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DOHJI OIEHOYHBIX CPEICTB IO npakTHKe «DapManeBTHYECKas TeXHOIOTHUS IIPOMBIIUTEHHBIX
NPENPUATHHY NpPeIHA3HAYEH JUIS KOHTPONS 3HAHMH o NporpaMMe MarucTparypsl 1o
HalpaBeHuIo noAroToBky 33.04.01 «IIpombinnienHas bapmanus» mo npodumo «YmpaBieHue
TIPON3BO/ICTBOM U KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX CPEACTBY.

1. ITacnopT donaa oneHOIHBIX CPEACTB Mo npakTHKe «DapmManeBTHYECKAS TEXHO OIS
NPOMBIIVIEHHBIX NP EeANPHATHID

Komnemenyua Huouxamopur docmuncenusn Buovt 3anamuii |  Ouernounsie
(k00) KomnemeHnyuii cpeocmea

VK-1 N-1yx1 Kputnueckn ouenuBaer|lIpaktuueckne | TecToBEIe
HAaACKHOCTE  MCTOYHHKOB  MH(OPMAIMH, [3aHATHS, 3aaHus,
paboTaer ¢ mpoTuBOpeunBoit uHpopMmanmeit|camocTosTe TbHAS KOHTPOJIbHEIE
U3 Pa3sHBIX HCTOYHUKOB pabora. BOIIPOCEI,
U-2yk.1 5. Bribupaer METO/IBI cobeceoBanme
KPUTHYECKOIO0  aHalM3a HAa  OCHOBE
CHCTEMHOI0 IoAXo0/a, aJieKBaTHBIE

NPOOJIEMHOM CHTYaIUH

U-3yi.1 3. Pa3pabarreiBaer CTpaTerui0 u
00OCHOBBIBa€T  maH  jeHcTBHS Mo
PCILICHHUIO ITPOOIEMHO# CUTYauu

YK-2 ANT-1yx.2.1. Popmymupyer uenm, 3amaun,  |IIpaktuueckne |TecToBble
3HAYMMOCTB OXKHM/IAE€MBIX PE3YJIHTATOB 3aHATHS, 3a/1aHus,
IIPOeKTa ‘ CaMOCTOSITE/IbHAS [KOHTPOJILHBIE
UJ1-2yx.2,. Onpenenser notpe6HOCTH B pabora. BOIIPOCHI,
Pecypcax st peanu3auuu mpoexTa cobecemoBanue

WN-3yk., 3 PaspabarbiBaer muan u
KOHTPOJIMPYET peanu3aliu mpoeKTa
N-4yxo4. Onenupaer a¢dexkTuBHOCTE
peaT3alMy [IPOEKTa U pa3paboTKU ILIaHa
JEHCTBUY 110 ero KOPPEKTUPOBKE

VK-3 UT-1yk.3.1. BeipabatsiBaer CTpATETrHIo [Ipaktuueckne |TecroBbie
COTPYAHHYECTBA H HA €€ OCHOBE 3aHATHA, 3a/laHHs,
OpraHu3yeT oT0Op WICHOB KOMAHABI I |CaMOCTOSTEBHAS KOHTPOJIbHBIE
AOCTHIKEHUS MMOCTABIEHHOM 1EeIH; pabora. BOIIPOCHI,
U-2yy.3,. [lnanupyer u KOPPEKTUpyeT cobecenoBanue

paboTy KOMaHIbI ¢ ydeTom HUHTEPECOB,
OCOOEHHOCTEH MOBENECHNS ¥ MHEHHI ee
YICHOB;

WAi-3yk.3 3. Paspemaer KOH(IMKTHI 1
HPOTHBOPEYHSI IIPH IEJIOBOM OOILICHUHM HA
OCHOBE y4eTa HHTEPECOB BCEX CTOPOH;
NT-4yk.3 4. Opranusyer quckyccuu no
3alaHHON TeMe U 00CyIKIeHHE Pe3yIbTaToB
paboTHI KOMaHBI C IPUBJICYECHHEM
OIIOHEHTOB Pa3paboOTaHHBIM HIESM,

OIlK-1 W[-1onk-1.1 MeTepnperupyer u npumensier |[Ipaktudeckue [TecToBbie
TIOJIOXXCHHUS COOTBETCTBYFOIIMX 3aHSTHS, 3a/1aHusl,
HOPMATHBHEBIX IPABOBBIX AKTOB M JIYUIIMX |CAMOCTOSTEIHHAS KOHTPOJIbHBIE
oTpacieBbiX npakTuk (GXP), pabora. BOIIPOCHI,

PETYJIMPYIOIIUX IIPOHECCHI U ATAIIBI cobeceroBanme
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XKU3HEHHOT'O [IMKJIA JIEKAPCTBEHHOT0
CpeacTra B n1podeccroHaIbHOM
NeATEeTLHOCTH

N-20mk.1 5. Boibupaer u npumensier
HIPUTOJHBIC JUISt CHTYAIlMH METObI ’
HHCTPYMEHTBI YIIPABJICHHS IIEPCOHATIOM

OIIK-3 UN1-1onk-3.1 [nanupyer u peamu3syer Ilpaxtudeckne  |Tectosbie
IIPOCKTHI HAYYHOH HAIIPABIEHHOCTH B 3aHATHS, 3a/1aHus,
obnactu obpamenus JIEKApPCTBEHHBIX CaMOCTOSTEIbHAS |KOHTPOIBHbIE
Cpe/ICTB pabora. BOIIPOCHI,
Hﬂ-zon}(_}szOBOL[I/IT KPHUTHYECKYIO cobeceroBanme
OLICHKY, MHTEPIPETAIIHIO
HCHCTEMATH3ALMIO JIATEPATYPHBIX
HCTOYHHUKOB, ITOCBAIIEHHBIX pa3paboTKe U
HCCJICIOBAHMUAM JICKAPCTBEHHBIX CPE/ICTB
I/II[-3onK.3,3Hon53yeTc;1 Habopom
HHPOPMAHOHHO-TIONCKOBBIX CHCTEM H
OCHOBHBIM CTaHAAPTHBIM IIPOr PAMMHBIM
obecreueHneM, HCTOIb3yeMbIM B
PO ECCHOHATBEHOMN JIESTEBHOCTH

IIK-1 WJI-11k-1.1 PaspabGarsisaer Ilpaktiueckne |TecroBsie
TEXHOJIOTHYECKYIO JOKYMEHTALHIO TIPH 3aHSATHS, 3aaHus,
IIPOMBIIIUIEHHOM ITPOHM3BOICTRE CaMOCTOATEIbHAS |KOHTPOJIBHBIE
JIEKapCTBEHHBIX CPEJICTB, pab6ora. BOIIPOCHI,
WT-2nk.1 2 OcymectBuser BEJICHUE cobeceroBanme
TCXHONOTHYLCKOTO POLEcca Py
IIPOMBIILIEHHOM ITPOU3BOICTBE
JIEKapCTBEHHBIX CPE/ICTR;

U-31k.1 3 Ocymectsisier KOHTPOJIb
TEXHOJIOTHYECKOTO IIPOIecca IpH
[IPOMBIILJIEHHOM ITPOU3BO/ICTBE
JIEKApPCTBEHHBIX CPEJICTB

IK-2 UT-11ik-2.1PaspabarsiBaer BHEJIpSIET Ilpaktuyeckue (TecToBbie
TEXHOJIOTHYECKHUH IIpoLece [yis 3aHSATHS, 3aJaHusl,
IIPOMBIIIUIEHHOTO IIPOM3BO/ICTRA CaMOCTOSITENIbHAS [KOHTPOJIbHBIE
JI€KapCTBEHHEIX CPEJICTB; pabora. BOIIPOCHI,
W-211k22 ConpoBoxaaer cobecenoBanme
TEXHOJIOTHYECKUH Tporece mpu
IIPOMBIIUIEHHOM IIPOM3BOICTBE
JIEKApPCTBEHHBIX CPEJICTB

