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QOoHI ONEHOYHBIX CpPEACTB 10 JWCUMIUIMHE «®DapMaleBTHYECKas TEXHOIOTHS»
npefHa3HauyeH s KOHTPOJIS 3HaHMH MO IporpaMMe MaricTpaTypsl [0 HaNpaBJICHHIO
noaroroBku  33.04.01  «lIpompmmnennas ¢apmanms» mno npodumo  «YmpapieHue

IIPOHU3BOACTBOM H KOHTPOJIb Ka4E€CTBa JICKAaPCTBCHHBIX CPEICTBY

1. INacnopT dpoHIa ONEeHOYHBIX cpeAcTB N0 AucuuInne «PapmManeBTHYeCKas

TEXHOJIOTHID»
Komnemenuun Huouxkamopwei docmudiceHun Buowt sanamuii | Ouenounsie
(k00) KoMnemeHuuu cpedcmea
VK-1 WJI-1yk.1.1, KpuTHUeckH olieHHBaeT Jlexmun, TectoBEIe
HAJIE)KHOCTh HCTOYHUKOB HH(OpPMAIIHH, TpaKTHYeCKHe  |3a/JaHus,
paboTaeT ¢ NPOTHBOPEYHBOIA 3aHATHS, KOHTPOJIbHBIE
HH(pOpManuei |3 pa3HbIX HCTOYHHKOB CaMOCTOATENbHAS | BOIIPOCHL,
HU]1-2yk.1 2. Beibupaet MeToast pabora. cobecenoBaHue
KPHTHYECKOI0 aHAIM3a Ha OCHOBE
CHCTEMHOT0 NOJIX0/1a, a/ICKBaTHBIE
npoOIeMHOM CHTyallHH
WJ1-3yk.1 3. PaspabareiBaer cTpaTeruo u
00OCHOBBIBAET IIaH JIeHCTBHSA MO
PELICHHIO NPOOIEMHON CHTYAIIUH
VK-2 U-1yk.2.1. PopmynupyeT LenH, 3a0a9H, Jlexiun, TecToBBIE
3HAYAMOCTb OKHIAEMBIX Pe3yJIETaToOB NpakTHYeCKHE  |3aJaHus,
poeKTa 3aHATHA, KOHTPOJIbHBIE
W]1-2yk.2 2. Onpenenser notpeGHOCTH B CaMOCTOSTE/IbHAS | BOIIPOCHI,
pecypeax JUid peali3aluy MpoeKTa pabora. cobecenoBaHue
WUJI-3vk23, PazpabarsiBaet nnax u
KOHTPOJHMpYET peau3allii MpoeKTa
U/1-4yk.24. OnuenuBaer 3(¢eKTHBHOCTD
peaiM3alMH NMpOoeKTa H pa3paboTKu IUiaHa
JEHUCTBHI 110 €r0 KOPPEKTHPOBKE
VK-3 HU]1-1yk.3.1. BeipabateiBaer crpareruio Jlexmuu, TecroBrie
COTPYJHHYECTBA H Ha ee OCHOBE OpaKTHYECKHE  |3aJaHus,
OpraHH3yeT 0TOOp YWICHOB KOMaHAbI [UIA  |3aHATHA, KOHTPO/IbHBIE
JOCTH)KEHHS TIOCTABIICHHOM LieNH; CaMOCTOSTENIbHAS |BOPOCHI,
W/1-2yk.32. [Inaaupyer u KOppeKTHpyeT pabora. cobeceoBanue
paboTy KOMaH bl C Y4€TOM HHTEPECOB,
oco0eHHOCTeH NOBeIeHHS H MHEHHH ee
YJICHOB;
WU]1-3yk.33. Pazpemnaer koHQIUKTEI 1
MPOTUBOPEYNS TP EJI0BOM OOIIEHUH Ha
OCHOBE y4eTa HHTE€PECOB BCEX CTOPOH;
WU]T-4yy.3 4. OprasusyeTr JHCKYCCHH 110
3aJjaHHOM TeMe M 00CYX/IeHHE pe3yIbTaTOB
paboThl KOMaH/IBI C MPHBJICYEHHEM
ONIOHEHTOB pa3paboTaHHBIM HJIEAM;
OIIK-1 WU-1onk-1.1. UaTepnperupyer 1 npuMenseT |Jlexumn, TecToBBIe
TIOJIOJKEHHS COOTBETCTBYFOIIHX MpaKTHYECKHE  |3a/1aHud,
HOPMATHBHBIX NIPABOBLIX AKTOB H JIYYIIHX |3aHATHS, KOHTPOJIbHBIE
otpacneBbiX npakTHk (GXP), CaMOCTOSITENILHAS | BOTIPOCEL,
PETYJIHPYIOIKX MIPOLIECCH] U ITAlbl pabora. cobecenoBanue
YKH3HEHHOTO [IKJIA JIEKAPCTBEHHOTO




CpeACTBa B Mpo(ecCHOHATBHOM
JeSTEeIbHOCTH

U-2omk-12. Beibmpaer u  npumensier
[PUTOJHBIE JUIA CHTYalHH METOABI H
HHCTPYMEHTHI YIIPaBICHHS NEPCOHATIOM

OIIK-3

UJ1-1omk-3.1 [Inanupyer u peanuzyer
NPOEKTHI HAYYHO! HANpPaBJIEHHOCTH B
obnactu o0palleHus JTeKapCTBEHHBIX
CpencTB

WU-20mk-3.2 [IpOBOAMT KpHTHYECKYIO
OIIEHKY, HHTEPIIPETAIHIO H
CHCTEMAaTH3aIHIO TN TEPATYPHBIX
HCTOYHHKOB, TOCBAIIEHHEIX pa3zpaboTke u
HCCIIeJOBAaHUSIM JIEKAPCTBEHHBIX CPEICTB
HUT-30nk-33 [Toneb3yercs HabopoMm
HHQOPMALIHOHHO-IIOUCKOBBIX CHCTEM H
OCHOBHBIM CTAHJAPTHBIM MPOrPaMMHBIM
obecrieueHHEM, HCIIOIB3YEMBIM B
npo(heCCHOHATBLHON NeSTeIbHOCTH

Jlexuu,
NpPaKTHYECKHE
3aHATHSA,
caMOCTOATEIbHAS
paborta.

TecToBEIE
3a1aHHs,
KOHTPOJIbHBIE
BOIPOCEHL,
cobecenoBanue

OIIK-6

HU]-1 onk-6.1 UaTepnpeTupyeT ocHOBHEBIE
NIOJIOKEHUS HaJUIeKAIMX [IPAKTHK,
HCTIOJIB3YeMBIX B 001acTi obpateHus
JIEKapCTBEHHBIX CPEICTB

NJ-2 onk-62 Y4YacTByeT B pa3paboTKe
perJaMeHTHPYIOIEH W PernCTpUpYIOIIEH
AOKYMEHTAIlHK OTPACHeBOR CHCTEMBI
MEHeDKMEHTa KauecTBa, IpHMeHseMOii B
obmacTa oOpamieHus IeKapCTBEHHBIX
CPEZCTB C Y4ETOM JKH3HEHHOTO IMKJIa
JIeKapCTBEHHOTO CPeJICTBA

HUJ-3 onk-s3 DBoiOupaer W npuMeHseT
OPUTOIHBIE Ui CUTYalHH METOABI H
HHCTPYMEHTBI YIPABICHHA PHCKAMH IS
KayecTBa M  YCTAHOBJICHHS  NPHYHH
HECOOTBETCTBHH

Jlexuwn,
IpaKTHYECKHE
3aHSTHSA,
CaMOCTOSITe/IbHAs
pabora.

TecTtoBBIE
3a/1aHus,
KOHTPOJIbHEIE
BOIIPOCEI,
cobecenoBaHue

IK-1

WU]1-1nk-1.1 PazpabareiBaet
TEXHOJIOTHYECKYIO JJOKYMEHTALIHIO TIPH
IIPOMBIILIEHHOM ITPOH3BOICTBE
JIEKapCTBEHHBIX CPEJICTB;

W-2nk-1.2 OcylecTBISET BeIeHHE
TEXHOJOIH4YeCKOro mpouecca npH
IPOMBILIIEHHOM TPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB;

U-3rx-13 OcymecTBiseT KOHTPOJIb
TEXHOJIOTHYECKOTO nporecca pH
MPOMBIILICHHOM IIPOM3BO/ICTBE
JIEKapPCTBEHHBIX CPE/ICTB

Jlexuun,
MPaKTHYECKHE
3aHATHSA,
CaMOCTOsTeIbHAs
pabora.

TectoBBIE
3aJaHus,
KOHTPOJILHEIE
BOIIPOCHI,
cobeceoBaHle

I1K-2

WU-11k-2 1 Pa3zpabareiBaeT u BHegpsieT
TEXHOJIOTHYECKHH IIpoLece s
MIPOMBILUICHHOTO TIPOH3BO/ICTBA
JIEKapCTBEHHBIX CPEICTB;

H-2nx22

Conposoxaer

Jlexuun,
NPaKTHYECKHE
3aHATHS,
CcaMOCTOATEIbHAsA

pabora.

TectoBBIE
3a7laHus,
KOHTPOJIbHEIE
BOTIPOCHI,
cobecenoBanmne




TeXHOJOTHYECKHIH npouecc IpH
NIPOMBIIIIJIEHHOM MIPOU3BOJICTBE
JIEKaPCTBEHHBIX CPEJICTB

[1K-3 WU]1-1nk.3.1 Yopaenser nponeccaMu Jlexunn, TecTtoBble
TIPOU3BO/ICTBA JICKAPCTBEHHBIX CPENICTB; IpPaKTHYeCKWe  |3a/aHud,
W-2nk32 VYnpasnser pa3paboTkod —H|3aHATHS, KOHTPOJIbHBIE
ONTHMH3AIHEH TEXHOJIOIHYECKOr'0 |[CaMOCTOATEIbHAS | BOIIPOCHI,
mpouecca IPOM3BOJACTBA JIEKapCTBEHHBIX |paboTa. cobecenmoBanme
CpEICTB

I1IK-4 W/1-111k4.) YOpaBaseT npoueccaMu Jleximu, TecToBrie
BaUAanuH (KBaTu(HUKAIHK) IPOIIECCOB;  |NMpaKkTHYeCKHe  |3a/laHms,
U-2rs2 VYmpaBnser pa3paboTkoit u|3aHATHS, KOHTPOJIbHEIE
ONTHMH3alMeH  mpolecca  BaTHAAIMH|CaMOCTOSTENbHAs | BOIPOCH,
(xBamHdUKANNH) pabora. cobeceroBaHue

[1K-5 WU]I-11k.s 2 OcymecTBnser Begenue pabor |Jlekiuu, TectoBbie
1o oTdbopy u y4ery oOpasios OpakTHYECKHE  (3aJaHms,
JIEKapCTBEHHBIX CPEJICTB, HCXOIHOIO CHIPhS |3aHATHS, KOHTPOJIbHBIE
U YIIaKOBOYHBIX MAaTEPHAIOB; CaMOCTOSTEIbHAS |BOIIPOCHI,
WU)1-25k.5.1 PazpabareiBaeT pabora. cobeceoBaHue
TEXHOJIOTHYECKYHO IOKYMEHTAIIHIO JUIs
yueTa 00pa3sioB JIeKapCTBEHHBIX CPEICTB,
HCXO/IHOTO CBIPhS ¥ YNIAKOBOYHBIX
MaTepHAJIOB, IIPOMEXYTOYHOHN MPOAYKIIHA
¥ 00BEKTOB ITPOH3BOACTBEHHOH CPEJIBI;

IK-6 NU-1nk-62 OcymecTriser Beaenue pador |Jlekmun, TectoBHIE
TI0 TIPOBECHMIO NCTIBITaHmil 00pasnos TNPaKTHYCCKUE  |3aJaHus,
JIEKapCTBEHHBIX CPEJICTB, HCXOIHOTO CHIPhS |3aHATHS, KOHTPOJILHEIE
H YNIaKOBOYHBIX MaTEPHAJIOB; CaMOCTOSITEIbHAS |BOIIPOCHI,
W]1-2nk.6.1 PaspabareiBaer pabora. cobecenoBanue

TEXHOJOTHYECKYIO JOKYMEHTAIHIO JUIst
[IPOBEJICHHS HCIBITaHUH 00pa3oB
JICKapCTBEHHBIX CPE/ICTB, HCXOIHOTO ChIPhS
H YIIAaKOBOYHBIX MaTe€pHasoB,
MIPOMEXKYTOYHOM NMPOJYKIHH H 00BEKTOB

IIPOH3BOJACTBEHHON CPEIbI;

Texymuii xoHTpons mo aucuuuinHe «PapMmaneBTHUECKas TEXHOJOTHS) OCYIIECTBISETCS
TE€YEHHE BCEro CpoKa OCBOEHHs [JaHHOH JUCHMIUTMHBL BpiOop oneHoOYHOro cpeacTsa s
NIPOBECHHS TEKYILEro KOHTPOJIs HA YCMOTPEHHE MPENo/aBaTes.
ITpomexyTouHas arTecTanus 00y4arOMMXCs N0 AUCHUIUIHHE «DapManeBTHUECKas TEXHOIOTHA»
MIPOBOIMTCA IO HTOraM O0y4eHHs U SBsSeTcs 00s3aTeIbHOIA.

