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@OoHABI OLIEHOYHBIX CPEACTB K pabodyell mporpamme AUCHUIUIMHBI «MIHOCTpaHHBIN S3BIK IS
Hay4yHOro oOImieHus» pa3zpaboTaHa B COOTBETCTBUM C TpeOOBaHUSAMM  (enepaabHOro
rOCyJapCTBEHHOTO 00pa30BaTENBHOIO CTaHIApTa BBICHIETO OOpa30BaHUS MO CHENHUATBHOCTH
33.04.01 IlpombiuienHas dapmaius (ypoBEHb MarucCTparypbl), YTBEP)KIECHHOTO IPUKA30M
MunucrepcTBa oOpa3zoBanus U Hayku Poccuiickoit @eneparun ot 26 utons 2017 1. Ne705 u ¢
y4eToM TpeOOoBaHUH NIPOPECCHOHATIBHBIX CTAHIAPTOB:

- 02.016 «Crennanuct mo MpOMBIIIIICHHOH (papManuy B 00JIaCTH MPOU3BOICTBA JIEKAPCTBEHHBIX
CPEICTB», YTBEPKIACHHOIO NPUKa30M MUHUCTEPCTBA TPYAA U COLUANBHOM 3amuThl Poccuiickoi
deneparuu ot 22 mas 2017 rona Ne430H;

- 02.011 «Cnemuanuct no Bammanuu (KBaaudukauu) GapMareBTHIECKOro MPOU3BOJICTBAY,
YTBEPKICHHBIM IIPUKa3oM MuHHUCTEpPCTBA Tpylda M COUMaNbHOM 3amuThl Poccuiickoi
®enepanun ot 22 mas 2017 r. N 434H;

- 02.013 «Cneumanuct MO NPOMBIIUICHHON ¢apManuy B 00JAaCTH KOHTPOJIL KadecTBa
JIEKapCTBEHHBIX CPEICTB», YTBEP)KICHHBIM NpHUKa3oM MUHUCTEpCTBA TpyZAa U COLMAIBHOU
3amuThl Poccuiickont @enepannu ot 22 mas 2017 r. N 431H;

PazpaboTurku hoHa OLIEHOYHBIX CPEACTB

Ne OUO JomxHoCTh VYuenas VYueHoe
CTEIIEHb 3BaHUE

1 | AagpuanoBa 3aBenyroui kadeapoil ynpaBieHus u n.bapm.H. | mpodeccop
lNanuna HSKOHOMUKH (papmanuu, papMaKorHO3HU
Hukonaesna

2 | EpodeeBa CTapIIuii mpenoaBarenb Kadeapsl - -
Oubra MHOCTPAHHBIX SI3BIKOB M MEXKYJIbTYPHOM
BaneHTHHOBHA | KOMMYHUKAIHH

3 | MenbHUKOBA IIpodeccop kadenpsr Papmanuu 1 XUMUU n.papm.H. | mpodeccop
Omnbra
AnexkcaHapoBHa

®DoH/T OIIEHOYHBIX CPEJICTB PEIEH3UPOBaH: 1.(.H., TO1eHT, [ 'aBpusioB Auapeit CTaHHuCIaBOBUY,
npodeccop kadenpst papmanuu u xumuu PI'BOY BO YI'MY Munsznpasa Poccun

@DOH/J1 OIICHOYHBIX CPEJCTB 00CYKJE€H U 0A00pEH Ha 3aceaHuU Kadeapbl MHOCTPAHHBIX S3bIKOB
U MEeXKYIbTYpHOI KOMMyHUKauu oT «04» anpens 2023 1. mpotokos Ne 9.

OO6cyxaeH u o00peH MeToaruecKoil KOMHCCHEH CIeIUabHOCTeH MarucTpaTypbl oT «05»
anpens 2023 r. nporokon Ne 4.




1. Koaudukartop
CTpyKTypHpOBaHHBIH NEpeYeHb 00HEKTOB OLIEHUBAHUS — 3HAHWH, YMEHUH, HABBIKOB, yuuThIBatromui TpedoBanus ®I'OC, npeacrasieH B

TadJme.