[1K-3 W/1-1nk-3.1 Yipasnser npoueccamu IlpakTuueckne |TecToBble
IIPOU3BO/ICTBA JICKAPCTBEHHBIX CPE/ICTB; 3aHATHSA, 3a/laHus,
N-2nk32 Ynpasnser paspaboTkoii  u CaMOCTOSITE/IbHAS | KOHTPOJILHBIE
ONTUMH3ALHEH TEXHOJIOTHYECKOro|pabora. BOIIPOCHI,
poLiecca MpOU3BOJACTBA  JIEKAPCTBEHHBIX cobecenoBanue
CpeJICTB

I1IK-4 W/I-1nk.4.1Yipasnser npoueccamu IIpaxTuueckne |TecToBbie
BaJIMIalliH (KBaJIM (QHKALUH )IPOLIECCOB; 3aHATHS, 3a/1aHMS,
U-2rik.42 Yrpasnser pa3paboTKoi u CaMOCTOsITe/IbHAs [KOHTPOJIBHBIE
ONTHUMHU3AIMEHN TIpoiecca BaTuIanuu paborta. BOTIPOCEI,
(xBaymMukamun) cobeceoBanue
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I1K-5 WI-11k.5 2 Ocymectaiser BenieHue pabor  |[Ipaktuueckme | TecToBbie
110 0TOOpY M y4eTy 06pasios 3aHSATHS, 3aJIaHus,
JICKapCTBEHHBIX CPE/ICTB, HCXOIHOTO CHIPHSI |CAMOCTOSTE/bHAS KOHTPOJIbHBIE
H YIIAaKOBOYHBIX MaTEPHAIIOB; pabora. BOIIPOCEI,
U-2mk.5 1 PazpabatsiBaeT cobecejioBanme
TEXHOJIOTHYECKYIO IOKYMEHTALMIO JIJIs
ydera o0pasnoB JieKapcTBEHHbIX CPEeJICTB,
HCXOJIHOTO CBIPbSl M YIIAKOBOYHBIX
MaTepHasoB, IPOMEKYTOUHOH IPOYKIIHHA
1 00BEKTOB IIPOU3BOICTBEHHO] Cpeb;

T1K-6 WT-11k.62 Ocymectsisier BenieHue pabor  |[Ipaktuueckwe |TecToBBIE
IO IPOBE/ICHUIO HCTIBITAHKH 06PA3IIOB 3aHATHSI, 3a/laHus,
JICKApCTBEHHBIX CPEACTB, HCXOMHOTO CHIPBS |CAMOCTOSTEIbHAS KOHTPOJIbHBIE
¥ yIIaKOBOYHBIX MaTEPHAJIOB; pabora. BOIIPOCEI,
U]1-2rik.6.1 Paspabarbisaer cobeceoBanme
TEXHOJIOTHYECKYIO TOKYMEHTAIHIO JULs
IIPOBEJICHUsI MCIIBITaHKUM 06Pa3LOB
JICKAPCTBEHHBIX CPEJICTB, HCXOAHOTO CHIPhS
H YIIAKOBOYHBIX MATEPHAIIOB,
TIPOMEXYTOYHOM MPOAYKIUH U 0OBEKTOR
IIPOU3BOJICTBEHHOMN CPEMbI;

Texymmit  xontpoms 1o IIPaKTHKE

«(DapmaueBanecxaﬂ TCXHOJIOTUSI  IIPOMBIIIIEHHBIX

IPEIINIPUATHIA» OCYIECTBIISIETCS B TEUEHHE BCEro CpOKa OCBOCHHS JaHHOM TUCIUILIMHEL BriGop

OIICHOYHOTO CpeACTBaA JIIs NPOBCACHUS TEKYILETO KOHTpPOJISI HA YCMOTpEHUE IIPEIIogaBaTeis.
HpOMe)Ky’I‘O'-lHaﬂ arTeCTanua 06yqa10nmxcx 1O JUCIUIUINHE «CI)apmaueBaneCKax TCXHOJIOTUA
IIPOMBIICHHBIX HpCHHpHﬂTHﬁ» IIPOBOJMTCS IO HTOTaM O6y‘ICHI/Iﬂ U ABJISIETCS 00s3aTEILHOM.

2. Kpurepun n mxasna OLlCHUBAHUS

Kpumepuu oyenusanus Llxana oyenueanus
Heyoosnemeopu- Yooenemeopu- Xopouwo Omauyno
MelbHO MenbHO
IonHoTa 3HAHMI VYpoBenb Munnmansno YpoBeHb 3HaHu#E | YpoBeHb
3HaHUH HIKE JIOTTY CTUMBIiA B 00BeMme, 3HaHWM B
MHUHUMAJIbHBIX | YDOBCHb 3HAHHMH. | COOTBETCTBYIONI | 0OBEME,
TpeOOBaHMIA. Jlonymeno €M IIpOorpamMme COOTBETCTBYIO
Wmenu mecto MHOTO HETpyOBbIX | MOATOTOBKH. mem
rpyObie OIHOKH Jomyimeno IIporpaMme
ommOKu HECKOJIBKO HOATOTOBKH,
HETpyOBIX 6e3 oumbox
oH60K
Hanuune ymennii Ipu pemenun | TIponemoncTpup Ipoxemonctpup | IIpopeMoHCTp
CTaHIapTHBIX OBAHBI OCHOBHBIE | OBaHBI BCE UPOBaHKI BCE
3a/1a49 He yMeHusl. Permensr | OCHOBHbIE OCHOBHEIE
NPOZIEMOHCTPH | TUIIOBBIE 33[]a9H | YMEHHSL. YMEHHS,
POBaHBI C HerpyObIMH Pemensr Bce pelIeHb! Bece
OCHOBHEIE ommoOKamu, OCHOBHEIE OCHOBHEIE
YMEHHUSL. Bomonnenst Bce | 3amaun ¢ 3a/1a4u ¢
Wmemu mecto 3aJlaHusl, HO HE B | HerpyOBIMHU OT/IEJIbHBIMU
rpyObie IOJTHOM 00BeMe. | omubKamu. HECYILECTBEH
OLIMOKH BemonHens: Bce | HbIMH
3aJlaHus, B HeJI0OYeTaMH,
IIOJIHOM 00bEME, | BBIIOJHEHEI