2. KpuTepHH H MKaJIa ONeHHBAHHS

B

Kpumepuu oyenueanus UIxana oyenuearus
Heyooenemeopu-| Yooenremeopu- Xopowo Omnuyno
MenbHO menvHo
IMonHoTa 3HaHMI Yposenb MuHuMansHO YpoBeHs 3HaHHH | YpoBeHb
3HAHWI HUKe JIOITYCTHMBIH B 00BEME, 3HAHHUH B
MHHHMQIBHBIX | YDOBEHb 3HaHHH. | COOTBETCTBYIOIl | 0OBEME,
TpeOOBaHHIA. Jonymero €M IIporpamMme COOTBETCTBYIO




Kpumepuu oyenusanus lxana oyenueanus
Heyooenemeopu-| Yooeremeopu- Xopowo Omnuyro
MeabHO mensHo
HWmemu mecto MHOT'0 HerpyObIX | MOATOTOBKH. meM
rpy0sie ourHOKH Honymeno mporpamMme
(001115 (3] 571 HECKOJIBKO MOATOTOBKH,
HErpyObIxX 6e3 ommbox
omHnO0K
Hanwune ymenmii Ilpu pemennn | [Ipogemonctpup | Ilponemonctpup | I[Ipomemonctp
CTaHIAPTHBIX OBaHbl OCHOBHBIE | OBaHbI BCE HPOBaHbI BCE
3a1a4 He yMeH#Hsl. PeleHsl | OCHOBHBIE OCHOBHBIE
[IPOJAEMOHCTPH | THIOBBIE 331a4H | YMEHHSL. YMEHHS,
POBaHbI ¢ HErpyObIMH Pemens Bce pelIeHsl Bce
OCHOBHBIE omHOKaMH. OCHOBHBIE OCHOBHEIE
YMEHHS. BemonHeHsI Bce | 3a1a4M © 3a/la4M ¢
HWmemn mecto 3aJIJaHUA, HO HE B | HErpyObIMH OT/AENbHBIMH
rpyOrie MOJTHOM 00beMe. | OmHOKaMH. HECYIIECTBEH
OLIHOKH Bemonsensl Bce | HBIMH
3a/1aHMus, B HeJI0YeTaMH,
HOJIHOM 00BEME, | BBIIIOJIHEHBI
HO HEKOTOphIE C | BCE 3a/laHHs B
HEIOueTaMH TIOJTHOM
obpeme
Hanu4une HABLIKOB Ilpu pemennn | Mmeetcs [Iponemonctpup | I[Ipomemonctp
(BJ1aleHHe OMBITOM) | CTAHJAPTHBIX MHHHMATbHBIH oBaHbI 0a30BBIE HPOBAHBI
3a1a4 He HabOp HABHIKOB HaBBIKH IIpH HaBBIKH TIPH
IPOJIEMOHCTPH | JUlsA pelleHUs peLIeHHH pelIeHUH
poBaHbl CTaHAAPTHBIX CTaHAAPTHBIX HECTaHAAPTHBI
Ga3oBbie 3a71a4 ¢ 3a71a4 ¢ X 3a71a4 6e3
HaBBIKH. HEKOTOPLIMH HEKOTOPLIMH omuboK u
HNmemu mecto HeJlo4eTaMu HeJl049eTaMH HEJIOYETOB
rpyOnie
OLIMOKH
XapakTepHCTHKA Komnerenuuss | Chopmuporanro | ChopmupoBann | Chopmuporan
cOpMHPOBAHHOCTH | B NIOJIHOH Mepe | CTh 0CTh HOCTh
KOMIIeTeHIIHH HE KOMITETCHIIHH KOMIIETEHIIHH B KOMIIETEHIIHH
chopMHpOBaHa | COOTBETCTBYET 1eJIOM TOJTHOCTBIO
. UMeronmxcss | MUHHMAITBHBIM COOTBETCTBYET COOTBETCTBYE
3HAHHUH, TpeboBaHHAM. TpeboBaHHAM, T
YMEHHIA, Umerormmxcst HO €CTh TpeGoBaHUAM.
HABEIKOB 3HAHWH, YMEHHH, | HEIOYETEHL. HNmerommxcs
HEI0CTATOYHO HAaBBIKOB B 11eJIoM | UMeroiuxcs 3HAHUH,
U pelieHus JOCTATOYHO IS 3HAHUN, YMEHUM, | YMEHHId,
npoecCHOHAN | peLIeHHs HaBBIKOB H HABBIKOB U
BHBIX 3a/1a4. npoeCCHOHAIBH | MOTHBAIIHH B MOTHBAIIHH B
Tpebyercs BIX 337144, HO [eoM MIOJTHOM Mepe
MIOBTOPHOE Tpebyercs JOCTATOYHO VI | JOCTATOYHO
obyuyeHue JOTNOJIHUTEIbHAS | PeLeHH s JUIA peLIeHUS
[IPaKTHKa 110 1poeCcCHOHANb | CJIOKHBIX
OOIBIMUHCTBY HBIX 337134, HO npoeccrona
NPaKTHYECKUX Tpebyercs JIBHBIX 3a1a4
3a1a4 JIOTIOJTHUTENIbHAs
IpaKTHKa M0
HEKOTOPbIM
npodeccHoHaIb

HBIM 33/1a4aM




Kpumepuu oyenusanus LIxana oyenusanus
Heyooeremeopu-| Vooeremsopu- Xopowo Omauyno
MebHO meibHO
YpoBensb i
copmupoBanHocTH  HH3KHH Cpeaunii Bricoknii
o CpeIHero
KOMIIeTeHIHiH

3. OueHouHble cpeacTBa (NO/IHbI NepeyeHb OYeHOUHBIX CPeoCms)

3.1. Ilpumeps! oneHOYHBIX cpeacTs A8 Tekymero konTpoas (YK-1,2,3 OITK-1,3,6,

IK-1 12 ,3,43596)

3.1.1. 3apauus c

a3BEePHYTHIM OTBETOM

Ne Komnerenuuu, | Bonpoc OoTKpeITOrO | [IpaBUNBHBIH BapHAHT OTBETA
MpOBEpAEMBIE | THNA
JIaHHBIM
3afaHreM
1. VK-14.,5 Kak A60peBnarypa HACCP paciudpoBsIBaETCS
OIIK-2, IK-3 | pacumdpossiraeTcs KaK: aHajJu3 OracHOCTell W KPHUTHYECKHX KOHTPOJIBHBIX
HACCP? TOYEK
2. VK-14,5 UTo BKIIOYAET B Banupaimis  TBEpABIX ~ JIEKADCTBEHHBIX  CPEICTB
OIIK-2, TIK-3 | cebsa BaMIalKa | BKIOYaeT B ceds pacrpejeneHHe HacTHII 10 pasMepam,
TBEPABIX HAChIMTHAA [UIOTHOCTb, IUIOTHOCTD MPH YIUIOTHEHHH
JIeKapCTBEHHBIX
CpelcTB
3. VK-14,5 Tambi - oGomouek W ||, OGonmoukW, — NpaKTHYeCKH  HENPOHMIAEMble  JUIA
OIIK-2, IIK-3 | MEKpOKancy.IHpOBaH#s 3aKTIOYEHHOT0 B HHMX BELIECTBA M €r0 PacTBOpPHUTENeH, HO

PacTBODAIOIIMECH WIHM paspyllalomiMecs B  pe3yabTare
BO3ZelicTBHA (akTopoB BHewHel cpeas! (pH, nasnenwe,
TPEHHE, TEMIEpATypa, AeHCTBHE pacTBOPHUTENeH, ()epMEHTOB)
B ONpe/Ie/IEHHBIX YHaCTKaX MUIIEBapUTENbLHOIO TPAKTa MITH
BHYTPEHHHMX (DAKTOpOB (ABNEHHE NapoBoif (asbl, pacuupeHne
obbema).

. O0onoyKky, HE PacTBOPAIOLIMECs M HE pa3pyILarollkecs B
MHILEBAPUTEILHOM TPaKTe, HO MPOHMIAEMble Ui BOIbI,

KETYAOYHOIO COKa H 3aKIl0YeHHOro B 000104YKYy
JIEKAPCTBEHHOIO BEIIECTRA 3a cyeTIH(pdy3nu.
3.1.2 3ananus c BbIOOPOM HECKOJILKHX OTBETOB
Ne Kommnerenuu | TecToBble BONPOCH! M BAPHAHTHI OTBETOB [IpaBunsHsIi
wn W, BAPUAHT OTBETA
npoBepseMble
JIAHHBIM
3a/laHHEM
1. VK-1,2,3 [0 THITY JUCITEPCUOHHOM CUCTEMBI MA3U MOT'YT 3
OIIK-1,3.6, BbITh
K- 1) renn
1,2,3,4,5,6 2) 3KCTpPaKIIHOHHBIE
3) roMoreHHbIe
4) pezopOTHBHBIE
5) nacTel
2. VK-1,2,3 OCHOBA U1 MA3H HE OTBEYAET CJIEAVIOLLUM 4
OIIK-1,3,6, TPEBOBAHHUAM:




K- 1 )Maxyuei crnocofHOCTBIO;
1.2,3,4,5,6 2)abcopOupyiomeii cnocobHOCTHIO;
3)XxuMHYecKo#H CTOHKOCTBIO;
4)He uHIH(phEpeHTHOCTHIO B HapMaKoIOTHIeCKOM OTHOLIEHUH;
5)cTOMKOCTHIO K MHKPOOHON KOHTAMHHALIHK
3. VK-1,2,3 PACITAITAEMOCTL TABJIETOK BE3 OBOJIOYEK B |1
OIK-1,3,6, | ZMCTUJUIMPOBAHHOM BOJIE JIOJDKHA 3ABEPLIATBLCA
K-
1,2,3.4.5.6 1)3a 15 Mun.
2) 3a 30 MuHYT
3)3a 10 MuH.
4) 3a 45 MuURYT
5) 3a 60 muHyT
3.1.3 3aganus HA CONOCTaBJIeHHE
Ner/mm KomnereHnun 3anaHue, BApUAHThl OTBETOB ITpaBunbHBIH
H JUIS COMOCTABICHHA BapHaHT OTBETA
MPOBEPAEMEI
e
JIaHHBIM
3a/laHieM
1. VYK-1,2,3 ConocraBbTe ONpeneeHHs: 1-b
OIlK-1,3,6, | l.wmsarkas nekapcTBeHHas (opma B BHIE KOJUIOHIHOW AMCTEpcHH, | 2-A
K- nony4eHHas myTéM reneobpa3oBaHMs C  HCMOJb30BaHHEM
1,2,3.4,5,6 CIeHATBHBIX BCIOMOTAaTeIbHbIX BELIECTB;
2. MATKas NeKkapcTBeHHas (opma B BHAE MHOTO(A3HOH CHCTEMBI,
cocrosmeii U3 MUNoQIWILHOMN THNA «BOJa/MAcio» H rHAPO(HIBHON
THMA «Macno/Boaa» (a3 HiIn MHOKECTBEHHOM IMYJILCHH
A —Tenn
b — Kpemsi
2. VK-1,2,3 CorocTaBbTe ONpeae/ieHHs: 1-b
OI1K-1,3,6, 1. MATKas nekapcTBeHHas (opMa 1A MECTHOTO MNpHMeHeHus, | 2-A
I1K- obnanaromas cBOMCTBOM TEKYHECTH NMPH TEMIEPAType Tefa; 3-B
1,2,3,4,5,6 2. MATKas nexkapcTBeHHas (opma, cocrosmas W3 OAHO(MA3HOI
OCHOBbI, B KOTOpPOIl pacTBOpEHbI WJIH JHMCHEPrHpOBaHbl TBEPIBIE
WIH XKHIKHe (hapMaleBTHIECKHe CyOcTaHINH;
3. MArkas NekapcTBeHHas (opMa, coepkamas 3HAUHTENbHOE
kom4ecTBo (Gonee 25 %) TOHKOM3MEIBYEHHBIX TBEPBIX BEIECTB
A. Mazun
b. JInHMMeHTBI
B. INacTwl
3. YK-1,2,3 CooTHeCHTE OTIpeeNIeHHA: 1-b
OI1K-1,3,6, |. MeoWUMHCKHE W3IeNuf, NpeIHa3HA4YeHHblE IS CcoXpaHeHus, | 2-B
IK- W3MEHEHHMsA, 3aMeHbl WIH BOCCTAHOBJIeHHA OHOJOrMYecKHx | 3-A
1,2,3,4,5,6 GYHKUMI WIM CTPYKTYp, CBS3aHHBIX C JiedeHHeM, oOnerdeHueM

00J1e3HH, PAHEHHUEM WIIH WHBAIMIHOCTHIO;

2. MeIMILIMHCKHE W3JeNus, NpeJHa3HaYeHHbIe /Ul TPeNICTaBIeHHA
WHQOpMAUWH B ULENAX [HATHOCTHKH, KOHTPONA JIEYCHHA HIH
H3MEHEHHUSA (pHU3HONOTHYECKOTO COCTOSHHA, COCTOSHUSA
3aboneBanus WM BPOKACHHBIX Ae(eKTOB;

3. MeOWOWHCKHE W3JeNus, NpHMEHseMble OTIENbHO HIH B
COUETAaHHH C APYTHMH MEIWIMHCKUMH H3NENHAMH, Ui JeHCTBUA
KOTOPBIX He00XOOMMO WCMONbL30BAHHE 3JHEPTHH, OTJWHHON OT
NPOU3BOIHMON YENOBEKOM, WIH CHIIbI TAXKECTH. MeIHLHMHCKHE
H3JIENHA, MpeAHa3HAuYEHHbIE IS Mepenadyd HEPruM WIH BElIECTB
OT aAKTHBHOIO MEIMIMHCKOrO W3[eNnus K nauueHty 0e3 ux
CYILIECTBEHHOIO  W3MEHEHHs, He  SBASIOTCA  aKTHBHBIMH




MECIHIHHCKHMH H3ICITHAMHA

A. aKTHBHBIE MEIHIIMHCKHE W3/IeTHA
b. akTHBHBIE TepaneBTHYECKHE MeIHIIMHCKHE H3ETHs
B. akTHBHBIE IMATHOCTHYECKHE MEIMIIMHCKHE H3IEIHA

3.1.4 3ananus Ha JoNOJHEHHE

Nen/n | KomnereHumnu 3anaHue Ha YCTAHOBJIEHHE JOTIONHEHHUSA [MpaBunbHBIH
npoBepsieMble (BOMpOC — NIOMONHHTE. ...) BapHaHT OTBETa
JaHHBIM 3a]aHHEM

1. VK-1,2,3 OIIK- JlekapcTBeHHble  mpenapaThl -  JIEKAPCTBEHHbIE | CPEACTBA
1,3,6, TIK- B BHIE JIEKAPCTBEHHLIX  (OpM,
1,2,34,5.6 NpHMeHseMbIe JUIS TPO(HIAKTHKH, IHATHOCTHKH,

nedeHuss  3aboneBaHus,  peabWiuTalMH, A
COXpaHEHMs, MpPEeIOTBPALIEHHA HIM MpephIBAHHA
GepeMeHHOCTH.