Kareropus “(rpynna) Kon u HaMMSj—IOBaHI/IC Kox 1 HauMeHOBaHKE ]—IH JTAKTUYEeCKast KOHTpO JHPYEMbIE 3yH’ HarpaBJICHHbIE Ha q)OpMI/IpOBaHI/IC
KOMTICTERIIH KOMTIETERIIH gﬁﬁﬁzﬁiiocmmmm enununa (YK, OIIK) YHHBEPCAIBHBIX, 00MEeTpo(hecCHOHATBHBIX U PO ECCHOHAITBHBIX
KOMTICTCHITHI
3Hanus Ymenust HaBbIku
Kommynnkanusa | YK-4 Ciocoben NJ1-1YK-4.YMmeer JAE 1 | Jlekcuko- 3HaTh  JIEKCHKY, | Y3HABATh JIEKCHKY, [lormMate Ha cyx u
IIPUMEHATH BBICTpauBaTh TrpaMMaTUYECK MEAULMHCKYI0 U | TEPMUHOJIOTHIO B B IIponecce
COBpPEMCHHBIC 3¢ (HEeKTUBHYIO as dapmaneBTHUECKY | paMKax MIPOCMOTPOBOTO
KOMMYHHUKATHBHBIE | KOMMYHHUKAIIUIO C 10 CIIEIUAIBHOCTH B YTEHUS CMBICIT
TCXHOJIOTHH, B TOM napTHepamMu B VK-4 TEPMHUHOJIOTHIO. TEKCTax YCJIBIIIAHHOT'O U
YHCJIC Ha Impounecce OCHOBHBIE (I)apMaHCBTquCKOﬁ (I/IJ'II/I) IIPOYATAaHHOT'O
MHOCTPAHHOM (BIX) PO(eCCHOHATBHOT TJaroJbHbIE TEMAaTUKH, HAYYHbBIX JAOKIaaa,
sI3BIKE (ax), IS 0 B3aUMOJIEHCTBHA dopmbI, CTAThAX M JOKJIa/Iax. ayTEHTHUYHOTO
aKaJIECMUYCCKOTI'0 U Ha I/IHq)I/IHI/ITI/IB, VYMeThb UCIIOIB30BATh TEKCTa, CTaTbU U T.A.
HpO(beCCI/IOHaIIBHOFO roCy1apCTBEHHOM U MopaanbHbie OCBOEHHBIN
B3aUMO/ICHCTBHS HHOCTPaHHbIX TJ1aroJibl, JICKCUYECKHUH 3arac,
S3BbIKAX. IIpuuactue, rpaMMaTU4YECKUE
Tepynauit, KOHCTPYKIUHU B yCTHOU
NA-2YK-4. Bpemena rpynmnel | ¥ MUCBMEHHOU PEUH.
dopmupyeT Simple,
YETKYIO CTPYKTYPY Continuous,
KOMMYHHKAIHH, Perfect, Complex
BeJIeT JIETIOBYIO Object, Complex
TIEPETTHCKY. Subject.
NJ1-3VK-4.
ObexTnHO JE 2 | lenoBas 3HaTh CTUAb W | YMeTh pacrlo3HaBaTh | BiajgeTs HaBBIKAMU
TTOB3yeTed TepenucKa CTPYKTYpY " IPHMEHSTH | IIHCBMEHHON pedH,
gi;;ﬁif;mmn JIEJI0BOIO HEOOXOUMBI CTHJIb | YeTKO M KOPOTKO
KOMMYHHKAIHH 11 YK-4 nYchMa. JIEJIOBOTO [MUCbMA, | BBIPAXKATh CBOM
aKaJeMHUecKuX | BECTH JIEJIOBYIO | MBICIIA B JIEJIOBOM
npodeccroHaIbHbBI NEpEIuCKy, IIACBME.
X LeNen. YYHUTBIBasI




na-4
Ucnonp3yer
pa3ian4YHbIe CTHIIU U
(dopmbl
AIEKTPOHHO/
MYJIbTUMEIUHHON
KOMMYHUKAIUH.