Kpumepuu oyenusanus

LIxana oyenueanus

Heyooenemsopu- Yooenemeopu- Xopowio Omnuuno
MeNbHO MenbHo
HO HEKOTOpKIE C | BCE 3aJ]aHus B
HEROYeTaMH HOTHOM
obbeme
Hanmuue napbixos Ilpu pemenun | imeercs IIponemMoucTpup IIponemoHcTp
(B1axenne onbiTom) CTaHIapTHBIX MHHHUMAaJTbHBIHA OBaHbI 6a30BLIC HPOBAHBI
3aJa4 He Habop HaBLIKOB HaBBIKY TIPH HaBBIKU TIPH
IPONEMOHCTPH | ISl peIIeHusI peleHnn pELIeHUN
POBaHbI CTaHIAPTHBIX CTaHJAPTHBIX HECTaH/1apTHEI
0azoBbie 3a7a4 ¢ 3a5a4 ¢ X 3a7a4 0e3
HaBBIKH. HEKOTOPBIMH HEKOTOPBIMH omHO0K U
Hmenu mecto HeJloueTaMu HeJloueTamMu HEJI0YETOB
rpyOsbie
OIIUOKH
XapakrepucTuka Komnerenmus Cdopmupopanno Cdopmupopanu Coopmuponan
copmupoBanHOCTH | B MOMHOIK Mepe | cTh OCTh HOCTh
KOMIIeTeHIMH He KOMIIETEeHIMH KOMIIETEHIIMH B KOMITETEeHIHH
chopmupoBana COOTBETCTBYET LIeJIOM IIOJTHOCTBIO
. Umerommumxest | MunuMansHbmM COOTBETCTBYET COOTBETCTBYE
3HaHMIi, TpeOoBaHUsM. TpeOOBaHUsIM, T
YMEHHIH, Nnmerommxcs HO €CTh TpeGoBaHUsM.
HaBBIKOB 3HaHUH, YMEHUH, | HEJIOYETHI. Nmeromuxcs
HE/IOCTATOYHO | HABHIKOB B LEIOM | MiMerommmxcst 3HaHUM,
JUIsl peLIeHHs JAOCTaTOYHO JIst 3HaHW, yMCHUH, | yMeHHIA,
npodeccronan | pemenus HaBBIKOB U HaBBIKOB H
bHBIX 3a71a4. npodeccronanbl | MOTMBaIMM B MOTHBALIUY B
Tpebyercs BIX 3a71a4, HO LEeJIOM IIOJIHOM Mepe
IIOBTOPHOE Tpedyercs JOCTaTOYHO Uil | JIOCTATOYHO
o0yueHue JAOIIOJTHUTEIbHAS | PEIIeHUS JUISL peLICHHS
IIPaKTHKA 110 IPOGECCHOHAL | CIIOMKHBIX
OONBIIMHCTBY HBIX 3aJ1a4, HO npodeccrona
MIPaKTHUYECKUX Tpedyercs JIBHBIX 33724
3azaq JOMOTHUTETLHAS
IIPaKTHKA I10
HEKOTOPBIM
npodeccuoHab
HBIM 3a/1a4am
YpoBenn |2 —
copmupoBannoctn  [Huskuit Cpenrero Cpenuuii Bricokwmii
KOMIIeTeH I mii

3. Ouenounsie cpeacrea

3.1. Ilpameps1 oneHOYHBIX ¢

1,2,3,4,5,6)

3.1.1. 3ananus ¢ pasBepHyTHIM 0TBETOM

PEACTB 1151 TeKymero kouTpoas (YK-1,2,3 OIlK-1,3, IIK-

L, VK-1,4,5
OIK-2,
IK-3

Yro Takoe | JlekapcrBennas bopma — COCTOSTHUE

JIEKapCTBEHHAs JICKapCTBEHHOTO  Hpenapara, COOTBETCTBYIOLIEE

dopma? cmocobaM ero BBENCHHS WU IIPUMEHEHUS U
obecriedmBaromee  TOCTIKEHHE  HEOGXOIMMOrO
neue6HOro 3¢ dekra.
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VK-1,4,5

Yro

Ilpn  Bammpmanmu  amamuTHYeCKuX METOIHK
OIIK-2, KOHTPOJIUpYeTCs KOJIIMIECTBEHHOIO  OMpENENeHHsS  MOCTOPOHHHMX
I1K-3 pu BJIUJIAIMY | TIpUMeECEit HE0OX0IUMO KOHTPOJIHPOBATH
aQHATUTHYECKUX CrenupUIHOCTS, npenen KOJTHYECTBEHHOT'0
METOIMK OTIpeAeIIcH S, aHATUTHYECKAS obnacts,
KOJIMICCTBEHHOIO | IMHEHHOCTD, IPABUIILHOCTS, IPELU3UOHHOCTb.
OlpeieIeHus
IIOCTOPOHHUX
npumeceii?
3. VYK-1,4,5 OcHoBHEIE Hanonawnrenmm (pasbaBurenn); Casa3bIBatonme
OIlK-2, T PYIIITBI BEIIECTRA;
I1K-3 BCIIOMOraTenbHbIX | Paspeixmmrenu (HaGyxaromwue, Vnyumaromue
BEUIECTB AU | CMAa4MBaeMOCTh, I"a3006pasyromue
TabJIeTUPOBAHUS BemecTa); Ckombsdmue u CMa3bIBaIOIHe
(anTHdpHEKIMOHHEIE U AHTHA/IT€3UOHHBIE)
BemecTna; Kpacurenu; Koppurents:
3.1.2 3apanus ¢ BbIOOPOM HECKOJIbKHX OTBETOB
No Kowmnerenn | Tecrosbie BOIIPOCHI M BAPHAHTEI OTBETOB ITpaBunbHBIH
n/n UH, BapUaHT
IIPOBEpsiEM oTBeTa
bIE€ JAHHBIM
3aJlaHHeM
1. VK-1,2,3 ITPABUJIBHO OYHKIMOHHUPVYIOIIIAS | 2
OIlK-1,3, [ ®APMAIIEBTUYECKAS CUCTEMA KAYECTBA
IIK-1,2,3,4 | [IPEJTIPUSITUS HOJDKHA BKJIIOYATh
1) cucremy Bamumanuu IPOU3BOAMMOM MIPOIYKIMH
2) opranusanuio paboTeI 1o I[IpaBunam GMP, B Tom
‘HCIIE KOHTPOIIb, 0030pbI KAYECTBA M CHCTEMY
YHOPAaBICHUS PUCKAMH JIJISI KAUeCTRA
3) XOHTpOJIL KauecTBa BBIITYCKa€MOH IIPOYKIUH
4)KOHTpOJIb KauecTBa U YIIpaBJIEHUE PUCKAMM IS
KaJyecTBa
s VK-1,2,3 B OIHUX U TEX XE IIOMEUIEHUSAX | 2
OIIK-1,3, | JOITYCKAETCS ITPOMU3BOJICTBO
I1K-1,2,3,4 1) otnenbHBIX BUIOB AHTHOHMOTHKOB, OIIpe/ieNIeHHbIX
TOPMOHOB, IUTOTOKCHHOB
2) pasHBIX CepHii OXHOIrO JIEKapCTBEHHOTO IIperapaTa
3) Pa3THYHBIX BEICOKO AKTHBHBIX JICKApCTBEHHBIX
CPeACTB
4) npoxyKiuK, He SBISIOMEHCS JICKapCTBEHHBIMHU
CpeacTBaMu
3. VK-1,2,3 [IPABUJIA HAJUIEXAILETO [TPOM3BOJICTBA U | 3
OIIK-1,3, | KOHTPOJISI KAUECTBA [TPUMEHSIOTCS
I1K-1,2,3,4 1) k npombIIeHHOMY IIPOM3BOCTBY




2) K IPOU3BOJICTBY JIeKAPCTBEHHBIX IIPEenaparoB Jis

KIMHUYECKUX HCCIIEN0BAHMUIA

3) KO BCeM CTajMsaM KU3HEHHOrO IIUKJIA IPOAYKTOB
4) x papmareBTHYeCKO} paspaboTke

