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1. IlepeyeHb KOMIEeTEeHIHIi, POPMUPYEMBIX AUCHUNIHMHON (MOJHOCTHIO WJIN YACTUYHO)

Kozpr
1 HAaMEHOBaHUE HanmeHnoBanue KoMIeTeHIMI
KOMIIETEHIINH
YK-2 Crioco0eH yIpaBJsiTh MPOSKTOM Ha BCEX ATAIMAX €ro >KM3HEHHOTO ITUKJIa
VEK-6 Crnioco0eH ompeaensaTh U peain30BbIBaTh MPUOPUTETHI COOCTBEHHOM Jesi-
TEJIBHOCTHU M CIIOCOOBI €€ COBEPUICHCTBOBAHNS HA OCHOBE CAMOOIIEHKH
CniocoOeH aHaM3upoBaTh, 0000IATH U UCIIOJIB30BATh (hyHIAMEHTAIBHBIC U
OIIK-1 NPUKJIAIHBIC 3HAHUS B 00JaCTH OMOTEXHOJIOTUH JIJISl PEIICHUS CYILIECTBYIO-
IIMX ¥ HOBBIX 3aJ1a4 B poeccroHalIbHOI 001acTu
Crnioco0eH BpIOMPATh U UCNOJIb30BaTh COBPEMEHHBIE HHCTPYMEHTAIbHbBIC
OIIK-4 METO/Ibl U TEXHOJIOTHH, OCBAUBATh HOBbIE METO/IbI M TEXHUKY HUCCIIeI0BAaHUI
JUISL pelIeHNs] KOHKPETHBIX 3a]1a4 PO eCCHOHATIBHON e TETbHOCTH
CrnocobeH pa3pabaTeiBaTh M MPUMEHSTH Ha MPAKTUKE WHHOBAIIMOHHBIE
OTIK-6 pelieHus B HaquofI U IPOU3BOJICTBEHHOU C(bePEDf OMOTEXHOJIOIMH Ha OC-
HOBE HOBBIX 3HAHUW U MPOBEACHHBIX MCCIIEIOBAHUMN C YIETOM IKOHOMHUYE-
CKHX, 9KOJIOTUYECKHX, COIUATBHBIX U APYTUX OTPAHUICHHIA
K-1 Crioco0eH poBOAUTE PAOOTHI IO (hapMaIleBTHUECKOHN pa3paboTKe
K-2 CriocoOeH BeCTH TEXHOJIOTHUECKUH MPOLIECC MPH MPOMBIIIICHHOM ITPOH3-

BOJICTBC JICKAPCTBCHHBIX CPCJICTB

2. Buabl 011eHOYHBIX MATEePUAJIOB H COOTBETCTBHE ¢ (POPMUPYEeMBbIMH KOMIIETEHI[USIMU

HanmenoBanue
KOMIIETEHIIN U Buapl OLIeHOUHBIX MAaTEpHUATIOB KoanuectBo 3amanuii
3amanue 3aKphITOro TUIIA HA yCTa-
5 ¢ PTAJIOHOM OTBETOB
HOBJIEHHE COOTBETCTBUS
3ajanue 3aKphITOTO THIIA HA YCTa-
5 ¢ PTAJIOHOM OTBETOB
HOBJIEHHE ITOCIEN0BATEILHOCTH
YK-2 3ajaHre OTKPHITOTO THIA C Pa3BeEp-
5 ¢ PTAJIOHOM OTBETOB
HYTHIM OTBETOM/ 3a/1a4ya
3aaHus OTKPBITOTO THUIA C KPATKUM
5 ¢ 3TasioHOM OTBETOB
OTBETOM
3aaHue 3aKphITOro THUIIA 30 ¢ ’TaIOHOM OTBETOB
YK-6 3a/aHue 3aKpBITOTO THUIIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHUE COOTBETCTBUS
3amaHne 3aKphITOTO THITA HA YCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHUE II0CIEN0BATEILHOCTH
3ajaHue OTKPBITOrO THUIA C pa3Bep-
5 ¢ PTAJIOHOM OTBETOB
HYTHIM OTBETOM/ 3a/1a4ua
3amanus OTKPHITOTO THIA C KPATKUM
5 ¢ PTAJIOHOM OTBETOB
OTBETOM
3agaHue 3aKphITOrO THIA 30 ¢ >TaJIOHOM OTBETOB
OIIK-1 3aaHue 3aKpBITOTO THUIIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHUE COOTBETCTBUSI




3amanne 3aKphITOTO THIA HA YCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHHUE ITOCIIEN0BATEILHOCTH
3aaHre OTKPHITOTO THIA C Pa3Bep-
5 ¢ 3TAJIOHOM OTBETOB
HYTBIM OTBETOM/ 3ajaua
3aaHus OTKPBITOTO THIIA C KPATKUM
5 ¢ 3TAJIOHOM OTBETOB
OTBETOM
3ajaHue 3aKpbITOrO THIA 30 ¢ >TaJIOHOM OTBETOB
OIIK-4 3aJaHue 3aKpBITOTO THUIIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHHE COOTBETCTBUS
3aJlaHue 3aKpBITOTO THUIIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHHE I10CJIEN0BATEIILHOCTH
3a;aHre OTKPHITOTO THIA C Pa3Bep-
5 ¢ 3TAJIOHOM OTBETOB
HYTBIM OTBETOM/ 3ajaua
3aaHus OTKPBITOTO THIIA C KPATKUM
5 ¢ 3TAJIOHOM OTBETOB
OTBETOM
3agaHue 3aKpbITOrO THIA 30 ¢ >TaJIOHOM OTBETOB
OIIK-6 3a/laHue 3aKpBITOTO THUIIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHHE COOTBETCTBUS
3aanue 3aKphITOTO THITA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJICHHE I10CJIEN0BATEILHOCTH
3amanue OTKPHITOTO THUIIA C Pa3Bep-
5 ¢ 3TAJIOHOM OTBETOB
HYTBIM OTBETOM/ 3a/1a4ya
3aaHus OTKPBITOTO THIIA C KPATKUM
5 ¢ 3TAJIOHOM OTBETOB
OTBETOM
3ajaHue 3aKpbITOrO THUIA 30 ¢ >TaJIOHOM OTBETOB
3aanue 3aKphITOTO THIA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
HOBJIEHHE COOTBETCTBUS
3aanue 3aKphITOTO THITA HA yCTa-
5 ¢ 3TAJIOHOM OTBETOB
nK-1 HOBJICHHE I10CJIE€N0BATEILHOCTH
3amanue OTKPHITOTO THUIIA C Pa3Bep-
5 ¢ PTAJIOHOM OTBETOB
HYTHIM OTBETOM/ 3a/1a4ya
3aiaHust OTKPHITOTO TUTIA ¢ KPATKUM
5 ¢ 3TasioHOM OTBETOB
OTBETOM
3ajanne 3aKphITOro TUITA 30 ¢ ’TaJI0OHOM OTBETOB
3aanue 3aKphITOTO THITA HA yCTa-
5 ¢ PTaJIOHOM OTBETOB
HOBJIEHHUE COOTBETCTBUSA
3aanue 3aKphITOTO THITA HA yCTa-
5 ¢ DTaJIOHOM OTBETOB
HOBJIEHHUE IT0CIIEA0BATEIHLHOCTH
MK-2 3aaHue OTKPBITOTO THIA C pa3Bep-
5 ¢ DTaJIOHOM OTBETOB
HYTHIM OTBETOM/ 3a/1a4ya
3aiaHust OTKPBITOTO TUTIA C KPATKUM
5 ¢ PTAJIOHOM OTBETOB
OTBETOM
3ajanne 3aKphITOro TUITA 30 ¢ ’TaJI0OHOM OTBETOB
Bcero 210 3apaduil

3. baHk 3a1aHuii 10 oLeHKe YPOBHS (OPMHPOBAHUS KOMIIeTeHUUI

Konpr
1 HaMEHOBaHHUE HanmeHoBaHNne KOMIICTEHITHUH
KOMIICTCHITHM
YK-2 CniocoOeH yrpaBisiTh MPOCKTOM Ha BCEX dTaIax €ro )KM3HEHHOTO IHUKJIA




Ne | Haummenosna- .
n/ | Hue KomIte- 3aanue Bepupiii Bapu-
o TEHIIUNI ant
3ajaHue 3aKphITOrO THIA HA YCTAHOBJIIEHHE COOTBETCTBHS
1. YK-2 O3HaKoMbTeCH C MOPSAKOM BHYTPUIIPOU3BOACTBEHHOI0
KOHTPOJIAA HA (papMIpeANPUATHH U YCTAHOBUTE COOTBET- A2
CTBHE K Ka:K/10H MO3MLMHU, JAHHOH B JIeBOM CT0J1011€, MO/I- b1
OepuTe COOTBETCTBYIOIIYIO MO3UIIMIO M3 MPABOr0 CTOJI0IA B3
IToka3zarenn XapKEeTPUCTUKHU
A | O6beM KOHTpOIIA 1 | BHUMaHHE ylEISIeTCS MAKCH-
MaJIbHO BO3MOXXHOMY YHUCITY
apaMeTpoB, YTOObI MUHUMHU-
3UPOBATh PUCKU OTKJIIOHCHHI
b | AKLIeHT Ha KOHTPOJIb 2 | MEXOTEPaIIMOHHBINA KOH-
IapaMeTpoB Ipoliecca TPOJIb IPOBOJAUTCS TOIBKO 11O
1 KauecTBa MPOAYK- KPUTUYECKUM MapaMeTpaM U
TOB MOKa3aTeJsiM, KOTOPBIE BJIH-
SIFOT HA Ka4Y€CTBO KOHEYHOTO
MIPOJIYKTa
I' | Penrpe3eHTaTHBHOCTH 4 | mpaBUIIBHBINA OTOOD MPOO U
po6 YCIIOBHSI X TPAHCIIOPTUPO-
BaHUSI M XpaHCHUSI.
2. YK-2 O3HakoMbTECH ¢ O0IMMHU NPUHIMIIAMYA U TPEOOBAHUAMU
Ha (apMnpeANPUATHN 10 NPOU3BOACTBY NPENAPATOB U A4
YCTAHOBHTE COOTBETCTBHE K KAXKI0H MO3MLMHU, TaHHOH B b2
JICBOM C€T0JI0Le, 010epuTe COOTBETCTBYIOIIYIO IMO3HLHMIO U3 B3
MpaBoro croyoua ri
[IpuHIHATIBL TpebGoBanus
A | lokyMeHTUpOBaHHUE 1 | Pa3pemienue Ha BBITYCK MPO-
JYKIHH
b | Ucnionp3oBanue arre- | 2 | McnblTanust MpoBOSTCS Ba-
CTOBaHHBIX METOJIOB JTUAUPOBAHHBIMU (ATTECTO-
BaHHBIMH) METOJJAMU
B | Yopasnenne puckamu | 3 | CoBpeMeHHas IpaKTHKa
MPEANOIaraeT OUEeHKY PUCKOR
JUTSL OTIPEJICIICHUS] KpUTHYE-
CKHX MapaMeTPOB KOHTPOJIS
Ha KaXkJIOM JTare Mpou3BO/I-
CTBa
I' | Ponbs YnonmaomoueH- 4 | DTamnbl KOHTPOJIS, BKIIOYAst
HOTrO JIhIa oTOOp MO0, UCTIBITAHUS, OT-
KJIOHEHUS U UX paccieoBa-
HUE, TOKHBI (PUKCUPOBATHCS
B MPOTOKOJIAX
3. YK-2 O3HaKoOMBbTECH C NOPAAKOM BHYTPHUIIPOU3BOACTBEHHOI 0
KOHTPOJIA HA (papMIIPeINPUATHH U YCTAHOBUTE COOTBET- A4
CTBHE K Ka)KJI0il Mo3uIuy, JaHHOM B JIEBOM CTO0JI0IE, MO/I- b3
0epuTe COOTBETCTBYHILYIO MO3UIIUI0 U3 MPAaBOro CTOJI01A. B2
Cranus XapakTeprucTruKa ri
A | Arrectanus (Ba- 1 | oGs13aHHOCTH BCeX paOOTHUKOB
WAL ) TIPO- YETKO OMNpEICTEHbI
11eCCOB U 000pYy-




JOBaHUS

TeMIIepaTypbl, BIaKHOCTH,
MHKPOOHOIOTHYECKOT0 3arpss3
HEHMS U IPYTUX (PaKTOPOB

b | Monutopunr 2 | Bce aTambl KOHTPOJS PUKCUPYT
MIPOU3BO/ICTBEH- I0TCS B TPOTOKOJIAX
HOW CpeJbl

B JloKyMeHTaIHs! 3 | KOHTpOJIb TapaMeTPOB BO3IYXA,

I | OTBeTCTBEHHOCTH 4
nepcoHaa

HOJTBEPXKIEHUE CIIOCOOHOCTH
obecrieunBaTh TpeOyeMoe Kaug
CTBO

Y
L

YK-2 O3HaKkoOMbTECHh C METOIAMHM  KOHTPOJISI OTPeOIeHHs uC-
XOJHOT0 ChIPbAl HA (papMIPeANPUITHH U YCTAHOBUTE CO- A2
OTBETCTBHE K KaKI0H MO3UIINH, JAHHOM B JIEBOM CT0.JI0IIE, b1
nojdepuTe COOTBETCTBYIONIYIO MO3UIUIO U3 MPABOro CTOJ0- B4
na. rs3
Meton Cytb
A | UuBeHTapuzauus 1 | ycTaHoBIeHHE DSTaJOHHBIX
HOPM Ha €AMHUIY TIPO-
AYKIUH
b | HopmupoBanue 2 | mepuonnyeckas (¢uznvecKasg
pacxoja MIPOBEPKAa  OCTATKOB
B | Konrposnbnsie 3 | cpaBHEeHHE IUIAHOBBIX U
3amepbl dakTUYECKUX  MOKazaTeneit
I' | Amamuz  otkno- | 4 | usMmepeHue  (PaKTUYECKOTO
HEHUN pacxoia B KPUTHYECKHUX
TOYKax Ipouecca
YK-2 O3HaKkoMbTeCh C METOJAMU  KOHTPOJIsi padoThI O1epaTo-
pa Ha papMnpeANPUATHN U YCTAHOBUTE COOTBETCTBHE K A4
KaK10# MO3UIIUN, TAHHOH B JIEBOM CTO0JI0LIE, MoA0epuTe CO- b3
OTBETCTBYKOIIYI) MO3HIMIO U3 IPABOr0 CTOJI01A. B2
Metoib1 Cytp MeTO/1a ri
A | Yek-nmuctel U 1 | BbIsIBIEHHE  KOPHEBBIX
TE€XHOJOTHYECKHE INpPUYMH  OWIMOOK  uepe3
KapThl IIOCJIEOBATENbHBIE  BOIPOCHI
b | Buneonabmrone- 2 | BHe3allHBIE TIPOBEPKHU  PY-
HUE U  ayauo- KOBOJIUTEIIEM/TEXHOJIOTOM
3aMuch
B | Taiiubiii  aynur 3 | KoHTponb  JCHWCTBHIA B
pealbHOM BPEMEHU
I' | Meron «5 4 | cTaHIApTU3UPOBAHHBIE  HH-
IOYEMY» CTPYKIIUM C  TOLIAaroBbIM
ONMCAaHUEM  Olepauui
3a/laHue 3aKpBITOTrO TUIA HAa YCTAHOBJIEHHE NIOCIIEA0BATEIbHOCTH
YK-2 YcranoBuTe NOPAIOK NPOBEAEHUA KOHTPOJISA HCX0AHOI0
ChIPbA B,A,I,b, 11
A. Ot6op mpob
b. TlpoBepka compoBOAUTEIBHBIX JOKYMEHTOB.
B. JlaGopaTopHbie UCTIBITAHUS
I'. BusyasbHbIll OCMOTpP
J. OdopmieHue pe3ynbpTaToB




7. YK-2 O0603HaubTe MOPSIOK KOHTPOJISI pacxo/a chbIpbsi B Mpoliec-
ce MPOU3BOACTBA B,B, A T
A. BbIsiBIIeHHE OTKJIOHEHUM.
b. MoOHUTOPHHT mapamMeTPOB NPOLECCA.
B. VYuér nHopm pacxona.
I'. Hcnonws3oBaHue cucTeMm y4éra.
8. VK-2 YcraHoBHTE X0/ MOPSIIKA OTKJIOHEHHUI X0/1a TeXHOJI0THYe-
CKOI0 mpoiecca ILE, A, B, T,
A. [locTpoeHne  KOHTPOJIBHOM  KapThl b, XK
b. AHanu3  OTKJIOHEHHUI
B. OmnpeneneHnne  KOHTPOJIUPYEMBIX  MapaMeTpPOB
I'. Pacuér CcTaTUCTUYECKUX  XapaKTEPUCTUK
. Omnpenenenne  KOHTPOJBHBIX — T'PaHULL
E. Coop WUCXOmHBIX JaHHBIX
K.  Ilpunsatue peueHuit
9. YK-2 IlepeuncianTe MoCae10BATEILHOCTD COOI0OIEHUS ACENTH- I'b, A, B,
YeCcKHUX onepauuii
A. Tlognepxkanue  CTEPUIBHOCTHU BO  BpeMs
poLeaypbl
b. OOpaboTka oOmEpamMOHHOTO TIOJS WJIH  pa-
Ooueil  30HBI
B. IloaroroBka mepcoHasa
I'. Crepunuzauuss HUHCTPYMEHTOB U MaTepUajoB
J. Yoopka wu nesuH(pexmus 1mocie  Oponeaypsl
10. YK-2 IlepeuncianTe B onmpeaeeHHOM MOPSAKe MOCIEeI0BATEIb-
HOCTbh M3MEHEHUIl U OTKJIOHEHHU B TEXHOJOTHYeCKOM IPO- B, I,A,JI,B
necce
A. Dran noAroToBKU IPOU3BOJCTBA
b. Okcmnmyaranus 000pya0BaHUs U U3HOC
B. IlnmanmpoBaHue U nOArOTOBKA
I'. 3aBepiieHue U KOHTPOJIb
JI. DTan BeIMOTHEHUS TEXHOJOTUUECKUX ONeparfil
3a/iaHusl OTKPHITOTO TUTIA C Pa3BEPHYTHIM OTBETOM/ 3a/1a4a
11. YK-2 Kaknmu noxkymeHTamu peryinnpyercs BHyTpunpousBoacTBeH- | BHyrpunpons-
HBII U MEXONEPALMOHHBIN KOHTPOJIb MPOU3BOJACTBEHHBIX MPO- | BOJCTBEHHBIN

LIECCOB JIEKAPCTBEHHBIX NIPENAPaTOB?

U MeXxorepa-
IIMOHHBIN KOH-
TPOJIb IPOU3-
BOJCTBEHHBIX
MIPOIIECCOB Jie-
KapCTBEHHBIX
npenaparoB
perynupyercs
TpeOOBaHUSIMHU
Good
Manufacturing
Practice
(GMP) -
CTaHJIapTaMU,
KOTOpBIE
00ecneunBaroT
Ka4ecTBO U
0€30IMaCHOCTh




JIEKAPCTBEH-
HBIX CPEJCTB.
B Poccun 3t
TpeOoBaHUs
3aKpEIUICHbI B
rocr p
52249-2009
«IIpaBuna
IIPOU3BOJICTBA
Y KOHTPOJIA
KadecTBa Jie-
KapCTBEHHBIX
CPEICTB» U
IIpukasa
MunHnpomTOop-
ra PO or
14.06.2013
Ne916 «O0
YTBEPKICHUU
IIpaBun opra-
HU3alUU [po-
U3BOJICTBA U
KOHTpOJIA Ka-
YyecTBa JeKap-
CTBEHHBIX
CPEJCTBY.

12.

YK-2

Yro BKIIOYAET BHYTPUIIPOU3BOJACTBEHHBIM KOHTPOJIb, KOH-
TPOJIb IMPOMEKYTOYHOU MPOAYKIIMH U TEXHOJOTHUYECKOIrO Mpo-
11ecca B X0/1e Ipou3BOJCTBa?

Yeétkyro pe-
TJIAMEHTAIUIO
BCEX MPOU3-
BOJICTBCHHBIX
IIPOLIECCOB.
OHU TOJKHBI
NEPUOINYECKH
nepecMaTpH-
BaTbCA C y4é-
TOM HAKOII-
JICHHOTO OTIBI-
Tta. Artre-
CTaIuio (Bau-
JAINIo0) KpU-
TUYECKUX CTa-
JIUI TIPOU3-
BOJICTBA, OCO-
OEHHO IpU
BHECCHUH CY-
IIECTBEHHBIX
U3MEHECHUH B
TEXHOJIOTHYe-
CKHUH TpoIiecc.
Hannuue nHe-
00XOINMBIX
ycIoBuit: 00Yy-
YSHHOTO U aT-




TECTOBAHHOT'O
nepcoHana,
COOTBETCTBY-
IOIKX TIOMeE-
IIEHHUH, 000-
pyZAoBaHuUs,
MaTepuaioB,
CpEICTB yIa-
KOBKH U Map-
KHPOBKH,
YTBEPKIEH-
HBIX HHCTPYK-
LA U METO-
JIUK, YCIIOBUI
XpaHEHUs U
TPaHCIIOPTHU-
poBanusi. Co-
CTaBJICHUE
IIPOTOKOJIOB,
JIOKYMEHTaIb-
HO MOATBEp-
KIAIOITUX
POBEJICHHE
BCEX JTAroB
MIPOU3BO/ICTBA,
COOTBETCTBHUE
KOJIMYECTBA U
KayecTBa Mpo-
TyKITH yCTa-
HOBJICHHBIM
HopMaMm. Ot-
KJIOHCHHUS
JIOJIKHBI (PUK-
CUpPOBAThCS U
pacciieoBarhb-
ca. Kon-
TpOJb CTa-
OMIIBHOCTH
MIPOU3BOJICTBA
JIeKapCTBEH-
HBIX CPEJCTB C
3a/laHHbIM Ka-
YECTBOM B CO-
OTBETCTBUHU CO

cnenugpuKanu-
SIMH
13. YK-2 MexonepalMOHHBI KOHTPOJIb — YacTb BHYTpUIIpoU3BoA- | KoHTpoas Ha
CTBEHHOI'0 KOHTPOJIs,, KOTOPBIM BBIIIOIHACTCS MEXKIY OTHCNb- | KPUTUYECKUX
HBIMHU OIEPALMSAMU TEXHOJIOTMYECKOro mpouecca. OH Hampas- | TOYKax MPOU3-
JIEH Ha IPOBEPKY COOTBETCTBUS IMPOMEKYTOUYHON IPOAYKLIUH | BOACTBA.
3aJJaHHBIM TpPeOOBaHUSAM U MO3BOJISIET KOPpEeKTHpoBaTh mHapa- | HeoOxomumo
METpBI Ipoliecca Npu HeoOXoAUMOCTH. OMUIINTE ero KJkoue- | ONpeaeisTh

BbIC aCIICKThI.

MIPOU3BOJI-




CTBEHHBIE CTa-
JIUU U KPUTHU-
YECKHUE TOYKH,
/1€ IPOBOJSAT-
Cs1 KOHTPOJIb
IIPOU3BO/ICTBA,
IIPOMEKYTOU-
HBIE UCIIbITA-
HUS U KOH-
TPOJIb TOTOBOM
POYKLIHH.
Hcnonzosanue
aTTECTOBAaH-
HBIX METOJIOB
otbopa npod u
WCIIBITAHU.
Ot60p TIpo0
MCXOJIHBIX U
YIaKOBOYHBIX
MaTepuaios,
IPOMEKYTOU-
HOW, Hepacha-
COBaHHOU U
TOTOBOM IPO-
JyKIUU J0JI-
YKEH BBIIIOJI-
HATBCS aTTe-
CTOBaHHBIM
NIEPCOHAJIOM B
COOTBETCTBUU
C YTBEPKAECH-
HBIMHU METO]IU-
KaMHU.
MonuTopuHr
YCIJIOBHM IPO-
M3BOJICTBEH-
HOM Ccpelibl,
€CJIN ATO
IpeycMOTpe-
HO TpeOOBaHU-
SIMH.
Perucrpanus u
aHaJIU3 OTKJIO-
HeHuu. Bee
OTKJIOHEHHS OT
HOPM JIOJKHBI
JIOKYMEHTHUPO-
BaThCH, pac-
CJIEI0BAThCS
JUISL OTIpeneIie-
HUSI IPUYUH U
NpeANnpUHH-
MaTbCsl KOp-




PEKTHPYIOIIHUE

U IIpeaympe-
KAarolue
JIEUCTBUSA
14, YK-2 Kakune TtpeOoBanuss Ha (apMaleBTHUYECKOM MPEIIPHUSATHIO [Tepconan
MPEIBSIBISIOTCSA K 00ydeHHe epcoHaia? JIOJKEH OBITh
00y4eH
HaJJIeXalemy
BBITIOJTHEHUIO
npouenyp. Co-
TPYIHUKH, pa-
OoTaromue B
30Hax ¢ Mo-
BBIIIICHHBIMH
pUCKaMu (4u-
CTBIC 30HBI,
pabora ¢ TOK-
CHYHBIMU Be-
[IECTBAMH U
T. 1.), Ipo-
XOJISIT CHeLH-
albHOE 00yyUe-
HUE
15. YK-2 Kakwue mepbl Ha apManieBTUYECKOM MPEATPHUITAN TOJIKHBI JomxeH ObITh
MPUMEHSTHCS IS OLICHKU 3((EKTUBHOCTH CHUCTEMBI 0bOecIie- OpraHHU30BaH
YeHHUs KayecTBa? MOPSIOK TIPO-
BEJICHHUSI ca-
MOWHCHEKIIH
WM ayuTa
KayecTBa JUIs
peryuaspHoOu
3aaHust OTKPBITOTO TUTIA C KPATKHM OTBETOM
16. YK-2 YOITHOMOYEHHOE JIMIIO MOJITBEPHKAALT, UTO Kaxkaas cepus je- | TpeOOBaHUAMHU
KapCTBEHHBIX IPETapaToB IPOU3BeNIeHa U MPOBEpEHa B COOT-
BETCTBHU C
17. YK-2 Ha Bce npon3BoICTBEHHBIE U KOHTPOJIBHBIE ONEPALUN JTOJIKHA GMP
ObITH pa3zpaboTaHa JOKYMEHTaLUsl, COOTBETCTBYIOIIAs TpeOo-
BaHUSM
18. YK-2 MeskonepallMOHHbIM KOHTPOJIb 4YacTh BHYTPUIPOM3BOJCTBEH- | TexHonoruye-
HOTO KOHTPOJISI, KOTOPBIA BBITIONHSETCS MEXIY OTIECIBbHBIMHU | CKOTO IpoIec-
ornepanusMu ca
19. YK-2 Cornacno 'OCT P 44.101-2025,  mroOble u3MeHeHus B Tex- | Pexume pe-
HOJIOTUYECKOM TPOIIECCE JOJIKHBI PETUCTPUPOBATHCS B yCTa- | aJIbHOIO Bpe-
HOBJICHHOM Ha TIPEINPUSTHH MOPSIKE, HAPUMED, BHIIOTHEHNE MEHH
3aIicen B
20. YK-2 BHyTpUIpOoU3BOACTBEHHBIH KOHTPOJIb — 3TO KOHTPOJIb | MPOU3BOCTBA
POMEKYTOYHOW TIPOAYKIIUN U TEXHOJOTHYECKOTO TpoIiecca B
X0J1e
3agaHus 3aKpbITOrO TUIIA
21. YK-2 IIpoMbIlLIeHHOE IPOU3BOCTBO JICKAPCTBEHHBIX Npenapa-
TOB HOPMHUPYIOTCH JOKYMEHTAMHU: A, b

a) tpedoBanusimu BO3;
0) TEXHOJIOTHYECKUM PerjiaMeHTOoM,




B) PEIICTITOM;
') UHCTPYKLIUEH;
1) JINIICH3UEH.

22.

YK-2

HaxkomneHue cTaTHYECKOT0 3apsi/ia HA CUTE 3aBUCHT:
a) OT GOpPMBI U pa3Mepa OTBEPCTUH CETKHU;

0) OT TOJIIIUHBI CJIOSl MaTepUalla Ha CETKE;

B) OT BJIA’KHOCTH MaTepuaJa;

') OT CKOPOCTH JIB)KEHUS MaTeprasa Ha CETKE;

1) OT XapakTepa ABMKCHUS U JJIMHBI yTH MaTepuana.

23.

YK-2

Bo3mo:kHbIe NPUYMHBI TEPANIEBTHYECKOH HEIKBUBAJIEHT-
HOCTH OJJMHAKOBBIX 110 /103€ U JIEKAPCTBEHHOI (popMme J1e-
KApPCTBEHHBIX CPEACTB, BHIMYIIEHHBIX PAa3HLIMH 3aBOIAMU:
a) TEeXHOJIOTHS;

0) 103UpPOBKA JIEKAPCTBEHHOT'O BEIIECTBA;

B) TI0JI ¥ BO3PACT OOJILHOTO;

I) IyTH BBEJICHUS;

1) JeKapcTBeHHas (hopma.

A1

24,

YK-2

BcenomorarelibHbIE BellleCTBA B MPOU3BO/ICTBE Ta0/1€TOK,
OTBETCTBEHHbIE 32 PaClagaeMoCTh:

a) HATIOJIHUTEIIH;

0) pa3pbIXJIUTEIN;

B) CKOJIB3SIILIUE;

') aHTUOKCUJAHTHI;

1) 3aTyCTUTEIH.

25.

YK-2

Kakas cragusi TeXHOJIOrH4YeCKOro mpoiecca npou3Bo/IcTBa
Ta0JIeTOK HeT mocJie

rpaHyJTUPOBAHUS:

a) mpeccoBaHme;

0) MapKUPOBKa;

B) OIly/IpUBaHUE;

') HaHeCeHHe 000JI0YEK;

1) CMEIIMBaHUeE.

26.

YK-2

IIpasuna GMP He periiaMeHTHPYIOT:

a) hapMareBTUYECKYI0 TEPMUHOJIOTHIO;

0) TpeOoBaHMS K OMOIOTHUECKOM TOCTYITHOCTH Mpenapara;
B) TpeOOBaHMsI K 3/IaHUSIM U MIOMEIIEHUAM (papM. TPOU3BO/I-
CTBa;

) TpeOOBaHUS K IEPCOHAILY;

J1) HEOOXOIMMOCTb BaJIUIAIUH.

27.

