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@DoH/T OLIEHOYHBIX CPEACTB MUCHMIUIMHBI «OpraHu3anus Hay4dHOrO MOUCKA W CTaHAapTU3alus
OMOJIOTMYECKH aKTUBHBIX J00ABOK» COCTaBJIEH B COOTBETCTBUU C TPEOOBaHUAMU (eaepaTbHOTO
rOCY/IapCTBEHHOTO 00pPa30BaTEIhbHOIO CTAaHIApTa BBHICIIErO OOpa30BaHUs IO CHEIHATBLHOCTU
33.04.01 ITpomspinuienHas ¢apmais (YpOBEHb MarucTpaTyphl), YTBEP)KICHHOIO MPHUKA30M
MunucrepcTBa oOpa3zoBanus U Hayku Poccuiickoit @eneparun ot 26 utons 2017 1. Ne705 u ¢
yueToM TpeboBaHui PO eCcCHOHATBHBIX CTaHIaPTOB:

- 02.016 «Croemuamuct 1O NTPOMBIIUICHHOH (apmanuun B 00JacTd MPOU3BOACTBA
JICKaPCTBEHHBIX CPEJCTBY», YTBEPXKIEHHOTO MpHKa3oM MUHHUCTEpCTBAa Tpylda U COLUAIHHOU
3amuThl Poccuiickoii penepanuu ot 22 mas 2017 roga Ne430w;

- 02.011 «Cnemuanuct no Bammanuu (KBaaudukauu) GapMareBTHIECKOro MPOU3BOJICTBAY,
YTBEPKICHHBIM IIpUKa30M MuHucrepcTBa Tpyla M COLUANIbHOM 3amuThl Pocculickon
®enepanun ot 22 mas 2017 r. N 434H;

- 02.013 «Cneumanuct MO NPOMBIIUICHHON ¢apManuy B 00JAaCTH KOHTPOJIL KadecTBa
JICKapCTBEHHBIX CPENICTBY», YTBEP)KICHHBIA NpHKazoM MUHUCTEpCTBAa TpyAa U COLUAIbHOU
3amuThl Poccuiickoit @enepanuu ot 22 mast 2017 r. N 431H;

- 02.010 «CroeumamucT IO MPOMBINIICHHOW ¢apmanud B 00JacTH  HCCICAOBAHHUI
JIEKAPCTBEHHBIX CPEJICTB», YTBEPXKIAEHHBIN MNpuUka3zoM MUHHCTEPCTBA TpyJda U COLMAIBHON
3amuThl Poccuiickoit @eaepanuu ot 22.05.2017 Ne 432H.

Pazpabotunku (oH/Ia OIICHOYHBIX CPEICTB TUCITUILTHHBI

No OUO JomKHOCTh Yuenas Yuenoe
CTCTICHb 3BaHHE

1 | Heyiimun noteHT kadeapsl GapManuu K.0.H. JOLICHT
Cepreii
Hocudosuu

2 | KuceneBa Omnbra | moreHT Kadenpsl hapmanuu K.0.H. -
AHAaTOJIbEBHA

3 | lllapoBa Enena | noueHT kadenps! (papmauun K.0.H. -
AJIEeKCaHIPOBHA

4 | CnoBecHOBa accucTeHT Kadenpsl hapmanuu - -
Haranbs
BanepreBHa

®DoH/T OIIEHOYHBIX CPEJCTB perieH3upoBaH: 1.¢.H., 1o1eHT, ['aBpunoB Arapeit CTaHHCIIaBOBHY,
npodeccop kapeaps! papmanuu 1 xumun PI'bOY BO YI'MY Munsapasa Poccun

@DOH/JT OLICHOYHBIX CPEACTB OOCYXJIEH U 0J00peH Ha 3acemaHuu Kadenpsl dhapmanmuu OT «29»
Mast 2025 r. mpoTokoa Ne 5.

®oH/T OIICHOYHBIX CPEJCTB OOCYXJIeH U ofo0peH Ha 3acenanuu MKC wHCTUTYTa KITMHUYECKON
dapmakonoruu u papmaruu ot «06» uroHs 2025 r. mpoTtokos Ne 7.

@DOoH/1 OLICHOUHBIX CPEJICTB 00CYXJeH U 07j00peH MeToanueckoi KOMHCCUEH
CIIEUAJIBHOCTEN MarucTparypsl «4» utona 2025 r., mporokon Ne 5.