3.1.3 Baganus na COIOCTABJICHUE

Nerni/in Komrmeren 3ananue, BapHUaHThI OTBETOB [TpaBuibHbIH
0507 JUISL COTIOCTaBIICHUS BapHaHT
IIpoOBepsie OTBeTa
MEIE
JIAHHBIM
3a/laHuEM
1. VK-1,2,3 | CootHecute OIIpEICIICHUS ; 1-Bb
OIlK-1,3, | 1. komuyectso JEHCTBYyIOIErO BEIECTBA, KOTOpoe | 2 — A
IK- AO/DKHO OBITH TIPUHATO 3a ONHH pa3, ykasanHoe B |3 —B
1,2,3,4 HHCTPYKIIHH 110 MEIUIMHCKOMY [PUMEHeHHIo. J[is 4-T
TIOTyICHUS ONHOM O3Bl JIEKAPCTBEHHOM dopMel 115t
MHTAIAIMA  MOXET  moTpeGOBaThCs  HECKOTBKO
BEICBOOOXKICHHIA,
2. KOIMYeCTBO JCUCTBYIOIEr0 BEIIECTBa, KOTOpoe
haxTHueckn momyyaer NallMeHT (He YYUTHIBAETCS
KOJIMIECTBO JEHCTBYIOIIETO BEIIECTBA, OCEBINEE Ha
COCTaBHBIX YaCTSIX HHTAISATOPA).
3. KOJIMYECTBO JIEHCTBYIOILErO BEII[ECTBa,
IIPEATIONIOKUTENIBHO MIPOHUKAIOLIEE B JIEFKHE BO BpeMsi
MHTQJAIMK (YaCTHIBI C IMAMETPOM MPUOIU3UTENBLHO OT
1 10 5 mMxMm)
A. JlocraBnsemas no3a
b. JToza
B. PecniupaGenbunas dpaxius
& YK-1,2,3 | Coornecure OIIpeie/ICHHS 1-B
OIIK-1,3, | 1. nexapcreenmas $opma, mpexcraBmmomas coboif | 2 — A
K- PacTBOp, SMYIIBCHIO HIIM CyCIICH3HIO, HaXOISIIYIOCS
1,2,3,4 HOJI 1aBICHAEM IIPONEIIEHTa B TEPMETHYHOM YIIaKOBKE

(a’p030JILHBII OawioH), cHaGXEeHHONW  KiamaHHO-
PaCIbIINTEITLHON CHCTEMOIA, obecnieunBaromeit
BBICBOOOX/IEHHE COZEPKUMOTO B  BHIE JUCTIEPCHH
TBCPABIX Wil HKANKAX YaCTHIL B Tase, pasMep KOTOPHIX
COOTBETCTBYET IyTH BBEJICHUS.

2. nexapcTBeHHas dopma, npencrapmsomas coboii
PacTBOp, SMYJIbCHIO WM CYCIIEH3MIO, BHICBOGOXKICHHE
KOTOPBIX IIPOMCXOJMUT 3a CYET JABJICHUS BO3TyXa,
C03/1aBaeMOro c IIOMOIIBIO MEXaHUYECKOro
PACUBUTUTEISL  HACOCHOTO THNA WM NPH  CHKATHH
[MOJTHMEPHO M YIIaKOBKH, obecrieqnBarorneit
BLICBOOOXKAEHHE COLEPIKHMOTO B BHIE JUCTIEPCHH
TBEPIBIX WM JKMIKMX 4YacTHI[ B BO3JyXe, pa3mep
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KOTOPBIX COOTBETCTBYET IIyTH BBEICHHUS
A. Cripen
b. Asposonu
3. YK-1,2,3 Cootnecure OIIpeHeIeHuUs: 1-Bb
OIIK-1,3, | 1. Bemecrtsa wmmm wux KoMOWHAIMK, BeTymaromue B | 2 - A
I1K- KOHTakT € OpraHu3MOM YeJOBeKa WJIH YXHBOTHOTO,
1,2,3,4 NIPOHMKAIOIIKME B OPraHbl, TKAHU OPraHH3Ma YeJIoBeKa
HII SKMBOTHOTO, NPHMEHSEMBIE Ul NpO(UIAKTHKH,
AMArHOCTHKM (32 MCKIIOYEHHMEM BEMIECTB WA HX
KOMOMHAUMH, He KOHTAKTHDYIOIUX C OpraHu3MOM
HCIIOBEKA MM KHBOTHOIO), JIeUeHHsS 3ab0JeBaHMS,
peabmImTanuy, [UIs coXpaHeHus, IPEIOTBPAIEHHUS HITH
IIPEPEIBAHAS OEPEMEHHOCTH ¥ MONYYECHHBIE W3 KPOBH,
TUIaSMBI  KPOBH, H3 OpraHoB, TKaHeldl oOpranusMa
HCJIIOBCKA MIIA  KMBOTHOTO, pacTeHHi, MHHepaIoB
METOIaMu CHHTE3a WJTH e IIPUMEHEHHEM
Ouonmoruueckux — TtexHomormii, K JIEKapCTBEHHBIM
CPEACTBAM OTHOCATCS (apManeBTHYECKHE CyGCTaHIUM
U JIEKapCTBEHHBIE IIPENapaTh
2 COCTOSIHHE JIEKapCTBEHHOI'O npenapara,
COOTBETCTByIOIIEE  crmoco0aM  €ro  BBENEHHS U
[PUMCHECHUST ¥ O0ECHEeYMBAIOIIECE  JIOCTHIKCHHE
HeoOxoaMMoro nedeGroro sddexra
A. JlexapcTBennas popma
B. JlexapcrBennsie cpencraa
3.1.4 3ananus Ha nonoHeHne
Ne i/n | Komnerennuu 3azanue Ha yCTAHOBIIEHHE JIOTOTHEHHS IIpaBubHBIH
IIPOBEpsiEMBIe (Bompoc — mononumre....) BapHUaHT OTBETA
JTAHHBIM
3a/laHuEM
1. VK-1,2,3 OIIK- - JEATEIBHOCTH 10 ITpousBojcTO
1,3, 1IK-1,2,3,4 IIPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB JIEKapCTBEHHBIX
OPraHu3aIUAMU-TIPOU3BOIATEISIMH CPEICTB
JICKapCTBEHHBIX CPEJICTB HA OHOM cTamuy,
HECKOJIBKMX MM BCEX CTAHUAX
TEXHOJIOTUYECKOTO IIPOoIieCcca, a TaKXKe 110
XPaHCHUIO U PeaM3alluy [IPOU3BEACHHBIX
JIEKapPCTBEHHBIX CPE/ICTB.
2. VK-1,2,3 OIIK- | BcomoraTeibHbIe BELIECTBA - BEIECTBA B IIpoIiecce
1,3, IIK-1,2,3,4 HEOPranu4ecKoro Uiy Oprauuyeckoro IIPOU3BOJICTBA
TIPOMCXOXKICHHS, HCIIOJb3yEMBIE
, I3TOTOBJICHHS
JICKapCTBEHHBIX IPENAapaToB st IIPUIAHHS
UM HEOOXOIUMBIX (DH3HKO-XUMHUECKHX
CBOJMCTB.




AHUCIIEpCHAsI CUCTEMA

VK-1,2,3 OIIK- - tun | 'omorennas
1,3, I1IK-1,2,3.4 JAUCIIEPCHOM  CHCTeMBI, B KOTOpOiA
OTCYTCTBYET TIOBEPXHOCTh pasziena (a3
MEXTy JUCTIEPCHOM ¢azoit u
JAUCTIEPCUOHHOM cpenou (ucTuHHBIE
PacTBOpHI, pacTBOpEI

BBICOKOMOJICKYJISPHBIX COEIMHEHUH, Ma3Hu-
CILJIaBBI U JIp.)

