTaruny, MY 64-02-02-2002, M., 2002r.

13. OCT 64-02-001-2002. KoHTposapHO-aHATUTHYECKHE U MUKpoOHosornueckue madopatoprn OTK
MPOMBIIUICHHBIX TPEINPUATHH, MTPOU3BOJAIIMX JIEKAPCTBEHHBIC CpeACTBAa. TpeboBaHUS W
MOPSAZIOK aKKPEIUTAIIHH.

14. OCT 64-02-003-2002 «IIpomyKuust MEIUIIMHCKOW IMPOMBIIUIEHHOCTH. TeXHOJOrmuecKue
periaMeHTsl pon3BoacTBa. ComepikaHue, IOPsIOK pa3padOTKU, COTJIACOBAHUS U YTBEPKACHUS.

15. OCT 91500.05.001-00. CtangapThl KauecTBa JEKapCTBEHHBIX CpeaCTB. OCHOBHBIE TIOJIOKECHHS.

16. OCT 91500.05.0002-2001. TocynapcTBeHHBIH WH(POPMALMOHHBIA CTaHAAPT JIEKAPCTBEHHOTO
cpenctBa. OCHOBHBIE MOJIOKEHUS.

17. OCT 64-803-01 Tapa TpaHcmopTHasi, TPYNIOBass W TOTPEOUTETbCKAs JIIS JIGKAPCTBEHHBIX
cpeactB. TepMUHBI U OTIpeIeIeHUSI.

11. MeToanuyeckue peKOMEHIAUH 110 OPraHU3AMU U3YYeHUA T CHUIINHbI:

Memoouueckue pekomenoayuu no HANUCAHUIO U 3aujume peghepamos

Pedepar o gucrummae «OpraHuzanus u yrpaBiieHHe (papManeBTHIeCKUM IPOU3BOJICTBOMY
SIBJIICTCS PE3yIbTATOM WHAMBHIYAIbHOHN HITM KOJUICKTUBHOM (B TPYIITax 1Mo 2 YelioBeKa) paboTh
CTYAEHTOB U OTPakaeT CIOCOOHOCTHU MCIIOTHUTENEH K CAMOCTOSITETLHOM paboTe ¢ IUTepaTypoi u
HABBIKM aHAJIN3a KOHKPETHOU MPOOIIEMBI.

Jlnia HanucaHus pedepara peKOMEHIYyeTCs UCI0JIb30BaTh YUeOHYI0, HAYYHYIO U CIIEUATbHYIO
Hay4YHO-TIPAaKTUYECKYIO JTUTEpaTypy.

Crpykrypa pedepara

PaboTa coctout U3 cneayromumux 4acTei:

Beenenue

OcHoBHBIE pa3feinbl (TIaBkl, maparpadsr)
3aKIroYeHue

Crrcok uCnoab30BaHHON JTUTEPATYpPhI

. [Ipunoxenue

Bo BBeneHNN XapakTepusyeTcsl aKTyalbHOCTb MIPOOJIEMBI, 1IeTb U 3a/1a4l pabOThl, AaeTcs
KpaTKasi XapaKTepUCTHKA UCII0Ib3yEeMbIX MaTEpUaOB.

OcHoBHbIE pa3aesnsl paboThl COJEPKAT KaK TEOPETUUECKUM, TaK U aHATMTUYECKUI MaTepuat.

JlJ1s HamucaHus TEOPETUYECKOM yacTu pedepara He0OXOUMO U3YUUTh JTUTEPATypy MO TaHHOM
teMe (yueOHuKH, yueOHbIe TocoOust, MOHOTpaduu, CTaTbU B IEPUOJUUECKUX U3TAHUAX U T.11.).
Teopernueckuii pa3aen A0KEH MOKa3aTh, YTO CTYJACHT 3HAKOM C IMyOIHKAIUSIMU IO
paccmarpuBaeMoil mpobiaeme. BaskHo BbIpa3uTh COOCTBEHHOE MHEHHE B OTHOIIICHUH MTO3UIUN TOTO
WJIM MHOTO aBTOpA WU COJEP)KAHUS HCIOIb3yeMOoro JoKyMeHTa. [Ipu ncrnonb3oBaHuM MpsiMoro
LUTUPOBAHUS 0053aTEIBHO JENIaTh CChIIKM HAa HCTOYHUK C YKa3aHUEM CTpPaHUII.

AHanuTUYECKUH pa3zie] OCHOBBIBaeTCA Ha (hakTHYeCKOM Marepuane. J{s HanmucaHus 3TOro
paszfena MOTyT OBITh UCIIOJIB30BAHbI PAa3IUYHbIE HICTOYHUKH HH(DOPMAIIUN: CTATUCTUYECKUE JaHHBIE,
HOPMAaTHUBHO-TIPABOBBIE AKTHI, PE3YAbTAThI CIICIIUAIBHBIX 00CIEI0BaHNN, MaTepHAIbI HAYUHO -
MPAKTUYECKUX CEMUHAPOB, KOH(EepeHIui u JIp.