YK-2

KosimuecTBO BHICBOOOIUBIIEr0Cs: U3 Ta0JI€TOK JeKap-
CTBEHHOI0 BellleCTBa MO TecTy «PacTBopeHune» 10.1:KHO co-
CTABJIATH:

a) 30% 3a 45 MuHyT;

0) 40% 3a 15 MuHyT;

B) 100% 3a 60 MuHYT;

r) 75% 3a 45 MUHYT;

1) 50% 3a 30 MUHYT.

28.

YK-2

KaneabHbIi c11oco0 1noJry4yeHus1 KeJJaTHHOBBIX KarcyJ oc-
HOBaH:

a) Ha OrpyXeHUH (OPM B JKEITATUHOBYIO Maccy;

0) Ha IKCTPY3HH JIeKAPCTBEHHOI'0 BelllecTBA Yepes3 KeJa-
THHOBYIO IJICHKY;

B) Ha IITAMIIOBKE KaICyJ U3 )KEJaTUHOBOH JIEHTHI.




29.

YK-2

IIpu npousBoacTBE COOPOB MOCJIE U3MEJIbYEHUS UIeT TeX-
HOJIOTHYECKAasi CTAAUS:

a) MapKUPOBKA;

0) cMelIMBaHUE;

B) MpocerBaHMe;

I') U3MEJIbYCHHUE;

1) TO3UPOBAHHUE.

30.

YK-2

B cocTaB rajieHoBBIX NPenapaToB BXOIAT:

a) TOJIbKO MHAMBUAYAIbHOE IEHCTBYIOIIEE BEIIECTRO;
0) cymMa /1elicTBYIOIIMX BelIeCTB;

B) 3aryCTHUTEIIH,

I') KOPpPUTEHTHI 3aI1axa;

) IOACIACTUTEIH.

31.

YK-2

1. T'ocynapcTBeHHas perjaaMeHTaIys pou3BOICTBA JeKap-
CTBEHHBIX IPENapaToB U KOHTPOJIS X Ka4eCTBA MPOBOAUTCS
110 HATPABJICHUSAM:

a) yCTaHOBJICHHUS TpaBa Ha (hapMalleBTUUECKYIO AEATEILHOCTE;
0) HOpMUPOBaHMSI COCTaBa MPONKCEN JIEKAPCTBEHHBIX Iperna-
paroB;

B) YCTaHOBJICHUS] HOPM Ka4eCTBa JIEKAPCTBEHHBIX U BCIIOMOTa-
TEJIbHBIX BEILECTB;

') HOPMHPOBAHUS YCIOBUI M3TOTOBJICHUS M TEXHOJIOTHYECKO-
TO mporiecca;

1) BCeM BblIIIe NepeYnCcJIeHHbIM.

32.

YK-2

1. l'ocymapcTBeHHas peraaMeHTanus Mpou3BOJICTBA JIeKap-
CTBEHHBIX MPENAPATOB U KOHTPOJIS UX KAYECTBA IIPOBOIUTCS
10 HaIIPABJICHUSM:

a) YCTaHOBJICHMS IpaBa Ha (papMalleBTUYECKYIO 1€ATEIbHOCTD;
0) HOPMUPOBAHUSI COCTaBa MPOIMHKCEN JTEKAPCTBEHHBIX ITperna-
paToB;

B) YCTAaHOBIIEHUSI HOPM KadecTBa JIEKAPCTBEHHBIX U BCIIOMOTa-
TEJHHBIX BEIIECTB;

') HOPMUPOBAHHUSI YCIIOBUI U3TOTOBJICHUS U TEXHOJIOTUYECKO-
o Ipolecca;

J1) BCEM BblIIIe NMEePeYnCIeHHbIM.

33.

YK-2

Boznyx nomenienuit anteku o0e33apaxuBaroT:

a) paAualliOHHON CTepUIN3aIueii;

0) yCTaHOBKOM IPUTOYHO-BBITSKHOW BEHTUIISLINH;
B) YJAbTPa(uoJIeTOBOM paguanueit,

r) 00pabOTKOM A€3MHPUIMPYIOIIUMHU CPEJICTBAMU

34.

YK-2

Kak menee s dextuHbiil u3 'O XI n3naHus UCKIIOUYEH METO
CTEPWIN3ALUN:

a) HACBHIIIEHHBIM BOJITHBIM IAPOM;

0) CyXuUM TOpSIYUM BO3YXOM;

B) TEKY4YHMM NApPOM;

r) unpTpoBaHUEM;

1) XUMUYECKUil (razamu).

35.

YK-2

Yr1Bepxkaenue, uro «GMP (Good manufacturing practices) —
9TO eAMHAs cCUCTeMa TpeboBa HUM TI0 OpraHU3aAIUH TPOU3BOI-
CTBa ¥ KOHTPOJTIO KAYECTBA OT Hayasa MmepepadOTKH ChIPhS 10
MOJTyYEHUsI TOTOBOTO JIEKAPCTBEHHOTO TIperaparay:

a) BEpPHO;

0) oImMoO0YHO;




B) TpeOyeT yTOUHEHUSI.

36.

YK-2

Kracc 4ucToThl MOMeNneHns YCTaHABITUBACTCS 110 TIPEICTbHO
JIOTTyCTUMOMY cojiepskaHuto B 1 M3 Bo3ayxa (ImT.):

a) a’pO30JIbHBIX YACTHLI;

0) MUKpPOOPTaHU3MOB;

B) 23P030JIbHBIX YACTHII ONPEIeTeHHOr0 pa3Mepa U MUKPO-
OpraHHu3MOB.

37.

YK-2

[Ipu co3zganuu uncroro nomenienus (YI1) npexycmarpusator
HEO0OXOIMMOCTD 014 OJHO- HAPaBIECHHOTO MOTOKA BO3.TY-
Xa, T.¢. 00EeCIICUNBAIOT:

a) 1MoJiauy OYMIIEHHOTO BO3/IyXa, MOCTYIAONIEro OT BEHTUIIS-
TOpA,

0) moayy OUMIICHHOTO BO3yXa OT BEHTHIATOPA, 00ecHeun-
BAIOLLETO KJIaCC YUCTOTHI IOMEILIEHUS;

B) JIBIDKEHUE MapajliebHbIX IIOTOKOB BO3/1yXa;

I') IBMKEHHE MapaJljIeNIbHbIX IOTOKOB BO3/IyXa C 3a/laHHOM
CKOPOCTBIO;

1) ABHZKeHH e MapaJliie/IbHbIX IOTOKOB BO31yXa ¢ OAUHAKO-
BOii B IONIepeYHOM CeYeHUH CKOPOCTHIO BHYTPH OrpaHU-
YEeHHOI'0 NPOCTPAHCTBA.

38.

YK-2

9. Db PexTUBHOCTD CTEPUTUZALUU CYXHM FOPSIHUM BO31YXOM
3aBHCHT:

a) OT TEMIIEPATYPBI;

0) OT BpEMEHU CTEPHIIU3AIUY;

B) OT CTEIICHH TEILIONPOBOIHOCTH CTEPHIIN3YEMbIX 00BEKTOB;
I') OT IPaBUJILHOCTH PACIOJIOKEHUS 00BEKTa BHYTPU CTEPUIIN-
3al[MOHHOW KaMephl,

1) OT BCEX MepPeYncaeHHBIX Bbllle (aKToOpPoOB.

39.

YK-2

Ecnu B penienite Beinucana ouimHaibHas Ma3b, HO HECTaH-
JAPTHOM KOHIICHTPAIMH, B KAYECTBE OCHOBBI UCIIOIB3YIOT:
a) Ba3eJuH;

0) cruiaB Ba3eanHa C JIAHOJIHMHOM;

B) KOHCHCTEHTHYIO SMYJIbCHIO «BOJ1a-Ba3elINHY;

) OPUMIHHATBLHYIO OCHOBY C NMEPeCcYeTOM KOMIIOHEHTOB.

40.

YK-2

[Tpu M3roTOBICHUH TTIa3HBIX Ma3zel U Ma3el ¢ aHTHOMOTHUKAMU,
YYUTBIBas 00JIACTHh MPUMEHEHHS, CBOMCTBA JIEKAPCTBEHHBIX U
BCIIOMOTaTENbHBIX BELIECTB, OTAAIOT MPEANOYTEHHE OCHOBAM:
a) TUHO(UIBEHBIM;

0) TuaPOPUIBEHBIM;

B) aJICOPOIIMOHHBIM;

r) a0COPOIHOHHBIM,

1) SMYJIbCUOHHBIM.

41.

YK-2

ITAB sBisitoTcst 00513aT€IbHBIM KOMIIOHEHTOM OCHOB:
a) TUHO(UIBHBIX;

0) TUAPOPUIBHBIX;

B) a0COPOLMOHHBIX.

42.

YK-2

B kaudecTBe akTHBaTOpa BHICBOOOKICHHS M BCACHIBAHUS JIeKap-
CTBEHHBIX BEIIECTB U3 Ma3eH MPUMEHSIOT:

a) KUCIIOTY COPOMHOBYIO;

0) scuioH-5;

B) AUMEKCH]I,

I') HATA30J1.

43.

YK-2

[Tpu nzroroBnennn ammuadnoro JuauMenta 10% pactBop am-




MUaKa J100aBJISIIOT:

a) B IEPBYIO OYEPEb;

0) K Macity MOJICOTHEYHOMY;

B) MOCJI€ PACTBOPEHUsI 0JIENHOBOIi KHCJI0THI B MacJie

44,

YK-2

Haubosee cioxHble MHOTOKOMIIOHEHTHBIE Ma3H, COJIEpIKaIlHe
HECKOJIBKO JICKAPCTBEHHBIX BEIECTB C PA3IUYHBIMU (PU3HUKO-
XUMHYECKUMH CBONCTBAMH — 3TO:

a) pacTBOPBI;

0) SMyJIbCHOHHBIC THIIA M/B;

B) T€Ju;

T') CYCIIEH3UOHHBIE;

1) KOMOMHHPOBAHHbIE.

45.

YK-2

Haubosee cioxHble MHOTOKOMIIOHEHTHBIE Ma3H, COJIEpIKaIlHe
HECKOJIbKO JICKAPCTBEHHBIX BEIECTB C PA3IUYHBIMU (DU3HUKO-
XUMHYECKHUMH CBOHCTBAMH — 3TO:

a) pacTBOPBI;

0) SMyJIbCHOHHBIC THUIIA M/B;

B) reny;

T') CYCIIEH3UOHHBIE;

1) KOMOMHHPOBaHHbBIE.

46.

YK-2

[To Ty nucriepcHOM CHCTEMBI Ma3b, coepikaias 3perpuH
TUAPOXJIOPHI, CYTbhaaMe3uH HOPCYITb(a30Jl, MEHTOJ, JTaHO-
JIVIH, BA3€JIMH, SIBJISICTCS:

a) TOMOT'€HHOM (Ma3b-CILIaB);

0) CyCIIEeH3MOHHO;

B) SMYJIbCHOHHOI1;

I') KOMOMHUPOBAHHOM.

471.

YK-2

[To Tuny nucrepcHOM cUCTEMBI Masb, COJEpKallasi CTPEITo-
11, KUCJIOTY CAJIMLIUIOBYIO, Ba3€JIMH, SIBIISETCS:

a) FOMOT'€HHOH (Ma3b-pacTBOp);

0) CyClIeH3MOHHOI;

B) SMYJIbCHOHHOI;

') KOMOMHUPOBAHHOM.

48.

YK-2

Masu, coziepikalyie B CBOeM COCTaBe KUJIKYIO THAPOPHIbHYIO
JTUCTIEpCHYIO a3y, HepacTBOPUMYIO B OCHOBE U HE CMEIINBa-
FOILYIOCSI C HEW — 3TO:

a) renu;

0) TUHUMEHTHI;

B) OMYJIbCHOHHBIE TUTIA M/B;

) IMYJIbCHOHHBbIE THIA B/M,

1) SKCTPaKIIMOHHBIE.

49,

YK-2

. [lepcukoBoe, MOACOTHEYHOE, OJIMBKOBOE Macjia MOTYT OBbITh
MCII0JIb30BAHBI JIs1 TPEABAPUTEIILHOIO JUCIIEPTUPOBAHNUS Be-
IeCTB, BBOJAUMBIX I10 TUITY CYCHCHSI/II/I B OCHOBBI:

a) JKHpOBbIE;

0) yrJIeBOJIOPOIHBIC;

B) TUIpOUIIHHBIE.

50.

YK-6

BazenuHoBoe Macio peKOMEHIyeTCs NCIOIb30BATh IS Mpe-
BapUTEIBHOTO IUCIIEPTUPOBAHNUS BELIECTB, BBOJUMBIX I10 THILY
CYCIIEH3HH B OCHOBBI:

a) JKUPOBBIE;

0) yriieBo1OpPOAHbIE;

B) T€IM NPOU3BOJHBIX AKPUIIOBOM KUCIIOTHI;




| I) JKeNaTHH-TIHIIEPHHOBEIE.

Konbr
Y HaMEHOBaHUE HaumeHoBaHHME KOMIIETCHIIMN
KOMITETCHIIMI
VE-6 Crioco0OeH ornpenesaTh U peaan30BbIBaTh IPUOPUTETHI COOCTBEHHOH Jiesi-
] TEJIBHOCTHU M CIIOCOOBI €€ COBEPUICHCTBOBAHNS HA OCHOBE CAMOOIICHKH
Ne | HaummeHoBa- .
n/ | HHUe KoMmIle- 3ananue BepHbti Bapu-
o TEHIIUN ant
3agaHue 3aKPBITOr0 THIIA HA YCTAHOBJIECHHE COOTBETCTBUS
o1. YK-6 IIpouuTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE CTPYKTYP- A3
HbIX KOMIIOHEHTOB IIPH OCTaBJIeHHe MHAUBHIYAJIbLHOTO b2
IJIAHA CAMOPA3BUTHS B4
ri
KoMIIOHEHTHI Copepxanue JesTEIbHOCTH
A |Templ u KOM- 1 | U3mepenne mporpecca
METEHINH (TecTsl, TMPOEKTHl, OT-
3bIBbI).
b | Pecypchl 2 | UteHne KHUT, IOCEILIEHUE
OHJIAMH-KYpCOBBI,  B3a-
MMOJICHCTBUE C HACTABHU-
KaMH, COOOIecTBaMH
B | Cpoku 3 |Uro uMeHHO Wu3yd4arTb
I' | Kpurepuu ycme- 4 | Dranel ¢ YETKUMU
xa JeTaliHAMMY.
52. YK-6 IIpounTaiTe TEKCT U YCTAHOBUTE COOTBETCTBHE KJIIYEBbIX A3
HABBIKOB sl  3(PeKTHBHOIO 00y4YeHHS M JesTesb- b2
HOCTBI0, HEOOXOAMMOM JJIsI 3TOIr0 B1
r4
A | Kputnueckoe 1 | Cobmronenue rpaduxka,
MBIIIJICHUE MIPEOIOJIEHUE  IIPOKpac-
TUHALUU
b | Yopasnenue Bpe- 2 | [Ipuopurtuzamus 3amaq
MEHEM
B | Camonucuumnianaa 3 | Ananu3 nHpopmanmy,
IIPOBEPKAa  MCTOYHUKOB
I' | YMenue otrabIxaTh 4 | bananc Mexnay oOydeHueM
U BOCCTAaHOBJICHHEM
53. YK-6 IIpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE MEKIY A2
BO3MOKHbIMHU CJI0KHOCTSIMH U NYTAMU peLeHus b1
CnoxHocTH Ilytu pemenus B4
A | HexBatka BpemeHHU 1 | Haligute eIMHOMBIII- | R
JEHHUKOB  WJIU
HacTaBHUKa
b | Iloteps motuBauuu | 2 | Haynure ¢ 15-30 MunyT
B JI€Hb
B | Undbopmarimonnast 3 | Bocipunumaiite  ux




neperpyska Kak 4YacTb oOyudeHus
I' | Ctpax  ommbox 4 | @okycupyiTech Ha
1-2 Temax omHOBpe-
MEHHO
54, YK-6 IIpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE MEKIY Al
3J1eMeHTAMM CAMOPA3BUTHS U HX XapPAKTePUCTHKAMM b2
DJEMEHTHI CAMOPa3BUTHUS XapaKkTepUCTUKHU B4
A | CamoMarHocTUKa 1 | Onpenenure  TeKymun I3
U LeNenoiaranue YpOBEHb 3HAHUH U
HABBIKOB
b | Beibop  ¢dopmaroB 2 | MeHTOpPCTBO U KO-
o0yJeHus YYHUHT
B | Buenpenue B 3 | Berymaiite B mipo-
MIOBCETHEBHOCTh (eccuoHnanpHble  COO0-
1iecTBa
I' | Pacuupenue  cetu 4 | Beimenure  peryisipHOe
1 OOMEH  OIBITOM Bpemsi  (Harpumep,
30MuUH yTpOM WM
lyac Beuepom)
55. YK-6 [IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBHUE A3
JOCTH/KEHMI M XapaKTePUCTHK TPH CaMOPa3BUTHH b 4
Joctrxenns XapaKkTepUCTUKHU B1
A | Perymsipaoe  camo- 1 | Hayuutbcs pucoBathb 2
pasBuTHE B 1igpoBoM  opmare
b | donrocpounsrit 2 | ITouck MeHTOpOB, OOMEH
a¢dekT camopasBu- OTIBITOM
THUS
B | I TBOpueckoro ye- | 3 | [IpodeccronanbHas Boc-
JIOBEKa TpeOOBAaHHOCTh
I' | KommyHnukabenb- 4 | Bo3MOXXHOCTb ~ MEHSTH
HOCTb Kapbepy ©0e3 cTpecca
3agaHue 3aKPBHITOr0 THIIA HA YCTAHOBJICHHE NOCJIEA0BATEJIbHOCTH
56. VK-6 IIpouuTaiiTe TEKCT M YCTAHOBUTE MOCJI€A0BATEIBLHOCTh B,1,B,T, A,
NMOLIArOBOMl  TPAEGKTOPHMHM  CAMOPa3BUTHSA E
A. Pednexcuss M KOppeKTHpOBKa
b. BeiObop ¢dopmaroB o00yueHus
B. CamonmarHoctuka M LeJeNONaraHue
I'. BHenpeHne B  TOBCEIHEBHOCTH
J. CocraBneHue HHIAMBUIYalIbHOTO  IIJIaHA
E. Pacmupenne cetu u  oOMEH  OINBITOM
57. VK-6 IIpounTaiiTe TEKCT M YCTAHOBHUTE MOCJIEA0BATEIbHOCTD B, IE, A, ]I,
TPaeKTOPUM yYNIPABJIEHUS]  BpeMeHeM B

A. BHeapeHue cucTEeMbI — HAYHHUTE C  MaJIOTO: BHEJ-
psAHTE 10 OJHOM  TNPUBBIUKE B HENEIIO

b. Omnpenesienne ueseil — popmynupyiTe 10aTO0CpOU-
Hble 1tenu (Ha  1-5  ;er)

B. 3akpemsienue pesyJbTara — OTCIECKHBAWTE  IIPO-
rpecc yepe3  METpUKH  (BBIMOJHEHHBIE  3ajauH,
COKOHOMJIEHHOE  BpEMsl)

I AHaamM3 TeKylero COCTOSIHUSI — [IPOBEIUTE
«ayJIuT BpeMeHn»: 2—3 nHs QUKCUpyHTE Bce NEUCTBUS C




yKa3aHUEM 3aTPauyCHHBIX MUHYT
. OnTuMu3anmus ©W  aJanTanud — CKCHEACIbHO aHa-
JU3UPYHUTE: 41O  cpabortano, rae Obutm  cOowm
E. BpiOop MeTOA0B M HHCTPYMEHTOB — MOJ0CpUTE
2-3 TeXHHWKH MOJI  Ball CTUJIb  PabOTHI

58.

YK-6

IIpouuTaiiTe TEKCT M YCTAHOBUTE MOCJI€A0BATEIbHOCTD AJI-
TOPUTMA MOCTPOEHNSI TPAEKTOPUM CAMOPA3BUTHS CTY/IEHTA

[TonGop pecypcos

[InaHupoBaHue BpeMEHHU

Peanuszaunss W MOHMTOPUHT
CamoauarHocTuka W LeJIeNoJlaranue
BriOop HampaBiieHUH W NPUOPUTETOB
KoppektupoBka TpaekTopuu

MW >

I, 11, A, b, B,
E

59.

YK-6

I[IpouuTaiiTe TEKCT M YCTAHOBUTE MOCJI€10BATEILHOCTH
MOIIATOBOI0 AJITOPUTMA NMOCTPOEHUSI  TPAECKTOPHUH JIA
TBOPYECKOI0 YeJI0BeKa
A. OrcnexuBanue
b. Jluarnoctuka wu
B. Pa30OuBka nenu Ha
JIHEBHOE YTCHHE)
I'. ®opmynupoBka ueneii no meroguke SMAR
/1. Buenpenue npusbruek no ¢popmyie «Tpurrep
— JletictBue — Harpama»\

nporpecca (Bequre  qHEBHUK)
BHIOOpP  HampaBJICHUH
nojA3ajgayu (Hampumep exe-

1, A, B,B, T’

60.

YK-6

IIpouuTraiiTe TEKCT M YCTAHOBUTE MOCIEA0BATEIbHOCTD
MOILIATOBOI0 AJTOPUTMA CO3aHMA  IJIaHA mpodeccuo-
HAJbHOI0 PA3BUTHA
A. Pa3pabotka
b. YcranoBka
B. I'myOokuit
KOB
I'. ®opmynmupoBKa KOHEUYHOW  IIEJIH
J. AHamn3  KOMIETCHIIUH
E. IlocraHoBka 1Iejeil 11O

mjiaga  JIeHCTBUU
BPEMEHHBIX  PaMOK

caMOaHaJIu3 — OI€HKa TCKYIIUX HABbI-

SMART

I, E, A, b, B,

3agaHue OTKPBHITOI0 THIIA C PA3BEPHYTHIM 0TBETOM/ 3a1a4a

61.

YK-6

Cuenapuii  npeopoJieHust
UOHHAsT  3a/]a4a)
Bel  3ammanupoBanu
3 paza B HEICNIO IO
JIend  OTKJaapiBaere. UYTO  BBI

NpoKpacTHHAIMN  (CHTYya-
3aHUMATbC H3YYEHHEM  TEMBI
Jacy, HO Yyxe 2 He-
caenaere?

Bapuanrsr:
A) Pyratp
ceds  3a
JeHb U
KIATh
«BJIOXHOBE-
Husi»nb)  Ilepe-
CMOTpETh
rpaduk:
BbIOpATh
BpeMs,

KOTrJa  BBI
HauOoJiee SHep-
TMYHBL, W
Hadatb c¢ 20
MUHYT




B) Ortkazars-
ci OT LeiH,
TaKk KaKk «He
MOJTy4aeTCs».
I') Haiitu
naptHépa A
COBMECTHBIX
3aHIATUN WM
myoJIuYHOe
00513aTeTTLCTBO
(Hanpumep,
OTYET B
COIICETH).
Jlyymime ot1-
Berbl: b, T
(o6ocHOBaHUE:
ajanranus
nox  OuopuT-
MBI  + BHEII-
HAS MOTHBa-

1Us).

YK-6 [punounsl  00pa3oBaHUsI B TeYeHHE IKH3HH 1. O6pa3zoBa-
(BbIOOp OTBeTA) HUE B Te-
Breibepure BepHble  yTBep)KACHHS (BO3MOXXKHO  He- YEHUE  KU3HU
CKOJIBKO). — 3TO  TOIb-

KO TOJTyueHHe
HOBBIX  JH-
TJIOMOB.

2. BaxHo pe-
TYJISIPHO

3. OOHOBIATH
3HaHUS, JJaKe
eciu

4. npodeccus
He TpeOyeT 3To-
ro.

5. Camopa3Bu-
THE  BO3MOX-
HO 6e3  uéTKo-
ro IiaHa:  J0-
CTaTOYHO
«UHTEPECOBATH-
Csl BCEM TIOHe-
MHOTY».

6. OOparHas
CBA3b  (OT
HACTaBHUKOB,
TECTOB, IpaK-
TUKH) —
KJIFOYEBOU

7. DnemeHT
8. HemnpepbIB-
HOTO 00yde-




HUSL
9. Bpems Ha

CaMOpa3BUTHE
10. nyxHO
IUIaHUPOBATh
TaKk JKe, Kak
pabouue
3aJ1a4M.
IIpaBuabHBIE
OTBETbI: 2,
4, 5.
63. YK-6 Pediiekcusi 1o mpoiigeHHOMY  ONBITY Kpurepuu
OTBeTbTe Ha  BOIPOCHI: OLICHKH:
1. Kakoii HaBBIK BBl OCBOWJIM 3a  IOCIECIHUI Oco3Hanue
rog? Kak Bbl opraHu3oBbBaJM  O0ydyeHue (pecyp- | yCHEUIHbIX U
chl, rpaduK, TOIAEPKKa)? POOJIEMHBIX
2. Utro wmemano BaM jBuratbcs  Obictpee?  Kak 30H.
BBl C OTUM  CHPAaBISIIUCH? Crnioco6HOCTB
3. Kakoil Meron camoo0ydeHust okaszajucs Ui W3Bnekatsb
Bac camMbiM ddexTuBHBIM?  [louemy? YPOKH U3
OIbITa
KonkperHoctb
IPUMEPOB.
64. YK-6 AHa/Iu3 NPUOPUTETOB (OTKPBITBIA  BOIPOC) Kpurepun
3apanme. Ilepeuncnaure 3 T[IaBHbIE LEJIM  CaMo- OlIeHKH:
pa3BuTUs Ha  OMWKaWIIUK  TOI. - YérkocTh
JUis  KaXIoW  yKaKuTe: (bopMyIHPOBOK
- KOHKpEeTHbIH pe3yapTaT (4To Oymer «roro- - (SMART-no
BO»); TTXOT).
- CpOKH; - Peanucruu-
- 2-3 KJIIOYEBBIX JIeHCTBHA AN JIOCTUXKEHHUS. | HOCTb
- CpOKOB.
- Hamnune
- KOHKPETHBIX
11aros, a
HE
- o0mmx
HaMEpEHUM.
65. YK-6 Bbi0op cTrparernnm (MHOMXKECTBEHHBI  BBIOOD) IIpaBniabHbIH
Curyauusa. VY Bac ecTb 1Ieib — OCBOUTh HO- | oTBeT: b
BbIi  HaBBIK (HAampuMep, HWHOCTPAaHHBIA SI3BIK) 3a (o6ocHOBaHME:
6 wmecsmeB. Kaxoit tutan Bl BbIOepeTe? KOHKPETHOCTb,
A) Cpazy KynouTb JOpPOro Kypc W  3aHUMAThCS | MOATAITHOCTB,
no 4 dyaca eXeIHEBHO, Haaeachb Ha  OBICTPbHIN PEryJIIpHOCTb,
pe3yJbTarT. U3MEPUMOCTB).
b) Onpenenuth KOHKPETHBIM  YpOBE€Hb, KOTOPOTO
Xo4uy jgocthub (Hampumep, A2), pa3durh Ha
stambl, BbeIUTh 30-60 MUHYT  ©XEIHEBHO, OT-
CIIEKUBaTh  IIpOrpecc.
B) Hawate ¢ mpocMoTpa MOTHUBALIMOHHBIX  BHUJEO,
HO OTKJIQJbIBaTh peajbHbIE 3aHATUS «HA  IOTOMM.
I') Ilompocuth npyra/HacTaBHMKa COCTaBUTh  IUIaH

)41 KOHTPOJIMPOBATH MCHI.




3agpanus OTKPBITOr0 TUIIA ¢ KPATKUM 0TBETOM

66.

YK-6

Baneonorusa — HanpasiieHue, NOPETEHIOBABIIECE  HA
CTaTyC KOMIIJIEKCHON HAaYKH O

3JI0pOBbE
YeJIOBEeKa

67.

YK-6

OCHOBHBIMHU OCJIsIMU M 3aga4aMi BaJICOJIOTHUH ABJICTCS BHC/I-
PE€HUE METOJ0B ,Z[OHOSOJ'IOFI/ILIGCKOI‘/'I JUAariHOCTHUKH —
BBIABIICHUC PUCKOB a0 IOABJICHUA

0o0JIe3HN.

68.

YK-6

KommnekcHass ~ AMarHocTHKa B paMKax BaJleOJIOTHU MTPOBO-
JUTCS € LEbI0 YUETa COLUAIbHO-3KOHOMUYECKUX,  3KOJIO-
TUYECKUX U dakTopoB

IIcuxonoruue-
CKHX

69.

YK-6

Cornacuo konHnenuu bpexmana, Baneonorust paspadaTsiBa-
eT JUIS «IIPAaKTUYECKH 30POBBIX) JIFOJIEH

Kpurepun
OLICHKH YPOB-
HS
310pOBbs

70.

YK-6

[IpenMer Bajiconoru  — 340pOBBE 340POBOI0 YEIOBEKA U €TI0
pEe3epBbI, @ TAKIKE MEXAHU3MBI, CIIOCOOBI, ITyTH U CPEICTBA
(dbopMHpOBaHUs, TOAJIEPKAHNUS U YKPETICHHS

310pOBbs Ue-
JIOBEK

3agaHue 3aKpbHITOr0 THIIA

71.

YK-6

1. Yro sBjsieTCsl TJIAaBHBIM O0OBEKTOM HM3yYeHHs
BaJieoJiorumn?
a) bonpHOIl  yenoBek
06) IlpakTuyeckd 370pPOBBIM  YEIOBEK
B) Cpema oOuranus dYelnoBeka
r) [laromornueckue npoueccsl

72.

YK-6

1. KakoBa ocHOBHAasg ueJb BajeoJoruu?
a) Jleuenume 3abosieBaHUi
0) IlpodwunakTuka >SnHUIEMHIA
B) CoxpaHeHue U  YKpEIUIEHHE 3JI0pOBbS, IIO-
BHIIIGHHE PE3EPBOB  OpraHu3Ma
r) W3yuenwe maroreneza Oosie3Hel

73.

YK-6

1. Kakoii Merox sBjsieTCsl BeAymIMM B  Balieo-
Jorumn?
a) KiuHuueckas auarHocTuka
6) OueHka WHIUBUAYAJIbHOTO  3/0pOBbS  (KOJIH-
YeCTBEHHass W  KauyeCTBEHHas)
B) @dapMakoJOruueckoe BO3JEiCTBHE
r) Xupypruyeckoe BMELIATEIbCTBO

74.