3.2 TIpomesxyTOYHbIH KoHTposb (YK-1,2,3 OIIK-1,3, IIK-1,2,3,4,5,6)
3.2.1 3apanus c BBIOODPOM HECKOJILKHX 0TBETOB

Ne Komnerenr | Tectosbie BOIIPOCHI U BAPHAHTHI OTBETOB IIpaBuIbHBIH
n/m U, BapUaHT
IIpoBepsieM OTBETa
b€ TaHHBIM
3alaHuEM
VK-1,2,3 I[TPABUJIBHO OYHKIIMOHUPYIOIIAS | 2
OIlK-1,3, | ®PAPMAILIEBTUYECKAS CUCTEMA KAYECTBA
1IK-1,2,3,4 | [IPEJTIPUSITUS HOJDKHA BKJIIOYATD
1) cucremy Bamunanuu IPOU3BOAMMO¥ IIPOIYKITHH
2) opraru3anuo paGoTH MO ITpaBunam GMP, B Tom
HHCIIE KOHTPOJIb, 0030PbI KA4eCTBA M CHCTEMY
YTPaBICHUS PAUCKAMMU 1715l KAUeCTBa
3) KOHTpOJIL KauecTBa BBIITyCKaeMOH MPOAYKIMH
4)KOHTPOJIb KayecTBa U YIPaBIIEHUE PUCKAMH IS
KayecTBa
2. VK-1,2,3 B OJIHUX U TEX XE [TIOMEIIEHUSAX | 2
OIIK-1,3, [ JIOIIYCKAETCS I[TPOU3BOJICTBO
IIK-1,2,3,4 1) oTrenbHBIX BHIAOB @HTHOHOTHKOB, OIPENEITCHHBIX
TOPMOHOB, IUTOTOKCHHOB
2) pa3HbIX CepHii OXHOTO JIEKapCTBEHHOTO Ipenapara
3) Pa3IMYHBIX BHICOKO AKTHBHBIX JIEKapCTBEHHBIX
CpeJCTB
4) mpoxyKunK, He ABIISIOMIEHCS JIEKapCTBEHHBIMH
cpeacTBaMu
3. VK-1,2,3 ITIPABUJIA HAJUIEXAILIET'O ITPOU3BOJICTBA U | 3
OIIK-1,3, | KOHTPOJISI KAUECTBA IMPUMEHSIOTCS
I1K-1,2,3,4 1) k mpomeIIIEHHOMY TPOM3BOJICTBY
2) K IPOM3BOJICTBY JT€KAPCTBEHHBIX IIPEnaparoB Jis
KIIMHUYECKUX UCCIIENOBAHMIH
3) KO BCeM CTaMsM JKU3HEHHOTO [HKIIa IIPOIYKTOB
4) k dapmaneBTHIecKoi paspadoTke
4, VK-1,2,3 HO TUITY TUCIIEPCUOHHOY CUCTEMBI MA3U 3
OIIK-1,3, | MOTI'YT BbITh
I1K-1,2,3.4 1) renu

2) 9KCTpaKIHOHHBIE
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3) romoreHHbIe
4) pe3op6TUBHBIE
5) mactel

VK-1,2,3
OI1K-1,3,
I1K-1,2,3,4

OCHOBA J1J151 MA3U HE OTBEYAET

CJIEAVIOIUM TPEBOBAHUSIM:

a) MaXyIen cnocoGHOCThIO;

0) abcopbupyromeit CIOCOOHOCTEIO;

B) XHUMHYECKOM CTOHKOCTBIO;

r)He HHARGPEPEHTHOCTHIO B (apmaxonorayeckom
OTHOILICHHH;

I) CTOMKOCTBIO K MUKPOGHOIM KOHTaMUHAIUU

VK-1,2,3
OIlIK-1,3,
I1K-1,2,3,4

PACTIAITAEMOCTb TABJIETOK BE3 OBOJIOYEK B
HACTUINITMPOBAHHOM BOJE JTOJDKHA
3ABEPILIATHCS

1)3a 15 mumn.
2)3a 30 muHyT
3)3a 10 mum.
4)3a 45 munyT
5)3a 60 MunyT

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

KTPYIHIIE TUJTPO®UJILHBIX OCHOB,
COZEPXAIIMX BEJIKU U [MOJINCAXAPU]IBI
OTHOCSTCS I'EJIU

1) xomnnarena

2) caiiomac

3) NONMBHHWIIUPPOIHIOHA

4) 6enronuTa

5) 6ytupon

VK-1,2,3
OIIK-1,3,
IK-1,2,3,4

BCIIOMOT' ATEJIbHBIE BEIIECTBA,
HUCIIOJIB3YEMBIE B ITPOM3BOJICTBE TABJIETOK
1) cBsi3bIBarOmue

2) HaNOJIHUTEH

3) paspeixnuTenu

4) coco6CTBYIONIHE CKOTBKEHUIO

5) BCe OTBETHI BEPHEI

YK-1,2,3
OIIK-1,3,
I1K-1,2,3,4

I'PAHYJIMPOBAHME B ITPOLIECCE

TABJIETUPOBAHUSI HE [TO3BOJISIET

1) ynyaummrs chityuects mopomkos

2) MOBBICHTH TOYHOCTH JI03UPOBAHHUS

3) obecnieunTs CKOPOCTH BEICBOGOXKICHHS

JICKApPCTBEHHBIX BEILECTB

4) IPEIOTBPATHTH PACCIOCHHE MHOTOKOMIIOHEHTHEIX
TabJIETUPYEMBIX Mace

10.

VK-1,2,3
OIlIK-1,3,
ITK-1,2,3.4

JIEKAPCTBEHHBIM [TPEITAPAT (EADC) - 9TO:

1)oOvextrl, npemmasHaueHHble IS JHArHOCTHKH,
U3JICYCHHS, OCNIAbIeHUs] CHUMIITOMOB, JICYCHHS WK
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NPOYUIAKTHKY 3a60JIeBAHMS Y YCIIOBCKa MM JPyrux
XKUBOTHBIX; U OOBEKTHI (32 HCKIIOUEHHEM IIPOIYKTOB
IUTaHUs), NIpeTHA3HAYEHHBIE I OKA3AHUS BIIHSHHS
Ha CTPYKTYpY MM (YHKIHIO OPraHU3Ma YeJI0BEKa HIIH
JAPYTUX XKHBOTHBIX

2)BCAKOE  BEINECTBO  WIIH KOMOHMHAIIMS  BEINECTB,
SWIBJICHHA KaK oOnajaromias J1e4eGHBIMH — WMiH
NPOQHIAKTHYECKMMHM  CBOWCTBAMH B OTHOMIEHHH
3a00NIEBaHMIl YeNOBEKA WM BCSKOE BEIIECTBO MIJIH
KOMOMHAIMS BEIUECTB, IPUMEHSIEMBIE y YeloBeKa ¢
LEINBIO BOCCTaHOBJIEHHUSL, KOPPEKIUN WITH
MoaupuKauu GU3HOTOrHYeCKIX (bynxnwmii 3a cuer ux
(apmakonoruueckoro, UMMYHOJIOTUYECKOIO  HJIH
METabOIMYIECKOTO AEHCTBHS MM IS TIOCTAHOBKH
JMarLosa

3)cpenctro, mpencraBisiomee co6oi MK cozeprkariee
BEMICCTBO MM KOMOMHALMIO BEIIECTB, BCTYIAIOMIEE B |
KOHTAKT C OPraHM3MOM YEJIOBEKa, MpeIHA3HAYEHHOE
AT JIeYeHMs, NpoQuIakTHKK 3a60IeBanuil YeoBeKa
HIIA BOCCTAHOBJICHUSI, KOPPEKIUH MM M3MEHEHHS ero
dusmronorugecknx byHKImi IIOCPEICTBOM
(apmaxonoruueckoro, HMMYHOJIOTUYECKOro  Jin6o
METabO0INIECKOTO BO3AEHCTRHS WM /TS JHATHOCTHKH
3a00JIeBaHHUI U COCTOSHHUH YenoBeKa