2. VK-1,2,3 OIIK- ®apmaneBTHYECKas CyOCTaHIMA - JEKapcTBeHHOE | dapmakonoruyeckoii
1,3,6, TTIK- CPEACTBO B BHIE OJHOTO WJIH HECKONbKHX | aKTHBHOCTBIO
1,2,3,4,5,6 obnanaromux IeHCTBYIOIINX

BEMIECTB  BHE  3aBHCMMOCTH  OT  TPHPOIBI
NPOHCXOXKIEHHs, KOTOPOE NPEeAHa3HaYeHo Uis
NMPOM3BOACTBA,  HM3TOTOBJIEHHA  JIEKAPCTBEHHBIX
NpenapaToB U onpeaenseT HX 3P (eKTHBHOCTD.

3i VK-1,2,3 OIIK- - OeATEIbHOCTH MO mpou3BoAcTBy | IlpomsBoacTso
1,3,6, TIK- NIEKapCTBEHHBIX CpencTs OpraHM3alHsAMH- | JIEKAPCTBEHHBIX CPEACTB
1,2,3.4,5,6 NpPOM3BOAMTENAMH JIEKADCTBEHHBIX CPEACTB Ha

OIHOM CTaJMH, HECKONBKHX WJIH BCEX CTaaMAX
TEXHOJOTHYECKOTO npouecca, a TakKke no
XpaHEHHIO H peanu3alnn NPOH3BEAEHHBIX
JEKAPCTBEHHLIX CPEACTB.

3.2 llpomexyTounsbiii kourpoJas (YK-1,2,3 OIIK-1,3,6, I1K-1,2,3,4,5,6)

3.2.1. 3apanus ¢ BbIOOPOM HECKOJIbKHX 0TBETOB

Ne Komnerenum | TecToBble BOIPOCH! M BAPHAHTHI OTBETOB ITpaBunbHbIH
n/n H, BapHAHT OTBETa
npoBepsieMble
JaHHbIM
3alaHueM
1. VK-1,2,3 I10 THITY JIACITEPCUMOHHOM CUCTEMBI MA3H MOT'VT 3
OIIK-1,3,6, BbITh
IK- 1) renn
1,234,5,6 2) 3KCTpaKLHOHHEIE
3) roMoreHHBIE
4) pe3opOTHBHBIE
5) mactel
2. VK-1,2,3 OCHOBA 1J11 MA3U HE OTBEYAET CJIIEAYIOIIUM 4
OIlK-1.3.6, TPEBOBAHUSIM:




K- 6)Maxyuiei cnocoGHOCTEIO;
1,2,3,4,5,6 7)abcopbupyromeif ciocoGHOCTBIO;
8)XUMHYECKO#H CTOHKOCTHIO;
9)ve uHaKHbPEpeHTHOCTEIO B HapMaKONOrHIECKOM OTHOLIEHHH,
10) CTOMKOCTBIO K MHKPOOHOH KOHTaMHHALIWHA
VK-1,2.3 PACITAZJAEMOCTbL TABJIETOK BE3 OBOJIOYEK B
OIIK-1,3,6, JUCTHUJUTMPOBAHHOM BOJIE NOJDKHA 3ABEPLLIATBCA
K-
1,2,3.4.5.6 6) 3a 15 MuH.
7) 3a 30 muHyT
8) 3a 10 muH.
9) 3a 45 MuHYT
10) 3a 60 MuHYT
VK-1,2,3 KTPYIIIE THAPO®HIIBHBIX OCHOB, COIEPXAIIUX
OIIK-1,3,6, BEJIKH U TTOJIMCAXAPHU/IbI OTHOCATCA I'EJIM
K- 1) komnareHa
1,2,3,4,5,6 2) canomac
3) nonMBHHHIMHPPOIHIOHA
4) GenToHMTA
5) Gytupon
VK-1,2,3 BCIIOMOI'ATEJILHLIE BEILIECTBA, UCITOJIb3VEMBIE B
OIIK-1,3,6, IMPOU3BONCTBE TABJIETOK
IK- 1) cBs3BIBaIOLIHE
1,2,3,4,5,6 2) HanoOJMHUTENHN
3) pa3pbixJMTeNH
4) ciocoGCeTBYOLINE CKOMbKEHHIO
5) BCe OTBETHI BEPHBI
VK-1,2,3 I'PAHYJIHPOBAHHUE B IMTPOLIECCE TABJIETHPOBAHHMA HE
OIK-1,3,6, IMMO3BOJIAET
[TK- 1) yayqmmTh CHIMYy4€eCcTh NOPOLIKOB
1,234,5,6 2) NOBBICHTH TOYHOCTH TO3HPOBAHHS
3) obecneyHTs CKOPOCTH BHICBOGOXKIEHHS TEKAPCTBEHHBIX BEILECTR
4) NpenOTBPATHTEL PACCIOEHHE MHOTOKOMITOHEHTHBIX
TabneTHpyeMbIX Macc
YK-1,2,3 JIEKAPCTBEHHBIH ITPETIAPAT (EADC) — 9TO:
OIlK-1,3.6,
K- 1) oObexTs, npenHa3HauYeHHBIE [UIS JHATHOCTHKH, H3JIEUYEHHS,
1,2,3.4,56 ocnalfeHHs  CHMNTOMOB, JIe4eHHS WIH  MNPO(HIAKTHKH

3aboneBaHus y YeNoBeKa WIM APYTHX XHBOTHBIX; H 0OBEKTH (32
HCK/IIOYEHHEM TMpPONYKTOB MHTAHHA), [PeIHA3HAYCHHBIE [UIA
OKa3aHWA BIHAHHA Ha CTPYKTYpY WIH (YHKIMIO OpraHH3Ma
4esI0BeKa WIH JAPYTUX KHBOTHBIX

2) BcAKOE BEIIECTBO WIM KOMOMHALIWA BELIECTB, 3asBIEHHAA Kak
obnanaroimas ne4eOHBIMHA WITH NPOQUIAKTHYECKHMHA CBONCTBAMHE
B OTHOUIEHHH 3a00NeBaHHii Ye0BeKa WIIH BCAKOE BEIIECTBO HIIH
KOMOMHAUMA BEMIECTB, NMPHMEHSAEMbIE Y 4YelOBeKa C LENbI0
BOCCTAHOBIEHHUH, KOppPeKLHH W MonudrKaLHH
(usnonormueckux (GyHKUHE 3a cueT WX (apMaKOIOTHYECKOTO,
HMMYHOJIOTHYECKOTO WJIH MeTaboaHYeckoro AeHcTBUA WM A7s
INOCTAaHOBKH JHArHo3a

3) cpeacTBo, npencrasnsiomee coboi WIM colepikallee BEIIECTBO
HIM KOMOMHALMIO BEINECTB, BCTYMAIOLICE B KOHTAKT C
OpraHM3MOM  4YE€/OBEKa, [MpEeIHAa3HAYEHHOe [  JIeYEeHHs,
npodunakTukk 3aboneBaHMii 4YeNnOBeKa WIH BOCCTAHOBIEHHS,
KOPPEKLIHH MM M3MEHEHHA €ro (U3HOJOTHYeCKHX (yHKIMIH
NoCpeacTBOM (hapMaKoNOTHYECKOT0, HMMYHONOTHIECKOTo THGO
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Merabonudeckoro  BO3NEHCTBHA HIH I8 JHATHOCTHKH
3aboneBaHH H COCTOAHHI YeIoBeKa

8. VK-1,2,3 I[MPOYHOCTDH TABJIETOK HE 3ABUCHUT OT VKA3AHHOI'O
OIIK-1,3,6, DAKTOPA
HK- 1) naBneHns npeccoBaHHA
1,2,3,4,5.6 2) maccel TabneTkn
3) KONMYECTBa CBA3BIBAIOUINX BEIIECTB
4) cBOICTB NeHCTBYIOIINX BEIIECTB
5) KoM4ecTBa pa3phIXJIAONIHX BEIIECTB
9. VK-1,2,3 BHYTPHUITPOU3BOJICTBEHHBIE HCIIBITAHUA B
OI1K-1,3.,6, CIIEHU®HKALIHIO
K- 1) BxmouarwoTcs Bce
1,2,3,4,5,6 2) He BxmouaioTcs
3) He Bxm0O4YalOTCS BHYTPHUIPOH3BOACTBEHHbIE MCITBITAHHA,
HCTIO/b3YIOIHECH s KOPPEKLIHH napamMeTpoB
TEXHOJIOTHYECKOro npouecca
10. VK-1,2,3 COBOKVITHOCTb CBOMCTB U  XAPAKTEPUCTHK
OIIK-1,3,6, O®APMAIIEBTUYECKOH CYBCTAHIIUH 15|
K- JIEKAPCTBEHHOI'O TIIPEIIAPATA, OBECIIEUMBAIOIIIASA
1,2,3.4,5,6 HX  COOTBETCTBHE  LIEJJEBOMY  HA3HAYEHMIO
COI'JTACHO TPEBOBAHHUAM AKTOB OPFAHOB EA3C -
3TO:
1) HopmaTuBHBI JOKYMEHT 1O Ka4ecTBY
2) KadecTBo N1€KapCTBEHHOTO CPENCTBA
3) Kpurtepun npuemieMoCcTH
4) Cneuudurauus
5) Kpuruueckue cTaHAapThl KauyecTBa
11, VK-1,2.3 PACITAJAEMOCTb TABJIETOK HE 3ABUCHUT OT
OIIK-1,3.6, CIEOYIOUIETO ®AKTOPA
K- 1) KonMYecTBa CBA3LIBAIOLINX BEIIECTB
1,2,3.4,5.6 2) naBneHHs MPECCOBaHUA
3) dopmsl yacTUL nopoLKa
4) pU3AKO-XUMHYECKHX CBOICTB BEIIECTB
12. YK-1,2,.3 ITOKPBITHE TABJIETOK OBOJIOYKAMH HE
OIIK-1,3.6, OBECIIEUMBAET
K- 1) TOYHOCTb 1O3MPOBAHHA JIEKAPCTBEHHBIX BEILECTB
1,2,3,4,5.6 2) 3alIMTY OT BO3JAEHCTRHS BHELIHEH cpeasl
3) noxanuzanmio nelcTeus
4) ynydmeHue OpraHolenTHIeCKHX CBOMCTB TabneTok
13. VK-1,2,3 AITITAPATYPA, HE HCITIOJIb3YEMAA IMPH
OIIK-1,3,6, I'PAHYJIMPOBAHHWHU
TIK- 1) HeHTpoOeKHbII CMECHTEb-IPAHYIATOP,
1,2,3,4,5,6 2) CII-30
3) CI-30
4) poTopHO-My/ILCALIMOHHBIH anmnapat
5) HET NPaBHIILHOTO OTBETA
14. VK-1,2,3 CIIOCOBBI INIOJIYUEHHW A TPUTYPALIMOHHLIX TABJIETOK
OI1K-1,3,6, 1) npeccoBanue
K- 2) rpaHy1HpOBaHHE
1,2,3,4,5,6 3) BhIKaTHIBAHHE
4) npaxupoBaHHE
5) dopmoBanue
15. VK-1,2.3 B OTJIMYUE OT OCHOB JUUISI MA3EW OCHOBBI JIJTA

