(enepajbHOE rocy1apcTBEHHOE
Oro1:KeTHOE 00pa3oBaTe/bHOE YUpeKIeHne BbICIIero 00pa3oBaHus
«TromeHcKuUil rocyIapcTBeHHbIN MeIMIIUHCKUI YHUBEPCUTET»
MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepannu
(®I'bOY BO Twmenckuii 'MY Munsapasa Poccun)
WuctutyT dapmanun

Kadenpa xumuu u Gpapmakoraosuu

4 ~\ VTBEPXJIEHO:
LOKYMEHT NOOMVCAH [TpopexTop no y4eOHO-METOANIECKOM
ANEKTPOHHOW MOAMUCHLIO pabore

Bacunrnkosa T.H.
15 urous 2022 r.

CepTudcmkat: 00E4428AABE27FBDE96E60700148905C02
Bnageneu: BacunbkoBa TatbsiHa HukonaesHa
OenicteuteneH: ¢ 29.05.2024 go 22.08.2025 I/ISMCHCHI/ISI U JIOTIOTHEHHSI
VYTBEPXJIEHO:

[TpopekTop mo yueOHO-METOANYECKOM
pabote

Bacunskosa T.H.

15 mag 2024 .

. J

PABOYA ST [TPOTPAMMA JUCLIUTUIMHBI (MO YJIS)

b1.0.46 KOHTPOJIb KAYUECTBA JIEKAPCTBEHHBIX ITPEITAPATOB

CrnennansHocts: 33.05.01 dapmanus

®opmbl 00yUYeHHS: OYHAS

KBanmudukanus (cTenensb) BeIMycKHAUKA: [[poBU30p

I'ox Habopa: 2022
Cpok nonydeHwust 00pa3oBaHusI: 5 ner
O0BeM: B 3aUETHBIX €IUHUIIAX: 2 3.€.

B aKaJIEMHYECKUX Jacax: 72 aK.u.

Kypc: 5 Cemectpsi: 9

Paznensr (momgymm): 3

3auer: 9 cemectp

JlexknnoHHbIE 3aHATHSA: 14 4.
[IpakTnueckue 3ansarus: 34 4.
CamocrositenpHas pabora: 24 .

r. Tromens, 2024
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Pa3padoruukmu:
JlonieHT Kadeapsl XUMUHM U (hapMaKOrHO3UH, KaHIHIAT
¢dapmarieBTHUeCcKHX HayK, goneHT Kotnosa JI.U.

JlonieHT kKadeapsl XUMUHN U (papMaKOrHO3UH, KaHIH AT
(dapmareBTHUeCKHX HayK, Jo1eHT CwmorsHiok T.A.

PeuenseHTnl:

3aBenytommii kadenpoit papmaruu u xumun GI'BOY BO YI'MY Munszapasa Poccun, a.dapm.H.,
npodeccop A.FO. [Terpos
JoneHt kadenps! Gpapmanuu
B.A. ToGonkuna
3amecTturens re”epanbHoro aupekropa OAO Anrtekapckuii Toprosbiii qoM "Ilanares"
dunarosa

®I'bOY BO «Tromenckuit [MY» Munznpasa Poccuu, k.dapm.H.

O.A.

Pabouas mporpamMma IMUCHMILIMHBEI (MOIYJsI) COCTaBI€Ha B COOTBETCTBUH C TpeboBaHusmu OI'OC
BO mno cnenmansroctr 33.05.01 ®@apmarusi, yTBepKAeHHOTO NprukazoM MuHoOpHayku Poccum ot
27.03.2018 Ne219, ¢ yuetoMm TpymoBbIX (pyHKIHI npodeccruoHanbHbiX cTraHaaptos: "[IpoBuzop",
yTBepkaeH mpukazomM MuHTpyna Poccum ot 09.03.2016 Ne 91n; "Cnenmamuct B oOnactu
yrpaBieHus: (papMalieBTUUECKON NeATebHOCThIO", yTBepXkAeH mpukazoM MuHTpyna Poccum ot
22.05.2017 Ne 428u;  "lIpoBu3op-aHanuTuK'", yTBEpxkIeH mnOpukazoM MuHtpyna Poccum ot
22.05.2017 Ne 427n; "CmenuamucT MO TPOMBINIIEHHON (apManuu B 00MacTH MPOU3BOICTBA
JIEKapCTBEHHBIX CpeACTB", yTBepkaeH mpukazoM Muntpyna Poccum ot 22.05.2017 No 430m;
"Cnenuanuct B 00JaCTH KJIMHUYECKOW 1abOpaToOpHOM AMArHOCTUKHU', YTBEPXKIEH MPUKA30M

MunTtpyna Poccun ot 14.03.2018 Ne 145H.

ComnacoBaHue U yTBEPKACHUE

TTonrorosneno B cucteme 1C:Yuusepcurer (000000108)

ITonpa3nenenue
No WIIN § OTBETCTBEHHOE OO Busa Jlara, mpoToko
KOJIIeTHaJIbHBIN JIUIIO (Ipu HaNMUYUN)
opraH
1 |Kadenpa xumun | 3aBexyroniuii KoGenesa T.A. Paccmotpeno | 11.05.2022, Ne
U Kagenpox, 10
(apMaKorHO3UH | PYKOBOIUTENb
noJipa3/ieeHus,
peanu3yIomero
OIl1
2 | Meromuueckuit | Ilpencenarens PycakoBa O.A. CormacoBano [19.05.2022, Ne 7
COBET 110 METOJIMYECKOTO
CIICIUATBLHOCTH coBeTa
33.05.01
dapmanus
3 | Uentpaneubiii | Ilpeacenarens Bacunsxosa T.H. Commmacoano |15.06.2022, Ne 8
KOOPJIMHAITMOHH HKMC
BIM
METOINYECKUN
COBET
AKTyanu3anus
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ITonpasnenenue
No W § OTBeTCTBEHHOE BUO Busa Jlata, mpoToko
KOJUIETUAJIBHBIN JIALIO (Ipu HaNMUYUN)
opraH
1 |Kadenpa xumun | 3aBeqyroniuii KoGenesa T.A. Paccmotpeno | 07.04.2023, Ne
U kagenpox, 10
(apMaKorHO3UH | PYKOBOIUTENb
noJipa3ieeHus,
peanu3yIomero
OIl1
2 | Meromnueckuit | Ilpencenarens PycakoBa O.A. Commmacoano |16.05.2023, Ne 8
COBET I10 METOINYECKOTO
CIIEIAALHOCTHU coBeTa
33.05.01
dapmanus
3 | Meronuueckuii | Ilpeacenarens PycakoBa O.A. CormacoBano [25.04.2024, Ne 7
COBET I10 METOINYECKOTO
CIIEIAATLHOCTHU coBeTa
33.05.01
dapmanus
entpansueiii | IIpencenarens Bacunrnkosa T.H. CormacoBano |17.05.2023, Ne 9
KOOPJIMHAITMOHH HKMC
BIM
METOINYECKUN
COBET
enTpansubiii | IIpencenarens Bacunrnkosa T.H. CormacoBano |15.05.2024, Ne 9
KOOPJIUHAITMOHH HKMC
BIM
METOINYECKUN
COBET
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1. Heab 1 3a1a4um 0CBOEHMSI TUCUMUIIIMHBI (MOLYJIs1)

Llenb ocBOEHUS TUCHMILIMHBI - GOPMUPOBAHUE MPO(ECCUOHANBHBIX 3HAHUN T10 KOHTPOJIIO
Ka4eCTBa JICKAPCTBEHHBIX IIPENaparToB.

3&,[[3.‘11/1 HU3YUCHUA NUCHUIIIINHBIL

- BBIOOpP METONIOB OIICHKH JICKAPCTBEHHBIX CPEICTB M OCYIIECTBICHHWE KOHTPOJS MX KayecTBa B
COOTBETCTBHUHU C JEHUCTBYIOIIEH HOPMATHBHO — TEXHUYECKON JOKYMEHTAIIUEH;

- 3aKpeIuUIeHUe 3HAHWW M YMEHUH KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX MPENAapaToB B 3aBUCHMOCTH
oT (hopmBI, coCcTaBa, Ha3HAYCHUS.

2. IInanupyemble pe3yJbTaThbl 00y4eHHs M0 JUCHHUILINHE (MOIYJII0), COOTHECEHHBIE C
IUIAHMPYEeMBIMH pPe3yJ1bTaTaMH 0CBOCHHS 00pa30BaTeIbHOM MPOTrpPaMMbl

Komnemenyuu, unouxamopul u pesynvmameol 00y4eHus.

[IK-4 CrnocobeH ywacTBOBaTh B MOHHMTOPHHIE KadyecTBa, 3((EKTUBHOCTH M OE30MaCHOCTH
JEeKapCcTBEHHBIX cpelacTB U JIPC

[IK-4.1 TlpoBomutr  dapmaneBTHUeckuii  aHanmu3  ¢dapMareBTUYECKUX  CyOCTaHIIUM,
BCIIOMOTATEIbHBIX BEIIECTB M JICKAPCTBEHHBIX IMPEMaparoB JJIs MEAUITUHCKOTO TPUMEHEHUS
3aBOJICKOTO ITPOU3BOJICTBA B COOTBETCTBUH CO CTAHAaPTAMHU KayecTBa

3name:

[1K-4.1/3u1 HopmaruBHo-nipaBoBble akThl Poccuiickoit denepanyin Mo U3rOTOBICHUIO
JIEKapCTBEHHBIX ()OPM U BHJIaM BHYTPHUANTEYHOTO KOHTPOJIS

[1K-4.1/312 Iopsipok B3auMozeicTBUS ¢ 1a00paToOpusiMi KOHTPOJISI KaueCTBa
[1K-4.1/363 Buabl BHyTpHANTEYHOTO KOHTPOJIS

[1K-4.1/306 HeoOxonuMble pEaKTHUBBI, HCHONb3yeMblE IPH TPOBEICHUU KOHTPOJS
KauecTBa JICKAPCTBEHHBIX MPENapaToB B alTEYHBIX OPraHU3aLUAX

[1K-4.1/3u7 HomeHkinaTypa 3aperHCTPHpPOBAHHBIX B  YCTAaHOBJICHHOM  IIOpPSIKE
JIEKapCTBEHHBIX CYOCTAHIIMI M BCIIOMOTATENbHBIX BELIECTB, UX CBOWCTBA, Ha3HAUCHHE,
NpaBUiIa XpaHEHUs

[1K-4.1/3689 Tlopsaok BenaeHUs MPEAMETHO-KOJIMYECTBEHHOTO YYeTa JIEKapCTBEHHBIX
IpenaparoB

[1K-4.1/3a13  CaHuTapHO-3IUAECMHUOIOTHUECKHE TpeOOBaHUS K  OIKCILTyaTallud
MOMEUICHUH U yCIOBUSAM TpyAa

[1K-4.1/3114 TexHOMOTHS U3TOTOBJICHHUS JIEKAPCTBEHHBIX MPEIapaToB

[1IK-4.1/3u15 TpeOGoBanusi oxpaHbl Tpyna, MEphbl MOXKApHOW OE30MaCHOCTH, MOPSIAOK
JEUCTBUM NIPU YPE3BBIYANHBIX CUTYALUIX

[1K-4.1/3u16 YcnoBus U CpoKM XpaHEHHs JIEKAPCTBEHHBIX MPENapaToB, H3rOTOBICHHBIX
B alTEUHBIX OpPraHU3aLUAX

[MK-4.1/3u17 ®U3UKO-XMMHUYECKHE M OPraHOJENTHYECKHE CBOICTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh

Ymemo:

[IK-4.1/YM2 OdopmasaTe pe3ynbTaThl WCMBITAaHUN (GapMarieBTHYECKUX CYOCTaHIIUH,
BOJIbI OUUIICHHOW/AJII MHBEKIMI, KOHIIEHTPATOB, MONy(pabpUKaTOB, JIEKAPCTBEHHBIX
IpernaparoB, W3TOTOBJIEHHBIX B aNTEYHOM OpraHuM3alud, B COOTBETCTBUHU C
YCTaHOBJICHHBIMU TPEOOBAHUSIMHU

[1K-4.1/YM3 HWHTEeprpeTupoBaTh pe3yabTaThl BHYTPHANTEYHOTO KOHTPOJS KadyecTBa
dapmaneBTHUECKUX CYOCTaHIIMI, BOIbI OUWIICHHON/IJII WHBEKIUIH, KOHIIEHTPATOB,
noiy(hadpHuKaToB, JEKApCTBEHHBIX IPENaparoB B COOTBETCTBHM C YCTaHOBJIEHHBIMH
TpeOOBaHUSAMU

[1K-4.1/Ym4 Tlons3oBaThest 1a00paTOPHBIM U TEXHOJIOTUUECKUM 000pyI0BaHHEM

TTonrorosneno B cucteme 1C:Yuusepcurer (000000108) Crpanutia 4 u3 20



[TK-4.1/YMS Tlonb30Barbcsi KOHTPOIBHO-U3MEPUTEIBHBIMH IPHOOpaMU

[IK-4.1/YM6 OdopMmiare MOKYMEHTAlUIO YCTAaHOBJIEHHOTO oOpasma 1O KOHTPOJIIO
U3rOTOBJICHHBIX JIEKAPCTBEHHBIX MPENapaToB

Braoemy:

[IK-4.1/Hel  IlpoBeaeHue  pa3iIMYHBIX  BHJIOB  BHYTPHANTEYHOTO  KOHTPOJIS
(dapmaneBTHUECKUX CyOCTaHLMH, BOJBl OYMIICHHOW/IUII WHBEKLUUH, KOHLEHTPATOB,
noixy¢paOpuKaToB, JIEKAPCTBEHHBIX  IPENaparoB, W3rOTOBICHHBIX B  aANTEYHOM
OpraHu3aIiK, B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAaHUSIMHU

[IK-4.1/HB2 Peructpamusi HUCHBITAHHWA B COOTBETCTBHM C  YCTaHOBJICHHBIMHU
TpeOOBaHUSIMU

[1K-4.1/HB3 IlpoBeneHue MNPHUEMOYHOTO KOHTPOJIS JIEKAPCTBEHHBIX IPENaparoB,
(dapmarneBTHUYECKUX CyOCTaHIIMI M JPYyTUX TOBAPOB allTeYHOTO aCCOPTUMEHTA

[1K-4.1/HB4 BrlsiBieHne HanMW4us HEJOOPOKaYECTBEHHBIX JIEKAPCTBEHHBIX IMpPENapaToB
U IPyTUX TOBAPOB allTEYHOI'0 ACCOPTUMEHTA U U30JISILMS UX B KAPAHTUHHYIO 30HY

[1K-4.1/HBS OrneHka pe3yiabsTaToB KOHTPOJIS JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE
YCTaHOBJICHHBIM TPeOOBaHUAM

[1K-4.1/HB6 IlpoBeneHne KOHTpOJIS COOMIOACHHS (apMaleBTUYECKMMU paOOTHUKAMU
OpraHu3ali TpeOOBaHM K W3TOTOBIECHUIO W  BHYTPUANTEYHOMY KOHTPOIIIO
JIEKapCTBEHHBIX (hOpM

[1K-4.1/HB10 KoHTponb yCIOBHH W CPOKOB XPAaHEHHS H3TOTOBJIECHHBIX B ANTEYHBIX
OpraHM3aIMIX JEKapCTBEHHBIX CPEICTB

[T1K-4.2 Ocy1iiecTBasieT KOHTPOJIb 32 PUTOTOBJICHUEM PEAKTUBOB U TUTPOBAHHBIX PACTBOPOB
3Hamo:
[1IK-4.2/311 HopmaruBHO-TIpaBoBbIe akThl Poccuiickoit Denepanu mo M3roTOBICHHUIO
JIEKapCTBEHHBIX (JOPM U BUAAM BHYTPHANTEYHOTO KOHTPOJIS
[1K-4.2/312 Buasl BHYTpHaNTEYHOTO KOHTPOJIS

[1K-4.2/383 HeoOxomumble peakTUBBI, HCIIOJb3yeMble IPU MPOBEACHUH KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX MPENapaToB B allTEYHBIX OpPraHU3aUsIX, U UX PacXoj

[1K-4.2/384 HomeHnknatypa 3aperHCTPHUPOBAHHBIX B  YCTAaHOBJICHHOM  TIOPSJIKE
JIEKapCTBEHHBIX CYOCTaHIIMI U BCIIOMOTaTeIbHbBIX BEIIECTB

[1K-4.2/3u5 I[IpaBuna npuMeHEHUs CPEICTB MHAUBUIYATbHOM 3aITUTHI

[1K-4.2/306  CaHUTapHO-3MUIEMHOJIOTMYECKUE  TpeOOBaHHS K  JKCIUTyaTaluu
IIOMEUIEHUH U yCIOBUAM TpyAa

[1K-4.2/307 Cpoku TOAHOCTH, TMpaBWJIa XPAHEHHUs PEAKTHBOB B 3aBUCHUMOCTH OT HX
(U3UKO-XUMUYECKUX CBOHCTB

[1K-4.2/3u8 HWHpopmanmoHHble cHCTEMbl U 000pyroBaHHME HH(POPMALMOHHBIX
TEXHOJIOT i, UCTIONIb3yeMbI€ B (hapMalleBTUYECKOM OpraHu3aluu

T1K-4.2/3u19 MopanbHO-3THYECKHUE HOPMBI, MIPUHLIUIIBI MeEIUITMHCKON u
(apmarieBTHUECKOM JEOHTOIIOTHH B paMKax Mpo(ecCHOHATbHON 1eATeIIbHOCTH
[1K-4.2/3u10 Metozs! aHanmu3a, UCTIONIB3yEeMbIE IIPH KOHTPOJIE Ka4yeCTBa JICKapCTBEHHBIX
CPEICTB

Ymemo:

[1K-4.2/Ym1 ®opmupoBats U 0POPMIIATE 3asIBKH Ha PEAKTUBBI

[1K-4.2/YM2 Bectu yuet pacxona peakTHBOB

[1K-4.2/YM3 OdbopmiiaiTh JOKYMEHTAIMIO YCTAHOBICHHOTO 00pa3iia 1Mo y4eTy JBHKCHUS
(3aKazy, OJyYCHHIO) PEaKTHBOB

[1K-4.2/YM4 Odopmiarh MOKYMEHTAIUIO YCTAaHOBJICHHOTO oOpasma Mo KOHTPOIIIO
W3TOTOBJICHHBIX JICKAPCTBCHHBIX MPETapaToB

Braoems:
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[IK-4.2/HBl OueHka 3amacoB peakTHBOB B (hapMaleBTUYECKOH OpraHM3aluu Ui
IIPOBEICHMSI aHAJIN3a 110 KOJIMYECTBY U KaUYECTBY

[TIK-4.2/HB2 OreHka moTpeOHOCTH B JOMOJHUTEIHHOM 3aKa3e M odopmiieHHEe 3akasza
PEaKTUBOB ISl HYXKJ OpraHu3aluu

[1K-4.2/HB3 IlpoBenenue ananmuza (papManeBTHUECKUX CYOCTAHIUI U JIeKapCTBEHHBIX
IpenapaToB B COOTBETCTBHU C YCTAHOBJICHHBIMU TPEOOBAaHUSAMU

[1K-4.2/HB4 IlpueMka J€KapCTBEHHBIX NpENapaToB M JPYI'HMX TOBAapOB aIlTEYHOTO
aCCOpPTHMEHTA

[1K-4.2/HBS5 Ilpuemka U y4yeT pacxojga peakTHBOB JJIs NMPOBEACHUS BHYTPHANTEYHOIO
aHaJn3a JIGKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU

[1K-4.2/HB6 Pa3menieHne peakTuBOB Ha XpaHEHUE ¢ 00eCIIeYeHHEM YCIOBUM XpaHEHUs

[1K-4.3 CranmapTusyeTr NpUroToBICHHbIE TUTPOBAHHBIE PACTBOPHI
3Hamo:

[1K-4.3/3u1 HopmaruBHo-nipaBoBble akThl Poccuiickoit denepanyin Mo U3rOTOBICHUIO
JIEKapCTBEHHBIX ()OPM U BHJIaM BHYTPHUANTEYHOTO KOHTPOJIS

[1K-4.3/312 Buasl BHYTpHaNTEeYHOTO KOHTPOJIS

[1K-4.3/383 HeoOxomumble peakTUBBI, HCIIOJb3yeMble IPU MPOBEACHUH KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX MPENapaToB B allTEYHBIX OpPraHU3alUsIX, U UX PacXoj

[1K-4.3/384 Homenknatypa 3aperHCTPHUPOBAHHBIX B  YCTAaHOBICHHOM  TIOPSJIKE
JIEKapCTBEHHBIX CYOCTaHIIMI U BCIIOMOTaTeIbHbBIX BEIIECTB

[1K-4.3/3u5 [IpaBuna npuMeHEHUs CPEACTB HHAUBUAYATbHOM 3aITUTHI

[IK-4.3/306  CaHMTapHO-3MUIEMHUOJIOTMYECKUE  TpeOOBaHHS K  JKCIUTyaTaluu
MIOMEIIEHUH U yCIOBUSM Tpy/a

I1K-4.3/307 Cpoku TOAHOCTH, TMpaBWJIa XPAHEHHUs PEAKTHBOB B 3aBUCHUMOCTH OT HX
(U3UKO-XUMUIECKUX CBOHCTB

[1K-4.3/3u8 WHpopmanmoHHble cHCTeMbl U 000pyroBaHME HH(POPMALMOHHBIX
TEXHOJIOTHiA, UCTIONIb3yeMbI€ B (hapMalleBTUYECKOIM OpraHu3aluu

T1K-4.3/3u19 MopanbHO-3THYECKHUE HOPMBI, MIPUHLIUIIBI MEIUITMHCKOMN u
(apmarieBTHYECKOM JEOHTOIIOTHH B paMKax Mpo(ecCHOHaTbHON 1eATeIbHOCTH
[1K-4.3/3u10 Metozp! aHanmu3a, UCTIONIB3yEeMbIE IIPH KOHTPOJIE Ka4yeCTBa JICKapCTBEHHBIX
CPEICTB

Ymemo:

[1K-4.3/Ym1 ®opmupoBats U 0pOPMIIATE 3asIBKH Ha PEAKTUBBI

[1K-4.3/YM2 Bectu yuet pacxona peakTHBOB

[1K-4.3/YM3 OdbopmiiaTh JOKYMEHTAIMIO YCTAHOBICHHOTO 00pa3lia 1Mo y4eTy JBHKCHUS
(3aKazy, OJyYCHHIO) PEaKTHBOB

[1K-4.3/YM4 Odopmiarh MOKYMEHTAIUIO YCTAaHOBJICHHOTO o0Opasia 1o KOHTPOIIIO
U3TOTOBJICHHBIX JICKAPCTBCHHBIX MPETApaToB

Braoems:

[IK-4.3/HBl OueHka 3amacoB peakTHBOB B (hapMaleBTUYECKOH OpraHM3aluu Ui
IIPOBEJCHMSI aHAJIN3a 110 KOJIMYECTBY M KaUYECTBY

[TIK-4.3/HB2 OreHka moTpeOHOCTH B JOMOJHUTEIHHOM 3aKa3e U odopmiieHUE 3akasza
PEaKTUBOB ISl HYXKJ OpraHu3aluu

[1K-4.3/HB3 IlpoBenenue ananmuza (papManeBTHUECKUX CYOCTAHIUI U JIeKapCTBEHHBIX
IpenapaToB B COOTBETCTBHU C YCTAHOBJICHHBIMU TPEOOBAaHUSAMU

[1K-4.3/He4 IlpueMka J€eKapCTBEHHBIX NpEnapaToB M JPYI'HMX TOBAapOB aIlTEYHOTO
aCCOpPTHMEHTA

[1K-4.3/HB5 Ilpuemka u y4yeT pacxofa peakTHBOB JJIs NMPOBEACHUS BHYTPHANTEYHOIO
aHaJIn3a JIGKAPCTBEHHBIX CPEJICTB B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMHU

[1K-4.3/HB6 Pa3menieHne peakTuBOB Ha XpaHEHUE ¢ 00eCreYeHHEeM YCIOBUN XpaHEHUs

TTonrorosneno B cucteme 1C:Yuusepcurer (000000108) Crpanutia 6 u3 20



[1K-4.5 Nupopmupyer B MOpsAKe, YCTAHOBICHHOM 3aKOHOAATEIILCTBOM, O HECOOTBETCTBUHU
JIEKapCTBEHHOTO Tpernapara JUisi MEAUIIMHCKOTO MPUMEHEHHS YCTaHOBJICHHBIM TPEOOBaHUSIM
WIA O HECOOTBETCTBUHM JAHHBIX 00 3(PPEKTUBHOCTH M O OE30MACHOCTU JIEKApCTBEHHOTO
mpermapara JaHHBIM O JIEKAPCTBEHHOM IIperapare, COACpKAlIMMCS B WHCTPYKIUHU IO €ro
MIPUMEHEHHUIO
3namo:
[1K-4.5/3u1 HopmaruBHo-npaBoBble akThl Poccuiickoit denepanyin Mo U3rOTOBICHUIO
JIEKapCTBEHHBIX (HOPM U BUAAM BHYTPHANTEYHOTO KOHTPOJIS
[1K-4.5/312 Iopsiaok B3auMozeicTBuUS ¢ 1a00paTopusiMi KOHTPOJISI KaueCcTBa
[1K-4.5/363 Bunpl BHyTpHANTEYHOTO KOHTPOJIS
[1K-4.5/3u4  BcrnomorarenbHble — MaTepHalbl, HHCTPYMEHTBI, MPHUCTIOCOOIEHUS,
UCTIONb3yeMbIE TPH  W3TOTOBJICHUHM JICKAPCTBEHHBIX IMpPEMapaToB B  aNTEYHBIX
OpTraHMU3aIHsIX
[1K-4.5/3u5 WudopmannoHHsle cucTeMbl U 000pyaoBaHHE HHPOPMALIMOHHBIX
TEXHOJIOTUM, UCTIONb3yeMble B (papMalieBTUUECKOM OpraHu3aluu
[1K-4.5/3u6 HeoOxomumble pEakTUBBI, HUCIOJIb3yEeMbIE IIPH MPOBEIACHUH KOHTPOJIS
KauecTBa JIEKApCTBEHHBIX IIPENapaToB B allTE€YHBIX OpraHU3alUsIX
[1K-4.5/387 Homenknatypa 3aperHCTPUPOBAHHBIX B  YCTAaHOBJICGHHOM  TIOPSJIKE
JIEKapCTBEHHBIX CyOCTaHIMI M BCIIOMOTIaTEeNbHBIX BEIIECTB, UX CBOICTBA, Ha3HAYCHUE,
IpaBuUJia XpaHEHUS
[1K-4.5/3u8 TeopeTrnueckue 3HaHUA 110 OHOpapMaIiyi, MUKPOOUOIOTHH
[1K-4.5/319 Ilopsaok BenaeHUs MPEAMETHO-KOJIMYECTBEHHOTO YYeTa JIEKapCTBEHHBIX
IpenaparoB
[1K-4.5/3u010 TlpaBuna H3rOTOBICHHSI TBEPIBIX, XUIKUX, MSATKUX, CTCPWIBHBIX H
acenTHYECKHUX JeKapCTBEHHBIX (HopM
[1K-4.5/3u11 IlpaBuna ymakoBKud ¥ O(OpPMIICHHS JICKAPCTBEHHBIX ()OPM, B TOM YHUCIIC
npeaynpeAuTeIbHbIMUA HAAMUCIMU
[1K-4.5/3u12 IlpaBuna npuMeHEHHS CPECTB WHINBHUIYATbHOM 3aIUTHI
[1IK-4.5/3u13  CaHuTapHO-3MIUAEMHUOJIOTHYECKHE  TpeOOBaHMA K  OKCIUTyaTaluu
MOMEIICHHUH U yCIIOBUSAM TpyAa
[TK-4.5/3u14 TexHoNOTHS U3TOTOBIICHUS JIEKAPCTBEHHBIX MPEIIapaToB
[1K-4.5/3u15 TpebGoBaHusi oxpaHbl TpyJda, MEphl MOXApPHOW OE30MAaCHOCTH, TMOPSIIAOK
JIEUCTBUIN MPU YPE3BBIYANHBIX CUTYAIUAX
[1K-4.5/3116 YcnoBus u CpoKH XpaHEHHS JIEKapCTBEHHBIX MPENapaToB, U3TOTOBIEHHBIX
B alTEYHBIX OPraHU3aLUAX
[1K-4.5/3017 ®u3uko-XuMHUYECKHE W OPTaHOJENTUYECKHE CBOMCTBA JIEKAPCTBEHHBIX
CPENCTB, UX ¢u3NYecKas, XUMUUYecKas U (apMaKoJIOrnyeckas COBMECTUMOCTh
[1K-4.5/3u18 MeToas! aHanm3a, UCIOJIb3yeMbIe MTPU KOHTPOJIE KaueCTBa JIEKaPCTBEHHBIX
CpEICTB
[1K-4.5/3u019 JlaGopatopHasi mocyna, OOOpyIOBaHHME, TPUMEHIEMBbIE B aNTEYHBIX
OpraHHu3aIusIX
Ymemu:
[TK-4.5/¥YM1 PeructpupoBarh JaHHBIE 00 U3rOTOBICHHBIX JIEKAPCTBEHHBIX Mpemaparax
[1K-4.5/YM2 OdopmasaTe pe3ynbTaThl WCHBITAaHUN (GapMarieBTHYECKUX CYOCTaHIIUH,
BOJIbI OUUIICHHOW/AJII MHBEKIMI, KOHIIEHTPATOB, MONy(pabpUKaTOB, JIEKAPCTBEHHBIX
IpernaparoB, W3TOTOBJIEHHBIX B aNTEYHOM OpraHuM3alud, B COOTBETCTBUHU C
YCTaHOBJICHHBIMU TPEOOBAHUSIMHU
[1K-4.5/YM3 HWHTepripeTupoBaTh pe3yabTaThl BHYTPHANTEYHOTO KOHTPOJS KadyecTBa
dapmMarieBTHUECKUX CYOCTaHIIMI, BOIbI OUWIICHHON/IJII WHBEKIUIH, KOHIIEHTPATOB,
noiy(hadpHuKaToB, JEKApCTBEHHBIX IPENaparoB B COOTBETCTBHM C YCTaHOBJIEHHBIMH
TpeOOBaHUSAMU
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[1K-4.5/Ym4 Tlonb30Barbest 1aOOPATOPHBIM U TEXHOIOTMYECKUM 000pyI0BaHHEM
[1K-4.5/Ym5 Tlons30BaThest KOHTPOIBHO-U3MEPHUTEIBHBIMU MTPUOOpaAMU

[IK-4.5/YM6 OdopMisiTh AOKyMEHTAIMIO YCTAaHOBJIEHHOTO o0pasla 1o KOHTPOJIIO
U3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPEMapaToB

Braoems:

[IK-4.5/HB1  IlpoBemeHue  pa3IWYHBIX  BHUJOB  BHYTPHANTEUYHOTO  KOHTPOJIS
dapmarieBTHUECKUX CYOCTaHIIMI, BOIbI OUWIICHHON/IJII WHBEKIUIH, KOHIIEHTPATOB,
nony}aOpuKaToB, JIEKAPCTBEHHBIX  IpPENaparoB, M3TOTOBICHHBIX B  alTEYHOMN
OpraHM3aliy, B COOTBETCTBUU C YCTAaHOBJIEHHBIMU TPEOOBAaHUSIMU

[1K-4.5/HB2 Peructparusi HWCHOBITAHWUA B COOTBETCTBHM C  YCTAHOBJICHHBIMH
TpeOOBaHUSAMU

[1K-4.5/HB3 TlpoBeneHne TMNPUEMOYHOTO KOHTPOJSI JIGKAPCTBEHHBIX IIPEMaparos,
dapmarieBTHUECKUX CyOCTaHIMI U JPYTUX TOBAPOB allTEYHOTO aCCOPTHUMEHTA
[1K-4.5/HB4 BrisiBieHre Hamudusi HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX IMPEINapaToB
U IPYTUX TOBAPOB allTEYHOT0 ACCOPTUMEHTA M U30JISIHS UX B KAPAHTUHHYIO 30HY
[1K-4.5/HBS OnieHka pe3yabTaToB KOHTPOJIS JIEKAPCTBEHHBIX CPEIICTB HAa COOTBETCTBUE
YCTaHOBJICHHBIM TPEOOBaHUIM

[1K-4.5/HB6 TlpoBenenue KOHTpoOJss coOMOneHHS (PapMaleBTUUECKUMU PAOOTHUKAMHU
opraHuzany TpeOOBaHMM K UW3TOTOBJICHUIO U BHYTPUANTEYHOMY KOHTPOIIIO
JIEKapCTBEHHBIX (opM

[1K-4.5/HB7 KoHTpoiab MNpaBUIBHOCTH BEACHHUA OTYETHOW JIOKYMEHTALlUU IO
M3TOTOBJICHUIO, BKJIIOYAs MPEAMETHO-KOJIMYECTBEHHBIA YYET, W KOHTPOJb KauecTBa
JIEKapCTBEHHBIX MpENnaparoB

[1K-4.5/HB8 KoHTposb coOnoneHnss CAHUTapHOTO pexXuMa, TpeOOBaHUHN OXpaHbI Tpyaa,
MOXKapHO! 0€30MacCHOCTU TMpPHU HM3TOTOBJICHHMHM M KOHTPOJE KauecTBa JIEKaPCTBEHHBIX
IpenaparoB

[1K-4.5/HBY Ynpasnenue 3anacamu GpapManeBTHUECKUX CyOCTaHIIUN, BCTIOMOTaTeIbHBIX
BEIIIECTB, PACXOJHBIX MAaTEPHAIIOB U 00OPYIOBAHUS, HCIIOIB3YEMBIX TIPU W3TOTOBICHUU
JICKapPCTBEHHBIX MPEMapaToB B YCIOBHIX alTEYHBIX OPraHu3alui