11. VK-1,2,3 [IPOYHOCTb TABJIETOK HE 3ABUCUT OT
OIIK-1,3, | VKABAHHOI'O ®AKTOPA
I1K-1,2,3,4 1) naBnenus npeccosanms
2) Macchl TabeTku
3) KONIMYECTBA CBA3BIBAIOIIMX BEIECTB
4) CBOMCTB EHCTBYIOIMX BEIIECTB
5) KOJIMYeCTBa Pa3pHIXIIMIONINX BEIIECTR
12. YK-1,2,3 BHYTPUITPOU3BOJICTBEHHBIE HWCIIBITAHUS B
OIlIK-1,3, CIIELIUOUKAITIIO
I1K-1,2,3,4 1) Bxmouarotes Bce
2) He Bximovarorcs
3) He sBxmouarorcs BHYTPHIIPOU3BOACTBEHHEIE
VCTIBITAHHUS, MCHOJB3YIOIHMECS U KOPPEKIHH
IIapaMeTPOB TEXHOJIOIUYECKOT0 Mpoliecca
13. VK-1,2,3 COBOKYITHOCTH CBOMCTB U XAPAKTEPUCTUK
OIIK-1,3, | PAPMAILIEBTUYECKOM CYBCTAHIIMU u
[IK-1,2,3,4 | JEKAPCTBEHHOI'O ITPEITAPATA,

OBECIIEYMBAIOIIASL  UX  COOTBETCTBUE
HEJIEBOMY HASHAYEHUIO COI'/TACHO
TPEBOBAHMSIM AKTOB OPI'AHOB EADC — ATO:

1) Hopmarusmsiii nokymenr 1o Ka4yecTBy

2) KagecTBo nekapcTBeHHOrO CpeacTBa

3) Kpurepuu npuemnemoctu
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4) Creuudukanus
5) Kpuruueckue CTaHIapThl KaYeCTBa

14, VK-1,2,3 PACITATAEMOCTbD TABJIETOK HE 3ABUCUT OT
OINK-1,3, | CJIEAVIOIIEIO ®AKTOPA
I1K-1,2,3,4 1) konuuecTra CBSI3BIBAIOIINX BELIECTB
2) naBnenHus npeccoBaHus
3) dopmpr yacThn moporka
4) GpU3MKO-XUMHYECKHX CBOMCTE BEIIIECTB
15. VK-1,2,3 [IOKPBITUE TABJIETOK OBOJIOYKAMU HE
OIIK-1,3, | OBECIIEYMBAET
IK-1,2,3,4 1) TounocTh AO3HPOBAHUS JIEKAPCTBEHHBIX BEIECTB
2) 3amuTy OT BO3/IeiCTBAS BHEIIHEH cpennl
3) noxamu3anumio neicTBUs
4) yIyuIeHre opraHoIenTHYECKHX CBONCTR
TabJyIeToK
16. VK-1,2,3 AIIITAPATVYPA, HE MHCIIOJIb3YEMAS IIPU
OIlK-1,3, |T'PAHYJIMPOBAHUU
IK-1,2,3,4 1) nenTpobexHpIit CMECHUTEIIb-IPaHYJIATOP,
2) CII-30
3) CI’-30
4) POTOPHO-IyIbCALMOHHBII anmapar
5) HEeT NPaBHIILHOTO OTBETA
17. VK-1,2,3 CIIOCOBBI  TIOJIYYEHUS TPUTYPALIMOHHBIX
OIIK-1,3, | TABJIETOK
[1K-1,2,3.4 1) npeccoBanue
2) rpaHyJIMpOBaHHE
3) BEIKAaTHIBAHHE
4) npaxupopanue
5) popmosanwme
18. VK-1,2,3 B OTJIMYME OT OCHOB J|JI151 MA3EJ OCHOBBI
OIIK-1,3,
MK-1.2.3.4 UL CYIIIIO3UTOPUEB JIOJDKHBI
1) BBICBOGOXKIATH STekapcTBEeHHbBIE BemecTsa
2) pacTBOpsITBCS TIpH TeMIIepaType Tena
3) GBITH MATKOM KOHCHCTEHIHH
4) GbITH CTAaGHIIBHEIMH TPH XpaHEeHUH
19. VK-1,2,3 K JIMITO®WJIbHBIM OCHOBAM JJIA
OIIK-1,3, | CVIIIO3UTOPUEB OTHOCSTCS
I1K-1,2,3,4 1) macio xakao
2) MBUIbHO-IJIMLIEPHHOBAs
3) KeNnaTHHO-NIIMIEPUHOBAs
4) BuTencon
20. VK-1,2,3 K TUITY TU®UIIBHBIX OCHOB JUIA
OIIK-1,3,

IIK-1,2,3,4

CYTIITO3UTOPUEB OTHOCSATCS
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1) TBEpABIIL Kup THIA A
2) Macyo Kakao

3) BuTeEnCON

4) DONMUITUIIEHTTTHKOIEBAs

21.

VK-1,2,3
OIlK-1,3,
IIK-1,2,3,4

I'MJIPO®UJIBHBIMU OCHOBAMU JUIA
CYTIIIO3UTOPUEB SIBJISIOTCS

1) nanoins

2) BUTENCOI

3) Macio kakao

4) MBUILHO-IIULEPHHOBAS

22.

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

ITIPOBOJISI UCCJIEJIOBAHUS OCHOBHBI,
[TIPENHASHAYEHHOW J1J151 U3TOTOBJIEHUS
CYIIIIO3UTOPUEB METO/IOM BBIJIUBAHUS B
®OPMBI,

BbI OIIPEIEJINTE TEMIIEPATYPY
SATBEPJIEBAHUS KAK TEMITEPATYPbI

1) Havana 3atBepeBanus

2) KOHIa 3aTBep/IeBaHMUS

3) cpenHIo

4) OCTaBIIYIOCS OCTOSHHOMN B TEUEHUE KOPOTKOTO
BPEMEHH TI€PEX0JIa BELECTBA U3 )KUIKOTO COCTOSHUS
B TBEpI0€

23.

VK-1,2,3
OIIK-1,3,
I1K-1,2,3.4

TIJIACTBIPHBIE MACCBI BKJTIOYAIOT
CJIEYIOUIME I'PYIIIBbI BCTIOMOT ATEJIbHbIX
BEII[ECTB

1) mactuduxarops:

2) pa3phIXuTeTH

3) mpomenieHThI

4) CKONB3SIIHE BEIeCTBa

24.