VK-4

NJ-5 YK-4
IIpumensier B
yaeOHOU "
npohecCHoHaNbHOMN
JIesITeIbHOCTH
pa3iauyHbIe
rpaduyaeckue
WHCTPYMEHTBI
NJ1-6YK-4. VYwmeer
NOJ/IEP’KUBATh
KOHCTPYKTHBHBIH
JTHAJIOT,
BOCIIPHHUMAET
yy)XHe HIeM U
MHEHHUSI.
NJ-7YK-4. VYwmeer
BECTH MEPEroBOPHI
u yIPaBIsATh
KOH(IIUKTaMH.
NA-8YK-
4.YcraHaBnMBaeT
MEXIUCITUTUINHAPH
bIe KOHTAKTHI,
co3/aer
paciipeHHbIe
COIMaJIbHBIE
KOHTaKTOB.
NJI-9 VK-4 moxet

CEeTH

0COOEHHOCTHU
CTHJIUCTUKH
oduIMaTBLHBIX u
HEOPUIHATLHBIX
UCeM,
COLIMOKYJIbTYPHBIC
pasznuuus B gopmarte
KOPPECIOHICHITUU
Ha WHOCTPAaHHOM
(BIX) fA3BIKAX.
JAE 3 | IlpombiiieH | 3gare nOHATHA | YMETb  OOBACHUTH, | [ToHMMATh
Has «papmarieBTue | JaTh  ONPEACICHHE | HHOA3BIYHYIO PEUb
TEXHOJIOTHS CKast TEPMUHOB M IIOHATUH | Ha CIIyX, B IUCHME,
Industrial paspaboTkay, 1o TEME | B MEYATHBIX
Technology «TapreTHBIH «I[IpombinuieHHas AyTEHTHYHBIX
(ToYeuHBIi bapmanys» Ha | TEKCTaX, BECTU
YVK-4 TIOIX O, MHOCTPAHHOM S3BIKE, | THAJIOT B paMKax
«JIOKJIMHUYECKO | BBICTPOUTH TeMBI
e KOMMYHHMKAIMIO € | «[IpombliieHHAsS
UCCIIeJIOBaHMEY, | MMapTepaMu B | apmarus»
«Knmuuaeckoe nporecce
UCCIIEOBaHKUE» | MPO(ECCHOHAIBHOTO
H T.1. o0IIeHUS Ha
WHOCTPAHHOM SI3BIKE.
JE 4 | Kondepenuu | 3nars Ymerb odopmuts | O6nanaTh
u, TpeOOBaHUSI K | CTAThIO, JIOKJIaJ], | HAaBBIKAMH
OpCe3CHTAllMM, | TIPE3CHTAlUNA JICJIOBOC IIHMCbMO B | JEMOHCTpaluu
NyOIMKalWU | 1OKJIAnoB (Lelb, | TACBMEHHOM U | Ipe3eHTaluu,
CoJIepKaHue, MeYaTHOM HABBIKAMU YCTHOM
VK-4 UCCIIEIOBAaHMs, | BapHaHTax. Y MUCEMEHHOM
YMeHue peun,

pe3yNbTaThl,




obecrneunBaTh
podeCCHOHATTLHBI
€ KOMMYHUKAIH
Ha UHOCTPaHHOM
(aHTIHUHCKOM WIIH
JIPYTOM) SI3BIKE

MaTepHuabl
METOJIBI,
BBIBOJIBI).
[IpaBuia
nyOIuKaIu
pyccKo-
SI3BIYHBIX
3apyOeKHBIX
KypHaJax.
3HaTh HOPMBI
SI3bIKA U CTPOTO
CIEA0BATh UM.

n

B

u

HCII0JIb30BaTh
HeBepOabHbIe
cpeacTBa  OOIIEHUS:
HKECTBI, MUMHUKY,
BBIPA3UTEIbHBIC
JBUKEHMS TeNa.
YMeTh 1osib30BaThCA
BCEMH  CpEeACTBaMU
JUTEPATYPHOTO
sI3pIKA: JIEKCHKA,
rpamMMaTH4ecKue
KOHCTPYKLIUU u
CTUJIMCTUYECKHUE
¢burypsl.

