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1. Poan AUCHHUIIIIMHBI «Hpocbeccnonaﬂbnaﬂ NMOAroTOBKA HA aHIJIMICKOM fi3bIKe» B Q)opanOBa}mn KOMIIeTeHInii BBIITYCKHHUKA:

JneMenT 06pa3oBATENBHOI Kox Pesynbrarsl CocTaBasiomue pe3y/ibTaTOB 0CBOEHHS (JeCKPHITOPbI KOMIETEHIHIi)
nporpammsl (aucuumiauna, | Cemecrp KOMIETeHLUH HaunvenoBanue KoMIeTeHIUH ocoenust OOII H
npaktuka, F'HA) Kon aNMMeHOBaHHe
CrocoGHOCTE BrnaneeT criocoOHOCTBIO IEPEBOUTH TEXHUUECKYIO
AHATU3HDOBAT MK(Y)-9.B1 | noxyMmeHTAIHIO, HCIONB3Ys MPO(ECCHOHANBHYIO
— eIc)Ky o TE€PMHUHOJIOTHIO
TIK(Y)-9 JIOKYMEHTAIMIO, TOAGHPATS P6 TK(Y)-9.Y1 YMeeT ncrons30BaTh MPO(ECCHOHANBHYO TEPMUHOIOTHIO
06Opy/I0BaHHE ’ FOTOBHTE JUISL aHAIIN3a TEXHUYECKON M HOPMATUBHON TOKYMEHTALUU
329BKM Ha np;106peTeHHe - 3HaeT npoecCHOHATBHYIO TEPMHUHOJIOTHIO Ha
Ipodeccrnonanbu PEMOHT 0GOpYIOBAHHS MK(V)-9.31 HMHOCTPAHHOM SI3BIKE JUISl U3YUEHHS HAYYHO-TEXHUUECKOU
af MOATrOTOBKA HA 5678 nHpopManuu
AHTJIMHCKOM T BrnanmeeT crmocoOHOCTBIO IEPEBOINTH HAYIHBIE CTATHH TI0
A3BIKE [ OTOBHOCTH M3yuath JIIK(Y)-2.B1 | TemaTHKe UCCIIeAOBaHUS, HCIIOIB3YsI MPODHECCHOHATBHYIO
HAy4YHO-TEXHHYECKYIO TEPMHUHOJIOTHIO
HHPOPMAIHIO TTK(Y)-2 YMeeT ucrob30BaTh NPo(ecCHOHANBHYI0 TEPMUHOJIOTHIO
TK(VY)-2 ., P8 -2.
ALK(Y) OTE4eCTBEHHBIN i vl U JICKCUKY JJIS H3y4UEeHHUS 3apyOEkKHOTO OIBIT 110 TeMaTHKe
3apyOeKHBIN OTIBIT o UCCJIEI0BaHNA
TEMATHUKE UCCIICIOBAHUS MK(Y)-2. 31 3HaeT npohecCHOHATBLHYIO TEPMHUHOJIOTHIO Ha
' MHOCTPAHHOM (QHIJIMICKOM) SI3BIKE