YK-6

1. Yro Takoe romeocrtas?
a) [Ilpomecc crapeHus opraHuzMa
06) CmocoOHOCT, OpraHu3Ma TMOJACPKUBATH  TIO-
CTOSIHCTBO  BHYTpPEHHEH  cpembl
B) Bun ¢wusnueckoii Harpysku
r) Meron TCHUXOJOTHYECKONH KOPPEKIUHU

75.

YK-6

1. Kakoii komnonent HE orTHocuTrcss K  OCHoO-
BaM  310pOBOro ooOpa3a KH3HH?
a) CoOanmaHcupoBaHHOE TIUTaHHUE
0) Perynapuple ¢usznueckue ymnpaxHEHUS
B) XpOHHYECKHI cTpecc
r) JlocraTouHbli COH

76.

YK-6

1. Yro Oo3Ha4vaerT TEPMHUH «aaanramnus» B KOH-
TeKCTe BaJieoJorun?
a) CnocoOHOCTh OpraHm3Ma MPUCIIOCAOITMBATHCS
K M3MEHSIOUIMMCST  YCIOBHUSM  CPEJbI
06) Ilpomecc yrparel  340pPOBBSA




B) Merog MeIUKaMEHTO3HOTO  JICUCHHS
r) Bug nuermyeckoro - mnuTaHUA

77. YK-6 . Kakoii Bua nuTaHusi cuMTaercsi Haubosee
NMOJIE3HbIM /ISl 310POBbA?
a) BricokokanopuiiHoe nuTaHHE C  HU30BITKOM
KUPOB
0) CoOamaHcupoBaHHOE MHTaHHE C (PyKTaMHU,
oBollamMM, OenkamMuM M YIVIEBOAAMHM
B) Monoauera (OOWH  MPOAYKT)
r) [lpeumymniecTBeHHO  OBICTpBIE  YIJIEBOBI

78. YK-6 . Kakoe d¢u3uyeckoe ynpakHeHHe PeKOMeEHI0Ba-
HO JUI YKpelJeHus OCaHKu?
a) IlombéM MaKCHMAaJBHBIX  TSKECTEH
06) JlourenbHOE cUAEGHHWE 32  KOMIBIOTEPOM
B) IlmaBanue
r) ber Ha KOpOTKHME JIMCTaHLUU

79. VK-6 . Kakoii »sjgemenr HE Bxoaur B NICHX0IMOILM-
OHAJIbHOE  3/10pOBbe?
a) YMeHUE CHOpaBIsATBCA CO  CTPECCOM
6) IloctpoeHue 3I0pPOBBIX  MEXKIMYHOCTHBIX  OT-
HOLLIEHUI
B) PerymsapHoe ynorpebienune — ankorosis
r) [lo3uTtuBHOE MBIILIEHUE

80. YK-6 . Uro Takoe BaJieojiornyeckoe odOpa3zoBaHue?
a) OOyueHue MeTojgaM JiedeHHs  Oose3Hei
06) [Ilpomecc ¢opmupoBanusi 3HAHWUH ¥  HAaBHI-
KOB JUIsl COXpaHEHUS M  YKPEIUIGHHUS  3J0POBbS
B) U3ydenune Qapmakosoruu
r) IlogrotroBka MEIWIMHCKUX KaJpoB

81. YK-6 . Kakoit ¢axkrop HE orHocuTCH K KIIIOYe-
BbIM IS TNpouIakTUKH  cTpecca?
a) Perymspuas wmenurtamnus
0) ®wusnueckas aKTUBHOCTH
B) [IlocrossHHOE YYBCTBO  KOHKYPCHIIMH
r) JloctaTOYHBIA  OTABIX

82. YK-6 . Uro wu3yyaer BoO3pacTHas BaJjeoJorus?
a) BiusHue bSkomoruu Ha  30pPOBbE
0) 3m0opoBbe UemOBEKa B KOHTEKCTE  BO3PaCT-
HBIX HU3MEHEHUU
B) IIpodeccuonanpupie  3a0o0sieBaHUS
r) Ilcuxuyeckue paccTpoHCTBa

83. YK-6 . Kakoit meronx HE otHOcHTCH K  HaTypaib-
HOM MeauumuHe?
a) Apomarepanus
06) T'omeomnarus
B) AHTHOMOTHKOTEpamnus
r) ®urorepanus

84. YK-6 . Yto cmocoOCcTBYeT YJIyYIICHHMI0O KOHIEHTPALUH

BHUMAHUSI M CHUJKEHHIO cTpecca?

a) MHorovyacoBble MPOCMOTPHI  TeJEBU30pa
6) UreHue B UIIYMHOM MecTe

B) Menuranus

r) YnorpeOGieHHe DHEPreTUYECKUX  HAIMMTKOB




85.

YK-6

1. Kto sBjasieTcsi AaBTOPOM TePMHHA  «BaJIeoJIO-

TH»?

a) JI. C. Berorckuit
6) B. A. AHaHbeB

B) W. W. bpexman

r) . PyOunmteitn

86.

YK-6

1. B kakoM JecATHJIeTHH TMNOSBHJIAChL HAayKa
BaJ1€0J10rus?
a) 1930-e rr.
6) 1950-e rr.
B) 1980-¢ rr.
r) Hawamo XX Beka

87.

YK-6

1. Kakoii BHI 3/10pOBbsI CBSI3aH C pPa3BUTHEM

3MOLMOHAJIbHO-BOJIEBOIl  c(epni?
a) buonormueckoe 310poBbE

6) Comaruueckoe 310pOBbE

B) ®dusnuyeckoe 310pOBbE

r) [Ilcuxuueckoe 3710poBBE

88.

YK-6

1. Yro HE saBasiercsa 3agayeid BaJieoorum?

a) @opMupoBaHuEe 370pPOBOTO 00Opaza KHU3HU
0) U3yueHume ¥ OIICHKA pPE3CPBOB  3JI0POBBS

B) Pa3paboTka nexapCTBEHHBIX IpenaparoB
r) VYkperuenue 310poBba  yepe3s 30X

89.

YK-6

1. Kakoii nmoapasaesi BaJICOJIOTHHA u3yvdaer oT-

JUYUSA  3A0POBbsi  OT 0o0Jie3HH?
a) CewmeitHas BaseoJIOTHUs

0) MenunuHCKass  BaJICOJIOTHS
B) ComuanbpHas  BaJ€OJIOTHS

r) OOmas BajxcoJOTHs

90.

YK-6

1. Yro saBasieTcsi Ccy0OBEKTOM 310pOBOro oodpaza

JKM3HU?

a) 3mopoBas  THUIIA

6) ChoopTuBHbIE Harpy3kH
B) Yenosek

r) 310poBbe

91.

YK-6

YacTHas Ba1€0J10TUsl BKJIKOYAECT:
A. ConualibHyI0 BaJIEOJIOTHIO
b. MeauuuHCKy1O BaJIEOJIOTHIO
B. Ileparoru4eckyro Baja€oJIOrHIO
I'. ®uznyeckoe COBEPUIEHCTBOBAHUE

A,B,B

92.

YK-6

IIpeaMeroM BaJieoJIOTMHU SABJISIETCSH:
A. OO11ecTBEHHOE 3/10pOBbE
b. MuauBuayanbHOE 340pOBbE
B. 3nopoBsiii 00pa3 KU3HU
I'. Pa3BuTHE DKOJIOTMYECKON KYJIBTYPhI

93.

YK-6

O0LEeKTOM BaJICOJIOTHH ABJISETCS:
A. DBonbHOH 4enoBek
b. 3popoBblii uenoBek

B. YenoBek, HaxoAsmMiCs B COCTOSIHUM <<mpeado-

JE3HBp<<
I". CanuTapHble npaBuia U HOPMBI

94,

YK-6

HpI/IHIII/Il'[bI BaJICOJIOIHMM:

A. Baneonorus paccMaTpuBaeT 3710pOBbE YeTOBEKa KaK

AB,B




CaMOCTOSITEIIbHYIO COITMATbHO-MEAUITMHCKYIO KaTeTo-
puio

b. Mexnay 310poBbeM B OO0JIE3HBIO CYIIECTBYIOT MEPEXO/-
HBIE COCTOSHUS

B. Pa3paboTka TeopeTuuecKux MPUHIIMIIOB CAHOJIOTHH

I'. OObenuHSEeT U CHHTE3UPYET 3HAHUS, HAKOTUICHHBIC KaK
HapOJHOM, TaK U HAYYHOW MEIUITUMHON

95.

YK-6

3agauu Baj1€0JIOTHH:

A. Pa3paboTka u peaymzanus IpeacTaBICHU O CYITHOCTH
3J10pOBbS

b. KonuyecTBeHHas OLEHKAa ypOBHS 340pPOBbs MpPaKTHYE-
CKH 3JI0pOBOT'0 YEJIOBEKA, Er0 IPOrHO3UPOBAHUE

B. ®opMupoBanue <<ncuxojJorMu<< 3J0pOBbsi, MOTHBa-
MU K KOPPEKLIUU 370POBBS

I'. Pa3paboTka MepOnpHATHI MO MEPBUYHON U BTOPUIHOU
npoUIaKTHKE

96.

YK-6

Iean BaseoJOrum:
A. CoxpaHeHHe 310pOBbsI
b. VYkpennenue 310poBbs
B. AnanTanus K okpykaroien cpene
I'. CoBepiieHCTBOBaHHE MEXAHU3MOB 3/10POBbs

AB, T’

97.

YK-6

®opMupoOBaHHeE 310POBbS — ITO:

A. Kommuiekc MeponpusTHil 1o NOAJEpPKaHUI0, YKperuie-
HUIO ¥ BOCCTAHOBJICHUIO 3710POBBS

b. Komiuiekc MeponpusTHil 10 ONTHUMH3ALUU BOCIPOU3-
BOJICTBA POCTA M Pa3BUTHUs  MOJPACTAKOLIETO ITOKOJIe-
HUS

B. -IlepBuynas npoduiakTuka

I'. Bropuunas npodrraktuka

98.

YK-6

CaHorenes — 370:
A. -Kommiekc MeponpusaTuil 1o NOANEpKaHUI0, YKperule-
HUIO U BOCCTAHOBJIEHHUIO 3/10POBbS
b. ®usnonormueckue - MeXaHM3Mbl, OOECIEUHBAIOLIHNE
(bopMUpPOBaHKE U COXPAHEHUE 370POBbsI
B. HUHupopmanmonHass Mojenb, B OCHOBE KOTOPOHl jexar
yOexaeHus] UHIUBUAA 10 MOBOAY (PAKTOB U COOBITHH,
(bopMUPYIOLINX UHANBUAYAIBHOE 3J0POBbE
I'.CriocoOHOCTB YenoBeka Mpou3BOAUTh (PU3NUYECKYIO pa-
6oty

99.

YK-6

Mennko-caHuTapHbIE Y0eKIeHUSA — ITO:

A. HNudopmainmoHHast MOI€Nb, B OCHOBE KOTOPOH JiexaT
yOexaeH!s] UHIUBUA 110 TOBOAY (aKTOB U COOBITUH,
(bopMUPYIOIIUX UHIUBUAYATHHOE 3J0POBHE

b. ®usnomornyeckne MEXaHH3MEI, O0O0CCIICYHBAIOIINE
(dbopMUpOBaHUE U COXPAHEHUE 3T0POBbS

B. Komrmiekc MeponpusiTiil Mo MOJJIEPKAHUI0, YKperuie-
HUIO U BOCCTAHOBJIEHUIO 3710POBbS

I'. Tloka3zaTenu, OTHOCSAIIHMECS K TIOJMTHKE B 00JIaCTH
3/1IpaBOOXPAHEHUS

100,

YK-6

Basaeosorus — 3T1o0:
A. Hayka, u3yuaromas oOIue 3aKOHOMEPHOCTH aJiariTa-
on opraHmMa YCJIIOBCKA K paSHHqHBIM HpI/IpOJIHO-
COIIMAJIbHBIM YCJIIOBHSIM




b. Hayxka o ¢popMupoBanum, COXpaHEHUU U YKPETUICHHH
HHIUBUAYAIBHOI'O 310POBLA U YIPABICHUNA UM

B. Hayka o0 coBepieHCTBOBaHUHM MEXAHU3MOB 310POBbSI

I'. Hayka 0 B3aMMOOTHOILIEHUU OPraHU3Ma C OKPYKaroIen
cpenoit

Kozpr
1 HAaUMCHOBaHUE Haumenosanue koMneTeHI U
KOMIIETEHIINH

CriocobeH aHamM3upoBaTh, 0000IIATh M UCIIOIB30BATH (PyHAAMEHTAIBHBIC U
OIIK-1 MIPUKJIaIHBIE 3HAHUS B 00JIaCTH OMOTEXHOJIOTUH JJISl PELICHUS CYIIECTBYIO-
IIMX ¥ HOBBIX 3aJ1a4 B Mpo(ecCroHAIbHOM 001acTi

Ne | HaummeHoBa- .
n/ | Hue Komre- 3ananue Beprbilt papy-
o TEHIIUNI anT
3a/laHue 3aKpBhITOTrO TUIA Ha YCTAHOBJIIEHUE COOTBETCTBUS
101, OIIK-1 H3yuute MmaTepuaJ M YCTAHOBUTE COOTBETCTBHE K KAXK-
0¥l MO3UIIUM, JAHHOI B JIEBOM CT0J1011€e, I0A0epuUTe COOT- A3
BETCTBYHOIIYIO MO3UIIHI0O U3 PABOI0 CTOJIOLA. b4
Tunesl ceIpps Buns! ceipbs B1
A | Coipbe, oTHOcsmie- | 1 | mpupoanslii  ra3 2
ecsi K  JCHIEBBIM
cyOcTpatam s
OMOTEXHOJIOTUYECKUX
MIPOIIECCOB
b | Tun ceipss, 2 | MOueBMHA
CIIyXallero  uc-
TOYHUKOM  yTJIEBO-
OB I KYyJb-
TUBUPOBAHUS
JPOAKKEN
B | Ceippé s mo- 3 | KyKypy3Has MyKa,
Jy4eHus HATaHoJa NUIIEBOM  caxap
MeTroaoM  (epmeH-
Talluu
I' | Coippé mpumensor | 4 | HepTh U Ta30BBIN
I TIOJTy4YEHUs KOHJIEHCAT
KOpPMOBOTO  OeJika
102, OIIK-1 B MH3yuute npumepsbl NPUMEHEHUsS] MUKPOOPTaHNU3MOB
U YCTAHOBHTE COOTBETCTBHE K KAKI0H MO3MLHHU, JAHHOH B A3
JIEBOM CT0JI0Le, 10/10epuTe COOTBETCTBYIOLIYIO MO3ULIHIO b4
M3 MPaBOro cToJidna B1
Otpacib IIpumeHeHne I'?2
A buoxouBepcus u 1 | Mukpoopranu3Msl Uc-
OnokaTanus. MOJIB3YIOT JUISl U3BJIeUe-
HUSI METAIIJIOB U3 Py U
OTXOJIOB
b | Ouncrka cTOYHBIX 2 | baktepun, ycBanBaroIue
BOJI M TIOYB aTMoc(epHsIif a30T, MO-
BBILIAIOT TPOAYKTUBHOCTh
pacTeHui
B | bupemenunanus u 3 | baktepun npeBpamarmT




OMOTHAPOMETAILTYP-
I'ust

OJTHM BEII[ECTBA B pyTHE
C TIOMOIIBIO (PEPMEHTOB

I' | Cenpckoe X03SHCTBO.

bakrepuu pasnmararot op-
TraHUYECKUE 3arpA3HUTE-
JI1, BOCCTaHABJIMBAs KO-
JIOTUYECKOE PAaBHOBECHE

103] OIIK-1 H3yuute 0CHOBHBIE CTAIMH OMOTEXHOJIO0THYECKOI0 IPO-
ecca M YCTAHOBHUTE COOTBETCTBHE K KAXKI0M MO3ULIMH, A4
JAHHOI B JIEBOM CT0J1011€e, 010epUTe COOTBETCTBYIOILYI0 b2
MO3MIMIO U3 MPABOro CTOJIONA. B3
Cragun IIpoueccsl ri
A IToaroroBuTen- 1 | vouHBIH O0OMeEH
HbIE CTaIUH
b | buorexnomoru- 2 | Ouokaranmusz  (peakiuu
YeCcKHe  CTaauu ¢ yuactueMm ep-
MEHTOB)
B Paznenenue 3 | dunbrpanus
KUIKOCTH U
Ooromacchl
I' | Boinenenue 4 | ctepunuzanus  Cpeabl
BHE- U u  o0opynoBaHUs
BHYTPHUKIIETOY-
HBIX  TIPOJYK-
TOB
104, OIIK-1 H3yuyuTe 0CHOBHBIE CTAMU OMOTEXHOJIOTHYECKOI0 MPO-
1ecca ¥ YCTAHOBHUTE COOTBETCTBHE K KAXK/I0M MO3ULIMH, A4
JAHHOM B JIEBOM CT0J1011€¢, I0A0epUTe COOTBETCTBYIONLY IO B3
MO3MIMIO U3 IPABOI0 CTOJI0LA. B2
Cragun ITponeccel ri
A | Ouuctka npo- | 1 | meraHoBoe OpokeHue
OyKTa (aHaspoOHast  mepepaboTKa
OpraHUKH
b | Konnentpuposa- 2 | ynakoBka
HUE TIPOJYKTa
B | Usrorosnenue 3 | BeImapuBaHue
rotoBot  ¢op-
MBI  MPOAYKTA
I' | buorexnonoru- 4 | oOpaTHBIIi  OCMOC
YeCcKHe  CTaauu
105, OIIK-1 YcTaHoBUTE COOTBETCTBHE K KaXKI0i MO3ULIMH, TaHHOH B
JIEBOM €T0JI01Ie, MoA0epHuTe COOTBETCTBYIOLIYI0 MO3UIMIO A3
U3 MPaBOro cToJIdNAa. b4
TepmuHbl Omnpenenenus B1
A | PectpukTasbl 1 | mpomecc OWocuHTe3a ek 2
JIEBOTO  TMPOJAYKTAa  MHUKPO-
opranusMamMu B OHopeax-
TOpE
b | buopeaxTop 2 | .y#aneHWe  KJIETOYHOM
CTCHKH
B | ®epmenTanus 3 | depMeHTHI, pa3zpes3aroniue




JHK B cnemmduyeckux

MIOCJIE0BATENBHOCTAX
(caifTax  y3HaBaHUA).
I' | IIporonnactupo- 4 | eMKOCTb Il  KYJbTUBHU-
BaHUe poBaHUs  Kile-

TOK/MUKPOOPTaHU3MOB B
KOHTPOJIMPYEMBIX  YCIIOBHUAX
(remmneparypa, pH, a3pa
1)

3a,Z[aHI/I€ 3aKPBITOTrO THIIA HAa YCTAHOBJICHUEC ITOCJICAOBATCIIbHOCTU

106, OIIK-1 H3yuyute 0CHOBHBIE CTAIMH OMOTEXHOJIO0THYECKOI0 IPO-
ecca M pacioJiosKuTe UX B MOCJIe10BATEILHOCTH: E, b, A, 1, B,
KonnentpupoBanue npoaykra I,
buorexHosornueckue cragun
[ToaroroBuTENBHBIE  CTAIUU

Ounctka mHpoaykTa

Pa3znenenue xunkoctu 1 OMOMacchbl

Beigenenne  BHe- M BHYTPUKIETOYHBIX
IIPOJIYKTOB

K. M3rotoBnenue roToBod  (QOpMBI  IPOAYKTA

MW >

107, OIIK-1 YcTaHOBUTE  MOPANOK  IOJYyYEHUS HMHCYJIMHA C
nomomipio  E.  coli: E,I',A,1,5,B
Ouncrka Oenka

KynpTuBHpOBaHHE  KJIETOK
Beinenenue resa  uHCy/InMHA
CuHTe3 MHCyIUHA

BcerpanBanme TreHa B IUIa3MUAY
Tpanchopmanus  Oakrtepuii  (BBEICHHE
TIJIA3MMTb])

ml= W

108 OIIK-1 Pacnonoxkure JTanbl KJIOHUPOBaHUSL OBHbI  (Kak b, T, A,B, [
y Honuam)
A. Ilepenoc sapa COMATHYECKOM  KIETKH B
AMUEKIIETKY
b. Wmmnantanus 5>MOpuoHa B CyppoOraTHYIO
MaTh
B. Vnanenne sapa w3 AWIEKIETKH
I'. AxrtuBanus JgeneHus (dIEKTpoIopa-
WS/ XUMUYECKUH  CTUMYIT)
JI. PoxnpeHune KiIoHa

109, OIIK-1 Pacnosioxkure nmooyepeiHo OCHOBHbIE  CcTaguu  OHoO-
TEXHOJOTHYEeCKOro  Ipolecca MpPH MPOU3BOACTBE MPO- b,A, B
AYKIHHT

A. ®epMeHTaUHOHHAS
b. Ilpendepmentanmmonnas
B. TloctdepmenTanmonnas

110, OIIK-1 Pacnosnoxure nmo mopsaaky ¢ga3pl  pocta  KyJAbTYpbl
B NEPUOAUYECKOM Ipouecce: B,A, T, b, [
A. ®a3za 3aMeJIEHHOTO pocTa — UCTOIIEHHUE
cybcTpara, HaKOIJIEHHE  TOKCHHOB.
b. Jlar-¢pa3za —agamTamms  KJIETOK K  CpeJe,

MEJIEHHBIM  POCT.
B. Cranmuonapnas ¢aza —0amanc MEXIy MPHUPO-




CTOM W THOeIbIo
HbIX  Memaboaumos
I". OxkcnoHeHIMaILHag
CUHTE3  NepeUYHbIX
JOThI, (EPMEHTHI,
J. ®a3za oTmupaHus

KJICTOK;
(aHTHOHOTHUKY,
¢daza
Memaboaumos
BUTaMUHBI).
— MaccoBas

CHHTC3

— OypHOe

rubenn

emopuu-
MUTMEHTHI).
JieJieHue,
(amMmuHOKHC-

KJICTOK.

3a,I[aHI/Ie OTKPLITOI'O THIIA C PA3BCPHYTHIM OTBETOM/ 3ajJada

111,

OIIK-1

OnuiuTe TPUHIMIUAIBLHOE OTINYMEe OUOTEXHOJIOTHU-
YECKHX IMPOIIECCOB OT YHCTO XMMHUYECKUX

[Tpunmnrane-
HOE OTIINYHE
OHOTEXHOJIOTU-
YEeCKUX TpoIlec-
COB OT YHCTO
XUMHUYECKUX
3aKJII0YAETCS:
v B  4yBCTBH-
TEJIBHOCTH OHO-
JIOTHYECKHUX
areHToB K Me-
XaHUYECKUM
BO3JCHUCTBUSM,
v Hanu4uu
Mex(}azoBOro
nepeHoca Be-
niectB (1Mo TH-
ny KU
KOCTb-
KIIETKH», «ra3
— JKHMJIKOCTh —
KIICTKHNY);

v’ TpeGoBaHMU
YCJIOBUU acer-
THKH;

v/ HU3KUX CKO-
pOCTSX TMpOTe-
KaHWS MHOTHX
IpOIIECCOB B
L[ETIOM;

v’ HecTaOMIIb-
HOCTH  IIeJIe-
BBIX  IPOIYK-
TOB;

v’ eHoo0paso-
BaHNM;

v/ CIIO)KHOCTH
MEXaHU3MOB
PETYIISAIHH
OMOCHHTE3A.

112]

OIIK-1

Ilouemy  OTXO0ZIBI
Jy3ra)

BOCTpeOOBaHBl B

CCIIBCKOTI'O

ouorexuonoruu?

X03gHCcTBa

(comoma,

OTXO0JBI CENb-
CKOT'O XO03sHi-
CTBa: a) coaep-
KaT  IeJITIo-
710~




3y/TeMUIIEILTION
o3y  Ins
MOJTYYCHUS
OModsTaHoIIa;
0) ciyxar
UCTOYHUKOM
CTEPUITBHBIX

cpen;
B) 3aMCHSIOT
OYHUIIEHHBIE
BUTaMUHBI,
I) YyBEIUYH-
BalOT  CKO-
pocTh  pocTa
KIETOK B
10 pa3

113,

114,

OIIK-1

Kaxkoli kputepuii He Ba)K€H MPU BBIOOPE CHIPHS IS
MBIIIUIEHHOTO  Ouormnpoiecca?

npo-

[Ipu BeIOOpE
CBIPBS ISt
MPOMBIIIIJICHHO-
ro Ouomnpouecca
HE BaXKHBI: a)
CTOMMOCTh H
JIOCTYITHOCTb;
0) coxmepxa-
HUE Heo0Xo-
TUMBIX  TIATa-
TENbHBIX  Be-
IIECTB;

B) IBET |
3amax  cyo-
cTpara;

r) OTCyT-
CTBUE  TOK-
CUYHBIX

IIPUMECEN.

OIIK-1

Kakoii Tvn ChIpbs CIIyKUT HCTOYHUKOM YIJIEBOJOB JIs
KYJIbTUBUPOBAHHUS IPOXIKEN?

M Ta30BBLIN KOH-

KapTodens; T)
coeBas  MyKa,

HcTounukom
YIJIE€BOJOB JJIs
KYyJIbTUBHPOBAa-
HUSA JPOAKIKEH
CIIyXaT: He(pTh

JIeHCaT;

0) cynbdar
aMMOHWUS,

MOYEBHHA; B)

Kpaxma,

caxapHas
CBEKIIA,

JIPOKKEBON

115]

OIIK-1

BaKTepI/II/I — HauboJjee 4acTo HCIIOJIb3YCMBIC 00BEKTHI OHO-

9KCTPAKT

MeTtab6oaunue-




TexHOJOoTHH. ONMUIINTE UX METa00INIECKOe pa3HOOOpa3ne.

CKOe pa3Ho00-
pa3mue: crnocob-
HOCTb HCITOJIb-
30BaTh IHUPO-
KWW CIIEKTP
cyOcTpaToB s
MOJTyYCHUS
SHEPrUH M CHUH-
Te3a pa3IUYHbIX
BEIIECTB (aHTHU-
OMOTHKOB, TOP-
MOHOB, BUTa-
MUHOB, aMHUHO-
KHCIIOT, dep-
MEHTOB).

3aﬂaHI/ISI OTKPBITOI'O THIIA C KPATKHUM OTBCTOM

116,

OIIK-1

Ocob6oe BHMMaHuE Kak 00bEKThl OMOTEXHOJOTHUECKUX Pa3-
paboTOK MPEACTaBIAIOT (POTOCUHTE3UPYIOIINE MUKPOOpPTa-
HU3MBI, HCIIOJIb3YIOILUE B CBOCH KU3HEIEATEIILHOCTH SHEP-
TUIO

COJIHCYHOT'O
CBCTa

117,

OIIK-1

TepModunbHBIE MUKPOOPTaHU3MBI CIIOCOOHBI PACTU MIPH
TeMIeparype

60-80° C.

118,

OIIK-1

[Tpouecc cenexkiuu Hanbonee 3()PEKTUBHBIX MPOAYIIEHTOB
3HAYUTENIBHO YCKOPSIETCS PHU MCIOJb30BAaHUU METO/Ia UH]IY-
[IUPOBAHHOTO

MyTarcHesa.

119]

OIIK-1

OtHOcUTENbHAA MPOCTOTAa CTPOCHUS T'€HETHUYECKOro arma-
pata u Hanuuue mnasmuj (BHexpomocoMmubix JIHK) nemarot
OakTepuu UaeaTbHBIMU O0BEKTAMU IS

T€HHOU UHXKe-
HEpUH

120,

OIIK-1

bakTepuu paznaratoT opraHuuecKue 3arps3HUTENH, BOCCTa-
HaBIIMBasl JKOJIOTHYECKOE paBHOBecHe. HekoTopbie BHIBI
(mampumep, poaa Pseudomonas) crmocoOHbI yTHIH3UPO-
BaTh TSAKEIBIE

MCTaJlJIbl

3a/laHue 3aKphITOTrO THIA

121]

OIIK-1

brorexHoorus — HarpaBJeHUE HAYyYHO-TEXHUYECKOTO IIPO-
rpecca B MeIMIIMHE U (apMalliy O MOJIYYEHHUIO JIEKapCTBEH-
HBIX CPEICTB C UCIIOJIb30BaHUEM

A. MuKpoOOpranusMosB

b. MakpoopranusMoB ;KHBOTHOI'0 IIPOMCXO0KICHUA

B. ®epmenToB

I'. MakpoopranusMoB pacTUTEJIbLHOIQ

AB,B,T

122]

OIIK-1

BoO3HUMKHOBEHME T€HOMUKH KaK HAYYHOW TMCHUILINHBI CTAJIO
BO3MOXKHBIM I10CJIE:
A. YcranoBnenus ctpykrypsl JJHK
b. Jlupdepennmanuu peryisaTOpHbIX M CTPYKTYPHBIX
Y4aCTKOB I'€Ha
B. IIo1HOro CeKBEeHHPOBAHHMSA N'EHOMA Y PA/AA OPraHMu3-
MOB
I'. IloaTBepskaeHus koHuenuuu o ABoiHoM cnupanu JHK

123]

OIIK-1

BuotexHonorus — 3To Hayka. ..
A. OO0 0o01muX 3aKOHOMEPHOCTSX MPOLIECCOB YIIPABICHUS
U repeiauy HHGOpPMAalMU B MAIIMHAX, KUBBIX Opra-
HU3Max U 00IecTBe




b. OO ucnoJib30BaHUM OHOTEXHOJIOTHYECKUX NMPolLec-
COB B TeXHHMKE H IPOMBIILJICEHHOM NPOU3BOICTBE

B. O Gakrepusix

I'. O )XUBOTHBIX

124

OIIK-1

buoTexHoorus BKIOYAET CICAYIONIINE pa3iebl:
A. IInmeBasi OMOTEXHOJIOTHA
b. Meaunuuckassi 0HOTEXHOJJIOT S
B. HUnxkeHepHast JH3MMOJIOTHSA
I'. Texnosoruveckasi 0ModHepreTuKa

AB,B, T’

125]

OIIK-1

Hayasno nocnenacrepoBckoro nepuoja B pa3BUTUH OMOTEX-
HOJIOTMM OTHOCSIT K

A. 1941 r.

b. 1866 r.

B. 1975r.

I 1982r.