YMeTh CTPOUTH
YCTHOE
BBICKa3bIBaHUE,
KOTOpOE
COOTBETCTBYET
CJIEIYIOIIAM
KpUTEPUSIM:
TOYHOCTb,
JIOTUYHOCTb,
JOCTYITHOCTb U
KpaTKOCTb.

BBICOKHM YPOBHEM
SI3BIKOBOM
KOMIIETEHTHOCTH.
Ob6nagarh GoraTeiM
MPAKTHYECKUM
OTIBITOM
peanuzanuu
YCTHOU pedu B
dbopme nuanora
VI MOHOJIOTA,
BepOAIbHOM
KPEaTHBHOCTHIO -
YMEHHEM
UMIIPOBU3HPOBATH,
dbopMHUpOBATH
HOBBIC
aCCOIMAaTUBHBIC
CBSI3M MEKITY
CJIOBaMH, BBICOKUM
YPOBHEM
IIPOCOTUYECKOMN
CTOPOHBI peyH,
SMOLIMOHAIIBHON
BBIPA3UTEIHLHOCTHIO
peuu, myoIudHO
MPEJICTABIIATh
pe3yabTATHI
HAYYHBIX
HCCIIEJOBAHMUMH,
co0JIr0/1as1 HOPMBI
JIEJIOBOTO O0IIEeHNUs
U KYJIbTYpHI,
poQeCCHOHAIBHO




W TICHXOJIOTHH,
9TUKH U
JICOHTOJIOTHH.

Texnomornu onennBanusg 3YH

3auet. TecToBBIC 3adaHu. BOHpOCBI




2. TecToBBIE MaTePHAJIBI

1. Research process takes longer than a process of drug development because it

10- 15 years. (M/-1 YK-4)

1)  Take
2)  Took
3)  Takes
4) Lives
2. | have been working in the company ayear. (M/1-1 YK-4)
1) On
2) At
3) In
4) For
3. This process insures that all procedures in compliance with industry and
company standards. (U-1YK-4)
1) Will perform
2) Are performed
3) Is performs
4) Were performing
4. Pharmacy students experiments in the chemical laboratory. (M/I-1YK-4)
1) Take
2) Make
3) Do
4) Create
5. Being a student Boerhaave was interested in (NO-1 YK-4)
1) Philosophy
2) Mathematics and other sciences
3)  Chemistry only
4) Biology
6. At the classes of Botany the students study (Ua-1 YK-4)
1) The process of production drugs
2) Chemical reactions
3) Medicinal plants
4) Technology of galenicals
7. The fifth-year students have at the chemical plants. (M/1-1 YK-4)
1) Practice
2) Laboratory works
3) Examinations
4) Physics
8. Pharmacy is defined as . (MO-1YK-4)
1) A science of identifying and collecting all substances used in medicine for treating
people.
2) A science of recognizing and collecting all substances used in medicine for treating
people.
3) A science of compounding and dispensing all substances in medicine for treating

domestic animals.



4)

A science of recognizing, identifying, collecting, preparing, storing and testing all

substances used in medicine for treating people.

1)
2)
3)
4)

9. Can we define pharmacy as the science of drugs? (U1-1 YK-4)
No

Yes

Probably not

I don’t know

10. Hundreds of future pharmacists at the medical and

pharmaceutical departments. (1/]-1YK-4)

1)
2)
3)
4)

4)
1)
2)
3)
4)

1)
2)
3)
4)

1)
2)
3)
4)

Study
Trained
Prepared
Avre trained

11. Pharmacy independently of medicine since early times. (M1-1VK-

Develops
Worked
Developed
Has developed

12. Chemical laboratories with different apparatuses. (M-1YK-4)
Are carried out

Are equipped

Were covered

Associated

13. Positive effect was with low temperature. (U/I-1VK-4)
Collected

Analyzed

Studied

Associated

14. The work at the Botanical garden students to get deep knowledge of

pharmacognosy. (U/1-1YK-4)