2. IMoka3zarenu u METO/JAbI OIICHUBAHUA

ILnanupyemple pe3yJbTaThl 00y4eHHs 110 JUCHHUILINHE

Koa koHTpo1Mpyemoii
KOMIIeTeHIINN (MJIH ee

HaumeHoBaHue pa3jena

MeToabl OlleHNBAHNSI

KOIl HaumeHnoBanune '-lach/l) JAUCIHHUILIHHBI (OHeHO‘{Hble MepOl’lpﬂﬁTﬂﬂ)
BnageTs TepMHUHOJIOTMEH OCHOBHBIX MOHSITHH (DU3NUECKOUN : : .
PMMHO ¢ Pasnen 1. Physical Chemistry TecTHpOBaHHUE, YCTHBIH OTPOC,
Pl XUMHH HA aHTJIMHUCKOM SA3BIKE U YMETh IPUMEHATD UX IS ATIK (Y)-2
. (Puznueckast XUMHs) npe3eHTalus, 3a4eT
M3y4eHUs HAYYHO-TEXHUYECKOH HHPOpMaIUu
3HaTh 0COOCHHOCTH MPOU3BOICTBA U KOHTPOJIS KauecTBa Pasjien 2. Du3MKO-XMMHYECKHE N
o VYcTHBI onpoc, pelieHue 3a1ad,
P12 MUIIEBOW MPOXYKIHH. [[pOBOANTE KOHTPOIIH Ka4eCcTBa MK(Y)-9 METO/IbI KOHTPOJIsl Ka4eCTBa MDe3CHTALNS, 3a9e
. T
MIPOJIYKTOB IHIIEBOH NPOMBIIIJIEHHOCTH. JIEKapCTBEHHBIX CPEJICTB P Hi
Paszzen 3. Metrology and
. standardization in English
[IpoBoNTH N3MEPEHNS, COTITACHO HOPMATUBHON TOKyMEHTAIHN .
o (MeTtpoutorus u Y CTHBIN ONPOC, TECTUPOBAHUE,
P13 Ha aHIJIMICKOM f3bIKE, OLICHUBATh IIOTPEIIHOCTD I10Iy4aeMbIX ATIK (¥)-2

PE3yJIbTAaTOB U O(i)OpMJ'IHTI) IMPOKOJI HCIBITAHUH.

CTaHIapTH3AlKS Ha
AHTIIUHACKOM).

npe3ceHTauus, 3a4€T




3. IIkaja oueHUBaAHUSA

[Topsmox opraHu3any OLIEHUBAHUS PE3YJIbTATOB OOYYEHHS B YHHBEPCUTETE PErVIAMEHTUPYETCS OTIENbHBIM JIOKAIbHBIM HOPMATHBHBIM aKTOM —
«Cucrema OIICHUBaHUS PEe3yIbTaTOB 00ydeHuss B TOMCKOM MOJIMTEXHUYECKOM yHHBepcuTeTe (CrucTema oneHUuBaHus)» (B JICHCTBYIOIICH PEIAKIIHH).
Hcnonp3yercss OalibHO-pEUTUHIOBasi CHCTEMa OIICHHBAHHUS pPe3ylbTaToB oOydeHus. MtoroBas oneHka (TpagullMOHHAs W JUTEpHas) MO BHAAM
yaeOHoi nestenbHOCTH (uM3ydenue aucummuinH, YWPC, HUPC, kypcoBoe NpOEKTUpPOBAaHME, NPAKTHKH) OMPEICISICTCS CyMMOH OauioB IO
pe3ylibTaTaM TEeKYIIEro KOHTPOJIS U IPOMEXKYTOUHOM aTTecTaluu (UTOroBasi peTHHroBas oleHka - MakcumyM 100 GaioB).

PacnpeﬂeneHHe OCHOBHBIX H AOIIOJIHUTCIBHBIX 0anaoB 3a OLCHOYHBIC MCEPONPHUATUA TCKYLIECIO0 KOHTPOJIA U HpOMG)KyTO‘lHOfI arrecrauuu
YCTaHAaBJIMBACTCA KAJICHAAPHBIM peﬁTHHF-HHaHOM JUCHUIIINHBI.

PGKOMGHI[yeMaSI mKajaa ajisd OTACIbHBIX OICHOYHBIX MGpOHpI/ISITI/Iﬁ BXOOHOI'O U TCKYLICT'O KOHTPOJIA

% BBINOJHEHUs
3a/IaHusA

CooTBeTCTBHE

Tpannuuonﬂoﬁ OLCHKE

Onpeneneﬂne OLCHKHA

90% -100% «OTIM4HO» OTnM4YHOE MOHMMAHKE IIPEIMETA, BCECTOPOHHUE 3HAHMS, OTJINYHBIE YMEHUS U BJIAICHUE OIIBITOM IPAKTHYECKOM IEATENBHOCTH, HEOOXOIUMBIE
9 b &