VK-1,2,3
OIK-1,3,
I1K-1,2,3,4

BEIIECTBAMM, UCIIOJIb3YEMBIMHU B
KAYECTBE HJIEHKOOBPABYIOHIEF 0)
SJIEMEHTA B )XUJIKUX IJIACTBIPSIX
ABJSIIOTCSA

1) caxapo3sa

2) sTa”on

3) monuMeTaKpuIaThHI

4) mommcopGar 80 (tween 80)
5) NONUATHIIEHT TTUKOTH

25,

VK-1,2,3

A1 TIOJIVUEHMS  BOJbI  OYMII[EHHOM
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OIIK-1,3, |IIPUMEHSIOT METO/1bI
IK-1,2,3,4 "
1) obparusrii ocmoc
2) npsmoii ocMoTHYecK i Ipouecc
3) ynbrpadunsrpanuio
4) punsrpanueit
26: VK-1,2,3 HA TIOJIHOTY OKCTPAKIIMU ﬂEﬁCTBYIOLHHX
OIIK-
TIK-1 é’g’ 4 BEIIIECTB n3 JIEKAPCTBEHHOI'O
PACTHUTEJIBHOI'O ChIPbS BJIVAIOT
1) npumenenue 9KCTPAKTOB-KOHIEHTPATOR
2) cooTHOmEHME CBIPbS H 3KCTpareHTa
3) nopsiok noGasjieHus HHIPUTUEHTOB
4)bopma nepxonsaTopa
5) BCe nepeunciennble Bhme (bakTopsr
27, VK-1,2,3 B KAYECTBE BOJIbI U UHBEKITUA MOXHO
ggﬁ_ég 4 | ACIIOJIB3OBATH BOny, [NOJIYYEHH YO
METOJIAMU
1) mucTumnsmu
2) HOHHOrO 06MeHa
3) anextponnanmsa
4) cenapanuu
28. VK-1,2,3 HUCIIOJIB3Y S BOIY OYMIIEHHYIO B KAYECTBE
ggﬁ';’g’ 4 PACTBOPUTEJL, YUUTBIBAIOT, YTO BOJIA
1) nerxo pactsopser iiop, BUCMYTa HUTPAT OCHOBHOIA
2) pacTBOPSET COMH ANKATOUIOB ¥ A30THCTEIX
OCHOBaHUH
3) nerko pactBopsier Kamopy
4) oGecnieynBaeT GpU3HKO-XUMUYECKHiL IIpoIece
pacTBOpeHus
29. VK-1,2,3 KAKOE TPEBOBAHUE OBECIIEUYMBAET
825';’2’ 4 HEJIECOOBPA3HOCTD [MPUMEHEHMS I'JTA3HBIX
JEKAPCTBEHHBIX TIJIEHOK?
1) CrabunbHocTs Xpanenus:;
2) CrepuibHOCTB;
3) IIponourupoBannoe JleHCTBHE;
4) DnacTHYHOCTD;
5) Mexanuueckas npounocts
30. VK-1,2,3 PACTBOPUTEJIN JUI WHBEKIIMOHHBIX
ggﬁ';’g’ 4 PACTBOPOB HE JIOJI)KHBI OBJIAJIATh:

1) Bricokoit PacTBOPSIOIIEH CIIOCOOHOCTHIO;
2) XuMHYECKO#H YuCTOTOMH]
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3) YeroitunBocTrio IIPH XpaHEHHH;
4) ®apmakonornueckoii HHM P GEPEeHTHOCTHIO;
5) Huskoit TEMIEPATypoOi KUIICHHS

31. VK-1,2,3 K [TOJIOXUTEJIbHBIM OCOBEHHOCTSM
ggﬁ_é’g’ 4 MHBEKIIMOHHOI'O ITYTHU BBEJIEHHWS OTHOCST
1) GeIcTpOTY TepanesTHUecKOrO apdexra
2) BO3MOXHOCTB CIBUTa OCMOTHYECKOTO JaBJICHUS
3) BBeieHuE ¢ HapyieHHEM LEJTOCTHOCTH KOXHU
4) HeoOX0UMOCTE B KBaTMQUIIMPOBAHHOM
MEUIIUHCKOM [IEPCOHAE
32. YK-1,2,3 YJIbTPA3BYK B OAPMAIIMNA TIPUMEHSETCS C
OIIK-1,3,
TK-1,2,3,4 | {EJIBIO
1) ananu3a xummaeckoro cocrasa JIEKapCTBEHHOIO
npernapara
2) cymKku seKapcTBEHHOTO Ipenapara
3) nonM3aImu MoeKy JEHCTBYIONIMX BEIIECTB
4) yCKOpEHHUS POLUTKM CBIPbSI 9KCTPAreHTOM
5) U3MEHEHHs CBOMCTB BemecTs
33. VK-1,2,3 BBIBOP PEXHMA OKCTPAKIIUU ITPU
IOIII—(IFI- ;%’ 4 M3IOTOBJIEHUST BOJHOIO W3BJIEYEHUS U3
JIEKAPCTBEHHOI'O PACTHUTEJILHOI'O ChIPbi
OBYCIJIOBJIEH, KAK [TPABUJIO
1) cootHOmeHueM chipps u 9KCTpareHTa
2) HAJIMYHEM B arTeke KOHIICHTPATOB
3) rucronoruyeckoii CTPYKTYPO# CHIpbs
4) H3MENBYEHHOCTBIO CBIPbS
5) 06BéMOM skcTparenTa
34, VK-1,2,3 OCHOBHEBIMH CTAOUSAMU
ggﬁg’g’ 4 9KCTPAKIIMOHHOI'O [TPOLECCA SBJISIFOTCS
1) o6parnslit ocmoc
2) U3MeNbUCHHUE ChIPhs
3) 3arpyska ceIpbst B 6ak
4) nuanus
35. VK-1,2,3 C LIEJIBIO YBEJIMUEHU A BBIXOJIA
ggﬁ-é’g’ 4 AJIKAJIOUJIOB ITPH OKCTPAKIIMU DKCTPAT'EHT

1) nogxucnsior

2) IOIIIEIaYNBAIOT

3) MCTIOTB3YIOT AKCTpareHT HEHTpaJIbHOU peakiuu
4) HaCBIIAIOT YIIIEKUCIOTOM
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36.

VK-1,2,3
OIlK-1,3,
IK-1,2,3,4

HOBABJIEHUE XJIOPUCTOBOJIOPOJTHOM
KHUCJIOTBI OBECIIEYMBAET [IOJIHOTY
OKCTPAKIIUM TIPM  TIOJIVYYEHUM BOJTHBIX
U3BJIEYEHUIA

1) u3 TpaBsI Tepmorncuca
2) U3 JICTHEB TOJOKHIHKH
3) u3 KOpHe# peBews

4) W3 KOpbI KPYIIHHBI

37.

VK-1,2,3
OIIK-1,3,
I1K-1,2,3.4

OAPMAIIEBTUYECKAST CUCTEMA KAYECTBA,
[TPETHABHAYEHHA S UL TIPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJZICTB, JOJDKHA
APAHTUPOBATDH
1) Bee nepeuncnennoe
2) ynpaBiieHHe 3HAHHSAMHE 0 IPOIYKIIMU U IIpOIecce
€€ IIPOM3BOJICTBA OCYLIECTBIIACTCS HA MIPOTIKEHUH
BCCX CTaZMH KM3HEHHOTO LHKJIA IPOYKLIHH
3) 4eTKOE OIpeJIeNIeHne OTBETCTBEHHOCTH 1
00s13aHHOCTEH pyKOBOIUTENEH
4) pa3paboTKy U COBEpIIEHCTBOBAHUE
JICKapCTBEHHBIX CPEJICTB € y4EeTOM TpeGOoBaHMiA
ITpaBun GMP

38.

VK-1,2,3
OIIK-1,3,
IK-1,2,3,4

ADPO30JILHBIE
U3IOTABJIUBAIOT U3
1) mnactmaccsr
2) cTekia
3) cranu
4) amomMuHus

BAJIJIOHBI HE

39.

VK-1,2,3
OIIK-1,3,
I1K-1,2,3.4

[IPABUJIA
ITPOU3BOJICTBEHHOM
PACITPOCTPAHSIOTCS HA

1) Bee BHMIBI IEKapCTBEHHBIX CPECTB U
YCTaHaBIMBAIOT 001Ke TpeGOBaHKs K OpraHu3aliu
UX TIPOU3BOJICTBA U KOHTPOJISI KAYECTBA
2) cnenualbHble TPeGOBAHUS K OpraHu3anuu
CKJIAICKUX TIOMEILEHHU [Isl IEKAPCTBEHHBIX CPEJICTB;
3) BOIPOCHI OXpaHbI TPy HEPCOHAIA, 3aHATOTO B
IIPOM3BOJCTBE, HA 00ECTICUSHHE IIPOMBIIIIEHHOMN
GesomacHocTH, mOXapHO# Ge30macHoCTH,
B3PBIBOOE30IIACHOCTH, XHUMHYECKOH Ge3011aCHOCTH,
CaHUTAPHO-TUTUECHHYECKOU OE3011aCHOCTH U MHOM
0e30MacHOCTH 1IpH MPOHU3BOICTBE JIEKapCTBEHHBIX
CPEJICTB;

4) 3aTparuBalOT BONPOCH! OXPAHbI OKPYXKaroLeH cpebl

HAJUTEXAILEN
[TPAKTUKU

40.