OIIK-1,3.6,
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K- CVIITNIO3UTOPHEB JOJIKHEI
1,2,3,4,5,6
1) BbicBOGOXKIAaTh IeKApCTBEHHBIE BeMecTBa
2) pacTBOPATHCSA MPH TEMIEpaType Tena
3) OBITE MATKOW KOHCHCTEHIIHH
4) 6uITh cTaOMIBLHBIME TTPH XPaHEHHH
16. VK-1,2,3 K JIMITO®UIIbHBIM OCHOBAM J1J151 CVIIIIO3UTOPHUEB
OIIK-1,3,6, OTHOCATCA
K- 1) macio Kakao
1,2,3,4,5,6 2) MBLIBHO-TTIMLIEPHHOBAS
3) JKenaTMHO-TJIHLEPHHOBAsA
4) Burencon
17. YK-1,2,3 K THITY JUOHIIbHBIX OCHOB JUiA CYTIITIO3UTOPHUEB
ORcb36| orHOCATCS
1,2,3,4,5,6 1) TBEPABIH >kUp THIA A
2) Macno Kakao
3) BuTENCON
4) NONMHATUIEHTIHKONEBAs
18. VK-1,2,3 ' PO®HUIIBHBIMH OCHOBAMM 1S CVIIIIO3UTOPHEB
OIIK-1,3,6,
K- SABJIAKOTCA
1,2,3,4,5.6 1) naHons
2) BUTETICOJ
3) mMaco Kakao
4) MBITBHO-TTIHLIEPHHOBAS
19. VK-1,2,3 MMPOBO A HCCIAEJOBAHWA OCHOBBI,
0136, | [IPEIHASHAYEHHOM JULSl M3rOTOBJIEHHS
1,2,3,4,5,6 CVIIIO3UTOPUEB METOJIOM BBUUIMBAHHWA B ®OPMBI,
BbI OITPEJEJIMTE TEMIIEPATYPY 3ATBEPJIEBAHUSA KAK
TEMIIEPATYPBI
1) nauana 3arBepaeBaHHA
2) KOHLIA 3aTBepAEBaAHAA
3) cpenHO0
4) ocTaBIIYIOCA MOCTOAHHOM B TeueHHe KOPOTKOTO BPEMEHH
nepexo/a BeIeCTBa U3 KHIKOT0 COCTOAHUSA B TBEPAOE
20. YK-1,2.3 ITUTACTBIPHBIE MACCBHI BKIIIOHAKOT CJIIEQYIOLIHUE
ONK-136. | PYIIIIBI BCMIOMOTATEJIbHBIX BELIECTB
1,2,3,4,5.6 1) nnacTudpukaTops
2) pa3peIxJIUTeNH
3) nponenyneHTs!
4) ckonb3sMIMe BemecTra
21. VYK-1,2,3 BELLECTBAMH, UCITOJIb3YEMBIMH B KAYECTBE
32}('1’3’6’ TUTEHKOOBPA3YIOLLEIO 3JIEMEHTA B XKHJIKUX
1,2,3,4,5,6 ITTACTBIPAX ABJIAIOTCA
1) caxapo3a
2) 3TaHon

3) nosMMeTaKpHaaThl
4) nonucopbar 80 (tween 80)
5) MOJNH3THNAEHTTHKOITb
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22, YK-1,2,3 JUIA TIONYYEHMSA BOJbl OYMILEHHOW TTPUMEHSAIOT
OIIK-1,3,6,
K- METO/bI
1,2,3,4,5,6 1) obGpatHsiif ocMoc
2) mpamoii ocMOTHIECKHIt MpoLece
3) yabTpagmabTpaio
4) punsrpanueit
23, VK-1,2,3 HA TOJIHOTY 3KCTPAKLIUM JIEACTBVIOLMX BELIECTB
Do b6 3 JIEKAPCTBEHHOIO — PACTHTENBHOIO  ChIPbS
1,2,3,4,5,6 BJIUAIOT
1) mpHUMeHeHHe SKCTPAKTOB-KOHLIEHTPATOB
2) COOTHOLIEHHE ChIPbA ¥ IKCTPAreHTa
3) nopanok noGaBneHUA HHIPHIHEHTOB
4)dopma nepkonsTopa
5) Bce nepeuncleHHbIe BhIIIE (aKTOph
24, VK-1,2,3 B KAYECTBE BOJbl JUIA MHBEKLIMA MOXKHO
ORc136: | HCTIONB30BAT BOZY, TIONYYEHHYIO METOIAMM
!1253945576 ]) JUCTHLIALMHA
2) HOHHOTO 00MeHa
3) anekTpoananusa
4) cenapaunn
25. VK-1,2,3 WCMOJIL3YA BOOY OYHLIEHHYID B KAYECTBE
ORK136, | PACTBOPUTEILS, YUMTBIBAIOT, 4TO BOJIA
1,2,34,5,6 1) nerko pacTBopseT Hox, BHCMYTa HHTPAT OCHOBHOM
2) pacTBOpSET COMH ATKAIOHIOB M a30THCTHIX OCHOBaHHMIA
3) nerko pacteopser kampopy
4) obecneunBaeT hH3NKO-XUMAYECKHIT MPOLIECC PACTBOPEHHS
26. VK-1,2,3 KAKOE TPEBOBAHHUE OBECIIEYHMBAET
OR b3 | ETECOOBPASHOCTh  [IPUMEHEHMS  [JIASHBIX
1,2,34,5.6 JIEKAPCTBEHHBLIX IIJIEHOK?
1) CrabunbHOCTE XpaHeHHUA,
2) CTepHnbHOCTS;
3) TponoHrupoBaHHOe AelCTBHE;
4) 3nacTHYHOCTD;
5) MexaHnueckas MpoOYHOCTH
27. VK-1,2.3 PACTBOPUTEJIM JUIA MHBEKIIHOHHBIX PACTBOPOB HE
Om(”fc'm’ﬁ’ JOJDKHBI OBJTAIATE:
1,2,3.4,5,6 1) Bricokoii pacTBopstomeii criocoGHOCTBIO;
2) XuMu4ecKoit 4HCTOTOM
3) YcToHYMBOCTBIO MPH XPaHEHHH;
4) dapmakonoruyeckoii HHAN(HEPEHTHOCTRIO;
5) Huskoii Temneparypoii KuneHus
28. VK-1.2,3 K [TOJIOXKUTEJIbHBIM OCOBEHHOCTAM
ORrl3:6 | MHBEKLMOHHOTO 1Y TH BBEZIEHHS| OTHOCSIT
1,2,3,4,5,6 1) 6eicTpoTy TepanesTHueckoro 3hdexra

2) BO3MOKHOCTB CIBHIa OCMOTHYECKOrO AaBleHUA

3) BBEICHHE C HApYIIEHHEM LEJOCTHOCTH KOXH

4) HeoOXOAUMOCTE B KBATH()HIIHPOBAHHOM MEIHLIHHCKOM
nepcoHane
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29. VK-1,2,3 VIIbTPA3ZBYK B ®APMAILIMU [MTPUMEHSETCA C LIEJIBIO
gf{[f{-] 36, 1) aHanM3a XHMHYECKOro COCTaBa JIEKapCTBEHHOTO Mpenapara
1.2.3.4.5.6 2) CymKH NeKapcTBEHHOTO NpenapaTa

RS 3) MOHHM3ALMK MONIEKYJT AeHCTBYIOIIMX BEILECTB
4) yckopeHHs NPOTIUTKH CHIPbs 3KCTPAreHTOM
5) u3MeHeHHUs CBOHCTB BEIIECTB

30. VK-1,2,3 BbIBOP PEXXMMA O3SKCTPAKIIMHM TIPM H3IOTOBJIEHHMA
g{([_K -1.36, BOJOHOI'O  U3BJIEHEHHMA W3  JIEKAPCTBEHHOI'O
1,2,3,4,5,6 PACTHUTEJIBHOI'O ChIPbA OBYCJIOBJIEH, KAK TTPABHJIO

1) coOTHOLLIEHHEM CBIPbA H IKCTpareHTa
2) HaNM4YHeM B anTeke KOHLEHTPATOB

3) rucToNOrHYecKoi CTPYKTYpOi ChIpba
4) n3MenbYEHHOCTBIO ChIPBA

5) o6BEMOM 3KCTpareHTa

31. VK-1,2,3 OCHOBHBIMH CTAIUAMH SKCTPAKLIMOHHOTI'O
DIKL36, | ponECCA ABAIAIOTCS
1,2,3,4,5,6 1) obpatHeIii ocMOC

2) u3MeNb4YeHNE ChIPbS
3) 3arpy3ka crIpba B 6ak
4) nuanus

32. VK-1,2,3 C LEJIbIO VBEJIMYEHHMSA BBIXOJA AJIKAJIOWIIOB ITPH
ggf{-l’:;ﬁ’ 3KCTPAKILIMH DKCTPATEHT
1,2,3.4,5,6 1) noakucasOT

2) noaniena4MBaoT
3) HCnoMB3YIOT SKCTPAreHT HeHTpaTbHO peakHi
4) HacHIMAKT YIIeKHCIOTOH

33. VK-1,2,3 JNOBABJIEHUE  XJIOPUCTOBOIOPOJIHOM  KMCJOThI
ONK-136. | OBECIEUMBAET — NOJHOTY — SKCTPAKUMM  [IPH
1,2,3,4,5,6 TTOJTYYEHWU BOJIHBIX U3BJIEYEHHUH

1) u3 TpaBhbl TepMoTICHCA
2) U3 THCTBLEB TOJOKHAHKH
3) u3 KopHe# peBeHs

4) ¥3 KOpPbI KPYIIHHBI

34. VK-1,2,3 ITPABUIIA HAJUTEXXAILIEA IMPOU3BOJICTBEHHOM
D136 | PAKTHKM PACTIPOCTPAHAIOTCS HA
1,2,3,4.5,6 1) Bce BHABI IEKAPCTBEHHBIX CPEACTB H YCTAHABIMBAIOT 00IIHe

TpeGOoBaHUs K OpPraHM3alluy UX MPOM3BOJCTBA U KOHTPOJIA
KayecTsa

2) cneunanbHbie TpeOOBaHHA K OPraHM3alHK CKIAACKUX
NOMeNIeHHI IS IeKkapCTBEHHbIX CPE/ICTB;

3) Bompocel OXpaHkl TPyaa NepcoHana, 3aHAToro B
NPOH3BOACTBE, Ha oOecneueHne MPOMBIIUIEHHOH 6e30MacHOCTH,
noapHo# 6e30MacHOCTH, B3PLIBOOE30TaCHOCTH, XMMHUECKOH
6e30MacHOCTH, CAHHTAPHO-THIHEHHYECKOH 6e30MacHOCTH U
HHO} Ge30MacHOCTH NpH NMPOH3BOACTBE JIEKAPCTBEHHBIX
CpeJCTB;

4) 3aTparuBalOT BOTPOCHI OXPaHbl OKpYKalomeH cpes
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35. VK-1,2,3 KAKOM M3 PA3JIEJIOB HE OTHOCHTCH K PA3JEJIAM | 1
OIIK-1,3,6, [TPABHJI GMP?
K- 1) MacmrabupoBanue
1,2,34,5,6 2) Mepconan
3) KonTpouns kayecTsa
4) IpoussoacTao
36. VK-1,2,3 I[MPABHJIBHO OYHKLMOHUPVYIOLIAA | 2
OIIK-1,3,6, DOAPMAILIEBTHYECKAA CUCTEMA KAYECTBA
[IK- IMMPEATTPUATHA JOJDKHA BKITIOYATD
1,2,3,4,5,6 1) cucTeMy BanuIanHy NPOW3BOAUMOI MPOIYKIIHH
2) opranm3aumto pabots no [Tpasunam GMP, B ToM umciie
KOHTpOJIb, 0030pH!I Ka4ecTBa U CHCTEMY YIIPaBICHHS PUCKAMH
LISl KauecTBa
3) KOHTpOJIL KauecTBa BBITyCKaeMO MPOXyKLHH
4)KOHTpOJIb Ka4ecTBa | ynpaBlieHHe PHCKAMH [UTS KauecTBa
37. VK-1,2,3 B OJHHUX M TEX XE IIOMELIEHMAX JOITYCKAETCHA |2
OIlK-1,3,6, MMPOU3BOJICTBO
TK- 1) oTAenbHBIX BHAOB aHTHOHOTUKOB, OMNpeIe/ieHHbIX TOPMOHOB,
1,2,3,4,5,6 LUMTOTOKCHHOB
2) pasHbiX cepuii 0JHOTO JeKapCTBEHHOTO Mpenaparta
3) pa3nH4YHBIX BRICOKO aKTHBHBIX JIEKAPCTBEHHBIX CPEICTB
4) npoyKLHH, He ABJIAIOMIEHCS IeKapCTBEHHBIMHA CPeICTBAMH
38. VK-1,2,3 IMPABHJIA HAJJIEXALETO [TPOU3BOJICTBA H|3
OIlK-1,3,6, KOHTPOJIAA KAYECTBA [TPUMEHAIOTCA
K- 1) K MPOMBIIILIEHHOMY MPOM3BOACTBY
1,2,34,5,6 2) K MpOM3BOACTBY JIEKAPCTBEHHbIX NPenapaToB s
KIMHMYECKHX HCCie10BaHuUi
3) KO BCEM CTAAWAM AUIHEHHOTO LUKIa NPOAYKTOB
4) k papmanesTHUecKOif paspaboTke
39. VK-1,2,3 OAPMALIEBTUYECKAS CHUCTEMA KAYECTBA, | 1
OINK-1,3,6, MPEJHA3ZHAYEHHAA JUTA [MPOU3BOICTBA
K- JIEKAPCTBEHHBIX CPEJICTB, IOJDKHA TAPAHTHPOBATDH
1,2,3.4,5.6 1) Bce nepeuncientoe
2) ynpasneHue 3HaHUAMH 0 MPOAYKLIMH U TPOLIECCE ee
MPOU3BOACTBA OCYLIECTBIASTCS HA MPOTHKEHUH BCEX CTanmit
KHM3HEHHOTO LIHKIIA MPOIYKLIHH
3) ueTkoe OMpe/eNeHHe OTBETCTBEHHOCTH M 00s3aHHOCTEH
pyKOBOAHTENEH
4) pa3paboTKy H COBepIIEHCTBOBAHHE JIEKAPCTBEHHLIX CPEJICTB C
yueToM Tpebopanwuii [Tpasun GMP
40. VK-1,2,3 ABPO30JILHBIE BAJUIOHBI HE U3T'OTABJIMBAIOT U3 3
OI1K-1,3,6, 1) nnacTMacchl
ITK- 2) cTekna
1.2,3,4,5,6 3) cramm
4) amoMHHHA
3.2.2 3apaHus HA CONMOCTABICHHE
Nen/nt Komnerenuu 3apanue, BAPHAHTHI OTBETOB [TpaBunbHbIi
" IS COMOCTaBIECHHA BapHaHT OTBETA
TIPOBEPAEMBI
e
JIaHHBIM
3a71aHHEM
1. VK-1,2,3 ConocraBsTe OMNpeae/ieHus: 1-b
OIIK-1,3,6, 1. Mfirkas JlekapcTBeHHas (popMa B BHJE KOJJIOMIHON aucrnepcuH, | 2-A
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K-
1,2,3,4,5,6

nonydeHHas myTéM  rejeoOpa3oBaHMA € MCMONB30BaHHEM
CHeNHATbHbBIX BCTIOMOTATEIbHBIX BEILECTB;