[1K-4.5/HB10 KoHTponb yCIOBHH W CPOKOB XPAaHEHHUS H3TOTOBJIEHHBIX B ANTEYHBIX
OpraHMU3aIMIX JEKapCTBEHHBIX CPEICTB

[1K-4.5/HB11 CocraBieHue miaHa KOPPEKTHPYIOUIUX MEPONPHITHI IO BBISBICHHBIM
HECOOTBETCTBUSM IIPU M3TOTOBJICHUHU U BHYTPHAIITEYHOM KOHTPOJIE KaueCcTBa
[1K-4.5/HB12 B3auMopmeicTBuE ¢ pErHOHAIBHBIMH, OOJACTHBIMH JIA0OPATOPUSIMHU
KOHTPOJISl KaueCcTBa 10 ONpeeNICHUIO KauecTBa JIeKapCTBEHHOTO Mpernapara

[IK-4.6  OcymiecTBiaseT perucTpanuio, o0paboTKy ¥  HMHTEPIPETAIMI0  PEe3yJIbTAaTOB
MIPOBEJICHHBIX MCIBITAHUM JIEKAPCTBEHHBIX CPEICTB, HMCXOJHOTO CBHIPbS U YIMAaKOBOYHBIX
MaTepuasoB

3name:

[1K-4.6/3u1 HopmaruBHo-nipaBoBble akThl Poccuiickoit denepanyi Mo MU3rOTOBICHUIO
JIEKapCTBEHHBIX ()OPM U BHJIaM BHYTPHUANTEYHOTO KOHTPOJIS

[1K-4.6/312 Iopsipok B3auMozeicTBuUS ¢ 1a00paTopusiMi KOHTPOJISI KaueCcTBa
[1K-4.6/363 Bunpl BHyTpHANTEYHOTO KOHTPOJIS

[1K-4.6/3u4  BcrnomorarenbHble — MaTepHalbl, HHCTPYMEHTBI, MPHUCIOCOOIEHUS,
UCTIOJIb3yeMble TPU  M3TOTOBJICHHM JICKAPCTBEHHBIX IPENapaTtoB B  alTEUHBIX
OpraHu3aIUsIX

[1K-4.6/385 WudbopmamnmoHHple CUCTEMBI W 00OpyaoBaHWE HMHGOPMAIIMOHHBIX
TEXHOJIOTUM, UCTIONb3yeMble B (papMalieBTUUECKOM OpraHu3aluu

[1K-4.6/306 HeoOxomumble pEakTUBBI, HCIOJIb3yEeMble TPH MPOBEIACHUH KOHTPOJIS
KauecTBa JIEKApCTBEHHBIX IIPENapaToB B allTE€YHBIX OpraHU3alUsIX
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[1K-4.6/3u7 HomeHkinaTypa 3aperHCTPHpPOBAHHBIX B  YCTAaHOBJICHHOM  IIOpPSIKE
JIEKapCTBEHHBIX CYOCTAaHIIMI M BCIIOMOTATENbHBIX BEIIECTB, UX CBOWCTBA, HAa3HAUCHHE,
IIPaBUJIa XpPaHEHUS

[1K-4.6/368 TeopeTudeckue 3HaHUS 10 Onodapmaluy, MUKpOOHOIOTHN

[1K-4.6/309 Tlopsimok BemeHUs MPEIMETHO-KOJIMYECTBEHHOTO YYeTa JIEKapCTBEHHBIX
npenapaToB

[1K-4.6/3u10 IlpaBmia H3rOTOBICHHUS TBEPABIX, >KUIAKUX, MSITKUX, CTCPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[1K-4.6/3u11 IlpaBuna ynmakoBKH U O(OPMIICHHUS JICKAPCTBEHHBIX (OPM, B TOM UYHUCIIE
NpeAynpeaAUTEIbHBIMUA HaAITUCIMHU

[TK-4.6/3112 IlpaBuna npuMeHEHUs CPEACTB HHIUBUIYaTbHON 3alTUTHI

[1K-4.6/3013  CaHuTapHO-3IMUAECMHUOIOTHUECKHE TpeOOBaHUS K  IKCIUTyaTalluu
MOMEUICHUH U yCIOBUSAM TpyAa

[1K-4.6/3114 TexHomOTHS U3TOTOBJICHUS JIEKAPCTBEHHBIX MPEIapaToB

[1K-4.6/3u15 TpeOGoBanusi oxpaHbl Tpyna, MEpbl MOXApHOW OE30MaCHOCTH, MOPSIAOK
JEMCTBU IPU YPE3BBIYANHBIX CUTYALUIX

[1K-4.6/3u16 YcnoBus U CpoKM XpaHEHHs JIEKAPCTBEHHBIX MPENapaToB, H3rOTOBICHHBIX
B allTEUHBIX OpPraHU3aLUIX

[1K-4.6/3u17 ®U3UKO-XMMHUYECKHE M OPraHOJENTHYECKHE CBOMCTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh
[1K-4.6/3u18 Metozp! aHamM3a, UCIIOIB3yEeMbIE IIPH KOHTPOJIE Ka4yeCTBa JICKapCTBEHHBIX
CPEICTB

[1K-4.6/3u19 JlabGoparopHas mocyna, 00OpylZOBaHHE, NIpPUMEHSIEMble B aNTEYHBIX
OpraHM3aIusIxX

Ymemo:

[1K-4.6/Ym1 PeructpupoBarh TaHHbIE 00 U3TOTOBICHHBIX JICKAPCTBEHHBIX MTpemaparax
[MK-4.6/YM2 OdopmiiaiTh pe3ylbTaThl HCIBITaHUN (hapMaleBTUYECKUX CyOCTaHLIUH,
BOJIbl OYMIIICHHOW/IUII MHBEKLUNH, KOHLEHTPATOB, MOIYy(haOpUKaTOB, JIEKAPCTBEHHBIX
IIPENaparoB, W3rOTOBJIEHHBIX B aNTEYHOM OpraHu3alliyd, B COOTBETCTBUHU C
YCTaHOBJICHHBIMH TPEOOBAHUAMU

[1K-4.6/YM3 WuTepnpeTupoBaTh pe3ylbTaThl BHYTPHANTEYHOTO KOHTPOJIS KadecTBa
(dapmanieBTHUECKUX CyOCTaHLMH, BOJBl OYMIICHHOW/IUII WHBEKLUWH, KOHLEHTPATOB,
noxy¢paOpHuKaToB, JIEKAPCTBEHHBIX NpPENapaToB B COOTBETCTBUU C YCTAaHOBJICHHBIMU
TpeOOBaHUSIMU

[1K-4.6/Ym4 Tlonb30Barbest J1aOOPATOPHBIM U TEXHOIOTMYECKUM 000pyI0BaHHEM
[1K-4.6/Ym5 Tlonb30BaThCcst KOHTPOIBHO-U3MEPHUTEIBHBIMU MTPUOOpaAMU

[IK-4.6/YM6 OdopMisiTh AOKYMEHTAIMIO YCTAaHOBIIEHHOTO o00pasla 1o KOHTPOJIIO
M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX NIPENApaTOB

Braoemy:

[IK-4.6/HB1  IlpoBemeHue  pa3IWYHBIX  BHUJOB  BHYTPHANTEUYHOTO  KOHTPOJIS
(apmaneBTH4YECKUX CyOCTaHLUH, BOJbl OYMIICHHOW/IUIS MHBEKLUH, KOHLEHTPAaTOB,
noay(paOpHUKaToB, JIEKAPCTBEHHBIX  IPENaparoB, W3rOTOBJIEHHBIX B  alTE4HOM
OpraHu3alyK, B COOTBETCTBHH C YCTAHOBIEHHBIMU TPEOOBAaHUSIMHU

[1K-4.6/HB2 Peructpamusi HUCHBITAHWUA B COOTBETCTBHM C  YCTAHOBJICHHBIMH
TpeOOBaHUSAMU

[1K-4.6/HB3 TIlpoBeneHne TMNPUEMOYHOTO KOHTPOJSI JIGKAPCTBEHHBIX IIPETapaToB,
(bapmaneBTH4YECKUX CyOCTaHIMI M JPYyTUX TOBApPOB allTe4HOrO aCCOPTUMEHTA
[1K-4.6/HB4 BrisiBieHre Hamudusi HETOOPOKAYeCTBEHHBIX JICKAPCTBEHHBIX IMPENapaToB
U JIpyTUX TOBApPOB alTE€YHOI0 aCCOPTUMEHTA U M30JIALHUSA UX B KAPAHTHHHYIO 30HY
[1K-4.6/HBS OneHka pe3yabTaToB KOHTPOJIS JIEKAPCTBEHHBIX CPENICTB HAa COOTBETCTBHUE
YCTaHOBJICHHBIM TPEOOBAHUAM
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[1K-4.6/HB6 IlpoBeneHne KOHTpOJIsS COOMIOACHHS (apMalleBTUYECKUMU paObOTHUKAMU
OpraHu3ani TpeOOBaHM K W3TOTOBJICHUIO W  BHYTPUANTEYHOMY KOHTPOIIO
JIEKapCTBEHHBIX (hOpM

[1K-4.6/HB7 KoHTpOnb NpPaBMIBHOCTH BEACHUS OTUYETHOH JOKYMEHTAIMH TIO
U3TOTOBJICHUIO, BKIIIOYAsl MPEIMETHO-KOJIMYECTBEHHBIH YYeT, M KOHTPOJIb KadyecTBa
JIEKapCTBEHHBIX MPENapaToB

[1K-4.6/HB8 KoHTpoib coOMONEHUs] CAaHUTAPHOTO peKuUMa, TpeOOBaHMN OXpaHbl TPyZa,
NOXKapHOH OE30MacCHOCTH TPU HU3TOTOBICHHMH M KOHTPOJIE KadecTBa JICKApCTBEHHBIX
npenapaToB

[1K-4.6/HB9 Ympasnenue 3anacamu GpapMareBTHUCCKUX CYOCTaHIIUN, BCTIOMOTATEIbHBIX
BEILIECTB, PACXOAHBIX MaTe€pHUajoB U 00OPYJOBaHUs, UCHOIb3YEMBIX NIPH U3TOTOBIEHUU
JIEKapCTBEHHBIX MPENAPaToOB B YCIOBUSX AlITEUHBIX OpraHU3aLUi

[1K-4.6/HB10 KoHTpoab yCIOBUII M CPOKOB XpaHEHHUS H3TOTOBJICHHBIX B aNTEYHBIX
OpraHu3aIMsIX JIEKaPCTBEHHBIX CPEICTB

[1K-4.6/HB11 CocraBieHue Iu1aHa KOPPEKTUPYIOMIUX MEPONPHUSATHHA IO BbISBICHHBIM
HECOOTBETCTBUSM IPH U3TOTOBJIECHUHU U BHYTPHANITEYHOM KOHTPOJIE KauecTBa
[1K-4.6/HB12 BzaumozeiicTBue C pPErHOHAIBHBIMU, OOJIACTHBIMH JIAOOPATOPUAMU
KOHTPOJISI KAUECTBa IO ONPEICTICHUIO KaueCTBa JIEKapCTBEHHOTO Ipernapara

I1K-5 CnocobeH BBINOMHATH J1a0OpaTOpHBIE OHOJIOTHYECKHE, XUMHUYECKUE, (PU3UKO-XUMHUUECKUE,
OMOXUMHYECKUE, XUMHKO-TOKCUKOJIOTHYECKHUE, CYIeOHO-XUMHUECKUE CCIIeIOBAHUS