1. Koaudukartop
CTpyKTypHpOBaHHBIH TepeueHb OOBEKTOB OIICHWBAHUS — 3HAHWW, YMEHMH, HaBBIKOB, yuuThiBaromuii tpeboBanus PI'OC, mpencraBieH B
TadJme.
Karer | Konwu Kom n Wnpexe | Aumaktudeckas Kontponupyemsie 3YH, HanpaienHble Ha (OPMHUPOBaHHE YHUBEPCATBHBIX, 00IIENPO(ecCHOHaTbHBIX
opus HauMeH | HamMeHOBa | TpynoBo | egmanna (IIK, OIIK) # TpoeCCHOHATBEHBIX KOMITETESHITHH
(rpymm | oBaHME | HUE 51
a) KOMIIeTe | HHOUKATOp | pyHKIH
KOMIIE | HIMI a u
TEHIIN JOCTIDKEHH
u i
KOMIIETEHII
2078
3HaHus YmeHus Hasbiku
Hayun | OIK-3. | UJ-10IK- | 02.011 | JIE | Oprauusauus | -3paTh anropuTM MOWMCKA HAYIHOM -IIAHMUPOBATh HAYYHYIO PaboTy T10 -BJIaJIETh
bIC Cnoco6 | 3.Paspabar | B/01.7 1 Hay4IHOI0 uH(pOopMaIUH, B T.4. HA pe3yiabTaTaM MpOBEICHHOTO COCTaBJICHUEM ILJIaHA
HCcen | €H bIBaCT 02.013 MOoucCKa n WHOCTPAHHOM SI3BIKE B COBPEMEHHBIX | MH()OPMAIIMOHHOTO MOKCKA M aHalli3a | Hay4yHOU paboThI;
OBaHU | NPOBOJ | HPOCKTHI B/02.7 MPOBCIACHUC 0asax JaHHBIX; JIOCTUTHYTOTO OTIBITa B BEIOPAHHOM -HaBBIKAMU
a UTb H Hay1HOH B/01.7 Hay4HBIX -3HaTh MOPSAIOK Pa3pabOTKy MiaHa | HAIPaBICHUH IPOOICMBL; pebepupoBanus U
opranns | Hanpasner | 02.010 HMCCIENIOBARAH | 11nopenienns HAyIHOTO -yMeeT 060CHOBATH HEPEIIEHHBIE AHHOTHPOBAHUS
OBBIBATE | HOCTH D/02.7 B o0nacTu WCCIIEIOBAHMS; IpoGIEMBI, CHOPMYIMPOBATH 3a/1a91 U | HAYYHO-
HayuHel | BHeAperus | C/02.7 obecrieyeHnus -IrOPUTM 06PaGOTKH HAyYHO- LIEJIU UCCIIEIOBAHUS, IPEICTABUTH B TEeXHUYECKOH
€ HOBbBIX Ka1eCTBa 1 TeXHIUECKOH MHpOPMALMH HA BHJIE [JIaHA HAYYHOE HCCIIEN0BAHMNE; uH(pOpMaIuy;
HCCIEN0 | TEXHOJIOoTH CTARMAPTH3ALL | cHoBe CTATHCTHYECKHX METOMIOB; -yMeeT KPUTHYECKH OIICHUBATD -HaBbIKaMH  BbIOOpa
B%HHH B u -000CHOBaHUE apTyMEHTOB, uHdpopmanuio mo HUP; METOAUKH
2632;::1 :]I;:I/I?,BOI[C ieéglep;gf:HHH onpeﬂeﬂﬂlf)HII/IX HpO6J'IeMHYIO -yMeeT IUIaHUPOBATh SKCIIEPUMEHT; I/ICCJICI[OBaH(I;ISI . u
— JIeKapCTBeH ?HTyaHH}Q -yMeeT BrIOpaTh HEOOXOIMMOE CPEICTB  0OPAbOTIH
JeKapcT | HBIX 3HATh IOPAOK COCTABICHUA 0060py0BaHKE IS KOHTPOIS JQHHBIX;
BEHHBIX | CPEJICTE, iegfgzzikggngiﬁ i, TEXHOJIOTHYECKOro MpoLecca 1 -HaBBIKAMU
CPEICTB | ONTUMHM3AL] HE TOUHIKAM T 3 . OLICHKH €TI0 PE3YJIbTaTOB KaueCTBa, odopmienns
OIIK-4. | mm paTypeL, -yMEET aHAJIN3UPOBATh U Hay4HOro
Cnooco0 TEXHOJIOI'U ~HOpAL0K OT6Opa MHCTpyMCHTApHi O6pa6aTLIBaTL IIOJTY4YCHHBIC HCCIIEI0BAHNA,
JUTSL CUCTEMATU3aIH HAyIHOTO . HABBIKAMI
€H K YECKHX pe3ybTaTHhI;
0030pa B pamMKax BEIOpaHHOTO 060CHOBAHMS
aHalm3y | IHMKJIOB, HAYYHOTO HATIPABIICHA, -yMeT JieJaTh 000CHOBAaHHBIE BBIBOIbI BhmoOB ;
, 000CHOBaH _TIOPAZIOK BEIGOPA METO/HK AHATH3A 1 OLEHKY JIOCTUTHYTOTO Ka4ecTBa;
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Y CPENCTB IS PEIICHUS
MPaKTUYECKON 3aa4u B 00J1aCTH
KOHTPOJISI Ka4ecTBa
TEXHOJIOTHUECKHUX TPOLIECCOB,
IIPOM3BOJCTBEHHOI'0 000PYIOBaHNUS
Y KauecTBa TOTOBOIO IPOIYKTa;
-3HATh JTallbl IPOBEACHUS
OKCTIEPUMEHTA U UCTIBITAHUHN JUISI
JOCTIDKEHMS LIeNICBON 3a/1a4H;
-0OopMIICHHE TTOTYYEHHBIX
Pe3yIbTATOB, MOPSAOK
(hopMynupoBaHUS 000CHOBAHHBIX
BBIBOOB U MPEAJIOKECHHUS
PEKOMEHJALIUMN.

-yMeeT MOATOTOBHUTh CTATHIO T10
pe3yJibTaTaM Hay4YHOTO SKCIIEPUMEHTA,;
-yMeeT chOpMYyITHUPOBATH MTOPSIOK
BHEJIPCHUS NOJYYCHHBIX PE3yIbTaTOB
B MIPAKTHUKY (BiameHue Tpanchepom
TEXHOJIOTHH).

pa3paboTKu
PEKOMEHaui;
-HaBBIKaMU
ohopMITeHUS
HAy4YHOU CTaThU;
-HaBbIKAMU
pa3paboTku
MPOrPaMMBbI
BHEJIPCHUS
pe3yJIbTaTOB
MPAKTHKY.
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AJIEKTPOHH JE | CranmapTusal | -3HaeT HOPMAaTHBHO-IIPABOBbIE AKThl | -yMEET MCIOJIb30BaTh HOPMATHBHYIO | -pjajieer

oro 2 us u no crangaptuzanuu JIC; JOKYMEHTAIMIO, PErJTaMEHTUPYIOINYIO | MeToauKaMu
JOKYMEHTO MOIATBEP)KACH | -3HACT PErJIAMEHTHI IPOBEICHUS IIPOBEICHHUE FOCYJapCTBEHHOH | crampapTu3aluy U
obopoTta ue CTaHJApTH3ALNUN H KOHTPOJIS perucTpanuu JIEKApPCTBEHHBIX | [opsIKaMu

npu COOTBCTCTBUA KadgecTBa HC, npenaparosB, MOATBEPKACHUSA
yIpaBJIeHU JICKApCTBEHHBI | -3HAET MOPSAAOK BEACHUS -yMeeT  IPUMEHITh  CTAHAAPTHBIC | cOOTBETCTBUS