126,

OIIK-1

OTKpBUT MUKPOOPTaHU3MBI U BBEJ MOHSATHE OMOO0OBEKTA
A. 1. Yorcon
b. ®.Kpuk
B. ®. Cenrep
I'. JI. Ilactep

127]

OIIK-1

[Tepros aHTHOMOTHKOB B Pa3BUTHH OMOTEXHOJIOTUH OTHOCHT-
CIK

A. 1866-1940 rr.

b. 1941-1960 rr.

B. 1961-1975 rr.

I'. 1975-2001 rr.

128,

OIIK-1

Pa3pabotka Texnonoruu pekomOouHanTHbix JJHK oTHOCHTCS K
MEepUOy pa3BUTUS OMOTEXHOJIOTUU

A. AHTHOHOTHKOB

b. JlomacrepoBckOMy

B. IlocienacrepoBckomy

I". Ynpasnasemoro 6uocruHTe3a

129,

OIIK-1

DKOHOMUYECKOE NMPEUMYILECTBO OMOTEXHOIOIMYECKOTO IIPO-
HW3BOJICTBA, OCHOBAHHOIO Ha UMMOOHUIN30BaHHEBIX OM000BEK-
Tax, Hepej TPAJULUOHHBIM 00yCIOBIEHO:

A. MeHbmmMu 3aTpaTaMu Tpyaa

b. bonee nemeBbIM CbIpbeM

B. MHOrokpaTHbIM HCHOJb30BaHUEeM 0000 beKTa

I'. YckopeHueM Mpou3BOACTBEHHOIO Mpolecca

130,

OIIK-1

OCHOBHBIM 0€NKOM IJIa3Mbl KPOBH JIOHOPOB B KOJIMYECTBEH-
HOM OTHOIIEHHH SIBJISICTCS:

A. anb0yMuH

b. ¢ubpun

B. umMmyHOrno0ynux

I'. daxrop VIII

131]

OIIK-1

Cy11ecTBEHHOCTb I'€Ha Yy NaTOT€HHOI0 OpraHu3Ma - KoJupye-
MBI T€HOM - POJIYKT, HEOOXOAUMBIH JIJIS:

A. Pa3MHOXEHMSI KIIETKH

b. Tlopaep:kaHus KuU3HeAEATEIbHOCTH

B. MHBa3uu B TKaHU

I'. VnakTuBanum aHTUMHUKPOOHOTO BEIIECTBA

132]

OIIK-1

1. JInst momy4eHus MpOTOILUIACTOB U3 KIETOK IPUOOB HC-
TI0JIb3yeTCS:




JInzonum

Tpuncun

«YJIUTOYHBIH (pepMeHT»
Ilencun

oW

133,

OIIK-1

2. Pa3paboTaHHas TEXHOJIOI'Us NOJYYECHUSI PEKOMOUHAHT-
HOT'O HPUTPONIO3THHA OCHOBAaHA HA HKCIIPECCUNU I'eHa!
A. B kierkax O6akrepuit
b. B knerkax apoxoken
B. B kierkax pacreHui
I'. B KyabType ;KMBOTHBIX KJIETOK

134]

OIIK-1

3. OcoOEHHOCTBIO MENTHIHBIX (PAKTOPOB pOCTa TKAHEH SB-
nseTcs:
A. TkaneBas cienu(puUIHOCTH
b. Bunosas cienupuyHOCTD
B. OGpazoBanue xene3aMu BHYTPEHHEH CEKpEeLuu
I'. TpanchopmanmoHHasi AKTUBHOCTD

135,

OIIK-1

4. Tpancgepasbl OCYIIECTBISIOT:
A. KaTaau3 OKUCIMTEIbHO-BOCCTAHOBUTEIbHBIX PEAKLIUI
b. mepeHoc QyHKIIMOHAIBHBIX TPYIIIT HA MOJIEKYILY BOJIBI
B. karanu3 peakuuil npucoeiuHEHHs M0 JBOMHBIM CBSf-
35M
I karanu3 peaknumii mnepeHoca (GPyHKIHMOHAIBbHBIX
rpynn Ha cyocrpar

136,

OIIK-1

5. MoHOKIOHANbHBIE AaHTUTENA MTOJIY4alOT B IPOU3BOJICTBE:
A. Tlpu ppakurOHNPOBAHUH AHTUTEN OPTraHU3MOB
b. ®pakuuonuposanuem JuMPpouNTOB
B. C nomomuibto rubpuioB
I'. Xumudeckum CHHTE30M

137]

OIIK-1

6. Mumenso i GU3NIECKUX ¥ XUMUIECKIX MyTarcHOB B
KJIeTKe OMO00BEKTOB SIBIISETCS:
A. THK
b. JTHK-nmonumepasza
B. PHK-nommmepaza
I'. PubGocoma

138,

OIIK-1

7. Tlpsmoii nepenoc uyxepoanoit JJHK B mpoToriacTs
BO3MOJKEH € ITOMOIIBIO:

MuxkpouHbeKIMU

Tpancdopmariuu

YnakoBKH B JIMIIOCOMBI

KynpTuBHpOBaHHs NMPOTOIIACTOB HAa COOTBETCTBYIO-

IIMX OUTATEIbHBIX Cpeaax

oW

139,

OIIK-1

bruocuHTe3 aHTUOMOTUKOB, UCIIOJIB3YEMBIX KaK JIEKaPCTBEH-
HBIE BelecTBa, 3 (HEKTUBEH TOJIBKO Ha Cpefax:

A. borarblx HCTOYHUKaMU a30Ta

b. boraTeIXx HCTOYHMKAMU yriaepoaa

B. boratsix ucrounukamu docdopa

I'. beaHBIX NUTATEILHBIMHU BELIECTBAMM

140,

OIIK-1

KoMIUTEKCHBIM KOMIIOHEHT MMATATEIBHON CPEeJIbl, PE3KO MOBBI-
CHUBIINHI MPOU3BOJUTEIBHOCTD (DEPMEHTAIIMU IIPU TOTYUEHUN
NEHNLAJUINHA:

A. CoeBas myka

b. T'opoxoBas myka

B. KyKypy3Hblii 3KCTPaKT




I'. XunonkoBas Mmyka

141. OIIK-1 [IpenmecTBeHHUK TpU OMOCHHTE3€ IEHUIMIIITMHA 100aBIs-
I0T:
A. B oaroroBUTENLHON CTaUU
b. B nauane ¢pepmenTaruu
B. Ha Bropble-TpeTbH CYTKH IIOCJE Hayana ¢ep-
MEHTAlHH
I'. Kaxzaple CyTKH B TEUEHUE S-CYyTOYHOIO Mpolecca
142, OIIK-1 [IpenmiecTBEeHHUK MEHUIMIIINHA, PE3KO MOBBICUBIIHNI €T0
BBIXOJI ITPH I00ABIICHUU B CPEIY:
A. JIuMeTHNIIMCTEuH
b. Bamun
B. ®enniykcycHasi KMCJI0TA
I'. AmuHoagunuHOBasi KUCIOTA
143, OIIK-1 [Tpon3BOACTBEHHBIE MUTATEIbHBIC CPEIbl B OMOTEXHOJIOTHYE-
CKOM CXEMe€ MOJIYYCHHS JIEKAPCTBEHHBIX MPENapaToB JOJKHBI
OBITH U3TOTOBJICHBI OCHOBE
A. Boxsl miia uHbEKIINAI
b. BomompoBoaHoii BoabI
B. JlemuHepann3oBaHHOM BOJbI
I'. CrepunbHOIi BO/bI
144, OIIK-1 IIntarenpHble cpeapl Ui KYJIbTYP PACTUTEIbHBIX KIETOK OT-
JUYAIOTCA OT MUTATENBHBIX Cpel AT MHKPOOPTaHH3MOB H
KJIETOK KUBOTHBIX 00513aTEIbHBIM HAIMUUEM:
A. YrneBsomoB
b. CpiBopoTKH U3 SMOPHOHOB TEJAT
B. ®uroropmonon
I'. ButamuHoB
145, OIIK-1 [Ipeumy11ecTBO PACTUTENBHOIO ChIPbs, IMOJIYYaeMOro MpH
BBIPAIIUBAHUU KYJIb TYpP KJIETOK Mepe]] ChIPheM, TOJTydaeMbIM
13 IUTAHTAUMOHHBIX WU IUKOPACTYIINX PACTECHUM:
A. bonbmiasi KOHIIEHTpALHUS LEJIEBOTO MPOAYKTA;
b. MeHb1as CTOUMOCTD;
B. CranaaptHocTh;
I'. boznee mpocToe U3BjIeYeHUE LEIEBOT0 IPOAYKTa
146. OIIK-1 DKOHOMHYECKOE MPEUMYIIECTBO OMOTEXHOJIOTUYECKOTO MPO-
W3BOJICTBA, OCHOBAaHHOTO Ha MMMOOMIM30BAHHBIX OMOOOBEK-
Tax, Mepe]l TPAAUIIMOHHBIM 00YCIIOBIICHO:
A. MeHblIMMHU 3aTpaTaMy TPYya;
b. bonee nemeBsIM ChIpbEM;
B. MHOrokpaTrHbIM HCII0JIb30BAaHHEM 0MO00BEKTA;
I'. YckopeHneM npon3BOJICTBEHHOIO MpoIecca.
147, OIIK-1 Cpenbl, B cocTaB KOTOPBIX BXOJSAT TOJBKO OIpPEIEICHHBIE,
XUMUYECKHU YUCTHIC COCTMHEHHMS, B3ThIE B TOUHO yYKa3aHHBIX
KOHIIEHTpaLUsX:
A. CuHTeTHYECKHE
b. EcrecTBeHHBIE
B. IlonycuHTernueckue
I'. Cmemannsie
148 OIIK-1 OTtpyOu, KBapleBbId MECOK, pa3BaPEHHOE IIIEHO OTHOCITCA

K:
A.IlnotHbIM cpegam
b. Kunkum cpegam




B. Cpinyunm cpenam
I'. DneKTUBHBIM cpeliaM

149,

OIIK-1

1. VYBenuueHue BbIXO/a IIEJIEBOTO MPOAYKTA MPU OMO-
TpaHchopManmu cTeporaa JOCTUTACTCS TIPH:
VYBeIMUeHUH MHTCHCUBHOCTH ITePEMEIINBAHUS
YBCJII/I‘-ICHI/II/I HNHTCHCUBHOCTHU aapaum/l
[ToBBIIICHUH TEMITEPATyPhl (PepMEHTAIIUN
HckiaoyeHun MUKPOOHOI KOHTAMUHAIIMU

il

150,

OIIK-1

['maBHBIM KpuUTEpHEM MpH BHIOOpPE OHMOTEXHOIOTHYECKOIrO
00BbeKTa ABISETCS:

A.JlemeBusHa

b. IIpoctora B oOpamieHun

B. CiocoGHOCTh CONMPOTHUBIIATHCS OKPYKAIOIICH cpesie

I'. Cioco0HOCTH CHHTE3MPOBATH LieJ1eBOi IPOAYKT

Konpr
1 HaUMEHOBaHUE
KOMIIETEHIIUH

HanmeHoBaHne KOMIETEHIINH

OIIK-4

CrocobeH BLI6I/IpaTb " UCII0JIb30BATh COBPCMCHHBIC HHCTPYMCHTAJIbHLIC
MCTOJbI U TEXHOJIOTHHU, OCBAMBATH HOBBIC MCTO/IbI U TCXHUKY I/ICCJIGI[OBaHI/If/i
JUIA PCHICHUA KOHKPCTHBIX 3a/1a4 HpO(I)CCCHOHaHBHOﬁ ACATCIIBHOCTH

Hanmenosa-
HHUE KOMIIE-
TEHIIUU

3aganue

BepHs1ii Bapu-
aHT

3aI[aHI/I€ 3aKPBITOT'O THIIA HA YCTAHOBJICHUC COOTBCTCTBUA

151]

OIIK-4

N3yuyure coBpeMeHHbIe HHCTPYMEHTAJIBHbIE METOIbI B
OMOTEXHOJIOTHH M YCTAHOBHTE COOTBETCTBHE K KAXKIO
MO3UIHH, TAHHOI B JIEeBOM CTOJI01IE, MOI0epHUTE COOTBET-
CTBYIOLIYIO MO3HIMIO U3 MPABOIr0 CTOJI0NA

Meron Cytp MeTO/1a

A | HoHoOOMeHHas Xpo- 1 | Pazgenenue no pazmepy
matorpadus (IEX) MOJIEKYJI

b | TunpodobHas xpoma- | 2 | BrIcOKOCEIEKTUBHOE pa3-
torpagus (HIC) JieneHue 3a cuéT Ouocre-
HI/I(bI/ILIeCKOFO CBA3bIBAHU A

B | Apdunnas xpomaro- | 3 | Pazmgenenue mo ruapo-
rpadus (oOHBIM B3auMOJIeHCTBU-
M

I' | T'enb-punbTparnus 4 | Pa3neneHne OCHOBAaHO Ha
(SEC) 3apsizic MOJICKYIT

A4
b3
B2
ri

152]

OIIK-4

N3yunTe coBpeMeHHbIE CIEKTPOCKONUYECKNE METOAbI B
OMOTEXHOJIOTHH ¥ YCTAHOBHUTE COOTBETCTBHE K KAKI0M
NMO3UIMHU, JAHHO B JIEBOM CTO0.J1011e, MOA0epUTe COOTBET-
CTBYKIIYI0 NO3MUIHMK) M3 MPABOI0 CTOJI01A

Merton CyTtb MeTOa

A | YO-cnexrpockonus 1 | npumensiercst mist nccie-

A3
b2
B1
I'4




JIOBaHUSI BTOPUYHOMN U
TPETUYHOU CTPYKTYPBI
OeJIKOB

b | UK-cnekTpockonus

MO3BOJISIET U3y4yaTh KOJe-
OareybHBIE MOJIBI aTOMOB
B MOJIEKYJIE, YTO MOJIE3HO
JUTSL UACHTH(DUKAIINH XH1-

MHUYECKUX CBS3€H U PyHK-

IMNOHAJIBHBIX I'PYIIII

B | Cnekrpockonus Kpy-
TOBOr'0 JUXPOU3Ma

HCIIOJIb3YETCs /ISl aHAJIU-
3a XpOMO(OPHBIX TPYIII B
MOJIEKYJIax, KOHTPOJIS YH-
CTOTHI 00pa31oB

I' | IMP-cnexkrpockonus

naét nHpOpPMAILIHIO O TIPO-

CTPaHCTBEHHOU CTPYKTYpe

MOJIEKYJ1, TUHAMUKE OHO-
MOJIEKYJI

153] OIIK-4 H3yunTe cOBpeMeHHBbIE JJIEKTPOXUMHYECKHE METO/AbI B
OMOTEXHOJIOTMM ¥ YCTAHOBHMTE COOTBETCTBME K Ka:K10i A3
MO3ULNH, JTAHHOH B JIEBOM CT0JI0LIE, MO0epPUTE COOTBET- b2
CTBYIOIIYIO NO3UIMIO M3 MPAaBOro CTOJ01A B1

Meton Cytb MeTO1a
A | [lorenuunomerpust | 1 | Metoz, B KOTOpoM Npu-
JIO)KEHHOE K sA4eiiKe
HanpspKeHUe noaaep-
JKUBAETCS MIOCTOSIHHBIM,
a IPOTEKAOUIUH Yepes
AYEHKY TOK SIBJIIETCS
(GyHKIMEN KOHLIEHTpa-
LM, BPEMEHU U IPYTUX
(bakTopoB
b | BonsTamnepo- 2 | [Ipumensiercs i aHa-
MeTpHUst JIN3a OKUCIIUTEIbHO-
BOCCTAaHOBUTEJIBHBIX
IIPOLIECCOB, ONpeere-
HUS KOHIICHTpAIUK Be-
IIECTB 10 TOKY
B | Xponoammnepo- 3 | Ucnoab3yercs s
MeTpus (amnepo- onpezaenenus pH, kon-
METpusi). LIEHTPALlMY HOHOB
154, OIIK-4 H3yunTe MeTOAbI ONTUMHU3ALUHN TEXHOJIOTHYECKHUX NPO-
LECCOB U YCTAHOBHUTE COOTBETCTBHE K KAXKA0W NMO3HLUH, A4
JAHHOM B JIeBOM CT0.1011e, MoA0epuTe COOTBETCTBYIO LY IO b3
NMO3UIUI0 U3 PABOro CTOJI01A B2
Oransl OcobeHHoctu ri
A | Aranu3 1 | mosTamHOCTH, KOHTpPOIb
TEKYIIETO
COCTOSIHUSI
b | [locranoBka 2 |yuer cnenuQUKH
neneu MPOU3BOACTBA
B | Boibop  meto- 3 | KOHKpPETUKa, HM3MEpUMOCTE




OB

I' | Buenpenue 4 | BBIABJICHHE  «Y3KHX  MeCT
W3MEHEHUI

155, OIIK-4 N3yuyuTe MaTeMaTHYeCKHe METOAbl ONTUMU3AMH TEXHO-
JIOTMYECKHUX MPOIECCOB U YCTAHOBUTE COOTBETCTBHE K A3
KA)K10i# MO3ULMH, JTAHHOH B JIEBOM CT0J101e, Mox0epuTe B2
COOTBETCTBYIOIIYIO MO3HIIMIO U3 MPABOI0 CTOJIONA. B4

MerTonbl OcobeHHOCTH ri
A | AHanuTHYECKHE 1 | onTuMu3anKMsg  MHOIOCTa-
METO/BI JUUAHBIX — TpoueccoB  (paz-
OuMBKa Ha JTambl C
NIOCTAJUNHBIM  PEIICHUEM)
b | Jluneitnoe mpo- 2 |mig 3amad ¢ JIMHEWHEBI-
rpaMMHUPOBAHUE MU  KPUTEPUSIMH U
OTpaHUYEHUsSMH  (TpaHC-
MOPTHBIC  3ajaud, IUJIaHU-
pOBaHHE PECYPCOB)
B | Henuneiinoe 3 | mouck IKcTpeMyma
porpaMMHpOBa- byHKIIUN
HHE
I' | Junamuyeckoe 4 | rpanueHTHBIC, Oe3rpaam-
MporpaMMHUpOBa- GHTHBIE W  METOJBI
HHE ClIy4aifHOro mowcka (s
HEJIMHEHWHBIX ~ MOJIeJeil)
3ajaHue 3aKphITOrO THIA HA YCTAHOBJICHHUE TIOCIEI0BATEIILHOCTH

156. OIIK-4 IlepeuncanTe 3TaNbl ONTUMHU3ANMUMN TEXHOJIOTHYECKUX
MPoLEeCcCOB J1,A,B, b, T

A. YMeHbIlIEHHE pY4YHOTO BBOJA JaHHBIX

b. KaptupoBanwe moOTOKa CO34aHUA  LEHHOCTH
(BBIIBUJICHHME  OXHUJAHME Ha JTame  KOHTPOJS
KauecTBa)

B. Cokpamenne noucka fokymentoB Ha 30%

I'. Buenpenme ™erogoB 5S Ha ydwacTke KOH-
TpOJIA

. HacrtpoiikaaBTOMaTu3supoBaHHOro ydé€ra B
MES

157] OIIK-4 KiaoueBble 3Tanbl ONTHMH3ALMH  TEXHOJOTHYe-

CKHMX I,
NMpPOLEeCCOB W  NPOMBILUIEHHOI0 MEHEIKMEeHTa I, B, E,A, b,
A. IlunotHOoE  BHEIpEHHE XK
b. TlomHomacmitabHOE  BHEIpEHHUE
B. IloaroroBka K BHEOPEHUIO
I Crabunuzanuss ¥ MOHHUTOPUHT  (TIOCTOSIHHO)
. JlnarHocTMKa W  aHamM3  TEKYLIEro  COCTOs-
HUSA
E. IlmanupoBaHne W NOPOECKTUPOBAHUE HU3MECHEHUU
K. PazButTne ¥® HOBBIE IHUKIBI  ONTHMH3AINH
(6eccpouno)
158 OIIK-4 IlepeuncanTe OCHOBHBIE ITANBI JIOTHCTHYECKOI0 MPO-




mecca I',b,A,B
A. OdopmieHre  CONMPOBOAMTENBHONW  JOKyMEHTA-
1097071
b. BxoaHoii  KOHTponb KadyecTBa cyOcTaHUIUN
B. Beibop mocraBmukoB ¢ cepTUdHUKaTamMH
GMP
I'. BxogHoli  KOHTpPOJIb  KayecTBa YIIAaKOBKH
159, OIIK-4 JTansbl NOPSAAKA YIPaBJIeHUs PUCKAMM VISl KauecTBa Jie-
KAPCTBEHHBIX CPEICTB: B, I, A, B, 11
A. Amnanus puckoB
b. BrisBieHne pucKoB
B. Wnentudukamms pucka
I'. Onenka puckoB
JI. BHeceHue M3MEHEHUHN B TEXHOJOTHYECKHI MPOLIECC
160) OIIK-4 IMepeuncanTe dTanbl KIMHHYECKHX HCCIETOBAHMI JIieKap-
CTBEHHBIX NMPeENapaTron
A. Ouenka 3¢ (PEeKTUBHOCTH y MAIMEHTOB C I[EJIEBBIM B, I,A,B,/ILE
3aboJieBaHUEM
b. Pacmmpennsie uccnenoBanus Ha OONBIION TpyIINe
MalKUEHTOB (THICAYU YETTOBEK)
B. Ilpumenenue npenapara yueiaoBeka (0OBIYHO y 370-
pPOBBI JOOPOBOJIBIIEB)
I'. OmnpenenstoTcs onTUManbHas 103a, cxema npuéma,
no0ounbie 3 PexTsI
. TloctperucrpalilnoOHHbIE HCCIEIOBAHUS
E. U3syuaercs qonrocpodnasi mepeHOCUMOCTh U 3 dek-
TUBHOCTb B «PEaJbHOI» MpaKTHKE
3aanue OTKPBITOTO TUIIA C PAa3BEPHYTHIM OTBETOM/ 3a/1a4ya
161, OIIK-4 Onumure CyTh METOAA MOJUMEPA3HON LENMHON peaKuuu Merton nns aM-
(1T P) TUTH(UKAITAT
OIPENEIIEHHBIX
yuactkoB JIHK
unu PHK.
Bxurouaer uc-
M0JIb30BaHUE
crienupuIecKux
IIpanMepoB U
IIMKJIB HarpeBa-
HUS/OXJTaXKIEHU
s 1S ACHaTypa-
[IUU, OT)KUTa U
peTUTUKAIINH
1esneBoi oona-
ctu. 1P mpu-
MEHSeTCs 1751
JTUATHOCTUKHU
3a00JIeBaHUM,
KJIOHUPOBAHUS
T€HOB, U3YUYECHHUS
TeHETUYECKUX
MYyTalHi
162, OIIK-4 B 4yem cyTh MeTO/1a CEKBEHUPOBAHUSI HYKJIEMHOBBIX KHC- Merton onpeie-

Jaor?

JICHHUA ITOCIICI0-




BaTEJILHOCTH
HYKJICOTHJIOB B
oOpasme. Uc-
MOJIB3YETCS JIJIsSt
aHaJu3a re’e-
TUYECKUX MyTa-
LU, SKCIIpec-
CUHU I'€HOB, I'e-
HETHYECKOI'O
pa3zHooOpasusi.
BxirogaeT Tex-
HOJIOTHH CEKBE-
HUPOBAHUS CJIe-
JYFOIIIETO TIOKO-
JIEHUSA K METOJI
Conrepa

163,

OIIK-4

le/l OIITUMU3AINHU TEXHOJOI'H4YE€CKUX nmpoueccon
H NMPOMBIIIJICHHOT O MEHCIKMEHTA MPOBOAUTCH qUa-
THOCTHKA U AHAJIM3 TEKymero COCTOAHUs € 1eJIbI0 BbI-
SIBJICHUA «KY3KHX MECT» Hu TOYECK moTephb. Onummre
KaK OHa IIPOBOAUTCSH.

[Topsimoxk  mpo-
BEJCHUE  JHa-
THOCTUKHU:

ayauT  TPOU3-
BOJCTBEHHBIX H
yIpaBieHYe-

CKUX  TpoIlec-
COB;  KapTHPO-
BaHHWE MaTepu-
QJIBHBIX u
nHpopMaIoH-
HBIX  IIOTOKOB;
XPOHOMETpPax
onepauuu,

OLIEHKa 3arpys-
KA  TepcoHaa
u  obopynoBa-
HUS; aHaJM3
Opaka, TpocTO-
€B, CBEpPXHOP-
MaTHUBHBIX

3amacoB;  cOop
JTAHHBIX o
KITIOYEBBIM  T10-
KazaTensMm

(KPI): cebecto-
UMOCTh, BpeMS
[MKIIa, OEE
o0opyIoBaHUs
u T. I

164

OIIK-4

JAeiicTByIMEe Ha  Bcex
NpoLeccoB

IHepeuncanre
jTranax OnTUMHU3ALUU
U  NPOMBILJIEHHOI0

NPpUHIMIIBI,
TEXHOJOI'MYECCKHUX
MECHEIXKMEHTA.

Kommiaeke-
HOCTb — OINTH-
MH3aLIMS 3aTpa-
TMBaeT BCE 3Be-
HbSA TOCITOYKU: OT
3aKyIOK J10




coniTa. U3me-
PUMOCTDb —
Ka)KIBIH Iar
JIOJDKEH UMETh
KOJINYECTBECH-
HBIE KPUTEPUH
ycnexa. Ilo-
3TANMHOCTD —
H3MEHEHMUS
BHEJIPSIFOTCSI T10-
CTEIICHHO, C
KOHTPOJIEM pe-
3ynabTatoB. Bo-
BJI€YE€HHOCTDH
nepcoHaJia —
COTPYJAHHUKHU —
IJ1aBHBIE HOCH-
TCIU 3HAHHUH O
npoueccax. He-
NPepbIBHOCTb —
OINITUMH3ALMA HE
3aKaHYHMBaACTCH,
a Iepexo/IuT B
PEXKUM TIOCTO-
SIHHBIX yJTy4lie-
HUM.

165,

OIIK-4

IlepeuyncianTe THNMYHBbIE METPHUKH ISl OIEHKHA 3(¢-
(peKTUBHOCTH ONITUMM3ALMUA TEXHOJOIHYECKUX IpoLec-
COB U NPOMBILLICHHOI0 MEHEIKMEHTA.

Tunuunsie
METPHUKHU: CHH-
KEHHE TPOU3-
BOJICTBEHHBIX
3arpar: 15—
40%; coxparie-
HUE BpPEMEHU
BBIMTOJIHEHUS
3aka3oB: 20—
50%; ymeHb-
nieHue Opaka:
1m0 90%; poct
3arpy3ku 000-
PYIOBaHUS:
25-35%; ycko-
peHue obopa-
YHUBACMOCTH

3aracoB: Ha
30-60%.

3allaHI/I}I OTKPBITOI'O THIIA C KPATKHUM OTBCTOM

166,

OIIK-4

Meton nns ammndukanuu onpenenéuubix yyactkoB JJHK
wm PHK

HoJMMepa3Hast
ETHAsT PeaKIUs

(I1LIP)

167,

OIIK-4

OIII/IH N3 OCHOBHBIX MCTOJ0B pa3aCIICHUA U OYMCTKHU BCHICCTB

xpomarorpadus




B OnoTexHosorud. OCHOBaH Ha paclpe/ie]ICeHN KOMITOHEHTOB
CMeCH MEXIy AByMsl pazaMu: HEMOIBUKHOW (COPOCHT) | 1o-
JIBIDKHOM (JIFOCHT) HAa3bIBACTCS METO]T

168,

OIIK-4

CucreMaTH4eCKHil  TpoOIecC HUACHTH(PUKAIUN, aHAIN3a,
OILICHKH W KOHTPOJISI MIOTCHIIUAILHBIX yIPO3, KOTOPbIE MOTYT
HETaTUBHO MOBJIHITh Ha 0e30MacHOCTh, A(P(HEKTUBHOCTh H
Ka4eCTBO MPOAYKIIMU HA BCEX ATanax e€ )KU3HEHHOTO IHUKIIA -

yIpaBlieHUE
pUCKaMU  JUIs
KayecTBa Je-
KapCTBEHHBIX
CpeACTB

169,

OIIK-4

ATTecTanus KpUTHYECKUX CTaAui MPOM3BOACTBA M HM3MEHE-
HUI B TEXHOJIOTUYECKOM IIpOLIECCe ISl MOJATBEPKIACHUS UX
CIOCOOHOCTH 00€CIIeurnBaTh Ka4eCTBO MPOIYKIIMHA Ha3bIBACT-
cs

BaJIM AN TIPO-
LIECCOB U 000-
PyIOBaHUs

170,

OIIK-4

PerynsipHblii  KOHTpOJb  CTaOWJIBHOCTH  JIEKAPCTBEHHBIX
CPE/ICTB B TEYCHHE CPOKA FOJHOCTHU JIJIsl BBISIBJICHUS HEraTHUB-
HBIX TeHJICHIIUI Ha3bIBAETCS

MOHHUTOPHUHIOM
CTAaOUIBHOCTH

33}13]—[1/[5[ 3aKPLITOI'0 THUIIA

171]

OIIK-4

ArJMKoHbI (pJ1aBOHOMT0B
A. Xopol110 pacTBOPUMBI B BOJIE
b. Xopomio pacTBOpUMBI B paCTUTEIBHBIX Maciax
B. IInoxo pacTBOpUMBI B CLIUPTE
I'. Xopomo pacTBOPHUMBI B 3 THWJIOBOM CITHUPTE

172]

OIIK-4

B pe3yabTare B3auMo/eiicTBUsSI PACTBOPUTEJISI ¢ XOPOILLO
PACTBOPUMBIMH BellleCTBAMHU, OHU

A. Ilentusupyrorcs

b. Jlenarypupyroot

B. decopoOupyrorcsi

I". HaOyxatot

173]

OIIK-4

B nensx npenorspamieHusi ObICTPOro OKUCJIEHHS K BO/I-
HBIM M3BJICYEHUSIM, CO/Iep KaliMM 1yOu/IbHbIe BellecTBa,
PEKOMEHIYIOT 100aBJATH

A. Kamus runpoxcu

b. 10% pactBop aMmMuaka

B. Harpus runpoxkap6onar

I'. Kucaory ackopOMHOBYIO

174,

OIIK-4

Bona no Tuny pacreopuresisi — 3T0
1) nosipHBIH pacTBOPUTEIb;+

2) pacTBOpUTENH CPEIHEHN MOISPHOCTH;
3) MaJONOJSAPHBIA PaCTBOPUTE;

4) HenoJIAPHBIA PaCTBOPUTEII.