[IK-5.1 TIIpoBoguT aHamM3 XUMHUYECKUX BELIECCTB, HCIIOJIb3YySl KOMIUIEKC COBPEMEHHBIX
BBICOKOTEXHOJIOTHYHBIX (PU3UKO-XUMHYECKHX, OHMOJIOrMYECKHMX W XUMHYECKHX METOJ0B
aHaim3a
3namo:
[IK-5.1/3ul IlpuHumnel 51aGOpaTOPHBIX METOAOB TPEThEH KaTeropuu CIOXKHOCTH,
NPUMEHSIEMBIX B JabOpaTOpUU: XUMHUKO-MUKPOCKOIIMYECKUX, TeMaTOIOTUYECKUX,
[IUTOJIOTHYECKNX,  OMOXMMUYECKHUX,  KOAryJOJOTHYECKUX,  HWMMYHOJIOTHYECKUX,
MMMYHOT€MAaTOJIOTUYECKUX, XUMUKO-TOKCUKOJIOTHYECKUX, TUISL IIPOBEICHUS
TEPaNeBTUYECKOTO  JICKAPCTBEHHOTO MOHHUTOPUHTA, MOJEKYISAPHO-OMOJIOTMYECKUX,
TCHETUYECKUX, MHUKPOOMOJIOTMYECKMX, B TOM  4YHCIe  OaKTepUOIOTHYECKHUX,
Napa3sUTOJIOTMUECKUX U BUPYCOJIOTMUYECKUX UCCIIEI0BAaHUN
[IK-5.1/342 AnHanuTHyecKue XapaKTepUCTHKH JIa0OPAaTOPHBIX METOJOB TpPEThEil
KaTeTOPUHU CIIOKHOCTH M UX obecrieueHue
[IK-5.1/383 Metoapl KOHTPOJS KauecTBa KIMHUYECKHX J1aOOPaTOPHBIX HMCCIIEIOBAHUIMA
TPEThEHN KAaTErOpUHN CIIOKHOCTH U OLIEHKU UX PE3YJIBTAaTOB
Ymemo:
[1K-5.1/Ym1 BpITIONHATh KIWHUYECKHE J1abOpaTopHBbIC HKCCICIOBAHUS TPEThEH
KaTeropuu CIIOKHOCTH U MPOU3BOAUTH KOHTPOJIb UX Ka4eCTBa
[TK-5.1/¥Ym2 PazpabareiBate COIl 1o KIMHHUYECKUM J1a0OPATOPHBIM HCCIIECTOBAHUSIM
TPEThEH KaTeropuu CI0KHOCTH
[1K-5.1/YM3 OuenuBarh pe3yabTaThl KOHTPOJS KaueCTBA KIMHHUYECKUX JIAOOpaTOPHBIX
MCCIIEIOBAHUI TPEThEN KaTErOPUU CI0KHOCTH
[1K-5.1/Ym4 CocTaBnsiTh OTYETHI O TIPOBEICHHBIX KIMHHUYECKUX JIa0OpaTOPHBIX
HCCJIEJIOBAHUSAX TPEThEN KaTerOPUH CIOKHOCTH
Braoemy:
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[IK-5.1/HBl IlpoBeneHue KIMHUYECKUX JTaOOPAaTOPHBIX HCCIECJOBAaHUN TpeTbel
KaTerOpUU CIIOKHOCTH C UCTIOIH30BAHHEM MEAWIIMHCKUX U3ICIUN ISl JUArHOCTHKH in
Vitro, TEXHOJOTHMYECKHX TPOIECCOB U TEXHOJOTHA, JJs BBIIOJHEHUS KOTOPBIX
TpedyeTcs CrenuanbHO TMOATOTOBICHHBIM TepCOHA (MOBBIIICHUE KBAIU(DUKALNN), U C
dbopMynHpoBKON TaOOPATOPHOTO 3AKITIOUEHUS M0 MPOPUITI0 MEAUIIMHCKOW OpraHu3aluu
- XMMHKO-MHKPOCKOTIMYECKHUX, T€MATOJIOTHIECKUX, [IUTOIOTUIECKUX, OMOXUMUYIECKUX,
KOArysoJIOrH4eCKuX, MMMYHOJIOTHYECKUX, MMMYHOT'€MaTOJIOTMUYECKUX,
XUMUKO-TOKCUKOJIOTHYECKUX, JUIsI TPOBEICHUS] TEPANEBTHUECKOIO JIEKAPCTBEHHOTO
MOHHUTOPUHTA, MOJIEKYISIPHO-OMOIOTHIECKUX, TEHETUIECKUX, MUKPOOHOIOTHYECKIX, B
TOM 4nclie OaKTepHOJIOTHYECKUX, TMapa3sHTONIOTUYECKUX H  BUPYCOJIOTUYECKUX
HCCIIEIOBaHUI

[IK-5.1/HB2  IlpoBemeHue KOHTPOJS  KadecTBA  KIMHUYECKUX  JIaOOpAaTOPHBIX
MCCIIEIOBAHUM TPEThEN KaTErOPUU CI0KHOCTH

I1K-5.1/HB3 Paspab6orka u mnpumenenne COIl mo KIMHHYECKUM J1abOpaTOpHBIM
HCCJIEJIOBAHUSAM TPEThEH KaTErOpUu CIOKHOCTH

IT1K-5.1/HB4 IloaroroBka OTUETOB O ACATENLHOCTH, BKIIOUAs BBHINOJHEHNE KINHUYECKHUX
1a00paTOPHBIX UCCIIEIOBAHUM TPEThEH KaTerOpUH CIOKHOCTH

3. Mecro aucuumimHbl B cTpykrype OII

Jucuumnuna (Moayns) b51.0.46 «KoHTponb KadecTBa JIEKAPCTBEHHBIX IPENApaToB» OTHOCHUTCA K

o0s13aTeNbHOI yacT 00pa30BaTeIbHOM MporpaMMBbl U U3ydaeTcs B cemecTpe(ax): 9.

B mporecce u3y4eHuss AMCUUIUIMHBI CTYACHT TOTOBUTCS K BUAaM MPO(PECCHOHAIBHON NesITeTbHOCTH
U PpEUICHUI0 TNpodecCHOHANBHBIX 3aaad, npeaycMmoTpeHHbIx PI'OC BO u obpaszoBarenbHOIM

IIPOrpaMMON.
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5. Conep:xaHue TMCUMILINHBI
5.1. Pa3gennl, TeMbl AMCUUILIMHBI M BUABI 3aHATHH
(4acel MPOMEXYTOYHOM aTTECTALIMU HE YKA3bIBAIOTCSI)
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Bece

Jlex

Car

Pasznes 1. BuyrpuanteyHnbli
KOHTPOJIb.
Du3NKo-XUMHUYECKHE MEeTOAbI B
aHaJIn3e JIeKapCTBEeHHbIX GopMm.
Crangaprusanus
JIEKAPCTBEHHBIX CPeCTB.

Tema 1.1. CoBpemeHHOE
COCTOSIHUE M  3aJau
KOHTPOJII KauecTBa IpHU
BHYTPHAIITEYHOM IPOU3BOJICTBE
JIEKapCTBEHHBIX (OPM.
BuyTpuanrteunslii  KOHTPOIIb
KOHIIEHTPATOB, M0y(haOpUKaToB,
HECTOMKHUX JIEKAPCTBEHHBIX (POPM.

Tema 1.2. BHyTpuanreunslit
KOHTPOJIb Kau€CTBa BOJIbI
OYMILEHHOM U BOZIBI JUIs
UHBEKIUH.

Tema 1.3. [lecTpykuus u
MIPUHIIAITE] CTA0MITH3AIIH
CTEPUJIbHBIX JIEKAPCTBEHHBIX
dopm. CranmapTuzanus
pacTBOPOB Il UHBEKLIHM.
Oco0eHHOCTH KOHTPOJIS KauyecTBa
pacTBOPOB JIJIs1 UHBEKLIHM,
colepKallux ruapoausyemsle JIB.

Tema 1.4. lectpykuus u
MIPUHIIAITEI CTA0MITH3AIIH
CTEPHUJIbHBIX JIEKAPCTBEHHBIX
dopm. CranmapTuzanus
pPacTBOPOB ISl UHBEKLIUMN.
Oco0eHHOCTH KOHTPOJIS KauyecTBa
pacTBOPOB JJIs1 UHBEKLIHM,
COZIepIKaIINX
serkookucisromuecs JIB.

Tema 1.5. KomnokBuym.
BuyTpuanTedHsiii KOHTPOJIb
JIEKapCTBEHHBIX CMECE

I1K-4.1
I1K-4.2
[1K-4.3
[1K-4.5
I1K-4.6
IIK-5.1

Pa3nen 2. BayrpuantedHbli
KOHTPOJIb

35

15

12

Tema 2.1. ®U3UKO-XUMUYECKUE
METO/bl aHAJIN3a
MHOTOKOMIIOHEHTHBIX
JIEKapCTBEHHBIX CMECEH.
Pedpaxromerpus. Onpenenenue
KOHIIEHTpAIMH CIIHPTAa B
CIUPTOCOAEPKAIINX
JICKapCTBEHHBIX (POpPMax.
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Tema 2.2. PU3NKO-XUMHUYECKHE 10 4 3 3
METO/IbI aHAJIN32
MHOTOKOMIIOHEHTHBIX
JIEKapCTBEHHBIX CMECEH.
doromeTpus.
Cnexrpodoromerpust
Tema 2.3. CTaOunbHOCTD 7 2 3 2
JIEKapCTBEHHBIX CPENICTB.
VYcraHOBIEHHE CPOKOB TOAHOCTH
JIEKapCTBEHHBIX CPENICTB.
XpaHeHUE JEKaPCTBEHHBIX
CPEACTB.

Tema 2.4. Buenpenue 6 3 3
MaTeMaTu4eCcKUX METOJOB IS
ONTUMM3AIMK CTAaHAAPTU3ALUU U
KOHTPOJISL KauecTBa
JICKApCTBEHHBIX CPENICTB.
Craructuueckas 00paboTka
PE3yJIbTaToOB XMMHUYECKOTO
HKCIIEPUMEHTA.

Tema 2.5. YyeOHo-HayuHas 5 3 2
koH(pepenius. Cuctema KOHTPOIIS
KauecTBa JICKapCTBEHHBIX CPECTB
Ha CTaJHsIX BHEIPEHUS,
MIPOM3BOJICTBA, pAaCIpeesICHUs,
XpaHEeHHUs U MOTPeOICHHUS.

Pasnen 3. CopeMmeHHoOe 8 4 4| 1IK-4.1
COCTOSIHME H 3aJa4M [1K-4.2
KOHTPOJISI KayecTBa IMpPH I1K-4.3
BHYTPHANTEe4YHOM I1K-4.5
MPOU3BOACTBE JEKAPCTBEHHbIX [1K-4.6
¢opm. BuyTpuanreynsbrit [IK-5.1

KOHTPOJIb KOHLIEHTPATOB,
mo,ryGpadpuKaToB, HEeCTOMKHX
JIEKAPCTBEHHBIX (hOopM.

Tema 3.1. TectupoBanue. 8 4 4
PyGexHBIN KOHTPOJIb IO MOAYJIIO.
3aueTHOE 3aHATHE

Hroro 72| 14| 34| 24

5.Conepxanue pa3iesioB, TeM TUCUUILIMH U GOPMBI TEKYIIET0 KOHTPOJISA

Pazoen 1. Buympuanmeunviii kKonmpons. @Du3uko-xumuuecKkue Memoosl 6 aAHAIU3e
JaexkapcmeeHnvlx popm. Cmanoapmu3ayus 1eKapCmeeHHblX cpeocma.

(Vlekyuonnwvte 3anamusn - 6u.; Ilpakmuueckue 3auamusa - 154.; Camocmoamenvnasa paboma -
8u.)