U Hay4HO- X CpPeICTB JOKYMEHTAIIUH 110 Ka4eCTBY U METOAMKH, PYKOBOACTBYsicb HJ[ mpu | xayectsa
TEXHOJIOTH crangaptuzanuu JIC; NPOBEJCHUN  aHAIM3a  PA3INYHBIMU | jeifCTBYIONMIM
YCCKUM -3HACT MOPAOOK MOATBEPKIACHUA METOdaMH; Tpe6OBaHI/I$IM
MPOEKTaMH. cootBercTBus JIC; -yMeThb JOKYMEHTUPOBATb U | cucTeMbl KauecTBa U
WN-5011K- -3HAaeT MOPSIOK IMOUCKA COCTaBJATH TUIAH OTOOpa Mnpod, a | cramgapTH3alUM B
3.Brmageer WH(GOPMAITUH O COOTBETCTBUHU TaKKe ONPENENATh TUIl 0TOOpa Mpood, | Pd;

nH(popMaIl kadecTBa JIC Ha mH)OPMAIIMOHHBIX | MECTO M BpeMs 0TOopa mpoo;

HWOHHO- pecypcax KOHTPOJIUPYIOIIUX -yMET TPOBOJAUTH TOBAapPOBETUYECKHI

KOMMYHHUKA opraHoB PO; ananus JIPC;

LUOHHBIMHU -3HaeT MpaBuiIa HKCIUTyaTaluu -yMeeT HMHTEepPHPEeTHPOBATH HAYYHO-

pecypcamu 1a00paToOpHOTO M TEXHUUECKOTO TEXHUYECKYI0 HHPOPMAITUIO O

JUIA TIOUCKa 000opynoBaHMsl, TpeHA3HAYCHHOTO BOKHEHIINX (PUIUKO-XUMHUECKUX

JAHHBIX O IUTs 1Tab0paTOPHii IO KOHTPOIIO CBOWCTBAX, IyTAX OMOCHHTE3a

KOHKYPEHT kauectBa JIC; OCHOBHBIX TPYII OUOJIOTHYECKH

HOM -3HACT KaK HCII0JIb30BATh AKTUBHBIX BCIIICCTB, HA OCHOBEC

COCTOSIHUH CHEUHAIN3UPOBAHHOE KOTOPBIX CTPOSITCSI OCHOBHBIE METO/IBI

¢dapmManeBT o0opynoBaHue, HEOOXOAUMOE ISt anamusa JIPC u ¢puronpenaparos;

HYECKOTO peanu3anuyi METOJUKH aHaITN3a; -HHTEPIPETHPYET Pe3yIbTAThl aHATH3a

PbIHKA, -3HACT Tpe6OBaHI/IH, IMPEABABIACMBIC Pa3IIMYHBIMHU XUMHWYCCKUMHU,

panmoHaib K NIEpCOHAITY IpH padboTe ¢ OMOJIOTUYECKUMH, (PU3UKO-

HOM na6opaToprIM U TEXHUYCCKUM XUMHUYCCKUMU METOAaAMHM,

HCTOJIB30Ba 00opyJoBaHHEM; -yMeeT 0hOpMUTB Pe3yJIbTaThl

HUH -3HaeT TMOPAAOK OTOOpa mNpod U | aHaiIM3a, 3alOJHAS COOTBETCTBYIOLIYIO

JIEKapCTBEH NpOBeNeHHsT MPOOONOATOTOBKH [UISl | AOKYMEHTALHIO.

HBIX ero aHasm3a, COIJIaCHO

CPEJICTB. JIEHCTBYIONIMM TPEOOBAHUSM.

Uxa-6

OIIK-3. HE | OcobeHHocTn | -3HaTh HOPMATHBHYIO -YMETbh Pacro3HaBaTh IPUMECU -BJIaJIEET
Moxet 3 CTaHJapTH3al | JOKYMEHTAIUI0 U TEPMUHOJIOTHIO B IIOCTOPOHHUX PACTEHU NpU aHANIM3€E; | METOAUKAMHU
penaKkTHUpo UM Pa3IMYHBIX | cepe rocy1apCTBEHHOM -ymeet onpeaensiT JIPC B 1elbHOM B | IPHEMOYHOTO
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pETUCTpaLny JEeKapCTBEHHBIX
IpenapaTos, B.T.4. (puTonpenapaTos;
-3HaTh 000PYIOBaHUE,
NpeayCMOTPEHHOE Il KOHTPOJIS
kadectBa JIPC u puronpenaparos;
-3HaTh MOPSAIOK IIPOBENEHHA 0TOOPa
00pa3uoB 111 KOHKPETHOM METOANKU
aHaJIN3a;

-3HAeT KaK NPUMEHATh CTaHJapTHbIE
METOANKH;

-3HaeT aJITOPUTM 00paOOTKH
Pe3yIbTAaTOB aHAJIM3a PA3TUIHBIMU
XUMHAYECKUMH,

OHMOJIOTUYECKUMH, PUIUKO-
XUMHAYECKHUMHU METOJaMH;

-3HaeT MOPSAIOK 0hOPMIICHHUS
pe3yabTaTOB aHAIIN3A;

-3HAaeT METO/Ibl BBIACICHUS 1
ouncTkn ocHOBHEIX BAB u3 JIPC,
OHMOJIOTUYECKYIO CTaHIAPTH3ALIUIO
JIPC;

-3HAaeT METOJUKY CTaHAAPTU3ALNH U
OLIEHKHU KaueCcTBa PACTHTEJILHBIX
cOopoB;

-3HaeT METOJINKY CTaHAapTU3AIH U
KOHTPOJISI Ka4eCTBa U3MEIBbYCHHOTO
JIEKapCTBEHHOT'O PACTUTEIHHOTO
CBIPbsI U PaCOBAHHOW NPOYKIINH, B
TOM 4HCiIe MOP(HOIOTHUECKUX
rpynn: «Ilnoas», «CemeHay;
«JIuctea», «TpaBb»,

«lIBeTkn», «Kops,

«IlonzeMHBIE OpraHb».