175,

OIIK-4

Bopaa, ounieHHasi Kak YJKCTPAreHT HMeeT CJeayroime
NnpenMyIecTsa
A. PacTBOpsieT MHOTHe JIeKAPCTBEHHbIE BellleCTBa
b. Xopoio npoHuKaer yepes3 KIeTOYHbIEe CTEHKH
B. ®apmakoJsiornyecku U XuMH4YeCKH HHAUPGepeHT-
HA
I'. OOnamaer aHTHCENTUYECKUMHU CBOMCTBAMU

176]

OIIK-4

BoaHo-cnupToBBIE CMECH C YBeJIMYEHUEM COAePKAHUA
BO/bI

A. CTaHOBUTCS MEHEE MOJISIPHBIM

b. CranoBuTCs HEMOIAPHBIM

B. He uzmensier nosgsspHOCTb

I'. CraHoBsTcs 00s1ee NOJSIPHBIM




177,

OIIK-4

JJ1s1 oJIydeHusl IKCTPAKTOB MCIOJIb3YIOTCS BOJAHBIE pac-
TBOPBI INIUKOJIEH MOTOMY 4YTO 00J1a1a10T

A. MeHble TOKCUIHOCTBIO

b. boxabmiei BI3KOCTHIO, YEM YHCTEHIC BEIISCTBA

B. Menbueii BA3KOCTbIO, YeM YHCThIE BeIECTBA

I'. Menbluei JIeTy4eCTbIO

178,

OIIK-4

Jst yayunieHusi IPOHUKHOBEHUSI PACTBOPUTEJISI B KJle-
TOYHBbIE CTPYKTYPbI MOKET MOTPedoBaTHCS

A. Tlonmxenue naBiaeHUs

b. Usmenenune Ph

B. VYBenuuenue tremnepaTypbl

I'. JloGaB/ieHHEe MOBEPXHOCTHO-AKTHBHBIX BEIIECTB

179,

OIIK-4

K macasiHbIM 3KCTpaKTaM, Ui NPeA0TBPALlEeHUs] OKMC-
JIEHUS] HACBIIEHHBIX KHCJIOT H YBeJINYEHUS CPOKOB I'o/I-
HOCTH, 100aABJIAIOT

A. Butamun A

b. Buramun /|

B. Buramun K

I'. Buramun E

180,

OIIK-4

K cnocob6am akTuBauMu npouecca 3KCTParupoBaHusi OT-
HOCHATCA

A. IlpenBaputenbHOE BHICYILINBAHNE

b. 3BykoBoe Bo3xeiicTBue

B. ®usunyeckoe Bo3jaeiicrBue

I'. TemmepaTypHoe BO31eiicTBHE

b,B, T

181]

OIIK-4

Ha npouecc 3xcTparupoBaHus He BJIUsIET
A. BJaKHOCTB CHIPbS
b. Temneparypa
B. [laBinenue
I'. PactBopurenn

182,

OIIK-4

Hau6os1ee mostHOE M3BJICYeHHE CAIOHUHOB IPOMCXOIUT
npu
A. Crnerka KUCIJION peaklluy SKCTpareHTa
b. Cherka me04Hoi peakuu IKCTPareHTa
B. CMmemmBaHUM NOJSIPHBIX PaCTBOPUTENEH ¢ HEMOJIAP-
HBIMHW UCITIOJIb30BAHWH MAJIOMOJIAPHBIX SKCTPArc¢HTOB

183,

OIIK-4

HenocrarkoM dKCTpaKIUH YIVIEKHCIOTOH ABIAETCH
A. Bpicokast cTOoUMOCTB
b. B3pbiBOONacHOCTH
B. Huzskas creneHp U3BJICUEHHUS ACHCTBYIOIIMX BEIIECTB
I'. BbicoKasi yIpyrocrb HaChbILEHHbIX IAPOB

184,

OIIK-4

O MoISIPHOCTH IKCTPAreHTa MOKHO CYAUTD 110
A. TemnepaType KuneHus
b. AtomHoli Macce
B. TloBepXHOCTHOMY HATSKEHUIO
I'. JIn3JjIeKTpHYeCKOM NPOHMIAEMOCTH

185,

OIIK-4

I1o mepe Bo3pacTaHusi IKCTPAKTHBHBIX BENIECTB B JKH/I-
KOH (pa3ze CKOpPOCTH 00PaTHOIO Mpouecca

A. Bo3pacraer

b. Ymensmaercs

B. He u3mensercs

I'. Konebnercs

186,

OIIK-4

IloBbllIeHHE TEMIIEPATYPhI IKCTPATEHTA 10 TEMIIEPATYPbI




ero KuIneHust
A. He Bnusier Ha BBIXO/] SKCTPAKTUBHLIX BCIICCTB
b. TIpuBOAUT K CHUYKEHUIO BBIXO/1a SKCTPAKTUBHBIX Be-
LIECTB
B. IlpuBoauT K yBeJIMYEHHIO BHIX01A IKCTPAKTHBHBIX
BellecTB

187,

OIIK-4

IIpnMeHeHMe YIIEKHCJI0I0 ra3a B KauyecTBe pACTBOPUTe-
JIsl MIMeeT CJIeAyolye NpeuMylecTsa, Kpome

A. crepuiieH U 6aKTepHOCTaTUYEH

b. He roprou u He B3pBIBOONACEH

B. ¢usnonornyecku He onacexn

I'. He TpelyeT CJ10:KHOI anmapatypsl

188,

OIIK-4

IIpuMeHeHHe YIJIEKHCIOTO0 ra3a B Ka4eCTBe JKCTPAreHTa
A. Ilo3BoJisieT MOJTHOCTBIO OTAEJISATH €ro 0T IKCTPAKTAa
B KOHIIE IKCTPAaKIUH
b. VYcnoxHsAer oTaelieHHE dKCTpareHTa OT IKCTPaKTa
B. He uMmeer 3HaYMMBIX TPEUMYIIIECTB
I'. MosxeT IpUBECTH K paclaly HEKOTOPbIX COEAMHEHUN

189,

OIIK-4

IIpouecc IKCTPAKIUKU U3 CHIPHS € KJIETOYHOI 000/10YKO0M
COJEPIKMT CJIeAyI0le OCHOBHbIE CTaAuM, KpOMe MPOIH-
THIBAHHME CYXOr0 PACTHTEJIBLHOI0 CHIPbSl IKCTPAreHTOM

A. mepexoJ pacTBOPEHHBIX BelIECTB B IKCTPAreHT

b. oumncTka u3BIEUYEHUN OT HKCTpareHTa

B. pacTBopeHHe KOMIIOHEHTOB PACTHTEIbHOM KJIETKH

190,

OIIK-4

IIpouecc IKCTpaAKIMU HAYMHAETCS C
A. C MOMEHTa HEBO3MOXXHOCTH IE€PEX0/ia KOMIIOHEHTOB
B PaCTBOPHTEIIb
b. C MOMeHTa KOHTAKTAa PACTUTEIbHOIO CHIPHA C
pacTBopuTeieM
B. M3menbueHHst paCTUTEIBHOTO ChIPbS
I'. C moMmeHTa pa3ieneHusl OCTaTKa U paCTBOPUTEIS

191]

OIIK-4

IIpouecc, npu KOTOPOM MOJIEKYJIbI OHOJOTHYECKN AKTUB-
HBIX BelIeCTB MePeMelIalTcs 0T 00J1acTH 00s1ee BICOKOI
KOHLIEHTPaUMu K 00J1acTH 00/1ee HU3KOH KOHIeHTPaluu
Ha3bIBaeTCs

A. Ind¢y3us 10 KOHUEHTPALTUOHHOMY I'PAIMEHTY

b. duddy3us no 3nekTpuuecKoMy Moo

B. uddy3us no memOpane

I'. Indpdy3us no naBieHUI0

192]

OIIK-4

IIpouecc, npu KOTOPOM MOJIEKYJIbI OMOJTOTHYECKH AKTHB-
HBbIX BellleCTB NMepeMelalTcsl M0/ BO3AelicTBHEM pa3Jiu-
Yusl 1aBJIeHUS] HA3bIBAETCS

A. udody3us no memOpane

b. Jluddy3us no KOHIEHTPALIMOHHOMY TPaJUEHTY

B. Juddy3us no 351eKTpuuecKoMy Moiiko

I'. {nddy3us no 1aBJIeHHIO

193]

OIIK-4

IIpouecc, npu KOTOPOM MOJIEKYJIbI OMOJIOTHYECKH AKTUB-
HbIX BellleCTB MepeMelaloTcsl MO0/ BO3AeCTBUEM JJIeK-
TPHYECKOI0 MOl Ha3bIBAETCH

. muddy3us mo memOpane

AU(PPY3HA 110 ITEKTPUIECKOMY IOJII0

T dy3us Mo KOHIEHTPALIMOHHOMY TpaIue€HTy

TG dy3us no JaBIeHUIO

W e




194,

OIIK-4

IIpouecc, mpu KOTOPOM MOJIEKYJIbI OMOJTOTHYECKH AKTHB-
HBIX BellleCTB MPOXOIAT Yepe3 MeMOpaHy KJIEeTKH HJIH Op-
raHU3Ma Ha3bIBaeTCs b

A. nuddysus no 3IEKTPUIECKOMY MO0

b. muddy3us nmo memoOpane

B. muddy3us no nasneHuro

I'. nuddy3us no KOHIEHTPAIIMIOHHOMY TPAJAUEHTY

195,

OIIK-4

C yBejiHYeHHEM KOHIIEHTPAIIMH B BOJHBIX PACTBOpPax
rJIMKOJIei
A. CHmxaetcs ux n3duparenpHasi ClloCOOHOCTb B OTHO- B
meHuu TuapoduiIbHeIX BAB
b. Cumxaercs ux uzbuparenbHas CiocOOHOCTh B OTHO-
meHuu unoduibHeIX BAB
B. Bospacraer ux n3doupartebHasi CHOCOOHOCTD B OT-
HomeHuu JunopuabHbix bAB
I'. Bospacraer ux nzbuparenbHasi CHOCOOHOCTh B OTHO-
meHuu TuapoduiIbHeIX BAB

196,

OIIK-4

Caepxkpuruyeckue CO2-3KCcTPaKThl 10 CPABHEHHUIO C
IKCTPAKTAMM, IIOJIY4YCHHBIMH KJIACCHYCCKMMH METOAAMHU, A
SIBJISIIOTCS

A. BoJjee CHIBHBIMH AHTHOKCHAAHTAMH

b. PaBHOLICHHBIMH 10 aHTHOKCUJAHTHOW AKTUBHOCTH

B. Bonee ciiabpIMi aHTHOKCHJAHTAMU

197]

OIIK-4

CucreMa 3KCTpParupoBaHus — 3TO
A. Metoja, KOTOPBIH MCIOJIB3YeTCs AJIs1 M3BJICYCHUS A
M0JIeE3HBIX KOMIIOHEHTOB U3 PACTHUTEIbHOIO ChIPbS
b. CMech NOJISIpHBIX U HEMOJSPHBIX paCTBOPUTEIEH
B. OkcrparupoBaHue noJispHbIMU PACTBOPUTEISIMU
I'. KoMruiekc pa3IMuHbIX MPUOOPOB, IPETHA3HAYCHHBIX
JUIS1 OKCTParupoBaHUs

198,

OIIK-4

CMmemmmBaHue ciupTa ¢ BOAOH H3MEHsSIeT
A. JIM3IEKTPUUECKYIO TOCTOSTHHYIO HE3HAYUTEIBHO b
b. JImdeKTpu4YecKyl0 NOCTOSIHHYIO B 00/1bIIHX Ipe-
aenax
B. JIu3JIeKTpUUYECKYIO IIOCTOSHHYIO B TOYKE KUIICHUS
I'.  JIndyieKTpu4YecKyro MOCTOSHHYIO TOJIBKO IO BBICO-
KHMM JIaBJICHUEM

199,

OIIK-4

Copepxanue Butamuna C npu 3xcrparuposanun 40%
CIIMPTOM B cpaBHeHHH ¢ 96% cniupTom A
A. 3Ha4YUTeIbHO BbIIIE
b. 3nauurtenbHO HUXKE
B. Opnunakoo
I'. He3nauurensbHO BbIIIE

200]

OIIK-4

Couu aJ1KaJ10110B XOPOIO PACTBOPUMBI
. B rekcane

B Gen3one

B xnopodopm

B Boae

W s

Kozsr
U HaMEHOBaHUE
KOMIIETEHIIN U

Haunmenosanue koMneTeHIINH

OIIK-6

CrnocobeH pa3pabaTeiBaTh M NPUMEHSTH Ha MPAKTUKE WHHOBAIIMOHHBIE




pellleHus B HAyYHO! U MPOU3BOJICTBEHHOM cdepax OMOTEXHOJIOTHUU Ha OC-
HOBE HOBBIX 3HAHUU U MPOBEJICHHBIX MCCIIEIOBAHUN C YYE€TOM SKOHOMUYE-
CKHX, 9KOJIOTHYECKHX, COUAIBHBIX U APYTUX OrpaHUYCHHH

Haumenosa-
HHE KOMIIE-
TEHINHI

3aganue

Bepusiit Bapu-
aHT

3a):[aHHe 3aKPBITOTO THIIA HAa YCTAHOBJICHUEC COOTBCTCTBUA

201,

OIIK-6

N3y4ure nopsigok perucTpauvu u3MeHeHU U OTKJIOHe-
HHUH X012 TEXHOJIOTHYECKOr0 MpoLecca i YCTAHOBHUTE CO-
OTBETCTBHE K KAKI0H MO3UIIUN, TAHHOI B JIEBOM CTO0.JI0IIE,
nojdepuTe COOTBETCTBYIONLYIO MO3UIUIO U3 MPABOI0

CTO0JIOIA

Dranel

IIpaBuia perucrpanuu

A | Odpopmienue peru-
CTPAaLlMOHHBIX 3aIH-
cen

. 3anucH NOJDKHBI OBITh
IO CAHBI JIMIIAMH, BBI-
HOJIHAOLIUMU padboTy U
KOHTPOJIMPYIOIIMMHU TIpa-
BUJILHOCTB €€ BBIIIOJIHE-
HMUS.

b | Beiosinenue peru-
CTPallMOHHBIX 3allK-
cent

3anucu J0IKHBI BBIIOJ-
HATHCS OJTHOBPEMEHHO C
IPOBEJICHUEM IIpoliecca
IIPOM3BOJICTBA MJIH KOH-
TpOJIs (B peKUME pealib-
HOTO BpemeHu). OHu
JIOJKHBI OBITH OJ{HO3HAY-
HBIMH, Pa300PUYHBBIMH,
4ETKUMU ¥ HECTUPACMBI-
MH.

B | Ilonnucanue peru-
CTpPALlMOHHBIX 3aIlu-
cel

Jnst kKaxKa0ro KOHKPETHO-
r'o MIPOU3BO/JICTBA pa3pabda-
THIBAOTCSI (JOPMBI peru-
CTPALIMOHHBIX 3aMUCEH.
OHU 10JKHBI OBITH TIPU-
BEJICHBI B IPUJIOKEHUH K
WHCTPYKIIMU WU CTaHaap-
Ty ONPEINpUsATHUS, COTTACO-
BBIBATHCS M YTBEPKIAATHCS
OJHOBPEMEHHO C IPOU3-
BOJICTBEHHBIMHU JJOKYMEH-
Tamu

I' | 3amonuenue nucra
OTKJIOHEHU U

JIfo0OkIe OTKJIIOHEHHS OT
POMBILIUIEHHOTO peryia-
MEHTA U TEXHOJIOTHYECKUX
WHCTPYKIUN 3aHOCSTCS B
JINCT OTKJIOHeHni. JIucT
3aro0JIHAETCS Ha KaXIYIO
CEPHIO TIPOJIYKTa COTPY/I-
HUKOM, OTBETCTBEHHBIM 3a
MPOBEACHUE TEXHOJIOTH-
YECKOro IMpoIiecca.

A3
b2
B1
I'4

202]

OIIK-6

Ilo3HakoOMBbTECH € JOKYMEHTAMH, HE00X0AMMBIX JIJIfl pe-




THCTPALMH OTKJIOHEHHI B TEXHOJIOTHYECKOM Ipolecce.

YeTaHOBHUTE COOTBETCTBHE K KAXKIOH MO3UIIUN, JAHHOM B
JIEBOM CT0JI01IE, MOA0epUTEe COOTBETCTBYIOLIYIO MO3UIIMIO
M3 MPABOro CTOJI0NA

JIOKyMeHTBI

Coneprxanue

A

KoHTpobHBIN TUCTOK

Onucanue TEXHOJIOrHye-
CKHX OTICpAIlMi TEXHUYE-
CKOI'0 KOHTPOJIS C YKa3a-
HUEM COJICpXKaHUs U T10-

CJIeI0BATENILHOCTH TIepe-
XO0JIOB

KoHTtposbHbIe KapThI

OToOpakaroT M3MEHEHUSs
IoKa3aTeyield BO BpeMEHH!
U TEM CaMbIM 00eCIIeun-
BaloT 0a3y JuIs yIpasJie-
HUS TTPOIECCOM

OnepannoHHbIe Kap-
TBI

Jto Tabnuia, KoTopas co-
MIPOBOXKIAET MPOLIECC UITH
O00BEKT U B KOTOPOH 3aru-
CBHIBAIOTCA JJAHHBIE KOH-
TPOJIS

TexHomornueckuii
MacropT

OdopmisieTcst Ha crieIu-
(buyuecKre TEXHOIOTHYEe-
CKHE MPOIECChI, HAIPH-
Mep, KOT/Ia BpeMsI BBIMOJI-
HCHUSA OTACIIBbHBIX OII€pa-
M WK MEXK/TY MX BbI-
MIOJTHEHHUEM perjiaMeHTH-
POBAHO.

A3
b2
B1
r4

203,

OIIK-6

H3yuure ocHOBHBIE BUIBI HOPMATHBHO-TEXHHUYECKOM
JTOKYMEHTAIINH M YCTAHOBHTE COOTBETCTBHE K KAMK/IOH
MO3UIMH, TAHHOI B JIEBOM CT0JI0IIE, MOA0EepUTE COOTBET-
CTBYIOLIYIO MO3HIHIO U3 PABOT0 CTOJI0IA

JIOKyMeHTBI

DyHKIUU

A

TexHuueckue pe-
TJIaMEHTBHI

1

OmnpenensitoT TpeboBa-
HUA K Ka4ecTBY JIeKap-
CTBEHHBIX CPEJICTB,
BKJIIOYasi OMomnpenapaTsl

IIpaBuna GMP

Enunas cucrema tpedo-
BaHUW K OpraHu3anuu
MPOU3BOACTBA U KOHTPO-
JIF0 KauyecTBa JieKap-
CTBEHHBIX CPEJACTB,
BKJIIOYast OMOTEXHOJIOTH-
YECKYI0 MPOAYKIIHIO

TexHos0THUE-
CKHE PETJIAMEHTBI

JIOKyMEHTBI, ONTUCHIBA-
IOILKE TIPOLIECC MTPOU3-
BOJICTBA OMOTEXHOJIOTH-
YECKOW MPOIYKIIUU

dapMakonenHble
CTaTbH

YcTraHaBIuBaloOT 00s13a-
TeJIbHbIe TPeOOBaHUS K
0€30MacHOCTH MPOYK-

A4
b2
B3
1




1M, TPOIIECCOB IPOU3-
BOJICTBA U OOpaIIeHUs

204, OIIK-6
N3yunTe OCHOBHBIE BUJAbl HOPMATHBHO-TEXHUYECKOI A2
AOKYMEHTALlUM U YCTAHOBHTE COOTBETCTBHE K KAKI0M B3
MO3ULNH, TAHHOH B JIEBOM CT0JI0LIe, MO0epUTE COOTBET- B1
CTBYIOLIYIO NO3UIMIO M3 PAaBOro CTOJ01A I4
JIOKyMEHTBI DOyHKIMU
A | JoxymeHTanus 1 | BxirouaroT onucaHue, METOt
Ha mTaMM- JIbl aHAJIU3a, HOPMBI JIOTY-
MPOIYLIEHT CTUMBIX IIPUMECEN U IpyTHe
napameTphbl
b | lIpaBuna GCP 2 | Bxirodaer gaHHbIe O MUKDOt
OpraHu3Max, UCIOJIb3yEeMbIX
B [IPOU3BOJICTBE, UX JCIOHU}
poBaHueE, NaTEHTOBAaHUE
M300pETeHUH, CBSI3aHHBIX C
ITAMMOM
B | ®apmaxkoneiinsie 3 | Ompenenstor TpeOOBaHUS K
CTaThU MPOBEACHUIO KIMHUYECKUX
UCIIBITAaHUH JIEKaPCTBEHHBIX
Cpe/CTB, BKIItOYasi Ouormpe-
napaThl
I' | Texuuueckue 4 | YcraHaBIuBaOT TpeOOBaHM
ycnosus (TY). K KOHKPETHOMY IIPOAYKTY
WJIN TIpoLecCy
205, OIIK-6 N3yunte karoveBbie TpedoBanust TOCT P 52249-2009 u
YCTAHOBHTE COOTBETCTBHE K KAK/I0H MO3MLMHU, JTaHHOH B A2
JIEBOM CT0JI0Le, 10/10epuTe COOTBETCTBYIOLIYIO MO3ULIHIO b1
M3 PAaBOro CTOJI0LA. B3
TpeboBanus Copnepxanue r4
A | Cucrema obecrne- 1 | Bce nmpotiecchbl JOMAKHBI OBITE
YEHMsI KaueCcTBa YETKO periaMeHTUPOBAHBI,
NEePUOANYECKU ITepecMaTpH-
BaThbCs C Y4ETOM HAKOIUIEHH(-
ro
b | PermamenTanus 2 | Cuctema omxKHa TapaHTUPOF
IIPOU3BOJICTBEH- BaTh, UTO JIEKAPCTBEHHbBIE
HBIX IIPOLIECCOB cpezcTBa pa3paboTaHbl ¢ yu&-
TOM TpeOOBaHUH CTaHIApTa,
BCE€ IIPOU3BOJICTBEHHBIE U
KOHTPOJIbHBIE OIlepalvu J0-
KYMEHTHPOBAHBbI, OTBETCTBEH-
HOCTb IIEPCOHAJIA YETKO OIPE-
JiefieHa, a Mepbl 00ecTIeYeHUS
KayecTBa peajn30BaHbl Ha
BCEX dTarnax Mpou3BOJCTBA
B | YcnoBus ais Bbi- 3 | Heobxoammo obecrieunTh

MOTHEHUS TpeOo-
BaHU

Han4yue 00y4eHHOIO U aTTeH
CTOBAHHOTI'O IIEPCOHAJIA, COOT]
BETCTBYIOIIUX TTOMEUICHUH U

000pyTI0BaHUsI, MATEPHAJIOB,




YIIaKOBKU U MapKHPOBKH,
YZIOBJIETBOPSIIOLINX YCTaHOBA
JICHHBIM TPeOOBaHUSM,
YTBEPKIEHHBIX UHCTPYKIUI
METOJMK, a TAKXKE TPeOyeMbl
YCJIOBUM XpaHEHUs U TPaHC-

ol

HOPTUPOBAHUS
I' | Ynonnomouennoe | 4 | Peanusanus JieKapCTBEHHBIX
JIMLIO0 CPEZCTB JI0 BbIJA4U YIIOJIHO-

MOYEHHBIM JIMLIOM pa3pelie-
HHUsI Ha BBIITYCK HE JI0ITyCKae]
cA

3a,Z[aHI/I€ 3aKPBITOIO THIIa HAa YCTAHOBJICHUEC ITOCJICAOBATCIIbHOCTU

206,

OIIK-6

KoHTposb kadyecTBa MpOU3BEICHHBIX JIGKAPCTBEHHBIX Mpera-
paToB OCYIICCTBIIICTCS MOITAITHO:
A. TlpoBeneHue UCTIBITAHUN
b. Bplaya cOOTBETCTBYIOIIMX JOKYMEHTOB, KOTOPBIC r'a-
PaHTHPYIOT, YTO BCE HEOOXOUMBIC UCTIBITAHUS OBLTH
IIPOBEICHBI
B. Ot6op npob

B, B, A

207]

OIIK-6

Pa3paboTka crangapTHBIX ONEepaliMOHHBIX IPOLEAYp peria-
MEHTHPYET [OCJIeJ0BATEILHOCTD JEHCTBHUI PapMarieBTHIE-
CKOTo pabOTHHKA:

A. Oumncrtke 060pyI0BaHUS

b. M3srortomieHue npenaparon

B. ®acoBka 1eKapCTBEHHBIX IIPENapaToB

I'. YnakoBka npenaparos

. Jlesundexiun o6opynoBanus

IA,B,b ]I

208,

OIIK-6

[Iepeuncnure OCHOBHBIE 3Talbl pa3pabOTKU JOKYMEHTALUU
Ha (papmnpeanpusITun

A. Pa3paboTka HHCTPYKLUH MO yIIaKOBKe

b. Pa3paboTka TeXHOIOTMYECKOIo perjamMeHTa

B. Co3znmanue TeXHOJOTHYECKUX HHCTPYKIIUH

I'. Ompenenenue 6a30BbIX TpeOOBaHUI

1. Coznanue cneunduxanmii

r’ B, B, A’I[

209,

OIIK-6

[TopsiioK KOHTPOJIS 32 KAYECTBOM YIIAKOBKU UCXOAHOIO ChI-
pbsl M YIIAKOBOYHBIX MaTEpUaJIOB, IEPEIaBaEMbIX B IPOU3-
BOJICTBO Ha (papMalieBTUYECKOM MpeapUITUI

A. IIpoBepka o0opynoBaHus U paboyero Mecra

b. CocraBienue npoToKOJIOB

B. Amnanu3s u cpaBHeHHe €O crienupUKausIMu

I'. IIpuémka marepuanon

J1. TIpoBepka Tapsl M ymakOBKH

B, I, 1, A, b

210,

OIIK-6

ITopsmok ornepanuii 0 BHyTPUIIPOU3BOIACTBEHHOMY KOHTPO-
JIXO TIPY IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB BKIIFOUAET
CJIEYIOLME JTAIIbI:
A. CocraBieHH€e POTOKOJIOB
b. Hanmuumne HeoOXOAMMBIX MTOMENIEHUH U 000PYAOBaHUS
B. IlpoBenenue or6opa mpod
I'.  OdopmieHue NpoToKOJIOB  MPOBEPKU UCXOJIHOTO
CBIPBSl U MaTepUANIOB, MPOMEKYTOUHOMU, Hepachaco-
BaHHOM U rOTOBOW MPOIYKIMH, UX aHAJIU3 U CpPaBHE-

I, A, b, E, B, ]I

HUE CO crielUKaIIsIMU.




. IlpoBeneHue ucnbITaHUN
JTaMH.

E. TloarBepxxaeHue TOro, 4TO rOTOBAsk MPOAYKIIUS CO-
JIEP’KUT aKTUBHBIC (DapMarieBTHIeCKHe CyOCTaHIIuU

ATTECCTOBAHHBIMU METO-

3a,I[aHI/Ie OTKPLITOI'O THIIA C PA3BCPHYTHBIM OTBETOM/ 3ajJada

211]

OIIK-6

JIJist KaKI0T0 KOHKPETHOTO MPOU3BOJICTBA Pa3padaThIBAIOTCS
(bOopMBI perucTpalOHHbIX 3aluCceH.

Odopmienne
perucTpaIoH-
HBIX 3aucen
UMeeT psij mpa-
Bui1. OHH
JIOJKHEI OBITH
MIPUBE/ICHEI B
MIPUIIOKEHUHU K
WHCTPYKIIUU
WU CTaHAapTy
PEITPUSITHS,
COIJIaCOBBIBATh-
Csl M yTBEp-
JKIaThC OJHO-
BPEMEHHO C
MIPOM3BO/I-
CTBEHHBIMH J10-
KYMEHTaMH.

212]

OIIK-6

[Tepeuncnure npaBusiia BHITIOJIHEHHE PETUCTPAIIMOHHBIX
3anucen

3amicy IO KHBI
BBIIOJIHATHCS
OJTHOBPEMEHHO
C IPOBEJICHUEM
npoiiecca mnpo-
M3BOJICTBA WU
KOHTpOJIS (B
peXHUMe peab-
HOT'O BPEMEHH).
OHH TOJDKHBI
OBLITH OJHO-
3HAYHBIMU, Pa3-
00puMBBIMY,
YETKUMU U He-
CTHPAEMBIMH.

213]

OIIK-6

Jlns 9ero Ha TpeanpUSTHU JODKHA OBITH CO3[]aHa CHUCTEMA,
BKJTFOYArOIIasi opranuzaiuio padbotel o GMP, KoHTpoJb Ka-
YECTBA U CUCTEMY aHAJIN3a PUCKOB.

Omna nosmkHa
rapaHTHPOBATh,
YTO JIeKap-
CTBEHHBIE Cpe/I-
CTBa pa3paboTa-
HBI C y4ETOM
TpeboBaHUit
CTaHJapTa, BCE
POHU3BO/I-
CTBEHHBIC U
KOHTPOJIbHBIE
OTIepaIuy Jio-
KYMEHTHUPOBa-
HBI, OTBET-
CTBEHHOCTb




TepCcoHaNa 4YeT-
KO OmpesierneHa,
a Mepbl obecrie-
YCHHS Ka4eCTBa
pean30BaHbI HA
BCEX dTamnax
MIPOU3BOJICTBA

214

OIIK-6

Kakwue tpeboBanus ycranasimuaer OCT P 52249-2009
«[TpaBuia mpon3BOCTBA M KOHTPOJIS Ka4eCTBA JIGKAPCTBEH-
HBIX CPEICTB»?

OTOT Hauuo-
HaJIbHBIN CTaH-
JapT UACHTHYCH
npaswiam GMP
EBponeiickoro
Coro3a (10 co-
CTOSTHUIO Ha
31 sHBaps
2009 roma).
OH ycTaHaBIM-
BaeT TpeboBa-
HUS K IPOU3-
BOJICTBY Y KOH-
TPOJIIO KayecTBa
JIeKapCTBEHHBIX
CPEICTB JIJIs ue-
JIOBEKa W JKH-
BOTHBIX, BKJIIO-
yasi o01ue Tpe-
OOBaHUA U cIIe-
[UATBHBIE TI0-
JIOXKEHUS ISt
OTJICJTbHBIX BH-
JIOB TIPOAYKIIUU
(manpumep, 11
aKTUBHBIX (ap-
MAaIeBTUICCKIX
cyOcTaHIHiA,
CTEPHIIbHBIX Jie-
KapCTBEHHBIX
CpeICTB, pa-
nuogapmaries-
TUYECKUX TIpe-
apaToB).