pe3ysbTaThl 00yUeHHs CHOPMHUPOBAHBI, KX KAYECTBO OLEHEHO KOJIMIECTBOM 0a/lIOB, OJM3KMM K MAKCHMAILHOMY

70% - 89% «Xopomo» OCTATOYHO TOJHOE MOHMMAHHE IPEIMETA, XOPOIIUE 3HAHUS, YMEHUS U OIBIT IPAKTUYECKON NEeATEIbHOCTH, HEOOXOAUMBIE PE3YIIBTATHI
b 9 9

00y4eHust CPOPMUPOBAHBI, KAYECTBO HU OJHOTO M3 HUX HE OI[EHEHO MUHUMAJIBHBIM KOJMYECTBOM OallIOB

55% - 69% «Y 10BIL.» ITpuemneMoe MOHUMAaHHUE IPEAMETA, YIOBIETBOPUTEILHBIE 3HAHWUS, YMEHHS U ONBIT IPAKTUYECKON NEATEIbHOCTH, HEOOXOIUMBIE PE3YILTATHI
5 5 5 Y.

06y‘I€HI/I$I C(l)OpMI/IpOBaHBI, Ka4€CTBO HEKOTOPBIX U3 HUX OLCHCHO MUHUMAJIbHBIM KOJIMYCCTBOM 6aiioB

0% - 54%

«Heynosiu.»

Pe3yJ'H)TaTI)I 06y‘~IeHI/I$I HE COOTBETCTBYIOT MUHUMAJIbHO JOCTATOYHBIM Tpe60BaHI/I$IM

[IIxana 711 OLIEHOYHBIX MEPONPHUSTHI 3a4eTa

% BBINOJHEHUS JK3ameH, CooTBeTcTBHE
3aJlaHuil JK3aMeHa a1 Tpa)muuomloﬁ OLICHKEe Onpeue.ﬂeﬂue omenKH

90% -100% 18-20 «OTINYHOY OT1iau4yHOE IOHUMaHKE MPEIMETa, BCECTOPOHHUE 3HAHMUS, OTIMYHBIC YMEHUS U BJI/ICHUE OIBITOM MPAKTHYECKOH AesSTeIbHOCTH,
HE0OXO0IMMBIE Pe3yJIbTaThl 00yueHUs1 cHOPMHUPOBAHBL, MX KAYECTBO OL[EHEHO KOJIMYECTBOM 0alioB, OJIM3KUM K MAKCHMAJIbHOMY

70% - 89% 14 - 17 «Xopomo» JlocTaTouHo MOJIHOE TIOHUMAaHUE MIPEIMETa, XOPOIIHE 3HAHHS, YMEHUS U OIBIT IPAaKTUYECKOH AEITENbHOCTH, HEOOXO0ANMBIE
pe3ynbTaThl 00y4eHHs COPMUPOBAHbI, KAYECTBO HU OJTHOTO M3 HUX HE OIIEHEHO MUHUMAaJIbHBIM KOJMYECTBOM OaLIOB

55% - 69% 11-13 «Y 1OBIL» [MpuemneMoe NoOHMMaHUE MPEAMETa, YAOBICTBOPUTEIbHBIE 3HAHHS, YMEHUS U ONBIT NPAKTHIECKOH e TEIbHOCTH, HE00XO0IMMbIe
[pe3yIbTaThl 00y4eHHs COPMHUPOBAHBI, KAYECTBO HEKOTOPBIX M3 HUX OIEHEHO MUHUMAJILHBIM KOJIMYECTBOM OAIIIIOB

0% - 54% 0-10 «Heynosi.» PesynbraThl 00y4eHHUs] HE COOTBETCTBYIOT MHHUMAJIBHO JOCTATOYHBIM TPEOOBaHUSIM




4. Ilepeyenb THNOBBIX 3aJaHuil mo Pasgeny 1.

O1ueHoYHbIe MeponpusaTHus

l'[puMepu THINOBBIX KOHTPOJbHBIX 3agaHui

1.