-3HAET MOPSIOK MPOBEICHHS
MpreMO4YHOTO KOHTpOJIst JIPC,
BKJIIOYasl aHAJIM3 YIIaKOBKH,

HU3MEJbUYECHHOM BUJIE C IOMOIIBIO
onpeaeuTeNei;

-yMeeT npoBepsTh coorBeTcTBHE JIPC
U uTONpenapaToB HOPMATHBHOMN
moxymenTarm (H/I );

-yMeeT UAeHTH(PHUINPOBATH HOBEIE
OMOJIOTMYECKU aKTUBHBIC BEIIICCTBA;
-yMeeT MPOBOUTEH KaueCTBEHHBIHN
ananu3 BAB wu3 JIPC;

-yMeeT UHTEPIPETUPOBATh
IOJTyYCHHBIC PE3YIIbTATHI 10 HOBBIM
FAB.
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(hapMakoTeHHBIX
BHIIOB CBIPBS;
-BJIaJIc€T HABBIKAMHU
MIPOBEICHHUS
(hUTOXHMMHIECKOTO
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OpraHu3aluu
CTaHAapTH3ald B
YCIIOBUSIX
IIPOMBIIIIJICHHOT'O
MIPOM3BOICTBA.
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TecToBEIe 3aJaHus, BOIIPOCHI. 3auer.




2. TecToBBIE 3aJaHUS
1. OTJ'II/I‘-II/ITGJIBHBIMI/I HpI/ISHaKaMI/I Hay‘lHOFO HCCIICAOBAHUSA ABJIAKOTCA U/-5011K-3

HEJICHAIIPAaBJICHHOCTDb
IIOMCK HOBOI'O
CUCTCMATHUYHOCTD

cTporasa 10Ka3aTCJIbHOCTb

o > DD

BC€ MEPCUNCTCHHBIC IPU3HAKH

2. Bce MECTOJbl HAYUYHOT'O ITO3HAHM Pa3ACiIaIOT Ha I'PYIIILI IO CTCIICHU O6I_I_IHOCTI/I " HIUPOTE
IMPUMCHCHUA. K takum rpymnmnam METoA0B HEC OTHOCATCA: U-50I1K-3.1/1-6 OIIK-3

dunocodekue
OO1eHayyHbie
YacTHOHAYYHBIC

HI/ICHI/IHHI/IHapHLIC

a > P

Onpeaensiromue

3. Kakue Hayku HanpaBieHbl HAa IPUMEHEHUE HOBBIX 3HAHUU I JOCTHXKEHUS IPAKTUYECKUX LeJen
U pELICHUs] KOHKPETHBIX 3a7a4? uJ-6 OIK-3

NPHUKJIAAHbIEC HAYKH
(dyHIaMeHTalIbHbIE HAYKU

TCXHUYICCKHUEC HAYKU

el

C€CTCCTBCHHBIC HAYKHN

4, BGI[GHI/IG 3anucei MPOYHUTAHHOI'O MOXKET OCYIICCTBIIATHCA C IOMOIIBIO COCTABJICHUS: UJI-6 OTIK-3

KOHCIICKTa
TiaHa
pelLeH3un

AHHOTAaIluHn

A A

BCEIro NepeYucCJICHHOro

5. UTeHune Hay4IHOH U CTICIMATBHON JIUTEPATYPHI TOJDKHO COMPOBOXKIATHCS: UJI-50TK-3.1]1-6 OTK-3,
NJI-10TIK-3

1. Beaenuem 3ammcei
2. TleperucpiBaHMEM TEKCTa NCTOYHHKA

3. 3aydrBaHUEM Hau3yCThb

6. KpaTkoe n3moskeHue coep anus MPeCTOSIIEro HayqHOTO COOOMIEHHS — 3TO. .. WJI-50TTK-3.1/1-6 OTK-3



M w P

AHHOTaNU
Peniensus
Te3ucel J0KIa1a

YyebHoe (MeToanuecKoe) mocooue

7. K uensim KkypcoBoit pabOThl HE OTHOCHUTCS:

a k> N

3aKpEeNHTh, YIITyOUTh U PACIIMPHUTH TEOPETUUESCKUE 3HAHUS
OBJIA/IETh HABBIKAMH CaMOCTOSATEIBHOMN paboThI
BbIpa0OTaTh yMEHUS (POPMYITHPOBATH CYXKIACHUS U BBIBOJIBI
BBIPa0OTaTh yMEHUE MyOJIMYHOM 3aIIUTHI

MOJIYYUTH HOBOC HAYYHOC 3HAHHUE

8. 3axiroueHue K KypcoBOil (BBITYCKHON KBaNU(UKALIMOHHOW) paboTe UAET BCies 3a. .. U-5011K-3.1/1-6
OITK-3, MJ-10TIK-3

1.
2.
3.

CIIMCKOM JIUTCPATYypPhbL
IMPUITOKCHUAMU

OCHOBHOM 4aCTBIO

9. BeinmyckHas kBau(uKamoHHas paboTa — 3TO. .. W-50TIK-3.UJI-6 OTIK-3, U/I-10TIK-3

1.