215]

OIIK-6

®denepanbHbIi 3aK0H «O0 0OpalIeHNH JIEKapCTBEHHBIX
CPEICTBY» PETYIHPYET OTHOLIEHHUS, CBSI3aHHBIE C pa3padboT-
KOI\/JI, MMPOU3BOACTBOM, KOHTPOJIEM Ka4€CTBA, XPAHCHUEM,
TPAHCTIOPTUPOBKOHN U JPYTUMHU aCTIEKTaMU OOpaIleHus Jie-
KapCTBCHHBIX CPEACTB. Ha3zoBute xiroueBbie ITOJIOKCHHA, Ka-
caroIuecs Mpou3BOICTBA.

[IpousBoacTeo
JIEKapCTBEHHBIX
CPEIICTB JIOJKHO

COOTBETCTBO-
BaTh TpeOOBa-
HUSM IIPAaBUII
HaIexxalen
IIPOU3BO-

CTBEHHOM IIpaK-

tuku (GMP),

YTBEPKIEHHBIX

YIIOJIHOMOYEH-




HBIM deaepaib-
HBIM OPTaHOM
UCIIOJTHUTEIIb-

HOM BJIACTH.

[IpousBoacTBO

OCYIIIECTBIISETCS

¢ COOJIFOIEHNEM

TpeOoBaHU
MIPOMBIIIJICHHO-
T'O PerIaMeHTa,
KOTOPBIi

YTBEPIKIACTCS

PYKOBOAUTENEM

MIPOU3BOTUTEIIS.

PernamenTt

BKJIFOYAET TIepe-

YEeHb UCIIONb3Y-
eMbIX (hapma-
[EBTUYECKUX
CcyOCTaHIWH 1

BCIIOMOTaTelNb-
HBIX BEIICCTB,

naHHble 00 000-
pyIIOBaHUH,

OIHCaHUE TeX-

HOJIOTUYECKOTO

mporecca u Me-

TOJIOB KOHTPOJIS
Ha BCEX dTamax
MIPOU3BOJICTBA.
[Ipu npownsson-
CTBE JIeKap-

CTBEHHBIX TIpe-
naparoB st

MEIUITHHCKOTO
MIPUMEHEHUS

HCTIOJIB3YIOTCS

bapmareBTHYE-
cKkue cyocTaH-
I[UU, CBEJICHUS O
KOTOPBIX CO-
JepKaTcs B TOC-
yIapCTBEHHOM
peectpe nekap-
CTBEHHBIX
CPEICTB WU
SJIMHOM peecTpe
3aperucTpUpo-
BaHHBIX JICKap-
CTBEHHBIX
CpencTB
EBpasuiickoro
YKOHOMHYECKO-




ro CO03a.
YnomHoMo4eH-
HOE JIUIIO (aTTe-
CTOBaHHBIN pa-
OOTHHK TIPOU3-
BOJIUTETIS C
OTIBITOM HE Me-
HEe 5 JIeT B
00J1acTH TIPOU3-
BOJICTBA WJIH
KOHTpOJISI Kaue-
CTBa JIeKap-
CTBEHHBIX
CPENICTB) JIOJIK-
HO MOATBEP-
XKIaTh COOTBET-
CTBHUE KaXKIOU
CepHHU TIPOTYK-
1My TpeOOBaHM-
SIM, YCTaHOB-
JICHHBIM TpU

rOCyJIapCTBEH-
HOM perucrpa-
UM JIeKap-
CTBEHHOTO
cpeacTa
3aaHust OTKPHITOrO THUNA C KPATKUM OTBETOM
216, OIIK-6 B ciyyae OTKIOHEHUS OT perjaMeHTHBIX 3HaU€HUH Ipolecca | IOCTYIUICHUS
MepCcOoHaJI, OTBEYAIOIIHI1 32 MPOU3BOICTBO JAHHOMN cepuu MOJIYIPOAYKTa
IPOAYKTa (HanmpuMep, HadaJlbHUK 11€Xa), IPUHUMAET pelie- Ha OJyKaiiyro
HUE 0 cII0coOe MPOI0JDKEHU ITpoliecca J10 ceuuuIupo-
BaHHYIO TOUKY
nporiecca
217, OIIK-6 B nuct oTKIIOHEHUI 3aHOCSTCS JIFOOBIE OTKJIOHEHHS OT TPO- periiaMeHTa u
MBIIIJIEHHOTO TEXHOJIOTHYe-
CKHX HHCTPYK-
187071
218 OIIK-6 Kputnueckue craauu NpoM3BOJACTBA IMOAJIEKAT aTTECTAllMM | TEXHOJIOTUYe-
(MCIBITaHUSIM), B TOM 4YMCJE NMPH BHECEHUM CYILECTBEHHBIX | CKUH Ipolecc
V3MEHECHUH B
219! OIIK-6 B mpouecce mpousBoaCTBa HEOOXOIMMO COCTaBIATH MPOTO- MPOJIYKLIUH
KOJIBI, JIOKYMEHTAJIFHO TOJTBEPIKIAIOIINE TPOBEJCHUE TEX- | YCTAaHOBJICHHBIM
HOJIOTHUYECKUX CTaJIMI U COOTBETCTBUE HOpMaM
220, OIIK-6 locynmapcTBenHas papmakorniess —  COOPHUK CTAaHAAPTOB M | JICKAPCTBEHHBIX
METO/I0B KOHTPOJIsI KAueCcTBa CpeACTB
OIIK-6
221] OIIK-6 IIpu npoBegeHUN NPUEMOYHOr0 KOHTPOJIS MO
N0KAa3aTelI0 KMAPKHUPOBKA» ONpee/sIloTCA B
A) 1IeTOCTHOCTh YIaKOBKH
b) nannuue 3anaxa
B) cooTBeTcTBHE 0(pOopMIIeHHS JIEKAPCTBEHHBIX Npenapa-
TOB TPeOOBAHMSAM HOPMATHBHOI TOKYMEHTALUH
222 OITK-6 Pe3yjbTaThl NPHEMOYHOTO KOHTPOJISI PErHCTPUPYIOTCS




A. 3anuchbi0 B CIENUAIBHOM KypHaJie

b. OTmeTKO# 0 IpOBEpKE B TOBATOBAPHO-TPAHCIIOPTHOM

B. HakianHoil OTMETKON O MPOBEPKE B peecTpe TOKYMEHTOB
M0 KaYeCTBY

I'. CnenuanbHO COCTAaBJIEHHOM aKTe

223]

OIIK-6

IapameTp, KOTOpBIIl He BXOAUT B NpPHEMOY-
HbIi KOHTPOJIb OLEHKH JIEKAPCTBEHHOIO
npenapara

A. MONJIMHHOCTH

b. BHemHwuii BuI, 3amax, BET

B. mapxkupoBka

I'. 1EeI0CTHOCTh YyIIaKOBKHU

224

OIIK-6

Iloka3aTenu, M0 KOTOPBIM HNPOBOAUTCH NPOBEPKA
Ka4ecTBAa NPHU NPHEMOYHOM KOHTPOJIE TOBAPOB all-
TEYHOI'0 ACCOPTHUMEHTA

A. Mukpoomnosoruvyeckasi YucToTa

b. KonudecTBeHHBIN cOocTaB

B. TloamuaHOCTH

I'. BaemiHue nmpu3HaKu

225]

OIIK-6

JIOKYMeHT, SIBJASIOIIUICS COOPHUKOM 00513aTeJIbHbIX
0011eroCyJapCTBEHHbIX CTAHJAAPTOB M MOJOKEHMI,
HOPMHPYIOIIUX KAa4YeCTBO JEKAPCTBEHHBIX BelIECTB,
JIEKAPCTBEHHBIX CPEACTB, NMpPenaparoB, BCIOMOraTeJib-
HBIX BellleCTB, JIEKAPCTBEHHBIX (popm

A. Manyan

b. ®apmakorneitHas cTaTbs

B. Ilpuka3z

I'.'I'ocynapcrBennas ¢papmaxonest

226,

OIIK-6

IIpueMOYHBI KOHTPOJb Ka4YecTBAa JIEKAPCTBEHHBIX
cpeacts (JIC) mo moka3aresr0 «<MapKMpPOBKa» BKJIOYAeT
NPOBEPKY
A. IlenocTHOCTH YNAaKOBKH U €€ COOTBETCTBHE (Pu-
3UKO-XUMHUYECKUM cBoiicTBaM JIC
b. Ucrounuka nocrymienus JIC u npaBuimbHOCTH
0(opMIIEHHS COTTPOBOAUTENIBHBIX TOKYMEHTOB
B. BHemHero Buaa, arperaTHOro COCTOSIHUS, IBETa, 3a-
naxa JIC
I'. CoorBeTcTBHE MapKHPOBKM NEpPBUYHOI, BTOpPHY-
HO# ynakoBkHu JIC TpeGoBaHUsIM TOKYMEHTa B 00-
JIACTH KOHTPOJIsI KauecTBa

227

OIIK-6

ITonsiTue cBoaa 00MX (papMaKoNeHBIX cTaTel
A. Knunauko-gpapmakonorudeckas CTaThs
b. ®apmakoneiiHas cTaTbs
B. T'ocynapcrBeHHas papmakonest
I'. ®opmynspHas cTaTbs

228

OIIK-6

JlaGopaTopHble 1 HHCTPYMEHTAJIbHbIE UCCJIET0BAHUS NIPU
NPOBEACHUN TMPOU3BOACTBEHHOI0 KOHTPOJIS B amnTeKe
NPOBOASATCS

A. AKKpeIMTOBAaHHBIMH J1a00paTOpUAMH

b. CnemumamucroM mo oxpaHe Tpy/a U TEXHHKE Oe3omac-

HOCTHU
B. PykoBogutenem npeanpusaTus
I'. Cneumanucramu pocnoTpedHaa3opa




229,

OIIK-6

KonTpons no pazneny «MapKkupoBKay BKIIOYAET:
A. CootBerctBue opopmienus JIC tpeboBanusm H/I.
b. CooTBercTBHME MAPKUPOBKU NEPBUYHOM, BTOPUYHOW U
IPYIIIOBOM YIIAKOBKH
B. Hanuune nucTka- BKIaaplma (HHCTPYKIIH)
I". Bce oTBeThI NPpaBUJIbHbBIE

230,

OIIK-6

Yto 10/mKHO OBITH YKa3aHO HA ATUKETKAaX YIaKOBKH C JIeKap-
CTBEHHBIMH BEIIECTBAMU, IPEAHAZHAYEHHBIMH JIJISI U3TOTOB-
JICHUSI PACTBOPOB /ISl MHBEKIIUIA U MH(Y3MOHHBIX pacTBOPOB?
A. Topen nis HHLEKIHUI
b. Moxer ucnosib30BaThCs 1151 IPUTOTOBJIEHUS PACTBO-
POB ISl UHBEKLIUM.
B. MoseTt ucroab30BaThCs 1J1s1 IPUTOTOBICHUS HHDY3HU-
OHHBIX PACTBOPOB

231]

OIIK-6

UYTo 10JKHO YKa3aTh B MPUXOAHBIX JOKYMEHTAaX JIUI0, OTBET-
CTBEHHOE 3a KauecTBo nocrynaroumux JIC.
A. «IIpueMoOYHBbIil KOHTPOJIb IPOBEAEH» U 3aBEPUTDH
CBOeil NOANHCHIO
b. KonnyecTBO MOCTYNHUBIIMX TOBAPOB COOTBETCTBEHHO
TOBapHO-TPAHCIOPTHBIM JOKYMEHTaM
B. VYmakoBka cOOTBETCTBYeT TPeOOBAHUIM HJT
I". MapkupoBKa COOTBETCTBYET TPEOOBAHUSIM HJT

232]

OIIK-6

Ha mrranriacax jiekapcTBEHHBIMU BEILIECTBAMM B TOMEIIEHU-
AX XpaHEHMsI TOJIKEH ObITh YKa3aH:

+a) HOMep CepUH MPEIIPUATHSI- U3TOTOBUTEISL.

+0) HOMep aHaNM3a UCTIBITATEIBHON Ta00paTOPHH

+B) CpPOK I'OJTHOCTH

+T) J1aTa 3al0JHEHUS U MOANKCH 3all0JHUBILErO HITAHIJIAC.
a, 0, B, T - mocranopienue M3 Pb Ne35 ot 14.08.2000r.

233]

OIIK-6

Ha mranrnacax JiekapCTBEHHBIMH CPEICTBAMH COJAEPKALIUMHU
Cep/IeUHbIE TTTUKO3UIbI JOJIKHO OBITh YKa3aHO:
A. KoIn4ecTBO €AUHMIL AeHCTBH B oOmieii Mmacce JIPC
b. koam4ecTBO €IMHHI] IEHUCTBUS B 00IIEM, 0OHEME TO-
TOBOT'O JIEKAPCTBEHHOI'O CPEACTBA
B. koJmn4yecTBO eMHMI JeHCTBUS B OJHOM rpaMme
JIPC niim 01HOM MHJIMJIMTPE TOTOBOT0 JIeKAp-
CTBEHHOI'0 CpeICTBa

234

OIIK-6

Ha mranriacax ¢ IeKapCTBEHHBIMU CPEICTBAMHU, HAXOSAILIHN-
MHUCS B aCCUCTEHTCKON KOMHATe JJOJKHO OBITh YKa3aHO:

A. Jlara 3anonHeHus

b. Tloamwcu 3amoJIHUBIIErO U MPOBEPHUBIIETO

B. Iloamuce 3aBenyroLero-npoBu30opa anTeKon

I'. Ilognuce npoBH30pa-aHAIUTUKA

235]

OIIK-6

[IITanraacel ¢ pacTBOpaMH, HACTOMKAMM U KUIKUMH I10JTY-
dabpukaTaMu JODKHBI OBITH 00ECTICUEHBI:

A. HopManbHBIMU 3TUKETKAMHU

b. HopMajibHbIMH KamjieMepamMu

B. HopMaJbHBIMH NHIETKAMH

I". HopmanbHbiMU poOKamMu

236,

OIIK-6

Ha mranrmacax c JICKAPpCTBCHHBIMU BCIICCTBAMU
Nnpe€aHasHAYCHHBIMU U1 U3TOTOBJICHUS CTCPUJIBHBIX JICKAp-
CTBCHHBIX CPCACTB U B ACCITUUCCKUX YCIIOBUAX, JOJIKHBI




OBITh:
A. IlpenynpeaurenpHas NOAIUCH «JlJIs CTEPUIIBHBIX Jie-
KapCTBEHHBIX (hOPM»
b. IlpenynpenurenbHas HaAMKUCh « s MpUroTOBIECHUS
MHBEKIMOHHBIX PACTBOPOBY
B. IlpenynpenutenbHas HaAIUCh «JIekapcTBeHHBIE Cpea-
CTBa JJIs1 UHBEKLUI»

237]

OIIK-6

JIyist KakuX JIEKapCTBEHHBIX BEIIECTB AlTeKH JIOJDKHBI OBITh
oOecrie4eHbl 1yOJupPOBaHHBIMU IITAHTJIAaCAMH?

A. HauboJsiee 4acTO HCNOJIb3yeMbIX.

b. HapxoTtnueckux

B. CunpHOoneicTByOMUX

I'.  OxpameHHbIX

238,

OIIK-6

UTo H0KHO OBITH YKa3aHO TIPH 3aIOJTHECHUU TACTIOPTAa IMHCh-
MEHHOT'O KOHTPOJIS?
A. JlaTta u3roToBiICHHS
b. Howmep (Ha3BaHue) OOIBHUIIBI M HA3BAHKUE OTIACICHUS
B. Bce oTBeTHI MpaBUJILHBIE
I'. Yuciao no3

239,

OIIK-6

HpaBI/ma 3aII0JIHCHU A HacnopTa IINCBMCHHOI'O KOHTpOJI?I.

A. 3amosHsieTcs1 HeMeIJIEHHO MoCcje H3roTOBJIeHHS Jie-
KAPCTBEHHOI0 CPeICTBA MO NAMATH HA JATUHCKOM
fI3BIKE, B COOTBETCTBHH C MOCJIEI0BATEIHLHOCTHIO
TE€XHOJOTHYEeCKHUX Onepanuii

b. B cayyae ucnosib30BaHus m01y(padpPpUKATOB U KOH-
LHEHTPATOB, a TAKKe TPUTYPAIUIl YKA3BIBAETCHA UX
KOHIeHTpanus (pa3BeieHue) U B3sITble KOJIUYeCTBA
(o0bem, Macca)

B. Vka3zbiBaroTcs BemiecTBa OTHOCAIIMECS K CIUCKY «A ..

F. 33HOHH$IGTC$I I10CJIC U3TOTOBJICHUS ITSATHU JIeKapCTBCHHI)IX

¢bopma

240,

OIIK-6

Crepunusanueil Ha3pIBaeTCS:

A. BblENeHHE OaKTepHil U IPUPOIHOTO HC-
TOYHHKA
b. yHWYTOXEHHE MaTOreHHBIX MUKpPOOpra-
HU3MOB
B. yHmuToOKeHHe BceX MMKPOOPraHU3MOB U UX MOKO-

Ammxcs popm

241]

OIIK-6

GLP pernameHTupyer:
A. JlabopaTopHble ucc/ie10BAHUSA
b. IlnanupoBaHue MOMCKOBBIX pabOT
B. HaGop TecToB mpu npeakIMHUYECKUX UCTIBITAHUSIX
I". Mertoapl MaTeMaTHYeCKOI 00pabOTKH TaHHBIX.

242]

OIIK-6

TecTel NOATBEPXKAAIOT,  UTO:
A. Jlocturnyra TpeOyemas Temreparypa/aaBieHue
b. Briaepskana HeoOXoauMasi HKCIO3UIUS
B. Ilap/Bo31yx paBHOMEpPHO pacmpenesieHl B Ka-
Mepe
I'. Bce oTBeTHI BEpHBI

243]

OIIK-6

K MeronaMm cTepuian3anuy OTHOCST:
A. TIpombIBKY BOJOIIPOBOTHOM
BOJIOM




b. IIpoMbIBKY JUCTUIITUPOBAH-
HOW BOJIOM
B. O0paborky yabTpadmuonero-
BbIM H3JyYeHHEM
244 OIIK-6 A. Ha MUKpOOpraHu3Mbl U UX CIIOPbI T'yOUTENbHO AEH-
CTBYIOT: BUJIUMasl 4YacTh COJIHEYHOI'O CIIEKTpa
b. VYuerpaduoneroBoe u3inydcHue
B. g-nyuu
[. YasTpadgmuoseroBoe usjyyeHue, g-a1y4u
245, OIIK-6 [Tepen pabotoii OOKC:
A. MorT
b. Ksapuyrot
B. MowTt n kBapuyort
I'. Ilonmerarot
246 OIIK-6 CrepunbHas KyJabTypa:
A. Copaepxut OaKTepuH MpeuMyliecTBeHHO | Buaa
b. CBo06oaHa OT J1I00BIX MOCTOPOHHUX MUKPOOPTa-
HHU3MOB
B. Copnepxut 6akTepuy NPEeUMYIIECTBEHHO 2 BUJIOB
247, OIIK-6 Cornacao CCP B 00513aHHOCTH 3TUYECKUX KOMUTETOB BXO-
JISIT:
A. KoHTposb 3a cCaHUTapHBIM COCTOSIHUEM JIEUEOHO-
NpOQUTAKTUIECKUX YUPEKICHUM;
b. 3amuTa npaB 00/1bHBIX, HA KOTOPBIX HCNBITHIBA-
I0TCSl HOBbIE JIeKAPCTBEHHbIE MpPenapaTbl
B. VYTBepxkaeHue HazHaYaEMBIX PEKHUMOB JICUCHUS
I'. KonTtpoib 3a coOat0ieHIeM BHYTPEHHETO Paclopsii-
Ka.
248, OIIK-6 CBolicTBO 0OeTanakTaMoB, HU3-3a KOTOPOTO HX CJEAyeT,
cormacio CMP, HapabaTbIBaTh B OTJCIIBHBIX TOMEIIICHUSX :
A. oO1m1ast TOKCHYHOCTB;
b. xpoHuueckas TOKCHYHOCTB;
B. 3MOpuoTOoKCHYHOCTH
I'. annepreHHoCTb.
249, OIIK-6 JIOKyMEHT, yCTaHABJIMBAIOIINIA TEXHHYECKHE TPSOOBAHHSI,
KOTOPBIM JIOJIKHA YJIOBJIETBOPITH MPOIYKIUS WU yCIIyTa,
a TaKKe MPOLEIYPhl, C IOMOIIBIO KOTOPBIX MOXKHO yCTa-
HOBUTb, COOIIOJICHBI JTH JaHHBIE TPeOOBaHUS — ATO. ..
A. HauvoHanbHbIN cTaHAApPT
b. Texnuyeckue ycJI0BHs
B. Ceptuduxar
I'. Pexomenpanuu 1o CTaHaapTH3aALNA
250, OIIK-6 KommuiekcHast crangapTusanus — 3710 ...
A.YcTaHoBJieHMe M IPMMEHEHHE CUCTEeMbI B3aMMOYBSI-
3aHHBIX TPeOOBAHMI K 00bEKTY CTAHAAPTH3ALUH
b. YcranoBieHre MoBBIIIEHHBIX HOPM TpeOOBaHUI K 00BEK-
TaM CTaHJAPTU3AINH
B. Hayuno — o60ocHOBaHHOE Ipe/icKa3zaHue Mokaszareneil Ka-
4eCcTBa, KOTOPBIE MOTYT OBITh TJOCTUTHYTHI K OMIPE/ICIICH-
HOMY BpEMEHHU
I'. CTenenp HACBHIMIEHHOCTH W3METUs YHU(PUIIUPOBAH-
HBIMU y3JIAaMH | JICTaJISIMU
‘ Koner ‘ HanMmenoBaHue koMmneTeHIIUN




N HAUMCHOBAaHHEC

KOMIETECHIII
IMK-1 Cnioco6eH mpoBOaUTE PabOTHI MO (hapMaIeBTHUECKON pa3paboTKe
Ne | Haumenosna- .
n/ | Hue Komre- 3ananue Bepubiit papy-
o TEeHIIUNI anT
3a/laHue 3aKPBITOTrO TUIA HAa YCTAaHOBJIEHHE COOTBETCTBUS
251, [K-1 N3yuyuTe MeKTyHAPOIHYIO CHCTEMY O0ecnieyeHHs Kade-
cTBa B (papManeBTHYECKOM M OMOTEXHOJIOTHYECKOi OT- A2
paciasaxX M YCTAHOBHUTE COOTBETCTBHE K KAKI0W MO3ZHLIMH, b1
JAHHOM B JIEBOM CT0JI01IE, TOA0EePUTE COOTBETCTBYIONLYI0 B4
MO3UIUI0 U3 MPABOro CTOJ0HA rs3
CraHgapTsl Pacmmgposka
A | GLP 1 | cucrema obecrieueHus Ka-
4yecTBa B (papMareBTude-
CKOI ¥ OMOTEXHOJIOTHYE-
CKOH OTpacisix
b | GxP 2 | Hajgyexamas JabopaTop-
Has TIPAaKTHKA JIJIS JIOKJTH-
HUYECKHUX HCCIIETOBAHHI
B | GCP 3 | Hamexkamas mpon3BO/I-
CTBEHHAsI MPAKTUKA TSI
MIPOU3BOJICTBA U KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX
CPEJIICTB U IPYTHX MPO-
JYKTOB
I | GMP 4 | Hajpexaias KIMHIYeCcKas
MPaKTHKA JJIs1 KITUHUYe-
CKHX HUCTBITAaHUIN
252, [1K-1 H3yuure poccuiickylo cucreMy odecnedyeHnsi Ka4ecTBa B
(hapmaneBTHYECKOH 1 OMOTEXHOJIOTHYECKOI OTPACIAX H A2
YCTAHOBHMTE COOTBETCTBUE K KAXKI0M MO3ULMH, JTAHHOH B b1
JIEBOM CT0JI01Ie, M0I0epuTe COOTBETCTBYIONIYI0 MO3ULIM IO B3
M3 NPaBOro cToJI0Nna 4
I'OCThl XapakTepucTUKa
A | TOCT P ISO 20387- 1 Kiaccudukanus Ouo-
2021 TEXHOJIOTMYECKOU Mpo-
TYKITUH, OTIPEIEISIONIast
TEPMHHBI ¥ BUJBI IPOIYK-
1M B 3TOM cdepe
b |TOCT P 57079-2016 | 2 | poccwuiickuii ananor ISO
20387:2018, perynupyto-
il OnoOaHKUHT
B |TOCT P 52249-2009 | 3 | poccuiickuii anainor GMP,
PETYNUPYIOMIUNA TPOU3-
BOJICTBO ¥ KOHTPOJTb Kaye-
CTBA JIEKAPCTBEHHBIX
CpEeJICTB
I' | TOCT 33044-2014 4 | HarMoHAIBLHBINA aHAJIOT
GLP
253, I1K-1 N3zyuure cepuro crangapros ISO 9000, pazpadoraHHyl0




MexkayHapoaHOi OpraHu3anueil Mo CTaHIApPTU3ANUU A4
(ISO), xoTopbIe ONMCHIBAOT TPEOOBAHMS H PYKOBOASIIITE b2
YKa3aHMS M0 NPOM3BOACTBY OMOTEXHOJIOTHYECKOM MPo- B3
AYKIHH, 1 YCTAHOBUTE COOTBETCTBHE K KAXK/I0H MO3ULINH, ri
JAHHOM B JIEBOM CT0JI0LIE, TO0EePUTE COOTBETCTBYIONLY IO
MO3UIIUI0 U3 MPaBOro CTOJ0LA.
CrangapTsl ConeprkaHue cTaHjgapTa
A | I1SO 9000 «Cu- 1 | OnuceIBaeT METOMBI MPO-
CTEMbI MEHEIK- BEJICHU ayAuTa B CUCTe-
MEHTa Ka4yecTBa. Max MEHE/PKMEHTA, BKIIIO-
OcHOBHBIE MOJI0- yasi MEHEI)KMEHT
KEHUS U CJI0-
Bapb»
b | ISO 9001 «Cu- | 2 | Ompenensier moaens CMK,
CTEMBbI MEHEIK- OCHOBaHHYIO Ha IpoLec-
MEHTa Ka4yecTBa. cax, U yCTaHaBJIMBAET Tpe-
TpeGoBanus» OOBaHMS K CUCTEME.
B |1so 9004 3 | ComepkHT peKOMEHIAITUU
«MeHeDKMEHT [0 LIKPOKOMY CIEKTPY L€~
kagecrna. Kage- neit CMK mist ycToitunBo-
CTBO OpraHmM3a- ro ycrexa " yiny4lleHUs
. PykoBoJI- PE3yJIbTaTOB JIEATEIbHOCTH
CTBO IO JOCTH-
KEHUIO YCTONYH-
BOI'O ycrexa op-
raHU3ALINY
r |1ISO 19011 4 | YcraHaBnMBaeT OCHOBHBIC
«PyxoBoasiue MOHSTHUS U IPUHITUIIBI ME-
yKa3aHus 1o HE/DKMEHTA KauecTBa
ayJIuTy CUCTEM
MEHEJDKMEHTa.
254 [1K-1 HN3y4ure MeToabl, KOTOpPBIE HCIIOJbL3YIOTCH IS BXOAHOI'0
KOHTPOJIA M YCTAHOBHUTE COOTBETCTBHE K KaKI0M MO3U- A2
MU, TAHHOMH B JIEBOM CT0.1011€e, MO10epUTE COOTBETCTBY- b1
HIIYI0 MO3UIMIO U3 MPABOTI0 CTOJIONA. B4
Hekortopsie MeToasl, [TapameTpsl r3
KOTOPBIE UCIOJIB3YIOTCS
JUIsl BXOJIHOTO KOHTPOJIS
A | XuMunueckue uc- 1 | IIpoBepsieTcst BHELIHUI BUJ,
TIBITAaHUS U aHa- L[EJIOCTHOCTh, MApPKUPOBKa
JIU3bI
b | Busyanbnsiit 2 | IlomoraroT 0OHAPYKUTH ClIe-
OCMOTp JIbl 3arPA3HEHUS B KOMIIOHEH
Tax, a TaKXKe MPOaHaITU3UPO-
BaTh COCTaB Marepuasia
B | UsmepurenbHbii 3 | [IpoBomsTCst aHaNMM3HI HA
KOHTPOJIb MIPOYHOCTH, TBEPAOCTH, XUMU-
YECKHI COCTaB
I' | JlaboparopHbie 4 | IIpoBepstoTcs pa3Mephl, Mact
WCIIBITaHUS ca, COCTaB C ITOMOIIBIO MIPU-
60poB
255, I1K-1 H3yuute MeToabl Nepexoa NpeanpusaTHIi HA BBIILYCK HO-




BOI'0 M3JeJMsl. YCTAHOBUTE COOTBETCTBHE K KAKIOM IO~
3ULNH, JAHHOI B JIEBOM CT0.J101€e, MoA0epUTe COOTBET-
CTBYIOIIYI0 MO3MIMIO U3 MPABOT0 CTOJ01A.