PaGora Gyner Gosiee MHTEpeCHOM, ecnu (pakTUUECKUN MaTepua pacCMaTpUBAETCs B JMHAMUKE.
J7is HaraIHOCTH U yAOOCTBA aHanu3a HU(POBbIE TaHHBIE MOTYT OBITh CBE/IEHBI B TaONMuUIlbl. Eciu
ndpoBoii MaTepuai 3aHUMAaeT OOJBIIONH 00BEM, €ro CIeTyeT MTOMECTUTD B MIPHUIIO KEHHH.

3akmounTenbHas 4acTh pedepara JoKHA COIePKATh BHIBOABI M MPEITIOKEHHUS M0 KAKIOMY
pazneny u 1o padote B 1einoM. OHH JOJHKHBI JIOTHYECKH BBITEKATh U3 paHEe HAMMCAHHOTO MaTepuaa.

[Tocne 3akmroueHust B paboTe MOMENIAETCs CIIICOK MCTIOIBE30BAHHOM TUTEPATYPHI.

orwdE
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OO6muit 06vem pedepara: 20-25 cTpaHHIl MAITMHOMTUCHOTO TeKcTa opmara A-4.
Pe3ynbraThl Hcciie10BaHuUs, IPECTABICHHOTO B pedepare, 0(pOpMIISIFOTCS B BUAC JOKIAAA U
€ro Mpe3eHTAIHH.

Hpaeuﬂa Nno6eOeHUs U MEeXHUKU Oe30NACHOCU 8 XUMUYECKOTL ﬂa6opam0puu

1. Henb3s HaxonuThest B 1abopaTopuu B BepxHel oaexe. Crnenyer paboTath 00sS3aTelIbHO B
xanate. Katreropuuecku 3anperiaercs IpuHUMaTh ULy, TUTh BoAy B abopaTopuu. Henb3s paborats
B J1a0OpaTOpUu B HEYCTAaHOBIICHHOE BpEMSI.

2. K BbINosHEHUIO 1a00paTOPHOI pabOThl MOXKHO IPUCTYIAThH MOCIIE TIIATEIBHOTO U3YYEHUS
METOMKH U IPAaBHJI pPabOTHI C MPUOOPaMH.

. Ha pabGoueM croiie 10JIKHBI HAXOIUTHCS HEOOXOIMMBIE PEaKTUBBI, 000PYAOBaHUE, MTOCYAA,
pabounii xypHan. Henb3st ctaBuTh Ha pabouMii CTOJ MOCTOPOHHMUE MpeAMETHI (CyMKHU ). CKISIHKH C
peakTUBaMU JO0JKHBI ObITh CHa0)KEHbI 3TUKETKaAMH U 3aKPbITHL.

4. Tlocne oxoHYaHHSA pabOTHl CJIEAYET BBIMBITH MOCYLY, OTKIIOYHUTH 3JIEKTPONpPHOOPHI,
BBIKJIIOYUTH BOJTY, IPUBECTH B OPSAJOK paboyee MECTO U cIaTh €ro JabopaHTy.

5. Cnenyer coOmrofaTh ONpeNeNieHHblEe IMpaBWia Ipu paboTe C peakTUBaMu: ©
KOHLIEHTPUPOBAHHBIE PACTBOPBI KHCIOT 3ampeliaeTcss BbBUIMBATH B PAaKOBHUHY, ® HENb3s IyTaTh
KPBIIIKA OT CKJISHOK M OaHOK, 3TO BEJET K 3arpsS3HEHUI0 PEaKTHBOB, ® HEJIOMYCTUMO OpaTh TBEpIIbIe
pEaKTUBbl pyKaMH, HIOXaTh, MpoOOBaTh MX Ha BKYC, ® IMPU HAJIMBAaHUHM PACTBOPOB MOJIB3YIOTCS
BOPOHKOMH, JIMIIIHEE KOJMYECTBO PEaKTHBA HENb3s BHUIMBATh OOPATHO, Ui 3TOTO MCHOJB3yeTcs Koyda
C HA/IMUCBHIO «CIIUBY, ® MIPH 0TOOpE MPoO PacTBOPOB KUCIIOT U LIEJIOUEH, OpraHMUECKUX KUIKOCTEeH nX
cleyeT HaOupaTh B MUIETKY C MOMOIIBIO TPYLIM WK J03aTopoM, e Mccienyemble ONTHUECKUMU
METOJaMH PAaCTBOPBI HEJb35l OCTABIATH B KIOBETHOM OTAEIEHUU NMPHOOPOB, MOCIE pabOThl KIOBETHI
TIIATEIbHO MPOMBITH U BBICYIIUTb.