2. MArKas neKapcTBeHHas (opma B BHIE MHOTO(A3HOM CHCTEMBI,
cocrosimeit u3 nunoduabHO#M THNA «BOAA/MACNIOY W THAPOGHIBLHOM
THIA «Macio/Boja» (a3 WM MHOKECTBEHHOH IMYNbCHU

A —Temn
b — Kpemzi

VK-1,2,3
OIIK-1,3,6,
K-
1,2,3,4,5,6

ConocTaBbTe onpeaeIeHHs:

1. Markas sekapcTBeHHas ¢QopMa /I MECTHOrO NpPHMEHEHH,
obnajatomas cBOMCTBOM TeKyHeCTH NPH TEMIEPATYPE Tela;

2. mArkas JieKapcTBeHHas (opma, cocTosmas M3 oaHOG(A3HO#H
OCHOBbI, B KOTOPOH pacTBODEHbl WIH AHCNEPTHPOBAaHBI TBEPILIE
HITH XKHAKHE (apMalieBTHYeCKHe CyOCTaHIINK,

3. mArkas nexkapcTBeHHas (opMa, colepikamias 3HAYMTENBHOE
KonmuuecTeo (Donee 25 %) TOHKOM3MENBYEHHBIX TBEPABIX BELIECTB

A. Ma3u
B. JIuHuMeHTHI
B. ITactsl

2-A
3-B

VK-1,2,3
OIIK-1,3.6,
K-
1,2,3,4,5,6

CooTHecHTe OnpeneneHus:

. mMemHUWHCKHE H3ACTHA, NpEJHA3HAYCHHBIC [IIA COXPaHEHHA,
H3MEHEHHWs, 3aMEHbl WIH BOCCTAHOBIEHHA OHOJIOrHYeCcKHX
GbyHKIMIi WK CTPYKTYp, CBA3AHHBIX C JieYeHHeM, objierdeHneM
0oJe3HHU, paHEHHEM WJIH HHBATHIHOCTHIO;

2. MeMIMHCKHE W30eNus, NpelHa3HaueHHLIe 7S IpeICTaBIeHHs
HHGOPMALMKM B 1eNAX NHATHOCTHKH, KOHTDOJS JIEYEHHS WIH
H3MEHeHHs (H3HONIOrHYECKOT0 COCTOSTHHS, COCTOSHHUA
3ab01eBaHHs HITH BPOXKIEHHBIX TedeKToB;

3. MeIMUMHCKHE W3MenHs, NpPHMEHSNEMbiE OTAENbHO WIH B
COYETAHHH C APYrUMH MEIMUWHCKHMH W3IETUAMH, s AelcTBHS
KOTOPLIX HeOOXOAMMO HCIONL30BAHHE 3HEPrHH, OTIHYHOH OT
NPOH3BOAHMON YENOBEKOM, WIH CHIbl TDKECTH. MeIHIHMHCKHE
W3[eNHsd, NpelHasHAYeHHBIE 1A Nepefadd JHEPrHH WM BEINECTB
OT aKTHBHOIO MENHLWHCKOTO H3JIeNHs K TMalHeHTy ©0e3 ux
CYIIECTBEHHOrO  W3MEHEHHWS, He  SBISIOTCA  AKTHBHBIMH
MEIMUHHCKHMH H3IeTHAMM

A. aKTHBHBIE MEIHLIHHCKHE H3EHS
b. akTHBHBEIE TEpaneBTHYECKHE MEIHUIIMHCKHE H3/ICTHSA
B. aKTHBHBIE JHATHOCTHYECKHE MENHIIHHCKHAE W3JIEHs

1-b
2-B
3-A

VK-1,2,3
OIIK-1,3,6,
K-
1,2,3,4,5,6

CooTHecute onpeaeieHus:

1. MemHUWHCKME M3enWs, NMpelHa3HAYEHHbIE AJIS MOJHONO HIIH
YaCTHYHOTO BBE/ICHHMs B TENO 4YE/IOBEKA 4YEpe3 ero MOBEPXHOCTE
b0 yepes OTBEPCTHE Tena;

2. MHBA3UBHbIE MEIMIIMHCKAE H3JE/MHA, B TOM YUC/IEe YACTHYHO HIIH
MOJHOCTBIO  PAccachIBAIOIIMECS B  OpraHusMe,  IOJHOCTHIO
BBOJMMBbIE B TENO 4YEIOBEKAa WIH 3aMEHSIOIIHE SMHTEIHAILHYIO
MOBEPXHOCTh  MJIM  MOBEPXHOCTh  [Jia3a  TOCPEACTBOM
XHPYPrU4eCKOro BMEIIATENIbCTRBA H OCTAIOIIHECS B MECTE BBEIEHHS
focjie XMpYpru4eckoif Npoulemypbl, a TakkKe MeIMLUHMHCKHE
H3JEINA, YaCTHYHO BBOIMMbBIE B Tel0 4HENOBeKa [OCPEICTBOM
XUPYPrHUE€CKOTO BMEIIATENbCTRBA | OCTAKIIMECH B MECTe BBEIeHHA
nocne Xupyprageckoit npouexypst 6onee 30 cyTok;

3. MEMUMHCKHE H3/1eNHd, He NpeIHA3HAYEeHHbIE UTS TIOJHOTO WiIH
YacTHYHOTO BBEIEHHMA B TEJO YEJOBEKAa 4epe3 ero MOBEpXHOCTh
b0 uepes OTBEPCTHS TeNa

A, HUMIUTAHTHPYEMBIC METHIIMHCKHE H3Ie/THA
b. MHBa3WBHBIE METUIIHHCKAE H3EIHs

LV I S I
[
W > o
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B. HeWHBa3HBHBIE MEIULIHHCKHE H3IEJTHA

YK-1,2,3
OIIK-1,3,6,
K-
1,2,3,4,5,6

CooTHecHTe onpeneneHu:

. MeIWUMHCKHE W3[ENHA, NpeJHA3HAYEHHBIE IS HENPEpPhIBHOIO
NPHMEHEHHA B TeUCHHE ONMPENENEeHHOro BpeMeHH (0T 60 MUHYT 10
30 cyTOK) B COOTBETCTBMH C MHCTPYKLMEH MO NMPUMEHEHHIO HIH
PYKOBOJICTBOM 110 3KCIUTYaTaLAH;

2. MEIMIMHCKHE W3e/HsA, MpeIHa3sHauYeHHble U HEMpepPHIBHOTO
NpUMeHeHns B Tedenne He OGonee 60 MHHYT B COOTBETCTBHH C
HHCTPYKLMEA 1O MPUMEHEHHWI0O HIM PYKOBOACTBOM MO
IKCILTyATALHN

3. MeIMUMHCKHE W3MIeNHA, NPEIHA3HA4YCHHBIE U HENpPEephIBHOIO
npuUMeHeHHs B TeueHwe Oomee 30 CyTOK B COOTBETCTBHH C
HHCTPYKUHMEH N0  NPUMEHEHMI0 MM  PYKOBOACTBOM MO
IKCIUTyaTaluun

A. MEIHIMHCKHE H3JEeNHs 1S [UTHTENbHOrO NpHMEHCHHA
b. MEIHIMHCKHE H3IENUs I8 BPEMEHHOTO MPUMEHEHHS
B. MequIMHCKHE M3aeNHs s KPaTKOBPEMEHHOTO MPUMEHEHHSA

W B —
L |
> Wl

VK-1,2,3
OIIK-1,3,6,
MK-
1,2,3,4,5,6

CooTHecuTe OTnpe/IeeHHs:

1. BewectBa MM MX KOMOMHALMH, BCTYNalOlMe B KOHTAKT C
OPraHu3MOM YeOoBeKa WM JKMBOTHOTO, MPOHHKAIOLIHE B OPraHbI,
TKAHH OpraHW3Ma 4ej0BeKa WIH )KHBOTHOTO, NMpPHMEHAEMbIE LA
Npo(HNAKTHKH, AHATHOCTHKH (32 MCKIFOYEHHEM BEIIECTB WIH HX
KomOMHaLM, HE KOHTAKTHPYIOIIMX ¢ OPraHM3MOM YeJOBeKa HIIH
’KHBOTHOr0), JiedeHHs 3aboyieBanms, peabWIHTALMH, LA
COXpaHeHHs, NPeJ0TBPALIEHHs WM TpepbiBaHusA GepeMeHHOCTH H
NONYYEHHBIE H3 KPOBH, IU1a3Mbl KPOBM, M3 OpraHOB, TKaHeit
OpraHu3Ma 4eJlOBeKa WM JKMBOTHOTO, PacTeHHiH, MHHEpanoB
METOfaMH CHHTe3a HIH ¢ [pHUMEeHeHueM OHOJOTHYECKHX
TexHomoruif. K nexkapcTBeHHBIM  CpEICTBAM  OTHOCHTCH
tapmanepTHYecKHe CyOCTaHIMM H IeKapCTBEHHbIE Mpenaparhl

2. COCTOSHHE IEKapCTBEHHOrO Mpenapara, COOTBETCTBYIOLIEE
cnocofaM ero BBeNEHHS M NpUMEHeHHs M obecrmeuyuBaloliee
NOCTHXEHHE HeoOXoauMoro JieuebHoro sddexra

A. JlexapcTBeHHas (opma
b. JlekapcTBeHHbIE CpeacTBa

> o

VK-1,2,3
OIlIK-1,3,6,
TIK-
1,2,3,4,5,6

CooTHecHTe onpefeneHus:

1. nexapcTBEHHOE CpeNCTBO B BHJE OJHOTO HIH HECKOIBKHX
obnanaromux (apMakoIOTHYECKON aKTHBHOCTBIO AEHCTBYHOLINX
BEIIECTB BHE 3aBHCHMOCTH OT [IPHPOJIbl MPOUCXOMKAEHHS, KOTOPOE
npelHa3HayeHo Uld MPOH3BOICTBA, M3rOTOBICHHS JIEKaPCTBEHHBIX
NpEenapaToB H onpenenseT HX 3QQeKTHBHOCT.

2. BENIECTBA  HEOPTaHWYEeCKOro  HIH  OPraHH4ecKoro
NPOHMCXOXIEHHA, HCMOMb3YEMble B MpOLEcce TMPOH3BOACTBEA,
H3rOTOBJICHHA JIEKAPCTBEHHBIX MPEMApaToOBR ANA NPHIAHUS UM
HEOOXOMMMBIX (PH3HMKO-XUMHYECKHX CBOMCTB.

3. BCIOMOraTe/IbHOE BEIIECTBO MJIH CMECh BCIIOMOraTelbHBIX
BeINEeCTB, ABJISIOUIHXCH HOCHTENIEM nefcTBYIOIEro
BellleCTBa/BelecTs, obecneynBaromux TpeGyeMbiii 06bEM/Maccy U
HeoOXomuMble  (Qu3HYecKHe XapaKTEePHCTHKH JIEKaPCTBEHHOTO
npenapara B KOHKPETHOH JiekapcTBeHHO# (opme.

A. BcnomoraTenbHbIe BelleCTBa
B. OcHoBa
B. ®apmanenTudeckas cyOcTaHIus

W R
L)

o> w

VK-1,2,3
OI1K-1,3,6,

CooTHecHTe onpeneneHus:
I. JieATenbHOCTh MO TNPOW3BOACTBY JIEKAPCTBEHHBIX CPEACTB
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K-
1,2,3,4,5,6

OpraHM3alUAMH-NPOH3BOJNTENSIMH JIEKAPCTBEHHBIX CPEICTB Ha
OIHOW CTaJHH, HECKOIBKHX WIH BCEX CTAIMAX TEXHOJIOTHYECKOro
npolecca, a TAKKE [0 XPAHEHMIO M PealH3allii MPOW3BEIEHHBIX
JIEKapCTBEHHBIX CPEACTB.

2. JeATeNbHOCTb, OCYIIECTBIISiEeMas aNTEYHbIMM OpraHH3ALMAMH,
HMEIOIIHMH JIHLEH3WI0 Ha (papManeBTHIECKYIO AEATENBHOCTh M0
H3TOTOBJICHHIO JIEKAPCTBEHHBIX MPENapaToB [UIA MeXHIIMHCKOTO
NPHUMEHEHHs [0 pelenTaM Bpaved W TpeOOBaHHAM MeTHLWHCKHX
OpraHH3aNHii.

A. H3roToBneHue nekapcTBEHHBIX MPENapaToB
b. I1pon3B0ACTBO JIEKAPCTBEHHBIX CPECTB

VK-1,2,3
OIIK-1,3,6,
TIK-
1,2,3,4,5,6

CooTHecHTe OnpeeNeHHs;

1. Tabaerku Oe3 000T0UKH WIH NMOKPhITHIE IUIEHOYHOH 000N0UKOMH,
OUCTIEPTHPYEMbIE B COOTBETCTBYIOIIEM pacTBOpHTENe Mepel
OpHMEHEHHEM C 00pa30BaHHEM CYCTICH3WH /Ul MPHEMa BHYTPb.

2. rtabnerkn Oe3 0O0ONOYKH, B COCTAB KOTOPHIX BBEIEHBI
OpraHM4YecKHe KHCJIOTHI M KapOOHaTel HMIM THAPOKapOOHATHI,
pearMpyioliHe B TMPHUCYTCTBHH BOJIbl C BBIIENEHHEM Yrieponia
NHOKCHAA, MPEHA3HAYEHHbIE LI PACTBOPEHHS/IHCIEPrHPOBAHUA
B BOJIE epe/l MPUEMOM BHYTpb.