Tema 1.1. Coepemennoe cocmostue u 3a0a4u KOHMPOJIsL Kayecmea npu
BHYMPUANMEYHOM — NPOU3BOOCIEE JIeKaApPCMEEeHHbIX ¢hopm. Buympuanmeunwiii KOHMPOJb
KOHYEHMPamos, noiy@dabpukamos, HeCmouKux 1eKapcmeeHHbX (opM.

(Jlexyuonnvie 3anamus - 24.; Ipaxmuueckue 3auamus - 3u.; Camocmosamenvras paboma - 24.)
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[TpuemouHbI KOHTPOJIB B anTeke. Metoauku oT0opa cpenneit mpoosl. Pob mpreMoYHOro KOHTPOJIS
B obecrieueHnn d3(PPekTUBHOCTH U 0O€30MaCHOCTU JIEKAPCTBEHHBIX cpenctB. ConepkaHue
PUEMOYHOTO KOHTpouis. [IoHATHE «CpeaHei» U «aHaIUTHYeCKO» MpoObl. MeTonuku ux oTdopa B
3aBHCUMOCTH OT 00beMa MapTUH U BUIa IPUHUMAEMBIX JIEKAPCTBEHHBIX CPEJCTB.

Buner camocrosTenbHON pabOThI CTYEHTOB (00YYarOIIMXCsI)

Bux paboter Coneprxanue Yacel

Pewenune cutyanmoHHbIX 33124, BrinosiHeHnE MHAMBUAYAIBHOTO 3aJaHUS 2
pELIEHNE TECTOBBIX 3aIaHUI

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIIbI

Texyuuii KOHTPOJIb

Tema 1.2. Buympuanmeunviii KOHMPOIb KAYeCmed 800bl OUULEHHOL U 800bL O/ UHbEKYULL.
(IIpaxmuueckue 3auamusi - 3u.; Camocmosmenvnas paboma - 1y.)

BHyTpuanTeyHblii KOHTPOJIb KA4€CTBA BOJIbI OUMILIEHHON M BOMBI JJIS1 UHBEKIIUM.
Buner camocrosTensHON paboThl CTYEHTOB (00YYarOIIMXCsl)

Bua paboter Conepxanue Yacel

CocraBicHue ajiropyurMa Brimonnenue HHIAWBUIYAJIbHOI'O 3aaHU 1

Texymuii KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

BxonHo# KOHTpOJIB

Tema 1.3. Jlecmpykyua u  npunyunsl cmabuIu3ayuu CMepuilbHblX JIeKAPCMBEHHbIX  opm.
Cmanoapmusayus pacmeopog 0 uHvekyui. OcobeHHocmu KOHMPONA Kauecmsea pacmeopos OJisl
uHveKyuil, cooeparcawux euoporuzyemole JIB.
(Jlekyuonnvie 3anamus - 2u.; [Ipaxmuueckue 3anamus - 3u.; Camocmosmenvrasn paboma - 24.)
CrangapTuzanusi CTEpWIbHBIX JieKapcTBEHHBIX ¢GopM. OOmme TpeOoBaHUS K pacTBOpaM s
uHbeKIUH. KOHTPOIb MHBEKIMOHHBIX PAaCTBOPOB Ha CTEPHIBHOCTb, allMPOT€HHOCTb, OTCYTCTBHE
MEXaHWYEeCKUX BKIIOUeHUN. DakTopbl HECTAaOWIBHOCTH JIEKAPCTBEHHBIX BelIECTB. [IpHWHIUIIBI
cTabuiau3aluu pacTBOpOB Uid MHBEKUMH. CTaHAapTH3alus U aHalld3 pacTBOPOB HOBOKaWHA st
WHBEKINH, TIIOKO3bl [JII HWHBEKIUH, KHUCJIOTHI acKOPOMHOBOW IJii WHBEKIWH, armoMopduHa
TUIPOXJIOpUIA IJIS1 MHBEKIUH U Jp.

Bunbr camocrosTensHON pabOTHI CTYEHTOB (00YYarOIIMXCsI)

Bux paboter Coneprxanue Yacsl

Pewienune cutyanmoHHbIX 33124, BrinosiHeHne MHAMBUAYAIBHOTO 3aJaHUS 2
pELIEHHE TECTOBBIX 3aIaHUI

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Teoperndeckue Bonpockl/CobecenoBaHne

Knuanyeckas 3anaua/CuTtyaliioHHas 3a1a4a

Tema 1.4. Jlecmpykyua u  npunyunsl cmabuIu3ayuu CMepuilbHblX JIeKAPCMBEHHbIX  opm.
Cmanoapmusayus pacmeopog 0 uHvekyui. OcobeHHocmu KOHMPONA Kaiecmsea pacmeopos OJisl
UHveKyull, cooeparcawux neekooxucasowuecs JIB.

(Jlekyuonnwvie 3anamus - 2u.; [Ipaxmuueckue 3anamus - 3u.; Camocmosmenvrasn paboma - 14.)
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CrangapTuzaiiusi CTEpWIBHBIX JIEKapCTBEHHBIX ¢GopM. OOmme TpeboBaHUS K pacTBOpaM s
uHbEKIMI. KOHTpOIb MHBEKIIMOHHBIX PACTBOPOB HAa CTEPHIIBHOCTb, allMPOr€HHOCTh, OTCYTCTBHE
MEXaHWYECKUX BKIIOUCeHUH. DakTopbl HECTAOWJIBHOCTH JIEKAPCTBEHHBIX BEIIECTB. [IpUHITUTIBI
cTabunu3anuu pacTBOpOB Uit WHBEKUIUK. CTaHAapTH3alUs U aHAIM3 PACTBOPOB HOBOKAaWHA IS
WHBCKIUN, TIIOKO3bl IS WHBEKIUH, KHUCIOTHI aCKOPOMHOBOW /il HMHBEKIHN, amoMopQuHa
TUAPOXIIOPUJIA ISl MHBEKIIUHU U Jp.

Bupl camocTosiTennbHON pabOThI CTYICHTOB (00YJarONuXCsl)

Bun pabotst Coneprxanue Yacsl

Pemenue cuTyanimoHHBIX 33124, BrinotHeHrEe HHIUBUAYATBLHOTO 3aaHUs 1
pEllIeHNE TECTOBBIX 3aJIaHMI

Texymui KOHTPOJIb
Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Knununueckas 3agaga/CuTtyalinoHHas 3a/1a4a

Tema 1.5. Konnokeuym. Buympuanmeunvli KOHMpPOb 1eKAPCMBEHHbIX cMecell
(IIpaxmuueckue 3anamus - 3u.; Camocmosmenvras paboma - 24.)

BHyTpuanteuHslii KOHTPOJIb JIEKAPCTBEHHBIX (hOpM
Bupl camocTosiTennbHON pabOThI CTYICHTOB (00YYaIONUXCsl)

Bun pabotst Coneprxanue Yacsl

[IpoBenenne pacueToB, COCTaBICHUE BrinonHenre MHAMBUAYAIBHOTO 3aJaHUS 2
CXeM U Mozeien

Texymui KOHTPOJIb
Bun (bopma) KoHTpOIIS, OIIECHOYHBIC MaTEPHAITBI

KonTponbhas pabota

Pazoen 2. Buympuanmeunwlit KOHmpo/ip
(Vlekyuonnwvie 3anamusa - 8u.; Ilpakmuueckue 3anamusa - 154.; Camocmoamenvnasa pavboma -
124.)

Tema 2.1. Qusuxo-xumuueckue mMemoobl AHAIU3A MHOSOKOMHOHEHMHbIX JeKAPCMEEHHbIX CMecell.
Pegpakmomempus. Onpedenenue Konyenmpayuu cnupma 8 CRUPMOCOOEPHCAWUX NeKAPCMEEHHbIX
¢opmax.
(Jlexyuonnvie 3anamus - 24.; Ipaxmuueckue 3auamus - 3u.; Camocmosmenvras paboma - 24.)
OcoOeHHOCTH aHaju3a MHOTOKOMIIOHEHTHBIX JICKAPCTBEHHBIX cMeced (PHU3HKO - XUMHUYECKUMHU
MeTtonamMu. OcoOeHHOCTH TpUMEHeHHus1 pedpakromeTpuu U poromerpun. TeopeTndeckrue OCHOBBI
pedpakromeTpuu. PacueTsl pedpakTOMETPUUYECKOTO aHajn3a MHOTOKOMIIOHEHTHBIX pPacTBOPOB,
nopoukoB. OcobeHHOCTH pehpaKTOMETPUUECKOTO aHAIM3a CIIUPTOBBIX PACTBOPOB JIEKAPCTBEHHBIX
BEIIIECTB B alTeKe.

Bunsl camocTosiTennbHON pabOThI CTYCHTOB (00YyYarOIIXCsl)

Bua paboter Conepxanue Yacel

[IpoBenenue pacueroB, COCTaBIECHUE BrinosniHeHne MHAMBUAYAIBHOTO 33 JaHUS 2
CXEM U MoJeen

Texyuuii KOHTPOJIb
Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

BrinonHeHne MHAMBUAYATBHOTO 3a1aHUS
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Tema 2.2.  Qusuxo-xumuueckue memoovl AHAIUIA MHO2OKOMNOHEHMHBIX JIeKAPCMBEHHbIX CMeCel.
Domomempus. Cnekmpogomomempus

(Jlexyuonnvie 3anamus - 4u.; Ipaxmuueckue 3auamus - 3u.; Camocmosmenvras paboma - 34.)
Teopetnueckue ocHoBbl Qortomerpun. Huddepenunansuas ¢oromerpus. AE - ¢doromerpun.
[Mpunnun agmutuBHOCTH. Pacuetnblit meron ®upopara. CyIIHOCT HOMOTPahUYECKOTO METONA.
Pacuer conmep)kaHHsl KOMIIOHEHTOB JICKQpPCTBEHHOH CMECH METOIOM W30JIMPOBAHHOM COPOIUH.
[TonsiTHE O IPOU3BOAHOM CIIEKTPOMETPHH.

Buner camocrosTensHON paboThl CTYEHTOB (00YYarOIIMXCsl)

Bux paboter Coneprxanue Yacel

Pewienune cutyanumoHHbIX 33124, BrinosiHeHnE MHAMBUAYAIBHOTO 3aJaHUS 1
pELIEHNE TECTOBBIX 3aIaHUI

[IpoBenenue pacueroB, COCTaBIECHUE BrinosiHeHnEe MHAMBUAYAIBHOTO 3aJaHUS 2
CXEM U MoJeen

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Texyuiuii KOHTPOJIb

Tema 2.3. CmabunbHOoCmb J1€KAPCMBEHHLIX —CPeOCms. YcmanosieHue Ccpokos 200HOCMU
JleKapCcmeeHHbIX cpedcme. XpaHenue 1eKapCmeeHHbIX CPpeoCcms.