TectupoBanue

TecT Ha 3HaHWe 3aKOHOB TepMOAMHAMMKH 1o pa3aexay Physical Chemistry:
1) How to formulate the first law of thermodynamics?

a)Q=(Uz-U1)+A,;

b)Q=(U2-U1)-A;

¢)Q=(Uz-Uy);

d)A:(Uz-U1)+Q;

2)For isothermal expansion is characteristic:
a)work is equal to zero;

b)internal energy increases;

c)heat is consumed in gas work;

d)gas pressure increases;

3) In a system of two-body heat is transferred
a)not transferred,

b)from a more heated to a less heated,;
c)from a less heated to a more heated;
d)arbitrarily;

YcTHBII onpoc

Bonpocsi no pasaeny Physical Chemistry:
1.  Describe the differences between homogeneous and heterogeneous reactions
2. How can you express the equilibrium constant of the chemical reaction?
3. What is the essense of the Le Chatelier’s principle?

[Ipe3enTanus

Temarnka npe3enrauuii no pasaeay Physical Chemistry:
1. Phase diagram of binary system

2. Chemical equilibrium estimation

3. Catalysts around us

3auer

Bonpocs! Ha 3a4det mo pasaenay Physical Chemistry:

1. Describe and write the first law of thermodynamics

2. Name the main types of electrodes in electrochemistry
3. Calculate the rate of the given chemical reaction




Ilepeyenb THNOBBIX 3a1aHuil o Pa3neay 2.

O1ueHoYHbIe MeponpusaTHus

l'[puMepu THINOBBIX KOHTPOJbHBIX 3agaHui

Pemenue THIIOBRIX 3a1a4

Task 1

0.100 g paracetamol (molar mass=151.2 g/mol) is dissolved in water and the total volume is adjusted to
500.0 ml. The molarity of paracetamol is calculated to....

Decision:

Task 2

Conversion from M to M. One sample has a content of 1.62x10 °M paracetamol. This corresponds to
the following concentration in uM

Decision:

Task 3

A solution of hydrochloric acid at 1.05M is to be diluted to obtain a solution that is 1.00-10% M. A
volume of 500 ml is requested for the diluted solution. How many milliliters of concentrated solution
should be added to a 500-ml volumetric flask?

Decision:

YcTHBII onpoc

Bonpocsi no pazneny «Physico-chemical methods of drug quality control»:
1.What is a Pharmaceutical (Chemical) Analysis?

2.What approaches exist in sample preparation in IR spectroscopy?

3. Reverse-phase chromatography in the drug analysis by HPLC?

[Mpe3enrarus Temarnka npe3enrauuii no pasaey «Physico-chemical methods of drug quality control»:
1. «Laboratory glassware and chemical».
2. Different steps in a typical procedure in pharmaceutical analysis.
3. Principle of quantitative determination in the spectrophotometric method.

3auér Bonpocsl Ha 3a4éTte o pa3aeay «Physico-chemical methods of drug quality control»:

1. TlepeBom wu KpaTkuil miepecka3 TeKcTa Ha aHriuiickom s3bike «Drug analysis by
spectrophotometry»
2. Pemwure 3a7a4y:
50.0 mg paracetamol is dissolved in 100.0 ml methanol in a volumetric flask. From thissolution, 1.00 ml
is picked up by a transfer pipette and diluted to 100.0 ml with methanolin a new volumetric flask. What




OueHouHbIe MEPONPHATHS IIpuMepbl THIOBBIX KOHTPOJIbHBIX 32JaHUIH

is the concentration of paracetamol in the final solution?

Ilepeyenb TUNOBBIX 3a1aHuii o Pa3neny 3.