IIpasuna oghopmnenus pabomoi 8 1AOOPAMOPHOM IHCYPHATE

1. Hantmcath Ha3zBaHue paboOTHI, 11eNb pabOTHl U TEOPETHYECKUE BBEIICHHE (OCHOBHBIC 3aKOHBI,
ypaBHEHUs, POPMYIIBI, ICKU3BI TPAPUKOB);

2. B skcniepuMeHTanbHON YacTH yKa3aTh PEaKTHBBI U 00OPYHOBaHHE, YCIOBHE IPOBEICHHE
JKCTIIEpPUMEHTA (TeMIIepaTypa, KOHIICHTPAIUK PAaCTBOPOB M UX pacyeT, JJTUHBI BOJH U T.11.);

3. Pesynbrarhl u3MepeHuil U pacy€ToB MO IKCIEPUMEHTAIBHBIM JaHHBIM, TPEACTABICHHBIC B
BHJIC TAOJUI] U TPAPHUKOB, IPUBECTH B TETPAJIH.

4. 3anucaTh BBIBOJ HITH 3aKJIFOUCHHE O PE3YJIbTaTaX paOOTHI.

5. OTBeTHTh Ha BOIPOCHI JJIsi caMOKOHTpoJisi. [Ipumedanue. Bee 3amvcu B TeTpaaul JOJHKHBI
OBITh BBIMOJIHEHBI YCPHUIIAMH, Tpa@uKH — Ha MUJUIMMETPOBOM Oymare ¢ yka3zaHueM MmacmTaba u
pa3sMEpHOCTH BEIMYMH Ha OCAX X-y. ['padmk MODKEH OBITh 03arjiaBieH W BKJICCH B IKYpHAJ.
Pexomennyercst ctpouth rpadMkoB B 3JEKTpOHHOM Buie npwiokeHus EXEL w s nuHEHHBIX
3aBHCHUMOCTEH TOYHO ONPEICIATh MapaMeTPhl PETPECCHH.
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12. D oHIBI OLIEHOYHBIX CpeacCTB AJisl MPOBECACHUA TEKYHICI0 KOHTPOJIA YCIIEBAEMOCTH U

HpOMe)ICYTO‘lHOﬁ arTrecranuu

PaGora B cemectpe

Bun 3aganus Yucno 3aganui Kou-Bo 6anoB CymmMma GasioB
1. JJabopatopHbIe pabOTHI 7 10 35
2. 3anmra pedepara 1 20 20
3. CamocTrosiTenpHas padoTa 1 10 10
NTOI'O (MakcuManbHBIH 6aL) 100

banibHO-peNTHHTOBAs CUCTEMBI U COOTBETCTBUE CUCTEM OLIEHOK

bayner Tpamnunon- | bamisl 1y nepeBoja Ouenku Ouenku
BPC HBIE OLIEHOK ECTS
OlLICHKU B PD
86 - 100 5 95 - 100 5+ A
86 - 94 5 B
69 - 85 4 69 - 85 4 C
51 -68 3 61 - 68 3+ D
51-60 3 E
0-50 2 31-50 2+ FX
0-30 2 F

Pacnpenesienue Tem y4eOHOM QM CHUIIMHBI 10 MOAYJISIM

bioxk 1.
HaumeHnoBanue paszzaena TUCIUTIIINHBI ®dopma olleHUBaHUS yI4eOHOM paboTHI
Ne CTYJICHTOB, OaJuTbI
1/ Pabora na | Bemomnaenne | Camocros- | KonTpoms-
CEMHHapax " 3a1imra TEIIbHAs Has
nmabopaTopHBIX | paboTa pabora
pabot
1| ®ynnameHTanbHbIC KOHIETIIAN U 10
TEPMUHOJIOTHUS, UCTIOJIb3yeMas MpU
YIPABICHUH KaYECTBOM,
0e301acHOCTBI0 U (P (HEKTUBHOCTHIO
MEIUIIMHCKUX IIPEnapaToB. 10
2.| AKKpenuTanus UCTIbITaTeIbHBIX 10
nabopaTopuit
3.| IToaxoabI K MMOCTPOCHUIO CUCTEMBI 10
obecrnevyeHns KauecTBa MPOAYKIIUH.
4 KoHTpoJsb KauecTBa Mpu 10
JIEKapCTBEHHBIX CPEACTB Ha
MPOU3BOJCTBE U B UCIIBITATEIILHOU
1a00paTOpHH.
Hmoeo: maxcumanvro 50 dannos.
brok II.
HaumeHnoBaHue pazaena JUCHUILTUHBL ®dopma orieHrBaHus y4eOHOIM pabOTHI CTYACHTOB,
OaIbl
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No Pabora Brinonnenue 3amura 3auer
n/m Ha ¥ 3aIUTa pedepata
ceMuHapax| J1a0opaTOpHBIX
paboT
1| Pa3zpaboTka aHATUTUYECKUX METOIUK 10 Io
CUTHHT
2| Banumanus aHaATHTHYECKUX METOIHK, 10 P Y
MIPUMEHSEMBIX B KOHTPOJIE KaueCTBa
JIEKApCTB.
3| YmpaBiieHue KaueCTBOM. 10
Camouncnekuus u aynut. Padota ¢
TIEPCOHAJIOM.
4. Tpe3enTanus u 3ammuTa pedepara 20
Umoeo.: maxcumanvro 50 6annos.
3aueT BBICTABIIAETCS IO PEUTHUHTY, 3apad0TaHHOMY B TEUEHHUE CEMECTPA.
Paspaborumk:

[Ipodeccop UBXTH, a.papm.H.