Ilo ooy BbICBOOOKAECHHA pa3nH4alOT TabneTkH ¢ OObIMHBIM H
MOAN(HLMPOBAHHBIM BbICBOOOKIECHHEM,

MomuuuuposanHoe (HEeCTaHAAPTHOE) BLICBOOOKIEHHE MOXET
OBbITH 3aMeUIEHHBIM HenpepbIBHbIM, NPEPLIBHCTBIM
(MyNBCHPYIOMIMM), OTCPOYEHHEBIM H 1p.

3. rabnetkm A mpHeMa  BHYTPb C  OTCPOYEHHBIM
BbICBOOOKIEHHEM, [OKpbIThIE CHELMaNbHON o000/0ukoM WK
colepKalllie CTelHanbHBle BENIeCTBA WIM MOJYYEHHbIE C
HCTIONb30BaHAEM CrieHANBHOMH TEXHOJIOTHH, KOTOpbIE
obecneunBaOT yCTOHYHBOCTE B ey TOYHOM coke
(racTpOpe3uCTEHTHOCTh) " 00BIMHOE BBICBOOOMKIEHHE
IeHCTBYIOIINX BEIIECTB B KHINEYHOM coke. B cmyudae ecim
TabNeTKH MOKPBITEI 000JIOUKOM, HCHNOMB3YIOT TepMHH "TabneTku
KUILIEYHOPACTBOPUMbBIE, TOKphIThIe obonoukoi". B ciaydae ecnu
TabNeTKH MOKPHITH TUICHOYHOH 000N0YKOM, HCIONB3YIOT TepMHH
"TabNeTkH  KHIIEYHOPACTBOPHMBIE,  MOKPHIThHIE  TUIEHOYHOMH
obonoukoii”.

A. TabneTku KHILEYHOPACTBOPUMEIE
B. TaGnetkn aucneprupyembie
B. Tabnetku wumnyuue

10.

YK-1,2,3
OIIK-1,3,6,
TIK-
1,2,3,4,5,6

CooTHecHTe onpee/IeHus:

1. TabneTku, momellaeMble B MOJOCTh pTa Mli MNOCHELYHOLIEro
paccackIBaHHA 0OBIYHO C LENbI0 OKa3aHUA MECTHOTO JeHCTBHUA.

2. tabnetkn Ge3z obGonoukm, TpebylouiMe pa3KeBbIBAHHA MEpen
NpOriaThiBaHUEM.

3. Tabnerkn, moMemaemblie B IIEYHBIH KapMaH C LEJbIO OKa3saHHs

CHCTEMHOTO JICHCTRHS.

A. TabneTku s paccachiBaHHA
B. Tabnerku xeBare/bHbIC
B. TabneTtks 3ameunsie

11.

VK-1,2,3
OIIK-1,3,6,
K-
1,2,3,4,5,6

CooTHecHre ONpeaesICHHA:

1 JIeKapcTBEHHAA thopma, TpeICcTaBIAIOIIan coboit
KOHLIEHTPHPOBaHHOE H3BJIEUEHHE 7 JIEKApCTBEHHOTO
PacTHTENBHOTO CHIPhA, PEIKE H3 ChIPbA JKHBOTHOTO MPOHCXOXKIAECHUA

1-A
2-b
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2. KHIKME JeKapcTBeHHble (OpMBI, mpeacTaBnsoumiMe coboit
BOJIHbIE M3BII€UEHHA U3 JIEKaPCTBEHHOTO PACTHTENLHOTO CHIPbA

A. DKCTpakThl
b. Hactou u oTBapsi

12.

VK-1,2,3
OIIK-1,3,6,
T1K-
1,2,3,4,5,6

CooTtHecHte onpeneneHus:

1. oTCyTCTBHE HEIOMYCTHMOTO PHCKA, CBS3AHHOTO C NMPHYHHEHHEM
BpeJla KM3HH, 30POBLIO YENI0OBEKa, OKpYyKawomieit cpene;

2. moATBEpXKIEHHE NOCPEICTBOM TPEICTABIEHHS OOBEKTHBHBIX
CBHM/IETEJILCTB BBIMONHEHHA TpeOoBaHWii, NpenHA3HAYEHHBIX IS
KOHKPETHOTO MCTIO/Ib30BaHHA WIH IPHMEHEHHH;

3. noaTBepXkKIAEHHE HA OCHOBE [IPEICTABIEHHA OOBEKTHBHBIX
CBHJIETE/ILCTB BBIMONHEHHA YCTAHOBJIEHHBIX TpeboBaHMi

A. Banupauus
B. BesonacHocTs MEIMUIMHCKHX W3Ot
B. Bepudukamms

L R =
|
W o1

13:

VK-1,2,3
OI1K-1,3,6,
MK-
1,2,3,4.5.6

CooTHecuTe onpeneneHus:

I. xuokas nexapcTBeHHas ¢opMa, mnpeacTaBisiowEas coboi
TeTepOreHHy0 ABYX(a3Hyl0 IHCIEPCHYI0 CHCTEMY C MKHIKOMH
AECTEPCHOIT Qa30il H KUAKOH AUCNIEPCHOHHOH cpeaoi.

2. JKHIKas JeKapcTBeHHas (opMa, TpeacTaBisAiomas coboi
FETEPOTEHHYIO IHMCTEPCHYH) CHCTEMY, COIEPXkaIyI OIHO WIH
HECKOJIbKO TBEpPABIX ACHCTBYIOIIMX BEINECTB, paclpelesieHHBIX B
HKHIKOH IMCNIEPCHOHHOM cpenie

A. Cycnensuu
B. DmyascHu

14.

VK-1,2,3
OIIK-1,3,6,
ITK-
1,2,3,4,5,6

CooTHecHTe OnpeneneHns:

. kunkWe nexapcTBeHHble (OPMBI, TpencTaBnsiomme coboil
HCTHHHBIE  pAacTBOPHI, PacTBOpEI BBICOKOMOJIEKYISPHBIX
COeMHEHHH, TOH4alIie CYCMIEH3HH WM AMYJIBCHH, COAepKallHe
onHO WM Oonee NelfCTBYIONMIMX BEINECTB, NpeIHA3HAYEHHLIE IS
WHCTHJUIALMY B IJ1a3;

2. MArKMe JeKapcTBeHHble (OpPMBI, colepkalike OIHO Hiau Oonee
INEWCTBYIOIMX BELIECTB, PACTBOPEHHBIX MJIH IUCIIEPrHPOBAHHBIX B
MOAXOAAIEH OCHOBe, TNpeJHA3Ha4YeHHblE, KakK NpaBWIO, JUIA
HAHECEHHUA Ha CIM3MCTYIO 000JI0UKY IJ1a3a (Ha KOHBIOHKTHBY)

A. Ma3H riasHsle
B. Kannu rnasHeie

2-Bb

15:

VK-1,2,3
OI1K-1,3,6,
K-
1,2,3,4,5,6

CooTHecHuTe onpeneneHus:

l. rpaHymel 14 npHeMa  BHYTPh € OTCPOYEHHBIM
BLICBOOOKIEHHEM, TIOKpBIThIE CHELHANBHOW 00ONOYKOH WM
COIepKalllie CheluaNbHbIE BENIECTBA, MM MOJYYEHHBIE C
HCIONb30BaHHEM CreLHaIbHOH TEXHOJIOTHH, KOTOpbIe
obecneynBaloT YCTOHYHBOCTB B KeTy J09HOM coKe
(racTpope3sHcTeHTHOCTB) 17} o0bIgHOE BhICBOOOXKIEHHE
AeHCTBYIOLMX BELIECTB B KHILEYHOM COKe.

2. TrpaHyQhl IS TpHEMa BHYTPb, MOKpPBIThIE CHELHATBHOM
000n0uKOl, WIH cOIepKallne CleLHalbHBle BCIIOMOTraTelbHbIE
BELIECTBA, WIH TONYYeHHBIE MO CMENHANLHON TEXHOIOTHH, 1N
3aMEUTEHHOT0 HEMPEPBLIBHONO BBICBOOOKACHAA [OCHCTBYIOIMINX
BEILECTB.

A. T'paHynbl ¢ MPOJOHTHPOBAHHBIM BBICBOOOKIEHHEM
b. I'panyiibl KHIIEYHOPACTBOPHMEIE

16.

YK-1,2,3
OI1K-1,3,6,

CooTHecure onpeneieHus:
1. KONMYecTBO MeHCTBYIOINEro BemecTBa, KOTOPOe NOKHO ObITh

1-Bb
2-A
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K-
1,2,3,4,5,6

NPHHATO 3@ OJHH pa3, yKa3aHHOE B HHCTPYKIMH M0 MEIHLIHHCKOMY
NpUMEHEHHUI0. [ noTy4eHns oHOH J03bI JIEKapCTBEHHOMH (OpMBI
it HHTAIALMHA MOXKeT notpeboBarbcs HECKOJIbKO
BBICBOOO K IEHHIA.

2. KONWYECTBO MEHCTBYIOIIETO BeINecTBa, KOTOpoe (aKTHYecKH
MOJTy4aeT MalWeHT (He YYWTHIBAeTCAd KOMWYECTBO AEHCTBYHOMIETO
BEILIECTBA, OCEBIEE HA COCTABHBIX YAaCTAX MHTAIATOPA).

3. KONMMYECTBO [eHCTBYIOINEro BEINECTBa, MPeINOI0KHUTENLHO
NPOHHWKAKOIIEe B JIerkHe BO BPeMS MHraJAlMH (Y4acTHILI C
IHaMeTpoM MpHOMH3HTENBHO OT | 10 5 MKM)

A. Jloctasnsemasn no3a
B. lo3a
B. PecniupabenbHas dpakims

17.

VK-1,2,3
OIK-1,3,6,
K-
1,2,3,4,5,6

CooTHecuTe onpeaenenus:

I. nexapcTBeHHas (opMa, npeicTaBnmiomas coboif pacTBop,
SMYJbCHIO MM CYCNEH3WIO, HAaXOAAUIYIOCA MO JaBJEHHEM
NponeniesTa B repMeTHYHOH ynakoBke (a’po3oibHbiii GayioH),
cHabkeHHOH KJIanaHHO-pacbUIHTENbHOM CHCTEMOHA,
obecneuuBatomeil  BbICBOOOKIEHHE CONEPIKUMOr0 B BHIE
JMCTIEPCHH TBEPABIX WM KHIKHMX YAacTHII B ra3e, pasMep KOTOPBIX
COOTBETCTBYET ITyTH BBEACHHA.

2. nexapcteHHas ¢opma, npeicTasnsiomas coboil pacTsop,
IMYJbCHIO HIH CYCTIEH3MIO, BRICBOOOMKIEHHE KOTOPBIX MPOUCXOIHT
3a cHeT [aBJIEHWs BO3AyXa, CO34aBAaEMOr0 C  MOMOIIBIO
MEXaHMYECKOr0 paclbUIMTENs HACOCHOIO THIMA MM TNPH CXKATHH
nonuMepHO#  ymakoBku, oOecmeumBaromieii  BLICBOOOMIEHHE
COAEPKUMOTrQ B BHAE AWCIIEPCHH TBEPABIX MM KHIKHX YacTHI B
BO3IyXe, pa3Mep KOTOPBIX COOTBETCTBYET MYTH BBEIAEHHA

A. Copen
B. Aspo3onu

2-A

18.

VK-1,2,3
OIlK-1,3,6,
K-
1,2,3,4,5,6

CooTHecHTe onpeaeeHus:

1. cpeacTBO MIIH KOMILIEKC CPEACTB, COBMECTHO O0ecrneyHBaroIHX
3aLIATY M COXPAHHOCTb JIEKAPCTBEHHBIX CPEACTB OT MOBPEkIeHHH
¥ TIOTEpb, OKPYJKAMOINEH Cpensl OT 3arpA3HEHHH, B MpoLecce ux
obpamieHus.

2. uHdopMalms B BHIE HAANHKCEH, 3HAKOB, CHMBOJIOB, IHKTOIPaMM,
UHOPOBLIX, IIBETOBBIX H YCIOBHBIX 0003HaueHHH, HaHOCHMas Ha
YIAKOBKY, W/HIH 3THKETKY, CONPOBOJHTE/IbHBIE NOKYMEHTHI UIfA
obecrieueHus HICHTH(QWKAOHH, WHOOPMHpOBaHHsA NOTpebHTEneit,
cnocobax oOpameHHs C YNAKOBaHHOH MNpoayKuoweil mpH
TPaHCNOPTHPOBAHWH M XpaHEHWH, 1 YCKOpeHHA o00paboTku
unopMaLMK IPH NOrPy304HO-Pa3rpy304HLIX paboTax.

A. MapkupoBka
B. YnakoBka

B —
|
> o

19.

YK-1,2,3
OIIK-1,3,6,
K-
1,2,3,4,5,6

CooTHecHTe onpeeneHus:

1.  Kaocynsl Ui npMeMa  BHYTPb € OTCPOYEHHBIM
BLICBOOOKIEHHEM, M0JIy4EHHbIE yTeEM 3ano0JIHEHHUA
racTpOPe3HCTEHTHBIMH TpaHy/laMH HAH YaCTHUAMH HIH TyTeM
UCTIONB30BAHUSA cHeuHanibHOM TEXHOJIOTHH, KOTOpbIE
obecnednsarot YCTOWYHBOCTE B KENyI04HOM coke
(racTpope3sHCTEHTHOCTD) " obbI4HOE BLICBOOOKIEHNE
IEeHCTBYIOIMX BEIIECTB B KMIIEUHOM COKE.