OueHouHbIe MEPONPHATHS IIpuMepbl THIOBBIX KOHTPOJIbHBIX 32JaHUIH

TectupoBanue Tect Ha 3HaHWe 3aKOHOB TepMoAMHAMHUKH Mo pa3aexay Metrology and standardization:

1. According to FDA all products manufactured by GMP should be... (multilple choice)

a) intangible
b) pure

c) safe

d) valuable

e) vital

f) effective

g) under graded

2. What we do not do and what we do, if we following cGMP? Please, complete the table.
Use fountain pen, wear face protection, wearing lab coat, give an accesses to every area to all
personnel, use black ink, work while being ill, use pencil, cross out properly, follow exactly written
procedures, rely on memory, do not use correction fluid, do not wear gloves.

We do We do not do

3. Explain the meaning of the letter “c” in cGMP.

a) It stands for “current” and reminds manufacturers that they must employ technologies and
systems which are up-to-date in order to comply with the regulation.

b) It means “coherent” and reminds manufacturers that they must employ technologies and systems




OueHouHbIe MEPONPHATHS

IIpuMepbl THIOBBIX KOHTPOJIbHBIX 32JaHUIH

which are common in order to comply with the regulation.

c) It stands for “certain” and reminds manufacturers that they must employ technologies and
systems which are particular in order to comply with the regulation.

d) It means “coordinated” and reminds manufacturers that they must employ technologies and
systems which are modern in order to comply with the regulation.

4. YcTHBIN onpoc Bonpocs no pazneny Metrology and standardization:
1. What is milk acidity? How it could be measured? (Yro Takoe kucIoTHOCTH MOjoOKa? Kakum
00pa3oM OHa MOXKET OBITh U3MepeHa?)
2. List main regularities for “good practices” in Russia (Ilepeuncnure HOPMATUBHYIO
JOKYMEHTAIMIO, PErJIAMEHTHPYIOIIYI0 MPOIECC MPUMEHEHUE HAIISKAINUX MPAaKTHK B
Poccuiickoit deneparun).
3. List the key aspects of error and uncertainty (IlepednciuTe KIIOYeBBIC ACIIEKTHI KOHIICTIIIHIA
MOTPENTHOCTH U HEOTPEACITHHOCTH).
5. [Mpe3enrarus Temarnka npe3enrauuii no pasneay Metrology and standardization:
1. Standard reference materials: aspects and key moments.
2. The validation of certain analytical technique.
3. International organizations for Standardization.
6. 3auer Bonpocsl Ha 3auet mo pasaeay Metrology and standardization

1. Explain what is ALCOA+. List the main principles (ITosicaute, uyro Takoe ALCOA+.
[lepeuncnure OCHOBHbIE IPUHIIUIIBI).

2. Explain what is a HACCP decision tree (Iloscaute uro Takoe aepeso perennit HACCP).

3. List the main problems that arise during the absentee audit of a supplier and ways to solve them
(Hepe‘lI/ICJ'II/ITe OCHOBHBIC HpO6J’IeMH, BO3HHUKAIOMIUEC IIPU 3d0YHOM ayAUTC MMOCTABIIHNKA U IIYTH UX
pelieHus).

5. Meroanueckne yKazanusi o npoieaype olieHuBaHUs

OueHo4HbIE MEPONPHSITHS

l'lpoue}lypa NPOBEACHHUS OLICHOYHOI'0O MEPONIPUATHSA M Heoﬁxo;mmue METOAHYECCKHE YKa3aHUusA

1.

TectupoBanue

TecTtupoBaHue MPOBOIUTCA MOCIE U3YYEHHs] TEOPETUUYECKOIO MaTepHaia Ka)XJA0W TeMbl THCIMIUIAHBL.
TectupoBaHue NPOBOAUTCS B KOMIBIOTEpHOW MM THcbMeHHOH ¢(opme. Ilpu mucbmMeHHOM Qopme
TECTUPOBAHUS TECT COACPKUT O BapUaHTOB, KAXKIbIM BApHAaHT COCTOMT W3 S5 BONPOCOB, IpHU
KOMIIBIOTEPHOM TECTUPOBAHUU BHIOOp BapuaHTa U BOIIPOCOB MPOUCXOIUT aBTOMATHUECKH.