Kparkoe wu3noxeHHe B NHUCHMEHHOM BHJE COACPKaHHMS HAydyHOro Tpyaa (TpyHoB),
JuTepaTypel MO TeMme. JTo Haubojee mpocras (opmMa CaMOCTOSTENBHOIO H3yYEHUS
Mmarepuaina

@dopma mNpoBEpKH 3HAHUM, CBOEOOpa3HbI MNHCHMEHHBIM 3K3aMEH, KOTOpbI TpedyeT
CEpPBE3HOM NOATOTOBKHU

[lepBoe camocTOsITENbHOE HAYYHOE HCCIIEJOBAHHE CTYIEHTOB BY3a, KOTOpOEe TpedyeT
HaBBIKOB CAMOCTOSITEJIbHOM HAYYHOU JEATEITbHOCTH

CamocTosiTe/ibHOE HAYYHOE HCCIeJ0BaHue, KBAJIN(PUKAlMOHHAA PadoTa BbINYCKHUKA,
TpeOyomasi Xopouo c(pOpMHUPOBAHHBIX HABBIKOB CAMOCTOSITEJIbHOH HAy4YHOMH
AeSITeIbHOCTH, 000CHOBAHHOCTH U LEHHOCTH MOJY4YeHHBIX Pe3yJIbTATOB HCCJIe0BAHUS
U BBIBO/IOB, 2 TAK:Ke BO3MOKHOCTH MX IPUMEHEHHsI B MPAKTHYECKOI 1eATeJIbHOCTH

10. bubnuorpadus — 3T0. .. WJ-50MK-3.1/1-6 OIK-3

KpaTKafI XapaKTCPUCTUKAa KHUI'U, CTATbHU, PYKOIIUCHU, B KOTOpOﬁ nu3jara€rcia OCHOBHOC
COACPIKAHUEC JAaHHOI'O MPOU3BEACHM A, JAOTCA CBCACHUA O TOM, JJIA KaKOro Kpyra quTaTeeh
OHO IPCAHA3HAYCHO

IIpornecc nuteparypHoit 00pabOTKH MUCEMEHHOM pabOTHI U1l IPUBEJCHUS €€ COJIepKaHUs B
COOTBETCTBHE C TPeOOBAaHUAMU

Ilepeyennb KHUT U cTaTell, HCNOJIb30BAHHBIX B padoTe

I[eJ'IeHI/Ie TCKCTA Ha JIOTHYCCKHU CaMOCTOATCIbHBIC COCTAaBHBIC YaCTH



11. B «punoxeHus» He BKIIOYAIOT. . . UJI-50I1K-3.1/1-6 OIIK-3, MI-1011K-3
Cnucok aureparypsl
Konuu noxkymeHnToB

HpOI/I3BO,I[CTBeHHBIC IIJIaHbI U IIPOTOKOJIbI

M w e

Tabnuupl, rpaduKu, CXeMbI

12. Jlenenue Tekcra Ha 4acTH, rpaduueckoe OTAeNIeHUuE 3TUX YacTell IpYyr OT Apyra, UCIOIb30BaHHE
3aroJI0BKOB U HYMEPAILIMI Ha3bIBACTCA. . . UJI-50TK-3.1/1-6 OTIK-3, UJI-10T1K-3

1. PyOpukanus Tekcra
2. PepaxktupoBaHue Tekcra

3. CTpyKTypupOBaHHE TEKCTa

13. HOI[]"OTOBKa TCEKCTA BBICTYINICHHUS HAa NPOUCAYPEC 3alIUThI HAYYHOI'O UCCIICAOBAHN BKIIFOYACT B
cebs OIMPCACIICHHBIC ZIGfICTBHSI. K vHuM HE oTHOCHTCS: WJI-50I1K-3.1M]1-6 OIIK-3, N/I-10T1K-3

1. OOGpymbiBaHME cOAEp KaHUS BBICTYIIIICHUS
Pa3pa0oTka 1 HanucaHue IU1aHa BHICTYIUICHUS
Pa3paboTka 1 HanucaHHe OCHOBHOI'O TEKCTA BBICTYIUICHUS

3ay4ynuBaHUE TEKCTa U IPOOHOE OrJIAlCHHUE

a kN

CoraacoBanue CoacpKaHusl BBICTYIIJICHUS ¢ YJICHAMH KOMUCCUH

14. Bo Bpems my0IMUYHOM 3aIIUThI HAYYHOTO MCCIEA0BAaHUS OpaTOPy HEOOXOAUMO YCTaHOBUTD
KOHTAaKT C ayAuTopuei. YTo U3 mepedncieHHoro He OyieT crocoOCcTBOBATh YCTaHOBICHHIO
KOHTaKTa? U1-5011K-3.1/1-6 OITK-3, U/I-1011K-3

1. VBepeHHOCTH B MOBEACHUH OpaTopa
CHoKoWCTBHE U IOCTOMHCTBO HA €ro JINLE
TBepAOCTh U PEMIUTENIBHOCTD B TOJIOCE

CaMoyBepeHHOCTD B yJIbIOKe U 103¢

ok~ wn

3aK0OH JI0CTATOYHOTO OCHOBAHUS

15. K olmenornyeckumM MeToAaM U MpHeMaM MO3HAHUS HE OTHOCUTCS: UJI-LOTK-4. UJI-20TTK-4. UJI-30TIK 4.
WJI-4OTIK —4

1. Amnanus

2 Cunres

3. AbcTparupoBanue
4

IKCNEePUMEHT

3. Bonpocsi

Bonpoc 1. Yto BKiII0YaeT Tpancdep TEXHOIOTHIMA. W/I-50MK-3.U]I-6 OTK-3, UJI-10TIK-4. UJI-20TIK-4. U]T-
30IIK —4. U1-40TIK —4?