PykoBoauresb nporpamMmbl/
JAupexkrop UBXTH

e e

A.M. MapaxoBa

12

.M. CrannneBcKHii




PI'AOY BO «Poccuiickuii yHUBEpCUTET APYKObI HAPOI0B»
HNucTuTyT OMOXUMHYecKO# TexHosoruu U HaHoTexHouoruu (MBXTH)

®OH/ OIIEHOYHBIX CPEJCTB

O YYEFHOU IUCHOUILIMHE

COB‘DeMeHHBIC MCTOAbI KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX CPCACTB

(HaMMEHOBaHUE JUCITUILTAHBI )

04.04.01 Xumus

(KOI[ 1 HAMMCHOBAHUE HaIlpaBJICHUA HO)IFOTOBKI/I)

«bHOXMMHUYECKHUE TEXHOJIOTMU M HAHOTCXHOJOT UMY

(HauMeHoBaHHE MPOQUIIS TOATOTOBKH)

Marwuctp

KBanudukanus (crerneHp) BBITyCKHAKA
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[Tacnopt (hoHIA OIICHOYHBIX CPEIICTB

Kog,
KOHTPO/IN-

pyemom
KOMnNeTeH-
uumn

KoHTponnpyemsbiii pasaen
ANCUMNINHDI

®OCbl (popmbl KOHTPONA YpOBHA ocBoeHMs O0MN)

AyauTopHas paboTa

CamocronaT
enbHan
paboTa

NabopaTtop
-HanA
paboTa

Pedepar

Tect

NToro

NK-1-H
NK-3-H
NK-1-r
NK-2-r

1.®dyHpameHTaNnbHble
KOHLENUUN N TEPMUHONOTUA,
ncnonbsyemas npu
ynpaBAeHUM KaYeCcTBOM,
6€e30nacHOCTbIO U

9P PEeKTUBHOCTLIO
MeAULMHCKMX NPenapaTos.

10

2.AKKpegmTauma
NCnbITaTeIbHbIX
nabopatopui

10

3.MoaxoAbl K NOCTPOEHMIO
cucTembl obecnevyeHun
KayecTBa NPoAyKLUUM.

10

4 . KOHTPONb KayecTBa Npu
JNIeKapCTBEHHbIX CPeacTB Ha
NpPOn3BOACTBE 1 B
UcnblTaTeIbHOM
nabopatopun.

10

5.Pa3paboTKa
aHANUTUYECKUX METOAMK

10

6.Bannpayma aHaaUTUYECKNX
METOAMK, MPUMEHAEMDIX B
KOHTpONE KayecTea
NleKapcTs.

10

7.YnNpaBneHue KayecTBOM.
CamouHcneKkuma 1 ayamT.
PaboTa ¢ nepcoHanom.

10

Wtoro 6annos

70

30

20
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Bonpocsl 1J1s NOATOTOBKH K 3alIUTe JIA00PATOPHBIX padoT

JlabopaTopnasi paGora Nel

=

w

o

[Tpunnune coctaBnenus u paznensl COIL. Axkryanuszanus u noctynHocts COII B maboparopun.
[TonsiTue 0 craHmapTHOW OMNEpPAalMOHHOW mnpouenype. HasHaueHue u paszaensl CTaHIAPTHOM
omnepanroHHo mpoueaypsl. CocTaBUTEIN U OTBETCTBEHHBIE.
Ponps COII B koHTpOJIE KauecTBa JIEKAPCTBEHHBIX CPEACTB U CAMOKOHTPOJIE.
Mecto GLP B cucreme GxP — cucteMbl JOKyMEHTAlLlMU 10 CO3/IaHUIO, IPOU3BOJICTBY, XPAaHEHUIO U
obpamienunto jgekapcts (GLP-GCP-GMP-GDP-GPP-GSP).

[Tpuemsr peanuzammu npuHmnoB GLP Ha ¢papmaneBTHYeCKOM MpeANpUITHN.

VYnpapieHue kayecTBoM, 0€30MacHOCThIO U 3(PPEKTUBHOCTHIO (hapMalleBTUUECKON MPOAYKIUEH C
ucronn3oBanneM koHuenuu GxP, ISO 9001.

TpeGoBanus K IEPCOHATY UCTIBITATEIBLHOM JTA00PATOPHH.

JlabopaTopHas paéora Ne2

1.