1)
2)
3)
4)

1)
2)
3)
4)

Helps

Gives
Prepare
Maintain

15. In a year we’ll equip the laboratory with . (MO-1YK-4)
New books
Flowers and plants
Large amounts of water
Modern equipment

3. Bompocsl k codece10BaHHIO



1. What is a definition for R&D? What kind of R and D (research & development) are there
in your company at that moment? (1/1-9 VK-4)

OTBert:

A new chemical entity has just been synthesized in our labs, which we think may be useful.
Research is a process of testing chemical compounds, with a goal of finding a substance which
has a beneficial effect on a targeted disease. Development is a process of carrying forward
scientific discoveries made during the research process, with a goal of producing a marketable
drug.

2. Which process takes longer - research or development? Why? (M/1-9 YK-4)

OTBert:

To my mind, research process takes longer than a process of drug development because it takes
10-15 years - for searching a new molecule of a substance which will interact with a “target”
(receptor or ion channel), preclinical research, clinical research (I11 - IV phases).

3. What dosage form do you prefer and why? (M/I-1 YK-4)

OTtBert:

| prefer aerosols, a patches and ointments to tablets because they cause less side effects than
tablets.

4, What is GDP and GMP? (UJ1-9 YK-4)

OTtger:

GMP is a quality assurance process in good manufacturing practice includes product quality
control, sampling and testing. This process insures that all procedures are performed in
compliance with industry and company standards.

GDP is a set of written instructions to maintain performance and result. Good practice must be
adhered to in all processes in the company. For example, the processes cannot be regarded
separately. A holistic approach looks at all these processes to make sure that the entire process
meets high industry standards.

5. Can you give the examples of good practice requirements used in Russia? (MI-3 YK-4)
OTtger:

All the pharmaceutical companies in Russia meet the state high standards. Moreover, there are
control and analytical labs in all pharmaceutical companies and also there are central control and
analytical labs in every big city in all regions of the country.

6. Why is product sampling carried out? (U1-6 YK-4)

OTtBerT:

Product sampling must be done to check the quality of pharmaceutical products. This is
important to make sure that the product is suitable for its intended use for sale.

7. Which aspect of drug manufacturing enables traceability? (1/1-3 YK-4)
OTtBer:
Traceability allows a complete product recall from the market, if necessary.

8. Why do operational methods and procedures have to be validated? (-7 YK-4)

OTBerT:

Operational methods and procedures have to be validated in order to complete the quality
assurance process.

9. Does your company plan or schedule internal or external audits? (M/1-7 YK-4)



OTBerT:

Yes, of course. Our company schedule for a periodic audit of the industrial and lab safety
systems and procedures using a checklist. The completed checklist and audit results are reviewed
with Vice President of Research and Development. The goal of audit is to identify any areas
requiring corrective or preventive action. This is done to assure compliance with industry
standards, especially for safety procedures.

10.  What documentation is necessary for the audit? (/-6 YK-4)
OTBerT:
They are a lot. But the main document is a checklist.

11. Do you know any facts of a product recall from the market? (11/I-1 YK-4)

OrtBer:

It’s a pity but these situations are unknown for me. I have been working in the company only for
a year, you see.

12.  How could the company avoid the product recall? (MJI-7 YK-4)

OTtBer:

In order to avoid the product recalling all the staff must work vert attentively and responsible,
pay much attention to cleaning process because chemical or bacterial contamination of drug
products can potentially lead to severe public health risks. Russian Medico-Biological agency
requires validation of cleaning processes.

13.  What is preclinical technology? (M1-8 YK-4)
OTtger:

In the preclinical stage of drug development, an investigational drug must be tested in labs. This
is to ensure it will be safe to administer to humans. Testing at this stage can take from 1 to 5
years and must provide information about the pharmaceutical composition of the drug, its safety,
and how the drug will be formulated and manufactured. During the preclinical development of a
drug, lab’s tests document the effect of the investigational drug in living organisms (in vivo), and
in cells in a test tube (in vitro).