OTtBerT:

[Tepenada nHbOpMAIIIK O JTEKAPCTBEHHOM CPECTBE, MPOIIECCE €ro MPOU3BOICTBA U KOHTPOJISI B
npejenax 0JHON MPOU3BOJACTBEHHOM MIIOMIAIKU WIIM MEX1y MPOU3BOJICTBEHHBIMH TUIONIAAKAMU,
B TOM YHCJIE TIpH TIepeaade (papMameBTHIECKON pa3pabOTKH Ha MMPOU3BOJCTBO, IS TOCTHUKEHUS



LIEJIM BBIITYCKA NPOMBIIUIEHHBIX CEPHUIl JEKapCTBEHHOI'O CPEJCTBA, a TAKXKE IMepeaada aHalu
TUYECKUX METOAUK OT IPOM3BOJACTBEHHOM IUIOMIAJKA B AKKPEAUTOBAHHYIO HMCIBITATEIBHYIO
naboparoputo. Bxitouaer B ceds mepenady Jr000ro mpoiecca BMECTE C €ro JOKYMEHTAlUeH u
npoecCHOHANBHBIMU 3KCIEPTHBIMU 3HAHHUSMH OT MEpelarolleil CTOPOHbI K MpUHUMAOIIEH
CTOpOHE. SBIIAETCS CUCTEMATHYECKOM MPOLIEAYPOM, KOTOpAas BBIINOJHAECTCS C LEIbI0 MEpeaadn
MPUHUMAIOILEH CTOPOHE TOKYMEHTaIbHO 0(OPMIICHHON HH(POPMAIIUU U OTIbITA, TOJTYYEHHBIX BO
BpeMs (hapMareBTHUECKON pa3pabOTKU U (MJIK) BBITYCKa B O0OpaIlleHue JICKapCTBEHHBIX CPECTB.

2. Bonnpoc 2 Kakue metonpl uaeHtudukanuu (uaBonouoB B JIPC Bel 3HaeTe? nj1-50MK-3.1/1-6
OIIK-3

Ortser:

-llnanunuHoBas npoda

- Peakuus ¢ amoMUHUEM XJIOPHIIOM;

- Peakuus ¢ XJIOpUCTBIM LIUPKOHUIIOM.
- bopHO-IIMMOHHAs peakius .

3. Bompoc 3 IlepeHoc TEXHOJOTHMH COCIMHSECT CTaauUd pPa3pabOTKM H IMPOM3BOJICTBA
JICKapCTBEHHOTO cpencTBa. [1o kakoi cxeme MPOUCXOAHUT OICHKA HEOoNpeaeIeHHOCTH (DaKTOPOB,
BO3JICUCTBYIOIIMNX HA KauecTBO JiekapcTB? UJI-1011K-4. U-20TIK-4. U]I-3011K —4. UJI-40I1K -4

OtBer:
1. HGKOMHO?;I/IHI/IH CHUCTEMBI, I/IIIGHTI/I(l)I/IKaIlI/IFI pI/ICKOB, OIICHKA HAJIN4YUs pI/ICKOB, CpaBHeHI/Ie
C KPUTEPHUSIMH, CHIYKCHUE HEITPUEMIIEMBIX PHCKOB.

Bonpoc 4. Kakue meTonbl uaeHTHGUKauKM ankonou10B B JIPC BaM u3BecTHBI? 1J1-5011K-3.1/1-6
OI1K-3

Otser:

- C MIUKPUHOBOW KUCJIOTOMN

-peakiuu ¢ pochopHoBOIBGpaMOBOil U PochopHOMOTNOAECHOBOM KUCIOTAMU
-C TAHUHOM

-C pacTBOPOM #0/1a B paCTBOpE MoauAa Kausl.

Bonpoc 5. [lepeuncnure sTansl sxku3HeHHOTO 1TuKa JITI. m1-101K-3. uj1-2 OIK-3, UJI-1OTTK-4. UJI-201TK-4.
WJI-3011IK —4. UJI-40TIK —4

Otser: XXusuennsii nukin JIIT
®apmarieBTHYECKas pa3padoTKa.

[lepeHoc TexHONOTUN.

Kimandgeckune ncciie1oBanus
PerynsitopHbie U3bICKaHUS

Kommepueckoe (cepuitHOE) TpOU3BOICTRO.
[TpexpaiieHue BoITycKa MPOAYKTA.

Bonpoc. 6. Metoansl naeHTHQUKAUN canoHuHOB B JIPC
NA-10I1K-3. UA-2 OIIK-3, UA-10I1K-4. UJ1-2011K-4. U-30I1K —4. U1-40I1K —4

OrtBer:
1. Peakuus (mpo6a) Ha neHOOOpa30BaHUE.
2. Peaxuus ocakJieHUs TMIPOKCUAaMU Oapus U MarHus, COJSIMH ME/IM, alleTaTOM CBHMHIIA.
3. Peakmus JIu6epmana - Bypxapna.



Bonpoc 7. DpupHoe Macao U3 MI0J0B JIMMOHHHUKA MTOJIy4alOT METOJOM IEPErOHKH € BOISHBIM
napom (meron 1 I'd XIV). DdupHoe macimo pacmojaraeTcs B BHJIE MAaCISHUCTOTO CJOf,
JKEJITOBATO-3€JIEHOT0 1IBETA, HaJl IOBEPXHOCTHIO BOJbI

B B

",’ 1
| TI’ %is

= |
DdupHOE MacIIO MOMEMAIOT B MPOOUPKY 00beMOM 1.5 MJT M XpaHSAT B XOJIOAUIbHHKE.
[Momyyennoe 3¢hupHOE MACIO MOXKET coaepkaTh 10 15% BOMBI, KOTOPOE MHOTA MIPHUJIAET EMY
MyTHOCTb. |15 ynaneHus: Boasl 700aBIsiii OE3BOIHBIN Cynb(aTr HaTpus (TiaaydoepoBa CoJib,
MpOKaJieHHAs) U BCTPSIXUBAIOT. METOIOM XpOMAaTO-MacC-CIIEKTPOMETPUHU B 3PUPHOM Maclie, B
MOJTYYCHHOM M3BJICYCHUH M3 I1JI0JIOB JIMMOHHUKA KATAHCKOTO UICHTH(PHUIIMPOBAHO HECKOIBKO

coequHeHui. [lepeuncanure OCHOBHBIE COEOUHEHMUS. .
UJI-1OTIK-3. UJI-2 OTIK-3, UJI-LOTK-4. UJI-20TIK-4. UJI-30TIK —4. UJI-4OTTK —4