2. Kancylbl [UIA [pHeMa BHYTPb, COAEpKALIHE CHELUHANbHbIE
BCIIOMOTaTeNIbHbIE BELIECTBA W/IH MOJYYEHHBIE IO CHELHAIbHOH

2-A




20

TE€XHOIOTHH, 1A 3aMEAJIEHHOI0 HENpPEepPBIBHOTO BbICBOOOKIEHHS
IelicTRyOIIErO BELIECTBA (meiicTByrOmMX BEIIECTB)
JIeKapCTBEHHOTO Mpemnapara

A. Kancyiisl ¢ IpolOHrHpOBaHHbLIM BLICBOGOKAECHHEM
B. Kancyms! knimeuHopacTBOpHMEIE

20. VK-1,2,3 CooTHecure onpeneneHus: 1-A
OIK-1,3,6, | 1. xancymsl umIHHApHYeckod ¢opmel ¢ momychepuyeckumu | 2 — I
K- KOHIIAMH, COCTOSINHE M3 [ABYX 4acTed - kopmyca W Kpblmedkd, | 3—B

1,2,3,4,5,6 KOTOPBIE BXOIAT O/IHA B PYTYIO, He 00pa3ys 3a30poB; 4.-B
2. LEJIBHBIE KanCylbl pasnuuHoi  dopMmel:  chepudeckoi,
UMJIMHAPHYECKOH, AHUEBMAHON (peKTalbHble WIH BarHHAJIbHLIE),
NpOAONroBaTON MIH LHIHHApHYECKOH ¢ mnonycdepuyeckumu
KOHLIAMH, cO WIBOM WM Oe3 mBa;

A. Tsepabie KancyJbl
b. Msrkue KarncyJisi

3.2.3. 3ajanus HA 10N0JIHEHHE

Mo/n | KomnereHuuH 3ajaHue Ha yCTAHOBJIEHHE JOTNOJIHEHHS [MpaBuibHbIH
MpOBEpAEMEIe (BOTIpOC — IOTIONHHTE. ...) BapHaHT OTBeTa
[IaHHBIM 3aJ]aHHEM

1. | ¥K-1,2,3 OIIK- JlexapcTBeHHBle  mpenaparhl - JIEKapCTBEHHBIE | CPENCTBA
1,3,6, K- B BHIE IIEKApCTBEHHHIX  (opMm,
1,2,3,4,5.6 MPUMEHAEMbIE U1 TPOQWIAKTHKH, IMarHOCTHKH,

nedeHusa  3aboneBanus, peabunuraumse,  UIs
COXpaHeHHA, TPeJOTBPAIEHHs WIH TpepbiBaHusA
OepeMeHHOCTH.

2 VK-1,2,3 OIIK- DapmaueBTHYeCKas CyOCTaHINA - JleKapcTBEHHOE | hapMaKoIorHyecKol
1,3,6, TIK- CPEICTBO B BHAE OJHOTO WIH HECKOJIBKHX | aKTHBHOCTBLIO
1,2,3,4,5,6 obnmanaromux neHCTBYIOIIMX

BEIECTB  BHE  3aBHCHMOCTH OT  TIPHPOJBI
MPOUCXOXAEHHsA, KOTOpPOe MNPEIHA3HAYEHO [UIA
MPOM3BOACTBA,  H3TOTOBJNEHHS  JIEKAPCTBEHHBIX
NIPENapaToB U onpelenseT uX 3pGpeKTHBHOCTS.

3. VYK-1,2,3 OIIK- - JIesTelbHOCTh No npou3BoaAcTBy | ITpousBoacTeo
1,3.6, IK- JIEKapCTBEHHBIX CpencTs OpraHH3alusAMH- | TeKapCTBEHHBIX CPEACTB
1,234,5,6 NPOH3BOIMTENAMH JIGKAPCTBEHHBIX CpPEACTB Ha

ONHOWH CTagWM, HECKOIbKMX WIH BCEeX CTaauax
TEXHOJIOTHYECKOro  mpolecca, a Takke Mo
XpaHeHHK) W  peajW3alMd  [POHM3BEAEHHBIX
JIEKAPCTBEHHBIX CPEACTB.

4, VK-1,2,3 OIK- BcnomorarensHeie BEMIecTBa - BEIIECTBA | B MPOLIECCE NMPOH3BOICTBA
1,3.6, ITK- HEOpraHu4ecKoro HIH OpraHM4ecKoro
1,2,3,4,5,6 MPOHCXOXKAEHHS, WCTONb3yeMble ;

M3rOTOBJIEHHA JIEKAPCTBEHHBIX MPENapaToB IUIf
OPHIAHHA MM HEOOXONMMBIX (HM3MKO-XMMHYECKHX
CBOJCTB.

5. VK-1,2,3 OIIK- - cmocobHOocTe  nekapcTBeHHOro | CrabunbHOCTB
1,3.6, ITK- CpEACTBa COXPAaHATb XMMMHYECKHME, (HU3HYECKHE,
1,2,34,5,6 MHKpoOHOnorHdeckre, Ouo(apMalUeBTHYECKME H

thapMakonorHyeckiHe CBONCTBA B ONpedeNeHHbIX
rpaHHIAX Ha MPOTAKEHHH CPOKA TOIHOCTH.

6. YK-1,2,3 OIIK- - THI mucnepcHol | oMoreHHas  aMcriepcHas
1,3,6, ITK- CHCTEMBI, B KOTOpOH OTCYTCTBYET MNOBEPXHOCThH | CHCTEMa
1,2,34,5,6 pasnena (a3 Mexmy OucnepcHOM daszoll W

IMCNIEPCHOHHON cpenoii (MCTHHHBIE pacTBOPEI,
pacTBOpbl  BBICOKOMOJIEKYJIAPHBIX  COEXHHEHHI,
Ma3H-CILTaBhl H JIp.)
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7. VK-1,2,3 OITK- - THII aucniepcHoil | ['eTeporeHHas aucrnepcHas
1,3,6, TIK- CHCTEMBI, B KOTOPOH HMeeTcs MOBEepXHOCTh pa3lena | CHCTeMa
1,2,3.4,5,6 (a3 mexny aucnepcHoil dasolf W IHCHEPCHOHHOMH

cpefioi (CycrneH3nu, SMyIbCHHA H Ip.)

8. YK-1,2,3 OIIK- - COBOKYNIHOCTb CBOHCTB M | Ka4eCTBO JIEKAPCTBEHHOIO
1,3,6, IK- XapakTepUCTHK (apMareBTHUeCKol cyOcTaHmmmM W | cpescTsa
1,2,3,4,5.6 JIEKapCTBEHHOTO Tpenaparta, ofecneduBamomas HX

COOTBETCTBHE [I€JIEBOMY HA3HAUEHMIO COTrJIacHO
TpeboBaHMAM akToB oprasos Coro3a

9. VK-1,2,3 OIIK- - THI mucnepcHoit | KomOuuHMpoBaHHAs
1,3,6, TIK- CHCTEMBI, COCTOsLIEH KaK W3 IOMOIEHHBIX, TaK H | JHCIIEPCHAas CUCTEMa
1,2,3,4,5,6 TETEPOTE€HHBIX JHCTIEPCHBIX CHCTEM.

10. YK-1,2,3 OIIK- - COCTOSIHHE JIEKapCTBEHHOrO | JeKapcTBeHHas (opma
1,3,6, IIK- mpenapara, COOTBETCTBYHOHIee cmocobam  ero
1,2,3,4,5,6 BBEJEHHA H TIpUMEHEeHHA H olecneuuBaroee

JocThxkeHHe HeobxoauMoro b dexta

I1. VK-1,2,3 OIIK- — JXHMIKas nekapcTBeHHas (opma | Cupornsl
1,3,6, IIK- B BHIE BOJHOTO pacTBOpa BA3KON KOHCHCTEHIIHH CO
1,2,3,4,5,6 CIaIgKHM BKYCOM, COAEPXKAWEro B KayecTse

cuponoofpasymeii cyOcTaHUMM —caxapo3y MIH
3aMEHHTENTH caxapo3sl - MHOTOATOMHBI
HOHKIHYECKHH CMPT cOpOHTON MM CMECh TNIFOKO3bI
¢ (pyKTO30i H caxapos3oi, B KOHUEHTPALHH He
menee 45 %

12. VK-1,2,3 OIIK- - OKYMEHT,  KOTOpbIl | HOPMATUBHBI  DOKYMEHT
1,3,6, IIK- ycTraHasinsaer TpeGoBaHHMA K KOHTPONIO KauecTBa | MO Ka4yecTBy
1,2,3,4,5,6 JIEKapCTBEHHOTO npenapara (conepxaunmii

CrenHpHKALMI0O W  ONMUCAHWE AHAIHTHYECKHX
METO/IMK M HCTIBITAHMI HITH CChUIKH Ha HHX, 2 TAKKe
COOTBETCTBYIOLIHE KPHUTEPHH NPHEMJIEMOCTH i
YKa3aHHbiX [OkazaTeneil kadecTtea W T.L) Ha
OCHOBaHHH npoBeaeHHOH! IKCHEPTH3BI
JIeKapCTBEHHOI0 Npenapara

13. VK-1,2,3 OIK- - CBEJKHE HITH BHICYIIEHHEIE | NEKapCTBEHHOE
1,3,6, K- PacTeHHsA, BOJOPOCIH, PHObI HITH THIIAHHUKH MO0 | pacTHTENLHOE Chiphe
1,2,3.4,5,6 HX  YacTH, UelbHbIE HMIH  H3MEJbYEHHBIE,

HCTIONb3YeMble /18 MPOH3BOICTBA NEKAPCTBEHHBIX
CpeJICTB

14 VK-1,2,3 OIK- - KHIKas JeKkapcTBeHHas | PacTBopbl
1,3.6, IIK- thopma, nomyuaemas mMyTeM PAaCTBOPEHHS TBEPIbIX,
1,2,3,4,5,6 KHIKMX  HMIM  ra3000pa3HeIX  BEHIECTB B

COOTBETCTBYIOIIEM  pAaCTBOPHUTENIE WIH  CMeECH
B3aUMOCMEIIHBAIOMIHXCA pacTBopHTeneH c
obpa3oBaHieM rOMOTEHHBIX HCIIEPCHBIX CHCTEM.

15. VK-1.2,3 OIIK- - TBepHas liekapcTBeHHas ¢opma | ['paHyssl
1.3.6, IIK- B BH/IE arperaroB 4acTHL MOpouIka noboit popmsl
1,2,34,5.6

16. VK-1,2,3 OIIK- - OpraHM3alHs, OCYLIECTBJAIONIAA | MPOH3BOIMUTEND
1,3.6, K- AeATeNBHOCTE 0 MPOH3BOJACTBY JIEKADPCTBEHHBIX | JEKapCTBEHHBIX CPENCTB
1,2,3,4,5,6 CPeiCTB W HMMeomas paspelleHne (JHLEH3N0) Ha

Takoi BHI NEATENBLHOCTH, BBIIAHHYHO
YIOTHOMOYEHHBIM OopraHoM CTpaHbl-
NpPOU3BOUTEA

17. VK-1,2,3 OIIK- - NepevueHb MNokaszateneif kadecTsa, | cnenudukanus
13,6, ITK- CCLLIOK HAa QHANUTHYECKUE METORHKH M HCTIhITaHHA
1,2,34.5.6 W HOPMBI, MpeAcTaBisomue coboli uucIeHHBIE

(KonM4ecTBEHHbIE) MpeAeibl, AHANA30HbI H MPOYUE
KPHTEPHH JUIA YKa3aHHBIX T0Ka3aTeseil kadecTsa

18. VK-1,2,3 OIIK- - NOKpBIThiE oOonoukod Teepabie | [lemieTs
1,3,6, TIK- 4YacTHUbl IapooOpa3noif  GoOpMBI, coAepiKaliue
1,2,34,5,6 ONHO W/IH HECKONbKO [eHCTBYIOIIMX BEMIECTB