(Jlexyuonnvie 3anamus - 24.; Ipaxmuueckue 3auamus - 3u.; Camocmosmenvras paboma - 24.)
CTaOWIIBHOCTh JICKAPCTBEHHBIX CpelncTB. (OCHOBHBIC MYTH ACCTPYKIMH. YCTAHOBIEHUE CPOKOB
TOMHOCTH JICKAPCTBEHHBIX TMIPEMaparoB METOIOM «YCKOPEHHOTO cTapeHus». KuHerndeckas
XapaKTEePUCTHUKA TPOIIECCOB ACCTPYKIIMU JIEKAPCTBEHHBIX MPENapaTroB C y4eTOM MX XUMHUYECKON
CTPYKTYpPBI, BHEIIHUX (DAaKTOPOB BO3JCHCTBUS OKPY)KAIOIICH CpEAbl: TeMIIepaTypHbIe KoieOaHus,
BJIQXKHOCTH, BO3/eiicTBHE cBeTa U JIp. CTaOMIBFHOCTH M CPOKU TOAHOCTHU JICKAPCTBEHHBIX CPEIICTB.
[TonsiTHE TEepMUHA «CTAOMIBHOCTBY. 3aBHCHUMOCTh CTAOWMIBHOCTH OT XHUMHUYECKOW CTPYKTYpPBI
JIEKapCTBEHHOTO BEIIECTBA, YCIOBUU €ro XpaHEHHs, TPAHCIOPTHUPOBKH, Marephalia Tapbl U
np.dhakropoB. [loHsATHE «IEPBOHAYANBLHOTO» CpPOKAa TOTHOCTH, «CpPOKa XpaHCHHUS» IS
JIEKapCTBEHHBIX mpemnaparoB. Crenuduka TpaHCHOPTHPOBKU U XxpaHeHus JIC B yCIOBUSAX CEBEPHBIX
PETHOHOB C YUETOM KJIIMMAaTu4ecKux ocobeHHocteil TroMeHcKol 00IacTH.

Bunsl camocTosiTennbHON pabOThI CTYCHTOB (00YyYarOIIXCsl)

Bua paboter Coneprxanue Yacsl
O3HakoMJIeHUE C MeIMa MaTtepuanamMu B |BrinoaHeHue HHAMBUYAIbHOTO 33/IaHUS 2
250C

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaTbI

Texyuuii KOHTPOJIb

Tema 2.4. BneOpenue mamemamuqeckux Memooo8 O ONMUMUIAYUU cmanoapmuzayuu u
KOHMPONA Kayecmea JeKapcmeeHHvlx cpeocms. Cmamucmuueckas o00pabomka pe3yibmamos
XUMUYECKO20 IKCHEePUMEHMA.

(IIpaxmuueckue 3auamusi - 3u.; CamocmosmenvHas paboma - 34.)

Xemometpuka. Craructudeckas o0paboTKa pe3yabTaToB XHMHYECKOTO aHaiu3a. MareMaTrndeckoe
IUIAHUPOBaHME,  CYIIHOCTb, BAapHAHTBl W  MPAKTHYECKOE  3HAYCHHE  CTAaTHCTUYECKHX
XapaKTEePUCTHUK ISl OLIEHKHU Pe3yIbTaTOB XUMHUECKOTO aHaJIH3a.

BanupanuonHsle  XapakTEpUCTHKH — aHAIUTHYECKHX MerofoB. Craructuyeckass o0paboTka
pe3y/IbTaToB XUMHYECKOro 3kcnepumenta. Tpeboanuss GMP, GSP kak Oaszuc ans paspaboTku
BAJIMJAIIMOHHBIX XapaKTEPUCTUK METOJIOB aHAJIN3a JIEKAPCTBEHHBIX CPEIICTB.

Bupl camocTosiTennbHON pabOThI CTYICHTOB (00YyJarONuXCsl)
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Bun pabotst Conepxanue Yacsl

[Touck u 0630p TUTEPATYPHI U BrinonHenne MHAMBUAYAIBHOTO 3aJaHHS 1
AIIEKTPOHHBIX NCTOYHUKOB HH(OpMAIII
M0 UHIUBUAYATIbHO 3aJaHHOU TeMe

[IpoBenenue pacueroB, COCTaBIECHUE BrinosiHeHnEe MHAMBUAYAIBHOTO 3aJaHUS 2
CXEM U MoJeen

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

Texyuuii KOHTPOJIb

Tema 2.5. Yuebno-nayunas xougepenyus. Cucmema KOHmMpONs Ka4ecmea J1eKapcmeeHHbIX cpeocms
Ha CMaousx HeOpeHUs, Npou3eo0Ccmsa, pacnpeoesenus, XpaHeHus u nompeoieHus.
(IIpaxmuueckue 3anamusi - 3u.; CamocmosmenvHas paboma - 24.)

BanupanuonHsle  XapakTEpUCTHKH  aHAIUTHYECKHX MeTofoB. Craructuyeckass o0paboTka
pe3yJIbTaToB XUMHYECKOro 3kcrepumenta. Tpeboanuss GMP, GSP kak Oaszuc ans pa3paboTku
BAIMJAIIMOHHBIX XapaKTEPUCTHK METOJOB aHajM3a JIEKapCTBEHHBIX cpeacTB. CoBpeMeHHbIE
(U3NKO-XUMUYECKHE METOJbl MCCIIEOBAHUS JIEKAPCTBEHHBIX CPEACTB. TEHAEHIMH B Ppa3BUTHH
¢dapmanesruueckoro ananmuza. MAC - cnexrpomerpus. SIMP - u IIMP - cnekrpockonust. OCHOBBI
METOJIOB, UX MTPUMEHEHHE B (hapMaIleBTUYECKOM aHAIIN3E.

Bupl camocTosiTenbHON pabOThI CTYICHTOB (00YJaIONTUXCsl)

Bun pabotst Coneprxanue Yacsl
BrimonHenne nHIUBHTyaIbHOTO BeimonHeHre MHAMBHIYAIBHOTO 33 JaHUS 2
3a7aHus

Texymuii KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

Texymui KOHTPOJIb

Pazoen 3. Coepemennoe cocmosHue u 3a0auu KOHmponsn Kauecmea npu
GHYMPUANMEYHOM NPOU3BOOCMEE 1eKAPCMEEHHbIX (opm. Buympuanmeunwiii KOHmpOob
KOHUeHmpamos, noaygadpukamos, HeCmOUKUX 1eKapCcmeeHnvix opm.

(Ilpakmuueckue 3auamus - 4u.; Camocmoamenvnasn pavoma - 44.)

Tema 3.1. Tecmuposarnue. PybesicHvlli KOHMPOIb O MOOYVIIO. 3auemHuoe 3ausamue
(IIpaxmuueckue 3anamus - 44.; Camocmosmenvras paboma - 44.)

Buytpuanreunsiii KOHTpOib. PU3NKO-XMUMHUYECKHE METOABI B aHAIM3€ JIEKAPCTBEHHBIX (OPM.
CrangapTu3anus JEKapCTBEHHBIX CPEACTB.

Bunbr camocrosTensHON pabOThI CTYEHTOB (00YYarOIIMXCsl)

Bua paboter Conepxanue Yacel

Pewenune cutyanmoHHbIX 33124, BrinosniHeHne MHAMBUAYAIBHOTO 3aJaHHS 4
pELIEHNE TECTOBBIX 3aIaHUI

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIIbI

Texyuiuii KOHTPOJIb

6. Pexomenayemblie o0pa3oBare/ibHbIe TEXHOJIOTHHU

[Tporiecc oOyueHusr BKJIIOYAET ayAMTOpHBIC 3aHATHS (48 dYacoB), CaMOCTOSITENIbHYIO paboTy
cTyaeHToB (24 yaca). OCHOBHOE yueOHOE BpeMsi OTBOIUTCS HA IPAKTUYECKHE 3aHATHSI IO pa3zieiaM,
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TeMaM, BXOJSIIIIUM B yCTaHOBJICHHBIC MOy/H (34 vaca), nekuuu (14 gyacoB).

Ha 3aHsTHAX BemeTcs KOHTPOJIb TMOATOTOBKH W CTENEHH OCBOCHUS TEMBI C HCIOJIB30BaHHEM
BXOJTHOTO W BBIXOJHOTO KOHTPOJICH, TEKYyIIEro KOHTPOJS MO XOAy 3aHATHs B BuIe Oecempl U
MIPOBEPKH MTPOTOKOJIA, BHITOJTHEHHOTO CTYJCHTOM UCCIIEIOBAHUSI.

[To Momymro MPOBOTUTCSI KOHTPOJIb C HCIOIB30BAaHUEM KOHTPOJIBHO-M3MEPHUTEIBHBIX MaTepHajoB
(cOOpHHKM TecT-3a/1aHuUi, KOMIUIEKTBI PACYETHBIX 3a/1a4 ¥ CUTYaI[HOHHBIX 3aJJaHUN U T.1.).
BHeapstoTcsi HTEpakTHBHBIE (OPMBI 00YyUCHHS CTYACHTOB, TAKHE KaK  NPOBEIEHHUE CTYACHTAMHU
y4eOHO-HAyYHBIX KOH(pEPEeHINH, TeCTUpoBaHue oOydaromuxcs depe3 D0C.

KommutekcHOe coderaHue BUAOB y4eOHOW paOOTHI (JCKIMH, TPAKTHUECKUAE 3aHITHS, KOJUIOKBUYMBI,
CEMHUHApBI, pa3HOOOpa3Hbie (HOPMBI CAMOCTOSTEIBLHOW padOTHI) HaApSALy C TPOodeCCHOHATBHBIMU
KOMIETCHIIUSIMH CIIOCOOCTBYIOT TakK)Ke Pa3BUTHIO OOIICKYJIBTYPHBIX KOMIIETEHIIMA — KYJIBTYpPbI
MBIIUICHUS, YMEHHUIO JIOTHYHO H3JIaraTh MBICIH B YCTHOW M THCBMEHHOH (popMe, KpUTHUYECKOH
OLIEHKE TOCTyMarone HHpopMaIiy, YMEHUIO BECTH TUCKYCCHIO, pa3BHBaeT KOMMYHHUKA0EIHHOCTH,
BOCIIMTAET YyBCTBO OTBETCTBEHHOCTH TEPE]] KOJUIEKTHBOM.

7. MaTepuaibHO-TeXHHYECKOE H Y4eOHO-MeTOAuYecKoe odecneyeHue U CIUTIIUHbI
7.1. IlepeyeHb OCHOBHOM M JONOJHHUTEIbHON Y4eOHOH JTUTEPaTypPbl

OcnosHas tumepamypa

1. TocynapctBennas apmakornes: Poccuiickoit @enepaunu: B 3 1. / XIII uznanue - 2015. - Tekcr:
anekTpoHHbii. // : [caiit]. - URL: http://femb.ru/femb/pharmacopeal3.php (mara oOpameHus:
15.02.2023). - PexxuM gocTyrma: 1o noJarnucKe

2. TocynapctBennas dapmaxones: Poccuiickoit @eneparuu: B 4 1./ XIV uznanue - 2018. - Tekcr:
anekTpoHHbid. // : [cait]. - URL: http://femb.ru/femb/pharmacopea.php (mara oOpareHus:
15.02.2023). - PexxuMm gocTyrma: 1mo moarmmcKe

3. TocynapctBennas apmakores: Poccuiickoit @eneparmu: B 3 1.: B 3 1. / XIII uzganue - 2015. -
Tekcr: anexrponssiid. // : [calT]. - URL: https://femb.ru/record/pharmacopeal3 (mara oGpamieHus:
15.05.2024). - PexxuM gocTyma: 1o noJrnucKe

4. TocynapctBeHHas dapmakomnes: Poccuiickoit deneparuu: B 4 T.: B 4 7. / XIV uznganue - 2018. -
Texct: anexrponnsiit. // : [caitt]. - URL: https://femb.ru/record/pharmacopeal4 (mara oOpamieHus:
15.05.2024). - PexxuMm qoCTyIIa: MO TMOIMUCKE

5. IlnereneBa, T.B. ®apmaneBruueckas xumusa: yueOnuk / T.B. IlnereneBa. - Mocksa:
I'S0TAP-Menua, 2018. - 816 c. - 978-5-9704-4014-8. - Tekct: anekTpoHHbIN. // Geotar: [caiiT]. -
URL: https://www.studentlibrary.ru/book/ISBN9785970440148.html (mara oOpareHus:
03.08.2023). - PesxuM goctyna: 1o NoAmnucke

6. IlnereneBa, T.B. ®apmaneBruueckas xumusa: yueOnuk / T.B. IlnereneBa. - Mocksa:
I'S0TAP-Menua, 2018. - 816 c. - 978-5-9704-4014-8. - Tekct: anekTpoHHbIN. // Geotar: [caiiT]. -
URL: https://www.studentlibrary.ru/book/ISBN9785970440148.html (mara oOpareHus:
05.05.2022). - PesxuMm goctyna: 1o noAmnucke

7. IlnereneBa, T.B. ®apmaneBruueckas xumusa: yueOnuk / T.B. IlnereneBa. - Mocksa:
I'S0OTAP-Menua, 2018. - 816 c. - 978-5-9704-4014-8. - Tekct: anekTpoHHbIN. // Geotar: [caiiT]. -
URL: https://www.studentlibrary.ru/book/ISBN9785970440148.html (mara oOpareHus:
25.04.2024). - PexxuM qocTyma: 1o noJrnucKe

Hononnumenvnas numepamypa
1. Caymxkuna, A. C. CiocoOsl pacueta B (hapMalieBTHUeCKoM aHanuse: yueOHoe nocobue / A. C.
CaymkuHa. - Cankr-IlerepOypr: Jlanb, 2019. - 428 - 9785811435838. - TekcT: HEMOCPEICTBECHHBIH.