Ortser:
Anbda kaguHOI , Anbga KopokaineH, Anbda -TeprneHnon

Bonpoc 8. Kakas cucrema B JaHHOW CXeMe JKU3HEHHOTO IIHMKJIA TOBapa BCTPOCHA B KaXKJIbIi
9Tan? WJ-301K-3. UJI-40TK-3. UJI-5OTIK-4, UJI-10TIK-4. U/I-2011K-4. UJI-30TIK —4. UJ1-4OIIK —4

GMP = =actn
NPORsZOACTEA GCP
oSpasuce xa KI

—  Tpaucgep —>

|—*

N N\
PeryasTopasie
H3BICKAHHS
E::"'P’mx: ------- <«——— TlpomsseacTso GMP
GSP GDP GPP

Kakas cucrema B 1aHHOI cXxeMe JKM3HEHHOTIO IIMKJIa TOBapa BCTPOEHA B Ka)IbIi 3Tar?
OrtBer:
1. Cucrema MeHe)KMEHTa KayecTBa

Bonpoc 9. Ha pucynke npezcrasieHa cxema GpapMareBTHIecKoi pa3paboTKH UJI-30TIK-3. U/I-4OTIK-
3. WJI-50TIK-4



DapMAUCBTHYECKAR

paspaborxa
v
Hurpeanewraa T u Matepuaa nepsuunoit Tpouece
as YRAKOBKH OPOH3IBOICTEA
A®C (smibop [
COIN, CB-Ba, Busop BB Busbop 1 Buifop satepuaaa Texnoaorns _ Onpexeaenme

TCXMOIOrHYCCKHE
NOKasaTean)

| nepsmanoi ynaxosxu npoHIBoICTBA KPHTHYECKHX CTAIMi

=

XAPAKTEPHCTHRH Bubop naa
Toxasarean YHAKOBKH
KauecTsa . l

L— rac

1.Yrto HeoOX0oMMMO ISl TOCTHOKEHUS Tienel (hapmpazpadoTku?

OtBeT:

l.ompenenenue KauecTBEHHOTO M KOJMYECTBEHHOTO COCTaBa MPOJIYKTa,

2.pa3paboTKa ONTHMAIBHOM JIEKapCTBEHHON (OPMBEI,

3. yeTkoe 000CHOBaHME BHIOOPA TEXHOJIOTHYECKOIO MPOoIecca B TaOOPATOPHBIX YCIOBUAX
. MaclmTabupoBaHue

. Tpanchep TEXHOIIOTHUH,

. CO3JIaHMe crenn(UKauy KauecTBa Uil IPOAYKTa,

. BBIOOp YITaKOBOYHBIX MAaTEPHAJIOB.

. OTIpe/IeTICHUE PUCKOB, CBS3aHHBIX C JJAHHOH JIEKAPCTBEHHOW (OPMOU M IIPOIECCOM €€
IIPOU3BO/ICTBA.

o ~NOo o1~

Bonpoc 10. Tne conepxkurcs uapopmanus o koutposie kadecrsa? JIC 11-3001K-3. WI-40T1K-3. W]I-
5011K-4

Otser:

- @apMaKomneiHbIX CTaThsIX U CTaHJapTax.

- Pe3ynbrarhl XMMHUYECKOTO aHAIN3A.

- Pe3ynbpTaThl MUKpOOHOIOTHYECKOT0 aHAIIN3A.

-Ousnyeckne U OPraHoICITHICCKUE UCITBITAHUS.

- CobmoieHne mpaBuIl Xopolleit npous3BocTBeHHoN npaktuku (GMP).
- Ceprudukaiius Ka4yecTna.

Bonpoc 11. nj-301K-3. U-40TK-3. U/I-50TIK-4
YakoBKa MPOJIyKTa SIBISIETCS BaKHBIM aCIIEKTOM €T0 MPEICTaBICHHUS, 3aIIUThHI U y100CcTBa
ucronb30BaHusg. OHa MOXET UMETh Pa3IuvHbIe (DOPMBI U MAaTEPHAIBI, B 3aBUCUMOCTH OT THIIA

MMpoOAYKTa U €ro Tpe60BaHHfI. Kakue TpC6OBaHI/I$I MMPEABABIAIOTCA K YHaKOBKC? WA-30IK-3. U1-
40I1K-3. UA-50I1K-4

Otser:

1. ®yHKIIMOHATBHOCTb.

2. TpeboBaHHs K MaTeprallaM YITaKOBKH.
3. Tumsl yrnakoBKU: NEpBUYHAS, BTOPUYHASL.
4. Yxazanue OpeHja/ TOBapHOTO 3HAKA.

5. 3akoHOzaTeNbHbIE TPEOOBAHUS.



6. DKojoru4eckasl yCTOWuuBOCTb.

Bonpoc.12. Kakue acneKkThbl YYUTBHIBAOTCS B Mpolecce BAJUAANMHU ? V/I-301K-3. MI-40TIK-3.
NI-50I1K-4, NI-1011K-4. U-2011K-4. UJI-3011K —4. 1J]-40I1K —4.

OrtBer:

- [InanupoBaHue BalnuJalMH.

- [IpoToKoJIBI BasIi1alIvu.