A2
b1
B4

MeTtonabl

CyTtb MeTO/1a

r3

HBIA METO

A | IlocaenoBarenn- 1

MaxkcuManpHOEe  COBMEILE-
HUE BBIITYCKa HOBOM U 3aBEp-
MIAKOIICH CTaluu  CTapoi
MOJICIIN

METO/I

b | MapannenbHsIit 2

[Ipon3BOACTBOHOBOM MPOAYK
UMW  HAYUHAETCS  TOJBKQ
[IOCJIE  TIOJIHOTO  IIpeKpa-
HICHUS
BBIITYCKa
TSl

cTaporo ns3ac-

COBMEIIEHHBIN
METON

B | KommiekcHo- 3

IlocTeneHHas 3aMmeHa OTIENH
HEIX

CTPYKLMHU
I

CTapoll  MoJie-

arperaTroB B KOH+t

METOI

I' | ArperaTHslii 4

CoBMelleHue Taros IIoAro-
TOBKM M OCBOCHHMS 3a CUET
KOMIUICKCHOTO PEIICHUS
KOHCTPYKTOPCKHUX, TEXHOJIO-
TUYCCKUX H HpOI/I3BOILCTBCH-
HBIX 3a]1a4

3a,Z[aHI/Ie 3aKPBITOT'O THIIA HAa YCTAHOBJICHUC ITOCJIICJOBATCIILHOCTHU

256,

I1K-1

[Ipornecc cepTuduKaMy BKIIOYALT:

[Tonauy 3as1Bku

[Ipenayaur

=W

Brinauy ceptudukara

Br160op oprana no ceprudukanun
[TpoBenenue ayaura (B ABa dTamna)

Pa3paboTky nokymMeHTanuu

B,I', I, A, b, E

257

[1K-1

OcHoBHBIE 3TANIBI MOJYYE€HHUA NMPOAYUHCHTOB METOAAMHU

reHeTH4ecKoii HHKCHEPUU

M= W

OnTtumu3zanus yclioBUi KyJIbTUBUPOBAHUS
[TomyueHnue meneBoro rea

OT160p TpaHC(HOPMUPOBAHHBIX KIETOK
Coznanne peKOMOMHAHTHOW KOHCTPYKIIHH
Br160op ncxonnoro oobexra

BBeneHne KOHCTPYKIUU B KIIETKY-PEIUITHECHT

}K MacmtabupoBanue nporecca

E’ B9 ﬂ’ B’ A’

258

[1K-1

[Topsimok or6opa mpoO Ha (hapMaIeBTUUECKOM MPEITPUSTHN

BKJIFOYACT CICAYIOMIUC DTAIlbl:

Odopmnenue npod

Ot60p 11po6

cDSEElR- i

pa3IoB.
. OT60p TOYEUHBIX TPOO
XpaHeHnue mpod

w X

dopmupoBaHue miaHa oToopa
Hcnonb3oBanue npoO0OTOOPHUKOB

335 (3000507051 OCMOTp YIHAaKOBOYHBIX CAUHUILL

YnakoBka, MAapKHpPOBKa U XpaHEHHUE OTOOPAHHBIX 00-




259] IMK-1 [Topsimok MapKUPOBKH JICKAPCTBEHHBIX MpemnapaTtoB B Poc-
CHH BKJIFOYAET HECKOJIBKO 3TANl0B, KOTOPHIE BBIMOIHAKOTCS B,A,B,E, T, ]|
ydacTHHKaMu 00opoTa uepe3 cucreMmy «Hectubrii 3SHAK»
(MJIIT):
A. HuctpubnroTop nepeaaéT ToBaphl C KOJaMH B allTeKH
b. IlpowusBoauTesp WK UMIOPTEP PETUCTPUPYET JIEKAP-
CTBa, 3aKa3bIBAaCT U HAHOCUT KOJbl MAPKUPOBKHU Ha
KaXAYI0 YIIaKOBKY
B. Ilpou3Boautenb OTrpykaeT TUCTPUOBIOTOPY TOBAPHI U
CIIMCOK KOJIOB C YIIAKOBOK
I'. Tlpu ucnonb30BaHUU JIEKAPCTBA B JIEYEHUH €TO KO/JI
CKaHUPYIOT PETUCTPATOPOM BBIOBITUS
JI. AnTtexku mpoJarT TOBap KOHEYHOMY IOTPEOUTETIO
E. MeguuuHckue ydpexaeHus IPUHUMAIOT TOBAp OT I10-
CTaBIIIMKA
260, ITK-1 OcHoBHBIE 3Tanbl NPOU3BOICTBA HMMYHOTPOIIHBIX
CpelacTB E, B, B, K, A,
A. Crepunuzanus r, 1,3
b. TIlomydyeHue ucxoaHOro mMarepuana
B. Ouuctka u KOHIIEHTpalus
I'. Jlo3dupoBaHue U ynakoBka
J. BvIOOp MCXOIHOTO MaTepuana W HISHTH(PUKAIUS aK-
TUBHOT'O KOMITOHEHTA
E. ®opmoBka u crabuinzanus
K. Jlo6aBiieHHE BCTIOMOTaTEIbHBIX BEIIECTB
3. MapkupoBKa, XpaHEHHE ¥ TPAHCIIOPTHPOBKA
3aaHue OTKPBITOTO TUIA C Pa3BEPHYTHIM OTBETOM/ 3a/1a4ya
261] I1K-1 [lepeuncnute TUTIBI BEKTOPOB JJIsl BBEJCHUS T€HOB Iaasmuaer —
HamboJee pacmpo-
CTPAHCHHBIC BCK-
TOpBI 1is1 OaKTe-
puil. [To3BomstoT
BBOJIUTH HECKOJIb-
KO KOIU# reHa, HO
MOTYT OBITh HECTa-
OWIBHBI IPU Mac-
mTaOHOM KYJIBTH-
BupoBaHuu. HUH-
Terpupyrouue
BekTOpbI — [IHK
BCTpPAMBACTCA B
XpOMOCOMY KJICT-
ku. HenocraTok —
0OBIYHO TOJIBKO
OJHa KOoIludg reHa,
YTO CHUXKACT YpPO-
BCHb CUHTE3Aa 1IC-
JIEBOTO Oe-
ka.MckyccTBEeHHBI
e IpOoKKeBbIe
XPpOMOCOMBI
262] ITK-1 Kakue 3amaum craBsTcst mpu pa3paboTke cucteMbl MeHemk- | [Ipu pazpaboTke
MEHTa KauecTBa Ha OModapMaIieBTUUEeCKOM MPEATPUSTHN? CMK BaxHO

OIPEACIUTD JIe-
ATEIbHOCTD, KO-
TOpast y>K€ BbI-




MOJTHSIETCS B
OpraHu3aluu, u
OLICHUT,
HACKOJIbKO OHa
COOTBETCTBYET
e€ cpene. Cu-
cTeMa He J0JK-
Ha OBITH CIIOXK-
HOM, HO JTOJDKHA
TOYHO OTPAXKaTh
OTPeOHOCTH
OpraHu3aIuu.
[InanupoBanue
CMK — me
pa3oBas nes-
TEJIbHOCTH, a
MIPOJI0JIKALO-
HIMICS POLIECC

263]

I1K-1

Ceprudukanus — 3T0 ouLMAIBHOE MOATBEPHKAECHUE TOTO,
YTO IIPOLIECCHI KOMIIAHUHU COOTBETCTBYIOT MEKIyHAPOIHBIM
WIM HallMOHAJIbHBIM CTaHJapTaM Kadectsa. Kakue mponeny-
pBI BKITIOYaeT cepruduxanms’?

IIpomecc cep-
TudUKaTIH
BKJIFOYACT: Tpe-
Jlay/IuT; paspa-
OOTKY TIOKyMEH-
TaIuu; BEIOOP
oprasa 1o cep-
tuduKanmmy;
Mo/1avyy 3asiBKU;
MIpOBEICHUE
aynuTa (B Ba
JTana); BbIady
cepTuduKara.

264

[1K-1

OnumuTe cBoiicTBa MOHOKJIOHaNbHBIX aHTUTena (MKA),
MMMYHOTJIOOYIMHOB HJIM UX (ParMEHTOB, MPOIAYIUpPYeE-
MBIX OJHUM KIIOHOM KJIETOK, 00JIaIal0IIUX YCTAaHOBICHHOM
crenu(UIHOCTHIO K ONIPEACIEHHOMY aHTUTEHY.

B MenumuHckon 1
MarHoCTH-
K€ OHHU CTaJIh KJIIOY
€BBIM HHCTPYMEHT
oM Onaronaps BBIC
OKo# crienuuaHO
CTH, CTAaHAAPTU3UP
OBaHHO-

CTH ¥ BO3MOKHOCT
M HALEJIUBAThLCS Ha
KOHKpET-

HbIE MOJIEKYJIBI. DT
0 ITO3BOJIMJIO 3HAYU
TENb-

HO TIOBBICUTH 4YBC
TBUTEIb-
HOCTh U TOYHOCTH
TECT-
cu-

CTEM, OCHOBAHHBIX
Ha PEaKI[UU aHTHUIe
H-aHTHUTEJIO

265,

[K-1

Kaxue npenmyiecTsa 1aeT BHEAPEHUE MEKIYHAPOIHBIX U
POCCUICKUX CTaHJIaPTOB, PETYIUPYIOLUINX BBITYCK OHOTEXHO-
JIOTUYECKON MPOIYKIIMH?

Buenpenue
MEXTyHapO/-
HBIX U POCCHI-




CKUX CTaHJap-
TOB TIO3BOJISIET
MOBBICUTH Kaye-
CTBO MPOJTYK-
LMH, odecrie-
9uTh €€ 0e3-
OIAaCHOCTb, a
TaKxe objerya-
€T KCIIOPT U
COTPYTHUYECTBO
¢ 3apyOeKHBIMU
IapTHEPaMH.
JI1s1 HeKOTOpBIX
BUJIOB JICSATEIb-
HOCTH (HaImpH-
Mep, TPOU3BO/I-
CTBO JICKapCTB
i pabota ¢
Onomarepuaa-
MH) cOOIIOTC-
HUE TaKUX
CTaH/IapTOB SIB-
asieTcst 00s13a-
TEJIHHBIM 10 3a-

KOHY
3amaHust OTKPBITOTO TUTIA C KPATKHM OTBETOM

266 ITK-1 MeTto1 Ka4eCTBEHHOT'O M KOJIUYECTBEHHOT'O ONPEICIICHUS NmmyHodep-
coeMHeHuH yepe3 00pa3oBaHNEe KOMIUIEKCA aHTUTCH- MEHTHBIN aHa-
AHTHUTEJIO — a3 (MDA).

267 [K-1 [Topsi1oK M3roTOBIEHUSI UMMYHOTPOITHBIX CPEJICTB 3aBUCUT HX THIIA, HCXOJHOT
oT O CbIPpbA U TCXHOJIO

T IPOU3BOACTBA.

268 ITK-1 JlexapcTBeHHBIC TIpemaparhl, KOTOPbIE W30MPATEIBHO TMOJAaB- | AHTHOMOTUKH
JSIFOT JKU3HEIEATENIbHOCTh TAaTOTEHHBIX MHUKPOOPTaHU3MOB,

HU3IIUX TPUOOB, a TAKKE KIETOK 3JI0KAY€CTBEHHBIX HOBOOO-
pa3oBaHUM —

269, [TK-1 AHTHUOUOTUKH Ha (apMaleBTUUECKUX MPEANPUATUIX MOTY- XUMHYECKHE
YalOT C TOMOIIBIO HECKOJIBKHX METOAOB, KOTOPBIE MOXKHO "
pa3esuTh Ha OMOTEXHOJIOTHYECKHE, KOMOMHMPO-

BaHHEBIE

270, [1K-1 OcHOBHOW MeTOJ| MOJTy4YeHHs] OOJIBIIMHCTBA aHTUOMOTHKOB OMOCUHTE3-

(npsimas ¢ep-
MEHTaIlNs)
3a/laHue 3aKpBhITOTrO THIIA

271) [1K-1 XHUMHUYECKUH ITPoLIeCC, TPOUCXOAAIINMI B JIEKAPCTBEHHBIX
npernaparax, CoAepKallux B MOJIeKyJie ()eHONbHBIM THIPOK- r
CHUI, M3-32 HENPABWIHHOTO XPaHEHWsI, HA3bIBACTCS

A. BoccraHoBieHue
b. Konnencamms
B. T'upponus
I'. Okwuciaenue
272, [K-1 I'ocynapcrBeHHasi perjiaMeHTanMs POM3BOACTBA JIeKap-

CTBCHHBIX IPENMApPaToB H KOHTPOJISI UX Ka4Y€CTBa IMPoOBO-




JAUTCS 110 HANIPABJICHUSIM:

A. YcraHoBieHUs mpaBa Ha GpapMaIeBTUIECKYIO Jiesi-
TEJIBbHOCTh

b. HopmupoBaHus cocraBa ponucen JeKapCTBEHHbIX
[penapaTroB

B. VYcranoBineHHs HOpM KayecTBa JIEKAPCTBEHHBIX U
BCIIOMOTI'aTeJIbHbIX BELIECTB

I'. HopmupoBaHus yCI0BUM U3rOTOBIEHUS U TEXHOJIOTH-
YECKOro Ipolecca

J. Bcem nepevyucaeHHbIM

273

[1K-1

buodapmanus kak Hayka u3y4daetr OMOJIOTHYecKoOe Jaeil-
CTBHE JIEKAPCTBEHHBIX NMPENapaToB B 3aBUCUMOCTH:

A. Ot pU3NKO-XMMHUYECKUX CBOMCTB JIEKAPCTBEHHbIX
H BCIIOMOTaTeJIbHBIX BellleCTB, JJeKAPCTBEHHOM
(opMbI, TEXHOJIOTUH U3rOTOBJIEHHS
OT QpyHKIIMOHANBHBIX TPYII
Ot Bo3zelicTBUS (haKTOPOB OKPYXKAIOIIEH CPeIbl
ToJBKO OT TEXHOJIIOTMU U3TOTOBJIEHUS
OT TEeXHOJIOTUYECKOT0 000PYTOBAHHMS

= Oww

274

[K-1

Yr1Bepxkaenune, uro «GMP (Good manufacturing
practices) — 3To equHasi cucTeMa TPeOGOBaAHMIA 10 OPraHM-
3allMi POM3BO/ICTBA U KOHTPOJII0 Ka4eCcTBa OT HaYaJj1a
nepepadoOTKH ChIPbs /10 MOJTY4eHHS TOTOBOIO JIeKap-
CTBEHHOI0 Npenaparax»:

A. Bepno

b. Omubouno

B. Tpebyet yrounenus

I'. Haxoaurcs B ctaauu pa3paboTKu

J. Bxoaut B copepkanue (3 pd «o JeKapCTBEHHBIX

CPEJICTB»

275

[K-1

Crepuinsanus 11000ro 00beKkTa, B 00513aTeJIbHOM MOPS/I-
Ke, 3aKJIH04aeTcs B:
A. VYMepuiBiIeHUH aTOT€HHBIX BUAOB MUKPOOPTaHU3MOB
Ha U3/eNInn
b. YwmepuiBneHnn naToreHHbIX MUKPOOPTraHU3MOB Ha
MOBEPXHOCTHU
B. Ynanennu u3 00beKTa MUKPOOPraHM3MOB BCEX BH-
0B M HAXOASIIIMXCS HA BCeX CTAANAX Pa3BUTHS
I'. YMepuiBienuu BUpycoB
J. Ynanenun u3 o0beKTa IpoAOKEBbIX IpHOOB

276

[K-1

K n1exapcTBeHHBIM BeliecTBaM, pa3jiaralomumcs ¢ oopa-
30BaHHMEM JIeTYYHMX MPOAYKTOB, OTHOCSITCH:

A. Honodopm

b. Bopopona nepokcun

B. Xnopamun 6

I'. Harpuii rungpoxkapboHat

. Bce nepeunciieHHbIE

277

[K-1

BcnomoraresibHOe BelieCTBO HUNIATHH BHINOJIHSAET B Jie-
KapCTBEHHbIX (DOPMAX POJIb:

. IIpononraropa

KoncepBanra

AHTHOKCHIaHTA

Peryiaropa pH

W e




J. V30TOHMpYIONIEro KOMIOHEHTA

278

[K-1

IIpoBoasi mepex U3roToBJIEHHEM JIEKAPCTBEHHBIX Npena-
patoB papManeBTHUYECKYIO IKCIIEPTU3Y MpoNuUceil peuen-
Ta, TEXHOJIOT OTMETHT, YTO K CIIUCKY A OTHOCSTCH:

A. Kamdopa

b. ArpomnmHa cyab¢par

B. Kopneuna docdar

I'. Bucmyra HUTpAaT OCHOBHOU

. DdenpunHa ruapoxiaopu

279

[K-1

CneuaiiTe BHIBOJ 0 COOTBETCTBHHM OIPe/IeJIeHUsI JIeKap-
crBeHHOI popmbl «Ilopomku» onpenenenuro I'® XI u3-
JAAHUS:
«ITopouiku — 3T0 NeKapcTBeHHast (popma Jisi BHYTPEHHETO U
HAPY>KHOT'O TPUMEHEHHSI, COCTOSIIIAsI U3 OJTHOTO WU He-
CKOJIbKUX BEIECTB U 00J1a1aro111as CBOMCTBOM JUCTIEPCHO-
CTH:
A. CooTBeTcTBYET
b. He coorBercTByeT
B. Cnenyer no6aBuTh (pa3y «iisi HapeHTEPATLHOTO
MIPUMCHCHHUSD)
I'. He cooTBETCTBYET, T.K. «IIOPOIIKU — 3TO CIOXKHAS Jie-
KapcTBeHHas popma...»
. Cnenyet no6aButs (ppasy «obnamaromias CBOINCTBOM
OJTHOPOIHOCTH

280

[1K-1

IlepBbIMU P U3TOTOBJEHUN MOPOLIKOBOMH MaCChl U3-
MeJIbYaI0T JIEKAPCTBEHHbIE BellecTBa:

A. Kpacsue

b. Brmmcannabie B MeHBIIIEH Macce

B. Hmeronue majoe 3Hau€HUE HACBIITHOM MAaCChl

I'. Tpyanousmesbuaembie

. Tepsromune KpucTamnm3aoOHHYO BOLY

281

[K-1

K nexapcTBeHHBIM BemecTBaM ¢ ycTaHoBJeHHbIM H/I
HHM/KHHMM TPeIesioM BJIAr0COAePKAHUsSI OTHOCATCS Belle-
CTBAa:

A. Kpucramnuueckne

b. AmopodHusbie

B. Jleryuue

I'. JlunogunbHble

J. Kpucraniornaparsl

282

[K-1

IHopomku ynakoBbIBalOT B IePraMeHTHbIE KaICyJIbl, ec-
JIM OHHU COAEPKAT BellecTna:

A. CubHOJIEHUCTBYIOIINE UITU SITTOBUTHIC

b. SlnoButsle u HapKOTHYECKHE

B. Jlery4yue u maxyuue

I'. T'urpockonu4Hsie

. BeiBeTpuBaromuecs (Tepsronue KPUCTAIM3AIMOH-

HYIO BOJy)

283

[1K-1

Hartpus ruapoxkap0oHaT 100aBJISIIOT IPU U3rOTOBJIEHHH
pacrBopa:

denHota

dopmanuHa

OcapcoJaa

Cepebpa HuTpaTa

T W




J. ®dypanminna

284

[K-1

HachinaoT Ha NOBEePXHOCTH BOABI IPH U3rOTOBJIEHUM
PacTBOpPOB, He B30AJTHIBAs:

A. Komnapron

b. Ilencun

B. Kpaxman

I'. IIporaproa

J. Kenatun

285

[1K-1

CeauMeHTALMOHHAS YCTONYUBOCTD JUCIIEPCHOI (a3bl B
JIeKapCTBeHHBbIX hopMax, NMpeacTaBISIOIMX CO00il MUK-
porereporeHHbie CMCTEMbI, IPSAMO MPONOPIHOHAIBHA:

A. Pa3zmepy yactun

b. Benuuune yckopeHusi CBOOOTHOTO MaACHUS

Pa3HOCTH 3HAYEHUH IOTHOCTH (Pa3bl U CPEIIBI
B. Bsi3kocTH qucnepcuoHHOM cpeabl
I'. BpeMmeHu xpaHeHus npenapara

286

[1K-1

CxopocTh 0celaHus YaCTHUIl B CYCIIEH3USAX 00pPaTHO NMpPo-
NOPUHOHAJIbHA:

A. Pamnycy vacrun

b. PasHoctu miotHocTel (a3bl U cpebl

B. BszkocTtu cpeabl

I'. Benuuune yckopenusi CBOOOIHOTO MaACHUS

J. Cxopoctu qucneprupoBaHus

287

[K-1

Ka4ecTBO cycneH3nii KOHTPOJHUPYIOT, ONPeEAeJIsAs:
A. O0beM u OTKIIOHEHHE OT 00beMa
b. PecycnenaumpyeMocThb
B. Bpewms aucrnieprupoBaHus
I'. Bsskoctb cpensl
J. 3nauenue pH

288

[K-1

IMYJIbCHH — 3TO JIeKapCcTBeHHas (popMa, cocTosimas u3:

A. JlucnieprupoBaHHOH (a3bl B )KUIKOH JUCTIEPCHOHHOM
cpene

b. ToHko 1McrneprupoBaHHbIX, HECMELIHBAIOIINXCH
JKHAKOCTel

B. MakpoMouiekyil 1 MAaKpOUOHOB, PaCIPEACIIEHHBIX B
KUIKOCTH
MHULIEIUT B )KUIKOW THUCIIEPCUOHHON cpefe

I'. Heckonpkux )Kuakocren

289

[1K-1

Tun smyJbcun 00yCJIOBJICH, IJIABHBIM 00pa3oM:

. Maccoit macna

Maccoii Boabl OUYUIIIEHHON

IIpuponoii u cBoiicTBaMH 3MyJIbraTopa
ITprpomoit BBOAUMBIX JIEKaPCTBEHHBIX BELECTB
pa3MepoM YacTull AucnepcHon (asbl

o=

290

[K-1

IIpu M3roToBIEHNH dIMYIbCUI IVIABHOM TEXHOJIOIMYECKOM
onepauuen siBJIseTCH:
A. IlpenBaputenbHOE U3MEIBUEHHUE JIEKAPCTBEHHBIX BeE-
LIECTB
['uapodunuzanus smyabratopa
H3rorosienne nepBu4HON IMYJIbCHH
PazbaBiienne nepBUYHON 3MYIBCUU
BBenenune Bo1OpacTBOPUMBIX BENIECTB

SRR

291

I1K-1

BO)IOpaCTBOpl/lele BEIECTBA BBOAAT B OMYJILCUM:




A. PacTtBOpsisi B BoJe, NpeIHA3ZHAYEHHOM /151 pa3Be-
JAeHHsl EPBUYHON IMYJIbCUM

b. Pactupas ¢ rotoBoi sMyibcuei

B. Pacrupas ¢ macinom

I'. PacTBOpsisi B SMyJIbCUU

292

[K-1

JlonoJIHUTEILHO BBEIeHNUsI CTA0MIU3aTOPA NPH U3T0TOB-
JIEHHH IMYJIbCUI TPeOYyIOT:

deHuIcaTUIIAIAT

Kodewun narpuii 6eH3zoat

BucmyTt HUTpaT OCHOBHOMU

I'excamerunenTeTpaMuH

Maruus oxcus

=W

293

[1K-1

dapmakoJIoruyecKoe Jeiicteue Maseil onpeessiercs:
A. ®OU3NKO-XMMHUYECKUMU CBOMCTBAMHU JIEKAPCTBEHHBIX
BEILECTB KOHIIEHTPALIMEN EHCTBYIOIINX BELIECTB
b. Ilpupoaoi u KOHLIEHTpauMen BCIOMOTaTeNbHbIX BE-
LIECTB
B. Xapaktepom TEXHOJIOTMYECKOTO IIpolecca
I'. Bcem komiutekcom gpapmaneBTu4ecKuX GakTopon

294

[K-1

['muepun Mo:keT OBITH HCIOJIb30BaH /1JIsl PeIBAPUTEb-
HOT'0 IMCIIEPrHPOBAHUS BellleCTB, BBOAUMBIX M0 THILY
CyCIeH3MHU B OCHOBBI:

. JlunmodunsHbIC

I'mapodunbHblie

VYrieBo10poHbIe

[TonusTHIEeHOBBIE

CHJIMKOHOBBIE

=W

295

[K-1

JlekapcTBeHHbIE BelleCTBA B Ma3U-NIACTHI BBOAAT:
A. C obpa3zoBaHMEM Pa3IUYHBIX TUCIEPCHBIX CUCTEM
b. Ilo Tumy cycneH3umn
B. Ilyrem pacTBOpeHUs B pacIIaBJICHHOW OCHOBE
I'. Ilyrem u3MenpueHus B pacIyIaBJI€HHON OCHOBE

296

[K-1

B coorBercrBuM ¢ I'® XI BH3yaJIbHO OJHOPOAHOCTH CYII-
MO3UTOPHUEB ONPe/ie/IAIOT:

A. CpenaB nomnepevHblii cpe3

b. PaccmotpeB mpenBaputenbHO 1eOpMUPOBAHHYIO

Maccy

B. CnenaB nponoJibHbIi cpe3

I'. M3y4nB MOBEpXHOCTH CYNIO3UTOPHUS

. Tonbko 10 cTaguu 103UpOBAHUS

297

[K-1

Hox papmakokMHEeTHYECKOM HECOBMECTHMOCTHIO ITOHM-
MAaloT:
A. OrtcyTcTBHUE TEpaneBTUUECKOro 3¢ (ekra B pe3ynpTrare
Pa3HOHAIIPABIEHHOTO JEMCTBUS JIEKAPCTBEHHBIX BE-
LIECTB Ha pPEeLenTop
b. HexenarenbHble H3MEHEHUS (PU3NKO-XUMUYECKUX
CBOMCTB JIEKAPCTBEHHBIX BELIECTB U IIperapara B Le-
JIOM B IIPOLIECCE U3TOTOBJIEHUS U XPAHEHUS
B. HU3meHeHue BcachblBaHUs1, pacnpeneaeHus, MeTado-
JIN3MA U BbIBEJACHHS OTHOT0 JIEKAPCTBEHHOI'0 Be-
IIeCTBA MO/ BJUSTHHEM IPYyroro
I'. V3MeHeHue CKOpOCTH BBHICBOOOKIEHUS JIEKAPCTBEH-
HBIX BEILECTB




M3MEHEHHE TUHAMUKH (papmMakosornyeckoro 3gdexra

298,

[K-1

K rpymie XMMHY€eCKOIl HECOBMECTHMOCTH CJIeayeT OTHE-
CTH COYCTAHUE MHI'PEAUCHTOB, IIPH KOTOPOM UMEET M€~

CTO:

A. AHTaroHu3sM aHTUMHKpPOOHBIX CPE/ICTB

b. I'mapoJsu3 cepaeyHbIX INIMKO3UA0B

B. Koarynsanus B KOJUIOMIHBIX pacTBOpax

I'. IlpeBblieHue npeaena CMEIUBAEMOCTH

J. HeoOpatumas copO1iust JeKapCTBEHHbBIX BEIIECTB

299,

[K-1

O0pa3oBaHue 0ca/IKa Kak pe3yabTar (puznko-
XMMHYeCKOro H XMMH4eCKOro NMpoueccoB uMeeT MecTo

npu:

A. OcakneHuH BelecTB Mo/ BIHUSIHHEM KHCJIOT

b. Ilpesblienuu npejnena pacCTBOPUMOCTH

B. BausHUM CHUJIBHBIX 3JIEKTPOJUTOB C OJJTHOUMEHHBIMU
MOHAMU CMEHE PacTBOPUTEIIS

I'. HecmemmBaeMOCTU HHTPEIUEHTOB

300,

[K-1

Kiace yncToThl NpOU3BOACTBEHHBIX MOMEIEHUH IJIA W3-
rOTOBJIEHUS] HHbEKIMOHHBIX PACTBOPOB ONpe/iesisieTcs:
A. TemnepaTypHbIM PEKHMOM MOMELIECHUM
b. Conepxannem Mexanuuyeckux yactui B 1 J1 Bo3ay-

Xxa

B. ChneuunanbHol CaHUTApPHOW MOJATOTOBKOW MOMEIICHUH
I'. CopepxanueM MUKPOOHBIX KJIeTOK B 1 M3 Bo3ayxa

Kongsr
A HAaMEHOBAaHUE
KOMIIETEHIINH

HanmeHnoBaHue KOMHCTCHI_II/Iﬁ

[K-2

CriocoOeH BeCTH TEXHOJIOTHYECKHUI MPOLECC MPHU MPOMBIIIICHHOM
IIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB

Hanmenosna-
HUE KOMIIE-
TEHIIUN

3aganue

BepHs1it Bapu-
aHT

3aI[aHI/I€ 3aKPBITOTO THIIA HAa YCTAHOBJICHUEC COOTBCTCTBUA

301,

[1K-2

H3yunTte MeToabl, KOTOpPBIE HCIOJBL3YIOTCS VIS BXOJHOIO
KOHTPOJISI M YCTAHOBHUTE COOTBETCTBHE K KaK/10i MO3HU-
MU, JAHHOH B JICBOM CT0JI0LE, MOA0epUTe COOTBETCTBY-
IOLLYI0 NO3ULMI0 U3 MPABOI0 CTOJI01A

MeTO,I[LI, KOTOPBIC HUC-
IMMOJIB3YIOTCA IJIA BXOJHO-
T'O KOHTPOJIA

[TapameTpsl

A | XUMHU4YeCKHUE UCIIbI-
TaHU U aHAJINU3EI

[IpoBepsieTcst BHETHUIMA
BH/I, IEJIOCTHOCTb, MapKHU-
pOBKa

b | Busyanbnslii ocMOTp

[TomoratoT 0GHapyKUTh
CJI€JIbI 3arpsI3HEHUS B
KOMIIOHEHTaX, a TAKKe
MIPOaHAIN3UPOBATh COCTAB
MaTepuaia