14.  When can a pharmaceutical company start clinical testing in humans? (1/1-8 YK-4)
OTBert:

Pharmaceutical company can start clinical testing in humans when the regulatory authorities
authorize the commencement of clinical studies. But before that happen, our scientists determine
how to formulate the active pharmaceutical ingredient into a suitable administration form. We
have to document each step of every test very thoroughly before the regulatory agencies give
their approval to proceed to the next stage. We must show that the formulation of the
investigational drug is safe for our subjects.

15. Do terminally ill patients have the legal right to try to prolong their lives by taking
experimental drugs? (M1-6 YK-4)

OTtBert:

All the world’s medical agencies have a clear position on this subject. It means that it is very
difficult to find a sufficient number of patients to participate in clinical trials if it were possible to
obtain the drug without actually being a subject in a trial. The safety and efficacy of a drug can
only be determined by a conduction rigorous clinical trials.

4. Kpurepuu oueHkn



Kpurtepun onieHKH 3Tana TeCTHpOBaAHUS

PesynpTaT oOICHMBaeTCA KaK «3a4TCHO» WJIM «HE 3a4TE€HO», 3HAHHWSA 1O JUCIUILIMHE
3aCUYUTHIBAIOTCS, CCIU €CTh IIOJIOKHMTENbHBLIA oTBeT Ha 70% M Oojiee TECTOBBIX 3aJaHUN 110
JaHHOM TUCIUILIMHE.

1. [TonoxurenbHblil 0TBeT HAa MeHee yeM 70% TeCcTOBBIX 3aJlaHUil CBUJIETEILCTBYET O HE
c¢(hOpMUPOBAHHOCTH KOMIIETEHIIUH MO AUCIUILIHHE.

2. [Tonoxurenbubiii otBeT HAa 70— 79% TECTOBBIX 3a/laHU CBHUJIETEIBCTBYET O HU3KOM
ypoBHE COPMUPOBAHHOCTH KOMITETEHIUH 110 AUCLHUILIIMHE.

3. [Tonoxurenbubiii orBeT Ha 80— 89% TECTOBBIX 3aJaHUN CBHUJETEIHCTBYET O CpPEAHEM
ypoBHE COPMUPOBAHHOCTH KOMITETEHIUH 110 AUCLHUILIIMHE.

4. [Tonoxurenbubiii otBeT Ha 90—100% TecTOBBIX 3aaHUN CBUICTEILCTBYET O BBHICOKOM

ypoBHE C(HOPMHUPOBAHHOCTH KOMITETEHIIMIA TI0 JUCITUTLINHE.
71-79% npaBUIBHBIX OTBETOB — yJIOBIETBOPUTEIBHO.
80-89% mpaBUIBHBIX OTBETOB — XOPOIIIO.

90% u BbIIIE — OTJIMYHO.

Kputepun onenku 3tana codeceroBanus

OTnuyHO — JaH TOJIHBIM pa3BEepHYTHIM OTBET Ha BOMPOCH OuieTa, JaHbl OTBETHl Ha
COMYTCTBYIOIIME BOMPOCHI TMpenojasarens. [lpu HE0OXOAMMOCTH MAaruCTpaHT MPUBOJIUT
IIPUMEPBI, CChUIAETCA HA HOPMATUBHBIE TOKYMEHTHI.

Xopoiio - [JaH TOJHBIM pPa3BEpHYTHIM OTBET HAa BOMPOCH OwuiieTa, JaHbl OTBETHl Ha
CONYTCTBYIOIIME BONPOCHI MpENoAaBaTeNsl, HO IpPU HAIWYUM 3aMEYaHUM, HMEIOIINX
HECYLIECTBEHHBIN XapakKTep.

VY 10BIETBOPUTEIBHO — UMEIOTCS 3aMEUYaHUs1, HET OTBETOB HA JIONOJIHUTEIbHBIE BOIPOCHI.