2.

oo

CtpykTypa HOPMATHBHOW TOKYMEHTAIlMM Ha JIEKapCTBEHHBIM mpemnapat. [loustue o0 oOmmx u
YaCTHBIX (haMaKOTICHHBIX CTAThAX.

Teopuss cnexkrpodoToMeTpuyeckoro wmetona. lIpuMenenune CcrnekTpoOTOMETPUU B KOHTPOJIC
KauecTBa JIKApCTBEHHBIX MIPETapaToB.

Teopuss TUTpUMETpUYEeCKOTO MeToaa. [IpuMeHeHHe TUTPUMETPUM B KOHTPOJE KadecTBa
JIEKapCTBEHHBIX TPETapaToB.

Opranuzanus XpaHeHus JeKapCTBEHHBIX CPE/ICTB B HCIBITATENbHBIX JIA0OpaTOpUsiX. ApOUTpaKHbIE
00pa3Iibl.

CrpykTypa NpoTOKOJIa aHAJIU3A.

KonTposnpe kauecTBa BOAbl OUUIIIEHHOM.

Benenne naboparopHoro xypHaia, Kak HeoTbemisiemas yacth GLP.

JlaGoparopHasi padora Ne3

1. Tlogxompl k pa3paboTKe aHATUTUYECKOW METOAMKU: OO0OCHOBaHME BbIOOpa mapaMmerpa

CTaHJIapTHU3AI1H, METO/1a aHAJIK3A.

[Iytu noctuxkeHus cienuGUUHOCTU MPH pa3paboTKe aHATUTHYECKONW METOTUKH.

AxkpenuTanus 1a00paTOpHH B CHCTEME TOCYIapCTBEHHON aKKpeIUTalluu. JTalbl.

AxkpeauTanus 1a00paTOpHH B CHCTEME TOCYJapCTBEHHOM aKKpeauTanuu. JJokyMeHTausl.

Camouncnekius u ayaut. [Iponeaypa nmpoBeeHUs CaMOUHCIIEKIIMA U BHYTPEHHETO ayauTa,

MIPUHIIUIIBI BHECEHUSI U3MEHEHHUI U aKTyalu3alus Ipoleaypbl BHYTPEHHETO ayAuTa, TOJIX0bI

K aHanu3y pe3ylbTaTOB BHYTPEHHETO ayAuTa M BHECEHHE KOPPEKTUPYIOUIUX ICHCTBHI B

paboTy cucCTeMbl MEHEI)KMEHTa KadecTBa Ha MPOU3BOJCTBE HAa OCHOBE pE3ylIbTaTOB

BHYTPEHHETO ayJuTa.

6. OOs3aTenbHasl perucTpallMOHHAs — JOKyMeHTauus  (IIPOTOKOJIbI, MapIIPYTHBIE  KapThl,
MapKHPOBKA, STUKETKH).

7. TlpoBepka CTEpWJIBHOCTH, MHUKPOOMOJIOTMYECKMX TIOKa3aTenei, TecThl 3((EeKTUBHOCTH U
METO/Ibl, UCIIOJIb3YEMBIE [l aHAJIN3a PE3YJIbTAaTOB.

agkrwn

JlabopaTopHasi pabora Ne4

1. Ob6ocHoBaHus HEOOXOAMMOCTH MPOBEICHHS BAMIAIIMH aHATUTHYECKOH METOIUKH.

2. Crneuu¢puyHOCTb aHATUTHYECKON METOIMKHU. JloKa3aTeabCcTBO.

3. Poib KOHTPOJBHOTO OMBITA B AHAIUTUYECKON METOTUKE.

4. ]Jloxa3aTenbCTBO CIEUU(UYHOCTH B TUTPUMETPUUECKHUX, CIeKTpodoToMeTpruueckux, BOXKX
AHATTUTUYECKUX METOAUKAX.
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o

CrnenuduuHocTh KauecTBeHHbIX peakiuii 1 TCX npu onpeaeneHuy NoyTMHHOCTH
JIEKapCTBEHHOTO IIpenapara.

CocraB mutare6o It 10Ka3aTeabCTBa CHeU(PUIHOCTH.

CrpykTypa npeanpusitis, posib U GyHkuuu otaena obecrneyenus kauectBoMm (OOK) u oTnena
koHTpoJis kKauecTBa (OKK) Ha hapmarieBTHYECKOM MIPEAIPUSTHH.

JladbopaTopHas pa6ora NeS

agrwdE

o

YTo MOKa3bIBACT IMHEHHOCTh aHAIUTHYSCKON METOIUKU ?

CrartucTuuecke XapakKTepUCTUKH JIMHEMHOCTU U UX UHTEPIIPETAIHSI.

I'padux nmuneitnocTu. [locTpoenue.

JlaHHBIE, UCMOJIB3YEMBbIE IJISI OLIEHKH JIMHEHHOCTH.

Jloka3aTenbCTBO JIMHEHHOCTH B TUTPUMETPUUECKUX, clieKTpodoTomMeTpuieckux, BOXKX
AHAIMTUYECKUX METOJINKAX.