2. Caymkuna, A. C. CnocoObl pacuera B (papMaleBTHUECKOM aHalu3e: ydeOHoe mocobue:
yueonoe nmocobue / A. C. Caymkuna. - Cankr-IletepOypr: Jlans, 2019. - 428 - 9785811435838. -
TekcT: HemOCPENCTBEHHBIN.

TTonrorosneno B cucteme 1C:Yuusepcurer (000000108) Crpanuria 18 u3 20



3. Apsamacues, A.Il. ®@apmaneBruueckas xumusa: yueOHoe mocobme / A.Il. Apsamacnes. -
Mocksa: ' D0TAP-Menna, 2008. - 640 c. - ISBN 978-5-9704-0744-8. - Tekct: 3MeKTPOHHBIN. //
Geotar: [caiir]. - URL: https://www.studentlibrary.ru/book/ISBN9785970407448 html (mara
obpamenust: 03.08.2023). - PesxxuM goctyna: mo noAmucKe

4. Apzamacues, A.Il. ®dapmaneBrudeckass xumus: ydeOHoe mocobue / A.Il. Ap3amacues. -
Mocksa: ' D0TAP-Menna, 2008. - 640 c. - ISBN 978-5-9704-0744-8. - TekcT: 3MeKTPOHHBIN. //
Geotar: [caiir]. - URL: https://www.studentlibrary.ru/book/ISBN9785970407448 html (mara
obpamenust: 05.05.2022). - PexxuM goctyna: mo noAmucKe

5. Apsamacues, A.Il. ®@apmaneBruueckas xumusa: yueOHoe mocobme / A.Il. Apsamacnes. -
Mocksa: 'D0TAP-Menna, 2008. - 640 c. - ISBN 978-5-9704-0744-8. - Tekct: 3MeKTPOHHBIN. //
Geotar: [caiir]. - URL: https://www.studentlibrary.ru/book/ISBN9785970407448 html (mara
obpamenust: 25.04.2024). - PexxuM goctyna: mo moAmICKe

6. benukos, B. I. ®dapmarnieBTrdeckas XuMus: yaeOHOe ocoOue sl CTYAEHTOB, O0YyYatOLIHXCs
o crienuanbHoCcTH - @apmarus: B 2 4. / B. I. benukos. - MockBa: ME/lnpecc-uadopm, 2009. - 616
- 5-98322-585-5. - TekcT: HENOCPEACTBEHHBIH.

7. benukos, B. I. ®apmanieBruueckas XuMus: yaeOHOE MOCOOHE IJisi CTYACHTOB, O0YJYarONTUXCs
mo crenuanbHocTd - Papmarus: B 2 4.. y4yeOHOE MOocoOue JUisl CTYACHTOB, OOYyYaroIIuXCs II0
cnenuanbHocTh - @apmanumst: B 2 4. / B. I. benukos. - MockBa: MEInipecc-undopm, 2009. - 616 -
5-98322-585-5. - TeKCT: HEMOCPEICTBEHHBIN.

7.2. lIpodeccuonaibHbie 0a3bl JaHHBIX U pecypchbl « AHTepHET», K KOTOPBIM 00ecneYnBaeTcst
AOCTYI 00y4aKOIIUXCS

IIpogpeccuonanvuvie 6azvl OaHHbIX
1. https://www.rosmedlib.ru/ - ObC "Koncynsrant Bpaya"
2. https://www.studentlibrary.ru/ - 3bC "KOHCVYJIbTAHT CTYJIEHTA"

Pecypcor « Unmeprnem»
1. https://e.lanbook.com/ - DbC JIAHb

2. https://femb.ru/record/pharmacopeal4 - TocymapctBennas (¢apmakoness Poccuiickoi
Oenepanuu. — XIV uzn. B 4-x .

7.3. IlporpammMHoOe obecrieyeHHe U HHPOPMAIIMOHHO-CIIPABOYHbIE CHCTEMbI, HCTI0JIb3yeMble
MPH OCYLIEeCTBJIECHHH 00pPa30BaTeIbHOIO NMpoLecca Mo JUCHUIIINHE

Jns  peanmu3ani  00pa30OBATENIbHBIX MNPOTPaMM  OTKPBIT JOCTYH K Y4eOHO-METOJMUYECKUM
MarepuajgaM B CUCTEME MOAJIEPKKU JTucTaHInOHHOTo o0ydeHus — DOC Moodle. CtyneHTsl UMEIOT
JOCTYIl K Yy4eOHO-METOIUYECKUM MarepuanaM Kadenp. Jas BBIIONIHEHUS KOHTPOJIBHBIX 3a/1aHui,
MOATOTOBKM K MPAaKTUYECKMM W CEMHUHApCKUM 3aHATHSM, TOMCKa HEOOXOAMMOW WH(pOpMaluu
[IMPOKO UCTIOIB3YIOTCS BO3MOXXHOCTH I100aIbHOM ceTn IHTepHeT.

CryneHtsl 0O0yd4aloTcsi € HCHOJB30BAHHUEM DJICKTPOHHBIX  PEMO3UTOPHUEB: IPENOiaBaTEIH
JIEeMOHCTPUPYIOT CTyAeHTaM OOydYaromue M JEeMOHCTPAIMOHHBIC BUACOPHIBMBI, MPEAOCTABIISIOT
CCBUIKM Ha MH()OPMAIMOHHBIA MaTepual B ceTH VHTEpHEeT, JeMOHCTPUPYIOT pe3ylbTaTbl CBOUX
HAay4YHBIX pa3pabOTOK, HAyYHBIX KOH(PEPEHIIUH.

Ilepeuens npoepammHozo obecneyeHus
(0bHOBNIeHUe NPOU3BOOUMCS NO Mepe NOABNIeHUs HOBbIX 8EPCULL NPOSPAMMbL)

1. CO0 3KL Pycckuiit Moodle;

2. AHTUILIaryar;

3. ArTuBupycHoe nporpammHoe obecrniedeHne Kaspersky Endpoint Security ns 6usneca;
4. IIporpammusblil npoaykT «1C: YauBepcurer ITIPODy;

5. MS Office Professional Plus, Bepcus 2010,;
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6. MS Office Standard, Bepcus 2013;

7. MS Windows Professional, Bepcust XP;

8. MS Windows Professional, Bepcus 7;

9. MS Windows Professional, Bepcus 8§;

10. MS Windows Professional, Bepcust 10;

11. TIporpammusiii mpoaykT «1C: YnpaBienue ydeOHbIM IEHTPOMY;

12. MS Office Professional Plus, Bepcus 2013,;

13. MS Windows Remote Desktop Services - Device CAL, Bepcus 2012;
14. MS Windows Server - Device CAL, Bepcus 2012;

15. MS Windows Server Standard, Bepcus 2012;

16. MS Exchange Server Standard, Bepcus 2013;

17. MS Exchange Server Standard CAL - Device CAL, Bepcus 2013;

18. Kaspersky Security muis BuptyansHbIx cpen, Server Russian Edition;
19. MS Windows Server Standard - Device CAL, Bepcus 2013 R2;

20. MS SQL Server Standard Core, Bepcus 2016;

21. System Center Configuration Manager Client ML, Bepcus 16.06;

22. TIporpamma quis 9BM Statistica Ultimate Academic 13 cereBas Ha 5 monb3oBarenei ;
23. 1C:JloxyMmeHTOOOOPOT rOCYIapCTBEHHOTO YUPEKACHUS 8.;

Ilepeuens uHghopmayuoHHO-CRPABOUHBIX CUCTEM
(0OHOBIeHUEe BLINONHAENICS €HCEHEDENbHO)

1. Cucrema «Koncynsrantllimocy;
7.4. CnienuaJjibHbIe IOMELEHUs, 1a00PaTOPHH U J1a00paTOpHOe 000py10BaHUe

VYHuBepcuTeT pacrojiaraeéT Ha IpaBe COOCTBEHHOCTH M HMHOM 3aKOHHOM OCHOBaHUU
MaTepHaTbHO-TEXHUYECKOW 0a30i M1l obecrieueHuss 00pa30BaTeIbHON JIEATEIbHOCTH (TTOMEIICHHS
u obopynosanwue) mis peanuzanuu OIIOIT BO cnenmanurera/Hanpasienust moaroToBky mo bioky 1
«Iuctmmmuabl  (Moxynun)», brmoky 2 «lIpaktukw» (B YacTH y4eOHBIX MpakTUK) W bioky 3
«l'ocymapcTBeHHas HTOTOBask aTTECTALMSD B COOTBETCTBUH C yU€OHBIM IIIIAHOM.
MarepuanbHo-TeXHUYECKasi 0a3a COOTBETCTBYET EHCTBYIOIIMM MPOTHBOIOKAPHBIM IpaBUIIAM H
HOpMaM, oOOecreyuBaeT TMPOBEIEHUE BCEX BUIOB YYEOHBIX 3aHATUH, MPAKTUYECKOH U
Hay4YHO-HCCIICIOBATEIILCKON pabOT 00yUaromuxcsi, MPeayCMOTPEHHBIX PAO0OYHM YUEOHBIM TJIAHOM.

VYdeOHble ayTuTOpun

VYyeoOnas komHara Ne3 (YuKNe3-2-30)
Jocka aynuropHas - 1 wrt.
KOMITIBIOTEP B KOMIUIEKTE - 1 IIT.
npuHTEp - | T
IpHucTaBKa TeXHoIoruueckas - 11 mr.
[Ipoexrop - 1 mt.

CTOJI aHTUBUOPAITMOHHBIHN - 5 MIT.
CTOJI JTabOpaTopHbIi - 14 mT.
Cron npenonasarens - 1 wrt.
CTOJI-MOIKa ofuHapHas - 1 IT.
CTOJI-TIPUCTABKA - | IIT.

cTyn - 1 it

TabypeT 1a00opaTopHBbIi - 28 IIT.
mKad BBITSHKHOM - 5 IIT.

9KpaH HaCTEHHBIN - | 1IT.
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