B | M3meputenbHbI KOH-

HpOBOI{HTCH aHaJIM3bl HA

A2
b1
B4
r3




TPOJb

MPOYHOCTH, TBEPAOCTH,
XUMUYECKHUI COCTaB

I' | JlabopaTtopHbI€ HCTIBI-
TaHUus

[IpoBepstorcs pazMepsl,
Macca, COCTaB C IOMOLIbIO
pruOOpoOB

302, [1K-2 H3yuure cpeacrBa u3MepeHusi H YCTAHOBUTE COOTBET-
CTBHE K Ka)KI0i Mo3uINH, JAHHOMH B JIEBOM CTO0.JI0IIE, MO/I-
0epuTe COOTBETCTBYHIILYIO MO3UIIUIO U3 MPABOro CTOJ0IA A2
CpencrTBa u3MepeHust DyHKIUA b1
A | AHanutuyeckue u 1 | nus u3MepeHust KUCIOTHO- B4
1ab0paTOPHBIC BECHI CTH WJIU IIETIOYHOCTH pac- I3
TBOPOB, UTO Ba)KHO JIJISI
CTaOMJIBHOCTH JICKapPCTB
b | pH-meTph1 2 | Uil TOYHOTO B3BEIIMBAHUS
aKTUBHBIX (hapmareBTHYe-
CKUX CyOCTaHUUI U BCIO-
MOTaTeJIbHbIX BELIECTB
B | Tepmometpsl, TepMo- | 3 | 1715 U3MEPEHUS JABICHHUS
CTaThl, KJIMMaTHYe- B CUCTEMaxX
CKHE€ KaMephbl
I' | ManomeTpsl, naTuuku | 4 | 1Uist KOHTPOJIS TEMIIeparTy-
JaBJICHUS pBI HA Pa3IMYHBIX dTanax
IPOU3BOJICTBA
303, [1K-2 H3yuure cpeacTBa u3MepeHusi, CPOKU KAJHUOPOBKH U
YCTAHOBHMTE COOTBETCTBHE K KAXKI0# MO3UMLNH, JTAHHOH B A2
JIEBOM €T0JI01Ie, MoA0epHuTe COOTBETCTBYIOLIYI0 MO3UIHMI0 b1
W3 MPaBOro CTOJI0IA. B4
CpencrtBa u3MepeHus Cpok kanuOpoBKH rs3
A | T'urpomerpsi, 1 | TpeOyroT exxeqHEBHOM
BJIarOMEPbI KaJIMOpOBKHU IIEpe]] UC-
II0JIb30BAHNEM U IEPUO-
JINYECKON MTOBEPKU
b | pH-metpsl 2 | KamuOpyrores kaxsie 12
MECSILEB, PETYISPHO IPO-
BEPSIIOTCS
B |t ePMOMETpEI, 3 | Kamubpyrores kaxasie 12
TEPMOCTATHI, Mecales
KJIMMaTH4ECKHE
KaMephl
I' | Manomertpsl, 4 | Kanubpyrorcs kaxsie 12
JATYMKH JIaBJe- MECSIEB, IPU ITOM Be-
HUS JETCSI MOHUTOPUHT B pe-
KHME pealbHOTO BpeMe-
HU
304, [1K-2 H3yuure TexHOTOrHYECKOE 000PYAOBAHHE H YCTAHOBHUTE A2
COOTBETCTBHE K KAXK/I0M MO3UIIUU, JAHHON B JIEBOM b1
€T0.J1011e, MoA0epHUTE COOTBETCTBYIOIIYI0 MO3HIMIO U3 Mpa- B3
BOI'0 CTOJIONA 4

Bunsr 06opynoBanus

Ilepeuenn

A | ObopynoBanue
UISL  IIOATOTOBKH
CBIPbs

Ta0JIETOYHEIC MAIIIUHEI, CH-
CTEMbI HATIOJTHEHUS KaTCYT,
JIPAKUPOBOYHBIC MAITUHBI




b | O6opynoBanue MEJILHUIIBI, BUOPAIIMOHHBIE
TUTSL TIPUTAHUS CUTA, YBIQKHUTEIH
CMecH JieKap-

CTBEHHBIX H
BCIIOMOTaTellb-
HBIX BEIECTB CO-
OTBETCTBYIOILIEH
(hopMBbI:

B | Annaparypa ¢u- CUCTEMbl HaHEeCEeHHUs Tadiie-
HaJIBHO 00pa- TOYHBIX MMOKPBITHH, (acoBOYf
00TKH: HbI€ MaITHbI

I' | Bcnomorarens- arnmnaparypa BO31yX0- U BOJQ-
HBIE CUCTEMBI MOATOTOBKH, anmnaparypa

IIPOMBILIUICHHOW CTEpUIIN3a-
I[UU, CUCTEMBI KOHTPOJIS IIPOF
M3BOJICTBA M KAYECTBA CHIPbS]
U IPOAYKTOB

305, [1K-2 HN3yunTe 3TaNIBI PPAKIUOHMPOBAHUS U IIyOOKOH 0UMCT-
KM NIPH NOJYy4eHUH OYHMIIECHHBIX (DePMEHTOB M YCTAHOBH- A2
Te COOTBETCTBHE K KAK/I0# MO3UIUU, JAHHOH B JIEBOM b1
€T0J1011e, MoA0epHuTe COOTBETCTBYIOIIYIO NO3HIMIO U3 Mpa- B3
BOI'0 CT0/1012 r4
Merone XapakTepuCTUKa
A | BeicanuBanue Pa3znenenne makpoMonexyi
(ppakmronupo- 10 pa3Mepam C MOMOILBIO Ie+
BaHHE COJISIMU) Jis, COCTOSIIET0 U3 MoIepey-
HO-CIIIUTON TPEXMEPHOHN MO-
JIEKYJISIPHOU CETKHU
b | I'enb-¢punbTpanus Mertox no3BomsieT ppaxiuo-
(remn- HHUPOBATH OOJIBIIIOE KOJIUYE-
MIPOHUKAIOTIAS CTBO BENIECTBA, HO AT OTHQ-
xpomatorpadusi) CUTEJIbHO HEBBICOKYIO CTE-
MeHb OYHCTKHU
B | MoHooOMeHHas OcHoBaHa Ha B3aUMOIEH-
xpomarorpadus CTBUH 3apsDKCHHBIX TPYIITT
Oenka ¢ HFOHOOOMEHHBIM HO-
CHUTEJIEM
I' | Abpdunnas xpo- Haubonee 3¢ ¢hexTuBHBIN Me;
marorpadus TOJ 17151 TIOJTY9E€HHS BHICOKO-
OUYMILIEHHBIX MPENapaToB
3ajaHue 3aKphITOrO THIA HA YCTAHOBJICHUE MOCIEIOBATEILHOCTH
306, [1K-2 [TocnenoBaTeNbHOCTh TEXHOJIOTHUECKUX OTIEPaIiii ToTyde-
HUA JIEKAPCTBEHHBIX CPEACTB BKIIIOYAET HECKOJIBKO KIIFOUE- b,A, T, B, XK,
BBIX JTaIloB I, E

A.
b.

=

Hccnenoanne pU3NKO-XUMUYECKIX CBOMCTB COCTaBA.
Br10op parnmonansHoit nekapcTBeHHO# Gopmbl (JID) u
cocrasa npenapara. M3ydeHne cOBMECTUMO-

CTH aKTUBHBIX (papMalleBTUYECKUX UHIPEAUEHTOB
(ADN) c BcmoMoraTenbHBIMU BEIIECTBAMHU.
buodapmaneruieckue ucciae10BaHus i ONTUMH3a-
IIUU BBICBOOOKIEHHMSI IEHCTBYIOIIErO BEIIECTBA.
Pa3zpaboTka METOIMK aHaNM3a I KOHTPOJIS KauecTBa.
MacmrabupoBaHue TEXHOJIOIMH — IIEPEHOC JadopaTop-




HBIX METOJOB Ha MPOMBIIIJIEHHBIN YPOBEHB.
E. Bp160op onTUMaibHOTO BUA YITAKOBKH.
XK. Nzyuenune cTaOMIBHOCTH Pa3IMYHBIX BAPUAHTOB COCTa-

Ba.
307 [1K-2 [Topsimok KOHTPOJISI IPUEMKH MATEPHUAIOB U YIAKOBKH Ha I'A,b,B
bapMnpeanpusTuu:
A. CooTBeTrcTBHE YIIaKOBOYHBIX MaTEpHAIOB HOpMa-
TUBHOH TOKyMEHTAalNH (YUCTOTA, OTCYTCTBHE BPEI-
HBIX IIPUMECEeH, COOTBETCTBHE TUIY YIAKOBBIBAEMO-
ro mpemnapara)
b. CootBeTcTBHE MaTepUasioB 3aKa3y U COMPOBOAU-
TEJIbHBIM JOKYMEHTaM (KOJIMYECTBO, Ka4eCTBO, ac-
COPTHUMEHT)
B. Cobnronenue ycioBuid TpaHCIIOPTUPOBKHU U XpaHe-
HUS
I'. IlemoCTHOCTH TPAHCIIOPTHOM YIIAKOBKHU U OTCYTCTBUE
MOBPEXKICHUM, KOTOPhIE MOTYT MOBJIMATH Ha Kaue-
CTBO MaTE€pHAJIOB
308 I1K-2 [Topsimok or6opa nmpod Ha hapMaIeBTHUESCKOM MPEITPUATHN
BKJIFOYAET CJIIEAYIOIINE DTAIIbI: AT, K, b, B,
N. dopmupoBaHue miiaHa orbopa E, 1,3
K. Hcnonw3oBanue npobo0TOOPHUKOB
JI. Odopmnenue npod
M. BHewHH 0OCMOTpP YIAaKOBOYHBIX €JUHULL
H. Ot6op mpo6
O. YnakoBka, MAapKHpPOBKa U XpaHEHUE OTOOPAHHBIX 00-
pasioB.
I1. OT60p ToYeuHBIX IPOO
P. Xpanenue npo0
309, [1K-2 [TpuBenuTe npUMep CXEMbI Uil IOBEPXHOCTHOTO KYJIbTUBU-
pOBaHUSA I B,AE,b, I
A. Konnenrpupoanue (pu HEOOXOAUMOCTH) € TOMO-
IIbI0 BAKYyM-BBIITapHOH YCTaHOBKHU
b. HanpaneHue 3kcTpakTa Ha OCaXJAECHUE OpraHuye-
CKUMU PaCTBOPUTEIISIMU HJTU COJIEBBIMU PACTBOPAMHU
1100 Ha pacHbUIMTENbHYIO CYHIKY (eciu TpeOyeTcs
MOJyYUTh TEXHUUECKUH Mpernapar)
B. Dxcrpakiust epMeHTOB BOJIOI M3 TOBEPXHOCTHOM
KYJIbTYpPbI
I'. Cymka, n3MenbueHne, CMEIIMBAHNE C HATIOJTHUTEIIEM,
¢acoBka
. Otnenenue HEPACTBOPUMOTO Ocajika (Ouompora) 1eH-
TpudyrupoBanueM win puiIbTpanuei
E. JomonnuTenpHas ouncTKa (HampuMep, XxpomaTorpa-
bust)
310, [1K-2 TexHonmornueckas cxema MoJIydeHUs! OUHUILIEHHbIX (epMeH-
TOB BKJIIOYAET HECKOJIBKO MOCJIEJOBATENIbHBIX ATAloB E, A, B, U, K,
A. I'myGokast ouncTka B, I,/1,3

b. IloaroroBka ncxoJHOro Marepuala

B. Paspymenue kietok (eciau GepMeHT BHYTPHUKIETOU-
HBI)

CrangapTuzanus

KoHueHTpupoBanue

=




E. DOkcrpakuus

K. IIpenBapurenbHas OUMCTKA
3. ®dpakumoHUpPOBaAHHUE

N. Cymka

3a,I[aHI/IC OTKPBITOI'O THUIIA C PA3BCPHYTHIM OTBETOM/ 3ajJada

311, IK-2 Kakue TpeGoBaHUS NPEIbABISIOTCS K CpeicTBaM u3MepeHus | Bce cpencrtsa
Ha hapMIIpeAnpUITHH? HU3MEpEHUI
JIOJKHBI TIPOXO-
JTUTH PeryJsp-
HYIO KaJTuOpoB-
KY WJIH TIOBEPKY,
a pe3ynbTaThbl
HU3MEpEHUI
JIOJIKHBI OBITH
poCIeKuBae-
MBI K rocyzaap-
CTBEHHBIM WJIH
MEXJyHapOI-
HBIM 3TaJIOHAM.
Oro TpeboBaHue
3aKpeIIeHO B
I'OCT P 52249-
2009 u npaBu-
nax GMP
(mamexarniei
MIPOU3BO/I-
CTBEHHOMU Ipak-
TUKH).

312] I1K-2 [TpuBenuTe mpUMEPHI UCIBITATEIHLHOTO 000PYIOBaAHUS Tecrepsl pac-
TBOpeHHUs
(narmpumep, CE
7smart ot
SOTAX) —
JUTS aHAITN32
pPacTBOPUMOCTH
JIEKapCTB, B TOM
qucie MEAJICHHO
PacTBOPSIOIINX-
Csl M TpyZAHOpAac-
TBOPUMBIX TTpe-
nmapatoB.  Te-
cTepbl HCTHPA-
eMOCTH
(manpumep, FT
2 ot SOTAX)
— IS ompe-
JIEJIEHUS YCTOH-
YUBOCTH TBEP-
IbIX (papmarieB-
THYECKHUX TIpe-
napaToB K Me-
XaHUTIECKOMY
BO3JICHCTBHUIO.




TecTepsl pac-
najiaeMocTH
(manpumep, DT
2uDT 500t
SOTAX) —
TUTSL OIICHKH!
CIIOCOOHOCTH
TaOJIETKH pac-
HICTUTSATHCS B
JKHUJIKOM cpefie

313,

[1K-2

OnuiuTe CBONCTBAa aHTUKOATYJITHTOB

AHTHKOAry-
JIAHTBI BIUSIOT
Ha IIPOLIECChI
TpoM600Opazo-
BaHHUS 3a CUET
M3MEHEHUS aK-

TUBHOCTH axTo-
POB CBEPTHIBAHUA,
HaXOJSIINXCS B
miazMe (KUAKOU
4acTH KpOBH). AH-
TUKOATyJISTHTBI
HIPSIMOTO JEHCTBUS
(AII) — mpemapa-
ThI, KOTOPBIE IIerie-
HarpasJeHHO OJ10-
KUPYIOT (haKTOpBI
CBEPTHIBAHUS KO-
BH, 0COOBIE O€EJIKH,
OT KOTOPBIX 3aBH-
cuT (OpMUpPOBAHHE
Tpom6bOB. EcTb an-
TUKOATyJISTHTBI
HPSIMOTO JIEHCTBUS
JUIA TapeHTepalib-
HOTO BBeicHUSI (Te-
TIapvH HATPUS U
HHU3KOMOJIEKYJISIP-
HBIE TeTapuHbI) U
IpsIMBIE TIEPOpaIb-
HBIC aHTHKOATyJISH-
161 (TTOAK)3. ITe-
pOpasIbHBIE aHTH-
KOaryJsHTHI BbI-
ITyCKAIOTCS B BUJIE
TabJIETOK U APYTUX
dbopm amst npueMa
BHYTpb. IHbEKIIU-
OHHBIM ITyTEM UX
HE BBOJSIT.

314

[1K-2

Onummure cBoiicTBa TPOMOOJIUTHKOB

TpoMOOJIUTHKHU HE
MIPEOTBPALIAOT
00pa3oBaHUE TPOM-
00B, a PacCTBOPSIIOT
Te, 4TOo yke chop-
MHUpOBaTUCh. OHH
MTOMOTAIOT OBICTPO
BOCCTAHOBHTH KPO-
BOTOK B 3a0JI0KH-
POBAaHHOM COCYJ€e U
OTHOCSTCS K CpeJi-
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CTBAaM «CKOpOH
MIOMOILINY TIPU
JKU3HEYTPOXKAIO-
[IAX COCTOSIHUSIX.
TpoMOOTUTHKH
TIpeHAa3HAYCHBI
TOJIBKO JUISI HHBEK-
IIIOHHOTO TIPUMeE-
HeHus, B opme
Ta0JIETOK OHU HE
BBIITYCKAIOTCS

315] [1K-2 OnuummTe KIK0YEBbIe NPEUMYIIeCTBA MHKPOOHOsIoruye- | Ionyuenue pura-
CKOIr0 CHHTEe3a mepe XHMHYECKHM CHHTE30M MUHOB B HATHBHO
(buonormyecku
aKkTUBHON) (opme
(mampumep,
D-¢opma GmoTHHA
nm  L-popma
acKOpOMHOBOH
KHCIIOTHI); OoJiee
«3€NIEHBIE» TEXHO-
JIOTUH: MCHbIIAas
SHEPro€MKOCTh U
TOKCHYHOCTB, BO3-
MOXHOCTb HUCIIOJIb-
30BaTh HCIIHUIICBOC
CBIpBE (MeTaHO,
PI301'[p0HPIJ'IOBbIﬁ
CIIUPT, OTXOAbI
TIPOU3BOJICTB) B
KadgecTBe cyOcTpa-
Ta, CHHTC3 CJIOXK-
HBIX MOJIEKYI,
TPYAHOIOCTYIIHBIX
11 XUMHUYECKOI'O
IyTH (Hampumep,
BUTaMUH B1;).
3a/iaHust OTKPHITOTO TUTIA C KPATKUM OTBETOM
316 [1K-2 [TpoMBbINIUIEHHOE TIOJIYy4eHHE OMOJOTMYECKH aKTHBHBIX CO- | MHKPOOHOJIO-
eauHeHU (B T. 4. BATAMHHOB) TyTéM  KYJIbTHBUPOBA- rudJe-
HUSI CIIEIHAIBHO OTOOPaHHBIX MUKPOOPTaHU3MOB  (0aKTe- | CKHM CHHTE3
puii, ApoxkKell, aKTMHOMHUIIETOB, BOJOPOCIIEH) Ha3bIBaeT-
cs
317] [K-2 Hcnonbs3oBaHne COBpEMEHHOTO TEXHOIOTUUECKOTO U MCIIbI- 0e301acHOCTh
TaTEeIbHOTO 00OPY/I0BAHUS B COUETAHUU C CTPOTUM METPO- (dhapMareBTHYC-
JIOTUYECKUM KOHTPOJIEM MTO3BOJIIET 00SCIIEYUTh BEICOKOE CKHX Ipernapa-
Ka4eCTBO U TOB
318] [K-2 O06opynoBaHue, KOHTAaKTHUPYIOIIEE C HMCXOJHBIMH KOMIIO- | XHMHUYECKOE
HEHTaMHU WIW TOTOBBIM MPOAYKTOM, JOJKHO H3TOTaBIU- B3aUMO/ICH-
BaTbCs W3  HMHEPTHBIX  MaTEPHANOB,  HCKJIFOYAFOIINX CTBHE
319, [1K-2 [IpuGopsl, TMO3BONSIOMIKE B PEKUME PEATHHOTO BPEMEHH | OMOCEHCOPLI H
U3MEPATh KOHICHTPAIIMU IMMHUTATEIbHBIX BEIIECTB, MeTab0O- | OHMOTEXHOJI0-
JUTOB, OCMOTHYECKOE JIaBJICHHE, a TAKXKe (PU3UOJIOTHICCKUN | THYeCKHEe aHAa-
CTaTyC MPOAYIIEHTA JIM3aTOPHI
320, [1K-2 MeTtponoruueckoe obecriedeHrue U KOHTpOJb kadectBa 000- | ['OCTamu, npa-

pPYAOBaHUS PEryIMPYHOTCA

sriamu GMP u

JIPYTMMH HOP-
MaTUBHBIMH J10-




KYMCHTaMU

3a/laHue 3aKphITOTrO THIA

321,

[1K-2

Ha3znayeHue nmuTarejbHbIX cpel (BbIOepHTe HECKOJIbKO
BApHAaHTOB):
A. 3amuTa KJIETOK OT BO3ACHCTBUS (DAKTOPOB BHEITHEH
cpensl;
b. IMoanepxkanue ONITHMAJIbLHBIX $pusunko-
XHMHMYECKHUX YCJIOBHH VI  PoOCTa  KJETOK
B. O0ecneuenne KJIeTOK NUTATEJLHBIMH BellecTBa-
MH JJIS CHHTe3a OHOMAacChl
I'. O0ecneuenne KJIEeTOK BellecTBAMH JISI CHHTE3a
NMPOJAYKTOB KU3HEAeATeJbHOCTH

b,B, I

322,

[1K-2

HcTouHnKH yrijiepoaa B IUTATEJbHBIX cpeaax (BbiOe-
pHUTEe HECKOJIBKO):

A. JlakTo3a

b. Caxapo3sa

B. CO2

I'. Arap

AB, B

323]

[1K-2

B cocraB KoOHCepBHMpPYHOIIMX cpex  BXOAAT
(BbI0OCpHTE HECKOJBKO):
JUMOHHAsi  KHUCJIOTa

A. T'nuuepun

b. Xnopwua Hatpus

B. ®ocdarublii 6ydep

324

[1K-2

Ilo mpoucxoKaeHUI0 MUTATeJbHbIE Cpeldbl ObIBAIOT
A. CuHrernyeckKue
b. Muddepenunanpabie
B. DnexkTuBHBIC
I'. HarypajabHble

AT.

325]

[1K-2

HcToUYHHUKH AaMMHOKHCJIOT B MUTATEJILHBIX Cpeaax
(BbI0EpHUTE HECKOJIbKO):

A. IlenToH

b. Arap

B. N-anerunriroko3aMuH

I'. Beaku

326,

[1K-2

N30upaTeIbHOCTD NUTATENBHBIX CPEJ CBSI3aHA €
A. OnpeneaénnniMm  Ph  cpeasbl
b. JloGaBneHuem  yrieBoaoB
B. Mngukaropom
I'. TloBblmennoii koHueHTpamueii  Nacl
JI. Jlo6aBneHneM aHTHOAKTEpHAIbHBIX IPENapaTroB

A, T

327,

[1K-2

K oaaexkTtuBHBIM cpeaam  oTHocsTcs  (BbIOepuTe
HECKO0JILKO):

A. Keaunbiii  0y/aboH;

b. CoueBoii 0y/bOH;

B. IleqouyHoit arap;

I Mna (MsICOMENTOHHBIA  arap);

J. M6 (MsconentoHHbIH  OYyIbOH)

328,

[1K-2

K 1auddepeHunajbHO-IUATHOCTHYECCKUM  CpeaaM
OTHOCATCSE  (BbIOepUTE HECKOJbKO):

1. cpena Oupo;

2. cpeast T'mcca;

3. cpena Kumuriepa,




4. MIIA;
O. IIEJIOYHOM  arap

329,

[1K-2

I'erepoTpodHble MUKPOOPTraHU3MbI YCBAMBAIOT YIJIEPO/
u3 (BbIOepuTe OIUH):

A. Coz;

b. Heopranuueckux COECOUHEHUI;

B. Opranuyeckux coeJIMHEeHHIl;

I'. A3ora oOpraHM4ecKuXx COCIMHEHUMU

330,

[1K-2

Cnopsl  O0anmii  morudaror mnpu  (BbiOepure
O/IMH):

A. ABTOKJABUPOBAHUU;

b. Ilacrepuzanuu;

B. Tunpamuzamnuu;

I'. BeicymnBaHuu

331,

[1K-2

YCloBUsMH, CTUMYIMPYIOIIKUMHU KarncyaooOpa3oBaHue y Oak-
TEpUH, ABISAIOTCS
A. Poct OakTepuii B OpraHusMe 4ejiOBeKa WJIM KH-
BOTHBIX
b. Pocrt Ha cuHTeTHUECKUX Cpenax
B. KynpTuBHpOBaHHE IIPU HU3KUX TEMIIEPATypax
I'. Poct Ha cpenax, coaepkaiux KOJIMYECTBO YIIeBOAOB

332]

[1K-2

[TonmucaxopuaHas Karcysa He 00ecrieunBaeT
A. BUPYJIEHTHOCTb
b. pesucreHTHOCTH K (haromuTosy
B. pe3HCTeHTHOCTHh K AHTHOMOTHKAM

333]

[1K-2

[ToaBuxHOCTH OaKTEpHil HE 0OECTICUNBACTCS
A. BpaieHueMm KryTUKOB
b. ®umopusimu
B. CoxkpailileHreM KJIE€TOYHON CTEHKHU

334,

[1K-2

VY noABMKHBIX OaKkTepuii a3pOoOHBIN THI MeTab0JIN3Ma MOXK-
HO OIPEJENNUTH MO0 a3POTOKCUUYECKUM JBHKEHHUSAM U CKOILJIE-
HUIO OaKTepuil Ha ONpPEJEJIEHHOM PAacCTOSHUU OT Kpasi Mo-
KpPOBHOTO CTEKJIa
A. BakTepuu CKamIuBawTCA Y Kpasi HOKPOBHOI0
CTeKJIa
b. Bakrepnu cKanimBaloTCcs 10/ NOKPOBHbIM CTeK-
JIOM y Ny3bIPbKOB BO31yXa
B. Bbaktepuu ckammBarOTCA B LIEHTPE MOKPOBHOTO CTEK-
na
I'. AxTepuu cKamjauBarOTCsA Ha HEKOTOPOM PAaCCTOSIHUM
OT Kpasi IOKPOBHOT'O CTEKJIA

335)

[1K-2

[Tpu cnopooOpa3oBaHUM CUHTE3UPYETCS TUITUKAINHOBAS
kuciaora. Ee MOKHO OOHapyKUTh

A. B BeretatuBHbIX KJIETKax

b. B mpotomiacre criopst

B. B o00oJs10uke ciopsl

336,

[1K-2

VYcnoBusMH, ciocoOCTBYIOIMMEU CIIOPOOOPA30BAHUIO, SBIIS-
I0TCS BCE, KpOME
A. HepocraTka nuTaTeIbHBIX BEIIECTB B CPEJIC HAKOILJIE-
HUS IPOJYKTOB 0OMEeHa
b. HakomieHusi BHYTPH KJIETOK 3aIIaCHBIX BEelIECTB
B. JloGaBiieHus I1I0OKO3bI B MUTATEIBHYIO CPEAY

337]

[1K-2

bakTepralbHyIO KIETKY OT 9YKapUOTHON KJIETKH OTJIMYAOT

B,T




ClenyoLue NpU3HaKu
. Hanmume sHaonna3zmMaTuyecKon ceTu

OTtcyrcTBHE 11€PHOA MeMOPaHbBI

Hanu4yue nuronjiazmaTnyeckoii MeMOpaHbl
Ces3b pepMeHTOB OKHCJIUTEIbHOT0 ochopuin-
POBaHMs C IJIA3MATHYECKOIl MeMOpaHoi

oW

338,

[1K-2

OO0s13aTeIbHBPIMUA BHEIITHUMH CTPYKTYpaMH OaKTepHaIbHON
KJIICTKU SIBJISIOTCS

A. Kryruku

b. Karmcyna

B. Kierounasi crenka

I'. Ilunu

J. Huronnasmarnyeckass MmemOpaHa

B, 1l

339,

[1K-2

OTtxo/1b1, 0Opa3yromuecst B MEJUIIMHCKUX U apMarieBTHIe-
CKHUX YUPEKICHHUIX, HA3bIBAIOTCS:

A. MeannmHCKHE OTXOIBI

b. ®apmakonormyeckue OTX0bl

B. BoabHHMYHBIE OTXOJBI

340,

[1K-2

K xakomy kJj1accy 1mo pocCHMCKON KiaacCUu(PpUKAIUA OTHOCST-
cs (hapManeBTUICCKUE OTXOIBI?

A. Kmacc A

b. Knacc b

B. Kmace T

I Kmace [

341]

[1K-2

Kakwue u3 nmepedrcieHHbIX 0TX0I0B OTHOCATCS K (hapmMarieB-
THYECKUM?

A. UcTekumme JeKapcTBEeHHbIE NPeNnaparhi;

b. HMcnonb30BaHHBIC HITTPULIBI

B. buonoruueckue 0TX0/bl BUBApHUEB

I'. IIumieBble OTXOABI U3 OOJLHUYHOrO MUIEOI0KA

342]

[1K-2

Kakoil u3 mepeuyncieHHBIX METOJ0B HE MPUMEHSETCS IS
YTUIU3AIUA [HUTOCTATUYECKUX (apMalleBTUUECKUX OTXO-
noB?

A. Cxwuranue

b. IlepepaboTka aJisi CHHTE3a HOBBIX BEIIIECTB

B. 3axopoHeHne Ha 00BIYHBIX CBAJIKAaX

I'. JlesakTuBanus Ha MecTe 00Opa30BaHUs

343]

[1K-2

Kakue pucku cBS3aHbI ¢ HEIPABUWIBHBIM OOpAaIIEHUEM C
dbapmaneBTHUeCKUMU OTXO0JaMu?
A. 3arpsi3HEeHue OYBBI, BOJbI U BO3yXa
b. Pa3BuTue ycTOWYMBOCTU K aHTUOMOTUKAM; UHPUIU-
poOBaHUE MepcoHana
B. Bcé BpImenepeyucaeHHoe

344

[1K-2

Kakoe 3ak0HOIaTEeIHCTBO pEryIupyeT oOpaiieHne ¢ 0TX0-
namu B Poccun?
A. ®3  Ne89 «O6 oTxomax MpOU3BOJCTBA U MOTPEO-
nenus»;, CaulluH  2.1.7.2790-10
b. O06a BapuaHTa BepHbI
B. Hwu oguH 13 BapuaHTOB HEBEPEH

345

[1K-2

Buas! TepMuueckoil yTuan3anuu oTXoA0B GhapMIpeanpusi-
THI:

A. Ilna3meHHas1 JecTPyKUUs

b. Iupouus

AB




B. Koctep
I'. Heyrpanuszanus

346,

[1K-2

st 06paboTKM MaTepUaioB IS MOJTyYeHUs KPYITHBIX (Ooiee
2 MM) KPUCTAJIJIOB UCIIOJIb3YIOT:

A. Cymunky

b. bapa0aHHbIH KpHUCTALIN3ATOP

B. Dkcrpynep

I'. ¢depmentep

347,

[1K-2

Jl1g SMynIerupoBaHus MaTEpUaJIOB UCIIOJIB3YIOT:
A. BakyMHbIil MUKCcep
b. Hytu-punbtp
B. Anmnapar Coxcnera
I'. Dkcrpynep

348,

[K-2

CBepxTOHKOe H3MeJIbYeHHe  ChIIIY4ero Marepualia
MO>KHO JIOCTHYb C UCTIOJIb30BaHUEM:

A. Hytu-punsrpa

b. Anmnapara Cokcnera

B. Crpyiinoii MeJbHULBI

I'. Cymnnku

349,

[K-2

IIpu  xonTpose ycaoBuii xpanenus MJIII
NPOBEPAIOT
A. TtemmepaTypy B  XOJOIUJIBHOW  KaMmepe
b. XypHain perucrpanuu U3MEpPEHHl  TeMmIiepa-
TYpHI
B. mpaBWIbHOCTB pa3MelleHHs IpenapartoB  Ha
ITOJIKAX
I'. Hanuuue TNOCTOPOHHHUX MPEIMETOB B  XO-
JOANIBHUKE
J. Bc€ BbllIenepeYncaeHHoe

350,

[K-2

I'enepanbHasi y0OOpKa MOPO3MJIBHBIX KamMep NPOBOAUT-
cs:

. ExxegneBHO

He pexe omHOTO pasza B HENEIIO

He pexxe oaHOro pa3a B Mecsil|

ITo Mmepe HEOOXOTUMOCTH.

Hw

Pa3paboran:

i 0.
JIOLIEHT Kadeapbl OMOTEXHOIIO- Pj/(/ Cﬁ/', — M.B.Tomuuii
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