VYrpaBneHnue kauecTBOM (KOPPEKTUPYIOLINE, PETYIUPYIONTNE, MPEAYIPEKIAIONINE TEHCTBUS).
Camouncnekuus u ayaut. [Iporemaypa mpoBeeHUs] CaMOMHCIICKIIMM W BHYTPEHHETO ay/uTa,
MIPUHIIUATIEI BHECEHUS W3MEHEHUN W aKTyallh3alus MpoIeaypbl BHYTPEHHETO ay/InTa, MOIXOIbI
K aHaliM3y pPe3yJbTaTOB BHYTPEHHETO ayJuWTa W BHECEHHE KOPPEKTUPYIOIMHUX ICHCTBUU B
paboTy CHCTEMBI MEHE)KMEHTa KayecTBa Ha B HCHBITATEILHON JTA0OpPaTOpMH Ha OCHOBE
pe3yJAbTaTOB BHYTPEHHETO ay/IUTAa.

JlaGoparopHas padora Ne6

1.

2
3.
4.
5

o

Uto nmokas3pIBaeT NPaBUILHOCTh AHATUTHYECKOM METOIUKHU ?

[Toaxonp! K 10Ka3aTeILCTBY MPABUIHLHOCTH aHAIUTHUYECKONH METOTUKH.

CraTucTryeckre XapaKTepUCTUKH MPABUILHOCTU M UX UHTEPIIPETALIUS.

JlaHHbIE, UCTIONb3yEeMbIE JIIsl OLEHKU MPaBUIIBHOCTH.

Jloka3zaTenbCcTBO MPAaBUWIILHOCTH B TATPUMETPUUECKHX, CIIEKTpodoTOMeTpruuecknx, BOXX
AQHAIUTUYECKUX METOIUKAX.

Ananutuyeckas ciiy>x0a IpeInpusTus Kak cucreMa 00ecredeH s KOHTPOJIS KauecTBa Ha BCeX
CTa/IUSX aHaJIU3a.

Bunel anann3a B 3aBUCHUMOCTH OT €0 Ha3HaueHUs. MeTo ¥ MeTOIMKa aHaJIK3a.

JlaGoparopHasi padora Ne7

1.

Noookwn

Banupmanusi aHaIMTHYECKUX METOIMK: poOAacTHOCTh. BBIOOp KpHTEepHeB Ui TOKa3aTeinbCTBa
pOOACTHOCTH.

CraTHcTHYeCKUE XapaKTEPUCTUKU POOACTHOCTH U MX HHTEPIIPETAIIHUSI.

[Toxxomap! K T0Ka3aTEIbCTBY pOOACTHOCTH aHATUTHYECKOW METOIUKH.

CraTucTHYeCKUE XapaKTEPUCTUKU POOACTHOCTH U MX HHTEPIIPETAIIHS.

JlaHHBIE, CIIOJIb3YEMBbIE JUIs OIICHKA POOACTHOCTH.

CocraBneHue 0T4eTa O BAIMJAIMY U €r0 Ha3HAUCHHE.

Ponp HOpMaTHBHOM TOKYMEHTAllUK B KOHTPOJIE KauyeCTBa JIEKAPCTBEHHBIX MPENapaToB.
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Tembl pedpepaToB
Ilo AUCHUIIJINHE «HpI/IHIII/II[]:.I KOHTPOJA KaYeCTBA JIEKAPCTBCHHLIX CPEACTB»

1. IlpuHuuns! BaJugaluM aHAIMTHYECKUX MeToauk. Iloaxonel k Bamupanuu B Poccum u 3a
pyOexKoM.

2. Tpe6oBanust HopmatuBHOU nokymeHTarmu P®, EBporer u CLLA K JeKapCTBEHHBIM CpPEICTBAM Ha
pacTUTENBHON OCHOBE (BBIOOD MpUMEpPA).

3. TpeGoBanusi HOpMmatuBHOW mokymeHtaumu P®, Eppomsr m CIHA & QapmaneBTHYECKUM

cyOctaHIusIM (BEIOOp IpuMepa).

TpeboBanus K Boie OUUIIEHHOH, Bojie anuporeHHo#. [loka3aTeny kayecTsa.

TpeboBanus k yncteiM nomenieHusiM. CpaBuenne TpedoBanuii PO, Espons u CLIA.

MuxkpoOuosnoruyeckass 4YUCTOTa JIEKapCTBEHHBIX mpernapaTtoB. CpaBHeHue TpeboBaHuii PO,

EBponst u CIIIA.