pasIudHOH KOHCHCTEHUMH ¢ nobasneHueM win Ge3
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BCIIOMOTaTeNbHBIX BEMIECTB, OOBIYHO HMEIOLIME
pasmepsel ot 2000 o 5000 mMxm
19. VK-1,2.3 OIIK- - TBepaas no3upoBaHHas | TaGmeTku
1,3,6, IK- nexapcTBeHHas  Gopma, nomydaemas — OyTeM
1,2,3,4,5,6 NPEeccOBaHMA MOPOIIKOB WM TPaHyll MM APYTdM
HOAXOAALIAM cTrioco6oM
20. YK-1,2,3 OIIK- Tabnetkn mmmyune - Tabnetku Ge3 060NOYKH, B | OPraHMYECKHE KHCJIOTHI H
1.3,6, TIK- COCTAB  KOTOPBIX  BBEHEHHI , | xapbonatsi WITH
1,2,3,4,5.6 pearupyroiiie B MPUCYTCTBHH BOJbI C BbIACIEHHEM | THAPOKapOOHATEI
yraepona — OMOKCHAA, [peIHa3Ha4YeHHbie  UiA
PacTBOPeHHA/IMCTIEPTHPOBAHAA B BOIE MEpen
MPHEMOM BHYTPb
3.2.4. 3apanusn ¢ pa3sBepHYTHIM OTBETOM.
Ne Komnerenumn, | Bonpoc otkpeiToro | [paBuibHBIN BapHAHT OTBETA
npoBepseMbie | THIA
JIAHHBIM
3a1aHHeM
1. | YK-1,4.5 Kax A66peBuatypa HACCP paci(poBLIBaeTCS
OIIK-2, [1K-3 | pacumudpossiBaeTcs KaK: aHaIM3 onacHocTedl W KPHUTHYECKHWX KOHTPONBHBIX
HACCP? TOYEK
2 VK-14,5 Yto BK/IIOYAET B Banupaums ~ TBepABIX  /eKApPCTBEHHBIX  CPEACTB
OIIK-2, TIK-3 | cebs BaIHMJallMd | BKIOYaeT B ceDs pacrpejeleHHe HacTHIl MO pasMepam,
TBEPIbIX HACBIMTHAA TUI0THOCTE, TUIOTHOCTH TIPH YTIOTHEHHH
NeKapCTBEHHbIX
CpeicTB
3. YK-14,5 Tumbr  oGomodek WA (3, OGonoukM, — NPAKTHYECKH  HENPOHHUAEMble A
OIIK-2, [IK-3 | MHKPOKATICY/THPOBAHNS 3aKMOYEHHOTO B HHX BEINECTBA W €r0 PacTBOPHTENEH, HO
pacTBOpAIOIIHECS HIH paspyllalolIHecs B pe3yiibTare
po3nelicTeua ¢axTopoR BHemHed cpeasl (pH, naBnenwe,
TpeHHe, TeMIepaTypa, AelicTBHE pacTBOPHTENEH, GepMeHTOB)
B ONMpEIENCHHBIX YHaCTKaX IMHIIEBAPHTENBHOTO TPAKTa HIH
BHYTpEHHHX (DaKkTOpOR (IaBneHwe NapoBoif (askl, pacumpenne
obbema).
4. O6onouKkH, He PacTBOPAIOIIMECS M HE PaspyIIAIOIIHECH B
NUILEBAPHTE/ILHOM TPaKTe, HO MPOHHIAEMblE UIA BOIBI,
HKEJNYNOYHOTO COKa M 3aK/IOYeHHOro B 000J104KY
JIeKapCTBEHHOTO BellleCTBA 3a cyeTAuddYy3HH.
4. VK-14.,5 Kakue TpH OCHOBHBIE | PaspaGoTaHHble METONbl  MHKPOKAICYIHPOBAHHS — MOXKHO
OIK-2, IIK-3 | rpynmsi pasfieNkTh Ha TPH OCHOBHble rpymmel: Puznueckue, OUIHKO-
MHKpOKancy1dpoBaHus |xuymuyeckue, XMMHYECKHE.
Bei 3HAeTE?
5. VYK-14.,5 Kakas xapaktepHas | [IponennenTsl ({peoHs!, cxaTble rasbl, JErKOJETYYHe
OIIK-2, [IK-3 | rpynna OpraHH4eCcKHe pacTBOPHTENH H Jp.)
BCIIOMOTATENIbHBIX
BEILECTB B
(hapMmaneBTHIECKHX
asposoinsx”?
6. YK-14,5 Yro npencrasnser O6Imas XapakTepHCTHKA JIEKApCTBEHHOrO MNpenapara - 310
OIIK-2, I1K-3 | coboii «obuias NOKYMEHT, YTBEPIKIAeMblif yIOITHOMOYEHHBIM OpPraHOM
XapaKTepucTHKa rocyiapcTa-ujieHa, comepxaummii  uHdopmaumio A
JIEKAPCTBEHHOTO MeIHUMHCKHX paboTHHKOB 0 OezomacHOM H 2(deKTHBHOM
npenapara»? MPHMEHEHHH JIEKAPCTBEHHOTO Tpenapara.
7. VK-14,5 Yro Takoe pekTanbHele | PexTanbHble MasH — MArkas JiekapcTBeHHas (opma C
OIIK-2, [IK-3 | ma3u? Pa3NHYHbIM TMIIOMMAa3€BOH OCHOBBI, BblIlTyCKaeMas B TyOax ¢
HAKOHEYHHKOM WIH BBOAMMAs C TOMOIIBIO CMEHATbHBIX
IINPHLER ¢ JUTHHHEIM HaKOHEYHHKOM.
8. VK-14,5 BcnomorarenkHsbie B KauecTBe BCMOMOraTeNbHBIX BEINECTB CYMNNO3HTOPHH




23

OIIK-2, IIK-3 | BemecTBa B conepxar (opMooOpa3sylouIe KOMIOHEHTHI — OCHOBEI, a
NPOU3BOCTBE TaKXKe IMYJIbIaTOpPbl, AHTHOKCHAAHTEIL.
CYNIMO3HTOPHEB
9. VK-1.4,5 Ocobernocti K ocobeHHOCTAM 3aBOACKOTO MPOU3BOACTBA CYMIMO3UTOPHER
OIK-2, TIK-3 | 3aBoxackoro HaJI0 OTHECTH:
NIPOH3BOJICTBA 1. Mexanu3alHio 1 aBTOMATH3ALIMIO NpoLEcca.
CYTIMO3NTOPHER 2. Hcnone3oBaHHe CIOKHBIX KOMTIO3HIIHIT OCHOB.
3. VaydmeHue kauecTBa CyNIO3HTOPHEB.
4. CoBepleHCTBOBaHHE BHIOB YIIAKOBKH.
10. VK-1.4,5 Yro Takoe DapmMaleBTHYeCKas CyOCTaHIMA — JIEKapCTBEHHOE CPEACTBO
OIlK-2, [TK-3 | ¢apmaueBTHHeCKas B BHIE OJHOTO HWIH  HECKOJABKHX  00Jafaronimx
cybcranuua? (hapMakoJIOrH4eckoil aKTHBHOCTBIO AEHCTBYHOLIMX BELUECTB
BHE 3aBHCHMOCTH OT MPHPOIbI MPOMCXOXKISHHA, KOTOpOe
NpeHa3Ha4eHo  JuiA MPOU3BOJICTBA, M3TOTOBJIEHHA
JIEKApCTBEHHBLIX ~ TpernapaToB W ONpedenseT  Mx
3 {eKTHBHOCTb.
11. VK-14,5 Yro takoe | JlekapcTBeHHas (opMa—  COCTOAHHE  JIEKAPCTBEHHOIO
OIIK-2, [IK-3 | nexapcTBeHHas npenapata, COOTBETCTBYIOLEE CrOcodam €ro BBEACHHA H
dhopma? NPHMEHEHUsA " obecrneunBaroiee NOCTHXKEHHE
reoOxoaumMoro nededHoro s¢dexra.
12, VYK-1.4,5 Yro xoutposnupyercs | Ilpn Baiumauud aHATUTHYECKHX METOIHK KOJIHYECTBEHHOTO
OIIK-2, TIK-3 | npwm BalHIALUMH | ONpeAeNeHHss  MOCTOPOHHMX — npuMeced  HeoOXoammo
aHaIUTHYECKHX KOHTPOJIHMPOBATh CNEUH(PUIHOCTD, TPees KOIHIECTBEHHOro
METOIHK OMpeNeNeHns, — aHanuTH4Yeckas  objacTh,  JIMHEHHOCTH,
KOJTMYECTBEHHOTO NPaBHILHOCTE, MPELUH3HOHHOCTS.
onpeneieHu!s
MOCTOPOHHUX
apumeceid?
13. VK-1,4,5 OcHoBHbIE rpynnsl | Hanonuurenu (pa3baButenn); CeA3biBalONIHE BEIIECTBA;
OIIK-2, [IK-3 | BcnoMoraTebHbIX Paspbrxsureny (Habyxaromue, VYayumatouiue
BEIIECTB A | cMauuBaeMocTh, ['azooOpa3yiomue BemecTBa); Cromnbasmiue
TabneTHPOBaHHS " cMasblBalome (anTHdpPUKIHOHHBIE H
aHTHanre3noHukie) Bemectsa; Kpacurenu; KoppurenTts
14, VK-1,4,5 TexHONnOrH4eCKHe TexHONMOrHIeCKHit MPOLECC COCTOUT M3 CIELYIOMIMX CTAIHI:
OIIK-2, TIK-3 | cxemsl nomy4eHns | L INoznroToBka NeKapCTBEHHBIX H BCTIOMOTraTe/IbHbIX
TabneTok BEILECTB. (OTBEIIMBAHME (OTMEPUBAHHE); H3MEILYEHHE;
MPOCEHBAHHE;)
2. CmelmMBaHKe MOPOLLKOB.
3. I'panynupoBasye (CTamus OTCYTCTBYET NPH NPAMOM
MPECCOBAHUH).
4. TlpeccosaHue.
5. TlokpsiThe TabneTok 06on04KaMH (CTagus MOXeT
OTCYTCTBOBATD).
6. OueHka KadecTsa.
7. YnakoBka, MapKHpPOBKa.
15. VK-14,5 Kakum obpazom BnaxHoernaHynMpoBaHME MOXET BBINOJHATBCA C
OIIK-2, TIK-3 | BeimonHseTcs BiakHoe | MpOJaBiMBaHHEM (MPOTHPaHHEM) BIAaXHBIX Macc; BO
rpaHynHpoBaHue? B3BELIEHHOM (nceBOO0OKIKEHHOM ) cioe HITH
pacnbLIHTENbHLIM BBICYIIIMBAHHUEM.
16. YK-1,4.,5 Uro Takoe  cyxoe Cyxoe (mpeccoBaHHOE) TpaHyJIMpOBaHHE - 3TO
OIIK-2, [1K-3 | rpaHynupoBanue? YIUIOTHEHHE MOPOIIKOB HJIHM MX CMeceil B ClELMalbHBIX

rpaHynATopax 0e3 YBAa)KHEHHMSA LIS TONYHEHHA NPOYHBIX
rpaHyi. 3ToT cnocod ucnonb3yeTcs oObMHO B TEX CiTydasx,
KOr/ia JIEKApPCTBEHHOE BELIECTBO Pa3jiaraeTcs B MPUCYTCTBHH
BOJIBL.
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17.

VK-14,5
OIlK-2, TIK-3

Pons XHMHYECKOH
Moaupukaumu?

Xumuyeckas MonudUKaLIUA JEKaPCTBEHHOTO BELIECTBA
obsf3aTenbHO  yYMThIBaeTcs npH  pa3paloTke  HOBBIX
JieKapcTBEHHBIX npenapaToB. OHa o0yclaBIHBaeT KMHETHKY
BBICBOOOKIEHHS W BCACBIBAHUA JIEKAPCTBEHHOIO Mpernapara.
OnHako B MpakTHYeCKOH NEATENLHOCTH MNpOBH3Opa —
TEXHOJIOTa 3TOT (pakTop 3HaUeHUs He uMeeT. [l npoBH3Opa-
TEXHO/IOra HaubONbLIEE 3HAYCHHE HMEIOT Takue (aKTophl,
KaKk (PHM3HYECKOE COCTOSHUE JIeKAPCTBEHHOIO BELIECTRa,
HaJlM4He BCIIOMOraTelbHbIX BEIIECTB M HX MpHpoaa. OTH
(hakTOpbl HEOOXOINMO YUYHTHIBATH NPH BLIGOpE TEXHOJIOTHH
NIEKapCTBEHHBIX MPENapaToB.

18.

YK-1,4,5
OIIK-2, TIK-3

Yro TaKoe
JIEKapCTBEHHEIE
cpexacrea?

JlekapcTBeHHBIE CpEICTBAa — 3TO BEIIECTBA HIH HX
KOMGHHaI.lHH, BCTYNAaKWIUIHE B KOHTAKT C OpraHM3MOM
HE€JIOBEKAa HIIH JXHBOTHOIO, NPOHHMKAKIIHE B OpraHbl, TKaHH
OpraHusMa 4e€JIOBCKa HJIM XKHBOTHOIO, NPHUMECHACMBIC A
Npo(QHNIAKTHKH, IHATHOCTHKH (33 HCKIIOYEHHEM BEIIECTB
WM HX KOMOMHaUMH, He KOHTaKTHPYIOIINX C OpraHH3MOM
4eoBeKa WIH JKMBOTHOr0), JiedeHuHs 3abosieBaHuA,
peabunuTaliM, JUIA COXpaHEHHs, NpPeJOTBPALIECHHS WITH
npepeiBaHHA OepeMEHHOCTH M [ONy4YeHHble W3 KpOBH,
MasMbl KPpOBH, H3 OpPraHoB, TKaHel OpraHHusMa 4€J10BEKa HIIH
KHABOTHOTO, paC'I‘eHHﬁ, MHHEPAIOB METOJAMH CHHTE3a HITH C
NPHMCHEHHEM OHOMOTHYECKHX TEXHOJOTHIA.

19.

VK-1,4,5
OIIK-2, I1K-3

Yro H3 cebs
MIPEACTaBIISIOT
Matpuansle TTC?

Marpuunsie TTC. B HuMX 7nexkapcTBeHHOE BEIIECTBO
PacTBOpPeHO MM JMCCOLMMDOBAHO BO BceM o00beme
MOJHMEPHOTO TEJNA, T.€. TMOMEIIAETCA B MATPHILY, COCTOALLYIO
3 Tefisl WK NMOJMMEPHO#H MIEHKH.

20.

YK-1,4,5
OIIK-2, TIK-3

Yro u3 cebs
OpEICTaBIAOT
memOpaunnsie TTC?

Membpannbie TTC (u3BectHele B 3apyOexHoi
MPakTHKE KaK PpaBHONH) - COCTOAT W3 HEMPOHHLIAEMOi
MOMLIOKKH, pE3epByapa C JIEKapCTBEHHBIM BELIECTBOM,
MeMOpaHsl, peryaupyouiei BBICBOOOKIEHHE
JIeKapCTBEHHOIO CpeiCTBAa W aAre3uBHOro (KJeikoro) cios
(T.e. nekapcTBeHHOE BELIECTBO HAaXOIMTCA B pe3epByape B
BHIE CYCIHEH3MH B JKUIKOCTH WIM reje, MOKpPBITOro
NnoJIMMepHOH MeMOpaHoii).