Kpurepuu ornieHuBaHUs TECTUPOBAHUS:
[Kpurepuii |  0,6-16awa | 05-0,16ama | 0 6amnos | Htoro |




OueHouHbIe MEPONPHATHS

Hpoueuypa MPOBEICHNS OLICHOYHOI'0 MEPONPUATUA U Heoﬁxonumue METOAHYECCKHE YKAa3aHUA

[IpaBunbHbll  oTBeT [UacTWyHO mpaBuUibHBIMHE NpaBUIBbHBIN OTBET)

1. BeimosiaeHne
Ha BOIIPOC TECTOBOTO [OTBET Ha BOTIPOCBOTIPOC TECTOBOTIO| 5 6amioB

TCCTOBBIX 3aJaHUI

3aJaHuA TCCTOBOI'O 3aJJaHUA 3a1aHUA

MakcuMalnbHbIi 0ait 3a TecTUpoBaHKe 5 0aioB. TecT CUUTaeTCsl YCICIIHO BBIMOIHEHHBIM IIPH
MOJTyYSHUH CTYAEHTOM 3 0asuioB.

HrtoroBast olieHKa 32 CEMECTP PACCYMTHIBACTCS Ha OCHOBE OJyYCHHOI CYMMBI 0aJIJIOB B pe3yJIbTaTe
TEKYIIEro KOHTPOJIsl, M 0aJUI0B, HAOPAHHBIX MPH 3aKJIFYUTEIHHOM KOHTPOJIC 3HAHUI Ha SK3aMEHE.

YceTHBII onpoc

YcTHBIH (ppOHTANBHBIN OMPOC MPOBOAUTCS BO BpeMst 3aHATH (Ja00paTOpHOI pabOThI) M OLIEHUBAETCS B
Oasuiax.

[Ipesenranus

VYcTHBIN 10KIa] ¢ mpe3eHTanuel. TeMaTrka npe3eHTalnil BbUIOKEHA Ha IEPCOHAIIBHOM CanTe
npenojasatesis. C NOArOTOBIEHHBIMHU IPE3EHTALUSMU CTYACHTBI BHICTYNAIOT Ha 3aHsATHH. KauecTBo
MPE3CHTAIMH OIIEHUBAeTCA B Oayuiax (KOJIMYEeCTBO OAJUIOB YKAa3aHO B PEUTHUHT-IUIAHE AUCITUTUTAHBI).
Ecnu B goknaze u B pe3eHTAalUM HE MOJIHOCTBIO PaCKpbITa TEMA, TO OLIEHKA CHUXKAETCS
MIPOINOPLIMOHAJIBHO BBIITOJIHEHHOMY 3aJJaHHIO.

3aueTr

Onenka kayecTBa OCBOCHMS TUCUUIUIMHBI IPOU3BOAUTCS 110 PE3YJIbTaTaM OLIEHOYHBIX MEPOIPUATHH.
OneHoYHbIe MEPONPUSITHS TEKYILIETO KOHTPOJIS 10 pa3jiesaM U BUJiaM y4yeOHOMU AesITeIbHOCTH
npuBeneHb! B «KaneHaapHOM peNTUHI-TUIAHE N3YYE€HUS JUCLIUTUINHBD).

[Ipu BBINIOJIHEHUY BCEX 3aJHUM B 3JIEKTPOHHOM KypCe€ U MUHHUMAaJIbHOM PEUTHUHIE B 55 0alioB CTYy/AEHT
noJryyaeT «3aueT». Pe3ynbTrarel 00yueHHsl IPU ITOM COOTBETCTBYIOT MUHUMAJIBHO JJOCTATOYHBIM
TpeOOBAHUSIM.