- Mcnonp30BaHue NoAIepKUBAKOIUX [TPOLECCOB U TPOLIENYP.
- MOHHATOPUHT U KOHTPOIIb.

- Bepudukanuus u arrecranus.

- OGHOBIIEHUE U IOBTOPHAs BaIMIALU.

Bonpoc.13. Kakue 3Tanbl BKJIIOYA€T 0YHCTKA 000PY/10BAHUS U NOMeLeHnii?
MNAO-3011K-3. NJ1-40I1K-3. UI-50I1K-4

OTtBerT:

[ToaroroBka 060pyAOBaHUS
Br10op cpeacTB aiisg OUHCTKH
MeToabl OUUCTKHU
IIpombIBKa U CyIIKa

OTBOJI OTX0JI0B
PerynsipaocTs nipoBeieHus

Bomnpoc 14. Metonb! Beinenenus ¢iaaBoHouaoB u3 JIPC 1 u-301K-3. Wj1-4011K-3. WJ1-50TIK-4

OrtBer:

Jlist BeIZIeieHHsT (DITABOHOMJIOB MPOBOJIAT AKCTPAKIIHMIO PACTUTEIHHOTO MaTepHalia, STHJIOBBIM,
COUPTOM WJIM BOAHBIMH coupTamMu (4ame Bcero, 310 70% cOUPT Kak OJUH W3
ONTHMATTLHBIXOKCTpareHToB). CHUPTOBOEC WM BOJHO-CIHUPTOBOE HW3BIICUCHHE YITAPUBAIOT, K
OCTaTKy J00aBJIAIOT TOPSYYI0 BOAY M IOCIE OXJKICHUS YIAISIOT HEMOJSIPHBIE COCTUHEHUS
(xmopodusu1, KApOTUHOUBI, W JAPYTrUe JTUNOPUIHHBIC BEIIECTBA) U3 BOAHOUW (Pa3bl ¢ TOMOIIBIO
xjopodopma. OraBOHOUIBI U3 BOJHOM (ha3bl U3BJIEKAIOT MOCIEIOBATEIHHO STUIOBBIM dPUPOM
(armMKOHBI), FTUIIALETATOM (B OCHOBHOM MOHO3H/IbI), H-OyTaHOJIOM (OMO3UIBI, TUTTTUKO3UIBI).

Bonpoc 15. Jlaiite moustue BAJl uj1-301K-3. U/1-401K-3. UJ1-50TIK-4

OrtBer:

buonornueckn aktuBHBIE 100aBKH, win BAJIpI, TpenCTaBIIIOT COO0M MPOIYKTHI, COACpPIKAIITUE
pa3JIMYHbIE BEIIECTBA, TAaKWE KAaK BUTAMUHBI, MUHEpaJbl, AMHUHOKHCIIOTBI, PaCTUTEIIbHbIE
OKCTPAKThl M Jpyrue OWOJOTHYECKH AaKTUBHBIE KOMIOHEHTh. OHU mNpeaHa3HA4YeHBl s
JIOTIOJTHEHU I pallMOHA MUTAHUS U TOAIEPKAHUSA ONTUMAIBHOTO 310POBBSL.

4. Kpurepuu oueHKH

Kputepumn onieHKu 3Tana TeCTHpoBaHus

Pesynbrar oneHuMBaeTCsS Kak «3auyTE€HO» WJIM «HE 3a4T€HO», 3HaHUS MO JUCHUILIMHE
3aCUNTHIBAIOTCS, €CJIM €CTh IOJIOKHTEIbHEINH oTBeT Ha 70% u 0Oojiee TECTOBBIX 3aJaHUM IO
JaHHON ITUCITUILIMHE.



1. [TonoxuTtenbHbIN 0TBET HA MeHee yeM 70% TeCTOBBIX 3a/laHUIl CBUAETEILCTBYET
0 He c(hOPMUPOBAHHOCTH KOMIIETEHIIUH MO AUCLUILINHE.

2. [Tonoxurtensubiii oTBeT Ha 70— 79% TECTOBBIX 3aJaHHUIl CBHUAETEIHCTBYET O
HU3KOM YpOBHE CPOPMHUPOBAHHOCTU KOMITETEHIIMH 110 TUCHUIUIMHE.

3. [TonoxurtensHbiii oTBeT Ha 80— 89% TECTOBBIX 3aJaHUI CBHUAETEIHCTBYET O
cpenHeM ypoBHE C(hOPMUPOBAHHOCTH KOMIETEHUUH 1O JUCIMUILTHHE.

4. [TonoxxurenpHbld oTBeT Ha 90-100% TECcTOBBIX 3aMaHUN CBUACTEILCTBYET O
BBICOKOM ypOBHE C(POPMHUPOBAHHOCTH KOMIETEHIIUN MO TUCIUILINHE.

71-79% npaBUIBHBIX OTBETOB — yJIOBIETBOPUTEIBHO.

80-89% mnpaBUIBHBIX OTBETOB — XOPOIIIO.

90% u BbIIIE — OTJIMYHO.

Kputepumn onenku 3tana codeceoBanus 1o BONpocam

OTAMYHO — JaH NOJIHBIN pa3BEpHYTHIM OTBET HA BOIPOC, JaHbl OTBETHI HA COIYTCTBYIOILINE
BOIIPOCHI ITPErioaaBaTeClIA. HpI/I HGOGXO[[I/IMOCTI/I MAaruCTpaHT IMpUBOAUT NPUMEPLI, CCHIIACTCA Ha
HOPMAaTHBHBIE IOKYMEHTHI.

Xopouio - TO K€ caMo€, HO IpPU HaJWYUM 3aMEYAHUM, UMEIOUIUX HECYIIECTBEHHbIN
Xapaxrep.

YZ[OBHGTBOPI/ITGJII)HO — UMCIOTCA 3aMCYaHUs, HET OTBCTOB Ha JOIMOJHUTCIIBHBIC BOIIPOCHI.