7. CTpykTypa HOPMAaTHMBHON JIOKYMEHTallMM HWHBEKIMOHHBIX W HMH(Y3MOHHBIX JIEKAPCTBEHHBIX
MpenapaToB.

8. CrpykTypa HOpPMATHBHOW NOKYMEHTAI[MH JIEKAPCTBEHHBIX CPEJCTB B MSTKHUX JIEKAPCTBEHHBIX
dbopmax.

9. CrpykTypa HOPMAaTUBHOW JOKYMEHTAIIUU TBEPIBIX JIE€KAPCTBEHHBIX CPE/ICTB.

10. CtpykTypa HOpPMATHBHOW JOKyMEHTAIIMM pPACTBOPOB M OKCTPAKIIMOHHBIX JIEKAPCTBEHHBIX
MpenapaToB.

o ok

PaspaGoTumk:

ITpodeccop UBXTH A.W. MapaxoBa
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PI'AOY BO «Poccuiickuii YHUBEPCUTET APYKObI HAPOAOB)
HNucTuTyT OMOXUMHYecKO# TexHosoruu U HaHoTexHouoruu (MBXTH)

CAMOCTOSTEJbHASI YYEBHAS
PABOTA CTYJEHTA

MO YYEBHOHU JUCIUIIJINHE

COBDGMGHHI)IC MCTOAbI KOHTPOJIA Ka4C€CTBA JICKAPCTBCHHBIX CPCACTB

(HaMMEHOBaHHUE JUCIMILTAHBI )
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Bonpocsl no Teme «CrcreMa MeHeIKMEHTA KAa4eCTBA B HCNBITATEIbHOM J1a00opaTopum»
1. JIoKyMEHTBI CUCTEMBI MEHEPKMEHTA Ka4eCTBa BTOPOTO YPOBHSI:

A) 10KyMEHTHUPOBAaHHbIE IPOLIEAYPHI B) nonurtuka B oGnacTi kayecTBa

b) pykoBojcTBa 110 KauecTBY I') nomKHOCTHBIE HHCTPYKIUH, TOJ0KEHHE 00
UCIBITAaTEIbHOMN J1a00paTOpUH

2. Cranpaptable oneparponHsie mpoueaypsl (COIIbI), kak mpaBMIIo, OMUCHIBAIOT:

A) npoueccsl IPOBEAEHUS UCTIBITAHUN B) TpeboBaHus Kk NOMEIEHUSIM

b) mpouenypy npuema Ha paboty I') rpadux noBepku oOopynoBaHus
3. TommTHka 1 1ienu B 00JaCTH Ka4eCTBa BBITYCKAIOTCS OT UMEHHU:

A) BBICIIETO PYKOBOJICTBA B) 3amectuTens 3aBeaytomiero gadopaTopueit
b) 3aBenyromero gabopaTopueit I') xuMukamu-aHaTUTHKaMU

4. WcnsitaTenbHas naboparopus (MJI) moxkeTr nepeaats yacTb UCTIBITAHUN CYyOIOIPSIAHON
OpraHu3aluu, ecilu:

A) BBIIACT pe3yNbTaThl CyONOAPSIHBIX B) 3axmount A0roBop ¢ cyonoapsaunKoM
paboT OTIENbHBIM MPOTOKOIOM

b) aToT MeTo1 BKITFOYEH B 00J1aCTh I') monst aTux ucneiTanuii cocrapnset 50%
akkpeauTanuu WUJI B CTOMMOCTHOM BBIPaKEHUH

Bonpocs! no teme «IlpaBuiia opranuzauuu U NpoBeAeHUs: JOKIUHUYECKUX HCCIeI0BAHUIM
JIEKapCTBEHHBIX CPe/ICTB.

1. KakumMu 00s3aTeIbHBIMA ~ PYKOBOJSIIMMH ~ JIOKYMEHTaMHU  PETJIAMEHTHUPYETCS IPOBEICHUE
JTOKJIIMHUYECKHUX HcclieioBanuid B Poccutickoit @enepanumu.

A) Denepanbhblil 3akoH Ne61-D3 «O06 oOpalieH!H JICKApCTBEHHBIX CPEICTBY

b) Ilpuka3z MunucTepcTBa 3[paBOOXPAHCHHS U COMAIBHOTO pa3BuTs PO ot 23
aBrycta 2010 r. Ne 7081 «O06 yrBepkaenun [IpaBumn nabopaTopHON MPAKTHUKI.

B) Hammownanwshsiit cranmgapt Poccutickoit @enepannn 'OCT P-53434-2009
«[IpuHIUIIBI HAJIEXKAIIEH JTA00PATOPHOU ITPAKTHKI.

I') Aupextuna 2010/63/EU EBpomneiickoro nmapnamenta u Cosera EBponeiickoro Coroza

ot 22.09.2010 r. mo oxpaHe *KMBOTHBIX, UCIOJIb3YEMBIX B Hay4HbIX Lesix (Directive
2010/63/EU of the European Parliament and of the Council of 22 Sep 2010 on the
protection of animals used for scientific purposes).

) Guidance No 24: Environmental Health and Safety Monograph Series on Testing
and Assessment / OECD. Paris, Ne 24. 2001. 24 p.
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2. JlocTaTOYHO JHM AJisi TMPEAOCTABICHHUS B
oJIHOKpaTHOU 103k (Single dose toxicy)

A) a B) Bo3moxkHa mnogada JaHHBIX 10
UCCJICIOBAaHUIO TOKCUYHOCTH OJHOKPATHOM
JO3bl KAk JIOTIOJIHCHHE K WCCIICOBAHHIO
OCTPOM TOKCUYHOCTH.

b) Her, HeoOxoauMo npoBeeHne

HCCIICIOBAHUS OCTPOH TOKCHYHOCTH.

3. Jlast BOCTIpOM3BEIEHHOTO JIEKaPCTBEHHOTO Mpernapara MpernapaToM CPaBHEHHS SBIISETCS.

A) OpuruHanbpHBIN penapaTt, 3aperucTpupoBaHHblil B PO.

b) JlexapcTBeHHBI mpenapar, KOTOPbII BIEpBbIE 3aperucTpupoBad B Poccuiickoit
Oenepanyu, KauecTBO, 3((PEKTHUBHOCT, W 0OE30MAaCHOCTh KOTOPOTO JIOKa3aHbl Ha
OCHOBAaHUU PE3yJbTaTOB JOKIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX CPEACTB H
KJIINHUYECKUX UCCIIEA0BaHUM.

B) Ilocneanuii 3aperucTpupoBaHHBIA THKEHEPUK.

MI/IH.S,Z[paB JaHHBIX II0 HCCICJOBAaHHMIO TOKCUYHOCTH

4, Ha kakume NOKJIMHHYECKHE WCCIEAOBAaHUS paCIpOCTpaHsAIOTCs TpeboBanus Hammexarei

1a00paTOPHON MTPAKTHUKH.

A) o01as TOKCHYHOCTh B) HCCIIeI0BAHUI
dbapmMakoI0rHIeCcKOr 0€30TaCHOCTH

b) cneunduieckas TOKCHIYHOCTH I') dapmakokuHeTHnka
1) Crnenududeckas dhapmMakoJornyeckas akTHBHOCTh

Bonpocsl no Teme «llesin 1 BUIBI KIMHAYECKUX HCCJIEI0BAHUIN»
1. CkoOJBKO TPAUITMOHHO BBIJACISIOT (a3 KIMHUYCCKUX UCCIEIOBAHUMN:

A) 2 B) 8
B) 4 I 5
M 9

2. B

KIIMHUYCCKHUX UCCICA0OBAaHUAX KaKoH (1)33]:1 CY6"beKTaMI/I BBICTYIIAKOT 30POBBIC ,Z[O6pOBOJ'II>I_IbI?

A) |
B) lla
IV Y

B) Ilb
)

3. Knunuueckue uccnenosanus Il gpassr HE umerot cBoeii 1enbto

A) JlokxazaTh TepaneBTHYECKOe JieiicTBHe

HCCIICAYyEeMOTr 0 pcerapara

b) VYcranoButh papMakoKHHETHUECKHE U

(hapmakoIMHAMUYECKHIE CBOHWCTBA
HCCIeAyEeMOro mpemnapara

B) Joxazarb 0€30MacHOCTh

HCCIICAYEMOT0 ITIpCiaparta

I) YCTaHOBUTH JIEKApPCTBEHHBIE
B3aUMOJCHCTBUS UCCIEAYEMOTO IIpenapara
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D) JlokazaTb  TepaneBTUYECKOE
npeumMymecCTBoO MMPUMCHCHUA
HCCIIEyEMOro IIpenapara

4. Yto u3 HuwxkenepeuucienHoro HE xapakTepHo /Ui KIMHUYECKUX MCCIEA0BaHUN

OMOAPKBUBAIICHTHOCTH:
A) SBnsiercs nOKaJbHBIM B) Uccnenyercs Ge3zomacHOCTh |
PETUCTPAIIIOHHBIM HCCIIEIOBAaHUEM NEPEHOCUMOCTH MCCIIeyeMOTo Mpernapara

mpenapara - JpkeHepHKa
b) Uccnenyroresa papmakokunerudyeckue/ ') Hccnenyercs aphexkTuBHOCT
(hapmakoIMHaMUYECKHE CBONCTBA HCCIIEeNYyEeMOTO IIpenapara

HCCIIeIyeMOro Tpernapara

J1) Yame Bcero cyObeKTaMu SBIISIOTCS
3I0POBBIE€ TOOPOBOJIBIIHI

5. Kak Ha3pIBaeTcs uccneoBaHre, B KOTOPOM IUIaH UCCIIEOBaHUs U 0TOOp CyOBEKTOB
OCYILIECTBIISIETCS TOCTIE MPOXOKACHUS MU dTara Teparnuu?

A) 3acnemnneHHoe B) IlepekpectHoe
b) IlpocnekruBHOE I') PerpocnexktuBHOE

1) OtkpsiTOE

PaspatoTumk:

[Tpodeccop UBXTH A.W. MapaxoBa
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