VK-1,2,3

KAKOW W3 PA3JEJIOB HE OTHOCHUTCA K
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OIIK-1,3,
IK-1,2,3,4

PA3JIEJIAM ITIPABUJT GMP?
1) MacmrabupoBanue
2) epconan
3) Kourtpons kayecTna

4) Ipoussoacrao

3.2.2 3aganus Ha COMOCTaBJICHHE

Nori/mt

Kommeren
107071
npoBepsie
MEIE
JTAHHBIM
3alaHHEM

3al[aHI/IC, BapuaHThI OTBETOB
AJISL COIIOCTaBJICHUS

ITpaBuabHBL
BapHaHT
OTBeTa

VK-1,2,3
OIIK-1,3,
K-
1,2,3.4

Coornecure onpenenennus:

1.  xomuuectBo ACHCTBYIOIEro BeIecTBa, KOTOpoe
AOJKHO OBITH MPHHATO 3a OXHUH pas, ykasaHHOe B
VHCTPYKIIMM TI0 MEIWIHHCKOMY TIPHMEHEHMIO. Jns
TIOTly9€HHsT OTHOM O3Bl JIEKAPCTBEHHOM bopMer 15
MHTLIIMH ~ MOXET  1OTpeGOBaThCS  HECKOIBKO
BBICBOOOXKIEHUI.

2. KOJHYECTBO JEUCTBYIOIEr0 BEILIECTBa, KOTOpoe
haxtuueckn monmyuaer NallHeHT (He YYMTHIBAeTCH
KOIIMYECTBO JICHCTBYIONIETrO BEIECTBA, OCEBINEE Ha
COCTaBHBIX YacTsX HHTAISATOPA).

e A KOJIMYECTBO JIEHCTBYIOIIErO BEIIECTRA,
IPCATIOIOXHUTENIBHO IIPOHUKAIONIEE B JIETKHE BO BpeMst
MHTQIAHN (YaCTHIBI C JUAMETPOM IPUOIU3UTENBEHO OT
1 1o 5 mxm)

A. JloctaBisiemast 103a
B. Jloza
B. PecniupaGenbnas dpaxuus

|

W N =
|
IR

VK-1,2,3
OIIK-1,3,

1,2,3,4

Coornecure onpenenenus:

1. nexapcrennas dopma, mnpencraBnsiomas coGoii
PacTBOp, SMYIIBCHIO HJIH CYCIIEH3HIO, HaXOSAIMIYIOCS
TIOZl 1aBICHAUEM MPOTIC/ICHTA B TePMETUIHOM YIIaKOBKe
(adpo3onbHbIA Oamion), cHaOKEHHOM  KiananuHo-
PacnbUIATEIEHON CHCTEMOIA, obecnieunBaromei
BBICBOOOXKIEHHE CONEPIKHMOrO B  BHIC JUCIEPCHHU
TBEPIBIX MM JKUJKMX YacTHIl B rase, pa3Mep KOTOPBIX
COOTBETCTBYET IIyTH BBEJCHHS.

2. nexapctBeHHas (opwma, IIpeJICTaBsIomas  coboi
PacTBOp, SMYJILCHIO WIIM CYCIICH3HIO, BBICBOGOIKICHHE
KOTOPBIX  IPOUCXOUT 3a CYET [JAB/ICHHS BO3/yXa,
C0O3/1aBa€MOIo ¢ IIOMOIIBIO MEXaHUYECKOro
PACIIBUTMTENST HACOCHOTO THNIA MM IPH  CXKATHH
ITOJIAMEPHOM YIIaKOBKH, obecnieunBaromeit
BBICBOOOX/IEHHE COLIEP)KMMOTO B BHJIE JUCTIEPCHHA
TBEPABIX WM JKMIKAX YaCTHI[ B BO3JyXe, pasmep

1-B

2-A
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KOTOPBIX COOTBETCTBYET IIyTH BBEICHUSI

A. Crpen
b. Aspozomu

VK-1,2,3
OIlK-1,3,
TK-
1,2,34

Coornecure onpenenenms:

1. BemectBa wmm wux KOMOMHAIIMY, BCTymaromme B
KOHTakT ¢ OpraHM3MOM 4YejoBeKa WIH YKHBOTHOTO,
TIPOHHUKAIOIME B OPraHbI, TKAHH OPraHH3Ma YeloBeKa
WM JXUBOTHOTO, IIPUMEHSIEMbIC JUIsi OpOHIIAKTHKHY,
AMAarHOCTHKM (32 HCKIMOYEHWEM BEIIECTB WM  HX
KOMOHMHAIMH, He KOHTaKTHPYIOIMX C OPraHHu3MOM
YCIOBEKa MM JKHUBOTHOIO), JICYEHMS 3aboeBaHms,
peabunuranum, s COXpaHEHMs], IPENOTBPAIEHHS HITH
[IPEPBIBAHKS OEPEMEHHOCTH M [IOJIyYeHHBIE U3 KPOBH,
[UIa3MBl  KDOBH, M3 OpraHoB, TKaHeii opranmusma
HUCIIOBCKA MM XKMBOTHOTO, pacTeHHil, MUHEPAJIOB
METO1aMuU CUHTE3a WA c IIPUMEHEHHEM
Oronormueckux  Texmomormit, K JICKaPCTBEHHBIM
CPEACTBaM OTHOCATCS (hapMaleBTHUECKHE cyObcTaHnuu
H JICKapCTBEHHBIE TIpenapaTh

2. COCTOSTHHE JIEKapCTBEHHOIO npenapara,
COOTBETCTBYIOIIEE ~ CIOcOGaM  €ro  BBemeHHS u
TPUMEHCHHSL M ofecHeunBalOImee  JOCTHYKEHHe
Heo0XomMoro neueGuoro addexra

A. JlexapcTBennas popma
b. Jlekapcrennsie cpencTBa

N =

> U1

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

1,2,3,4

Cootnecure onpenenenns:

1. nexapcrBennoe cpemcro B BUJIE OJHOTO WM
HECKOJIbKHX obnagarommx ¢bapmakonoruueckoit
aKTHBHOCTBIO ICHCTBYIOMIMX BEMECTB BHE 3aBHCHMOCTH
OT [IPUPOZEI IPOMCXOXKAEHHS, KOTOPOE IIPeAHAZHAYECHO
AULL - TIPOM3BOICTBA, H3TOTOBICHHS JIEKAPCTBEHHBIX
TIPETIapaToB U onpezenseT ux 3(GpeKTHBHOCTD.

2. BemecTBA HEOPraHMYECKOro MM OpraHu4ecKoro
TIPOMCXOXKIICHHS,  HCIOJNb3yeMble B Iporecce
TIPOM3BOJICTBA, M3TOTOBJIEHUS JIEKAPCTBEHHBIX
IPEIIapaToB Uit NPUIAHUS UM HEOOXOIUMBIX ¢busuKo-
XHUMHUYECKHUX CBOMUCTB.

3. BcioMorartensHoe BEIIECTBO WA CMeCh
BCIIOMOTaTe/IbHBIX BEINECTB, ABJAIOMUXCS HOCHTEIEM
ACHCTBYIOLIET0 BelIECTRA/BEIECTB, obecnieynBarommx
TpeOyembIit 06bEM/Maccy u HeoOXonuMble (hu3nueckue
XapAaKTEPUCTHKA  JIEKapCTBEHHOI'O npenapara B
KOHKPETHOH JIeKapCTBEHHO# (hopme.

A. Beciomoraresbabre BeIIeCTBa
b. OcuoBa

W N =
U1 > w
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B. ®apmanepruyeckas cyOcranmus

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

Coornecute onpenenenns:

1. nesrensHOCTH TIO IIPOHU3BOJCTBY JIEKAPCTBEHHBIX
CPEACTB OpraHu3alUAMH-TIPOU3BOTUTE IAMHU
JICKAPCTBEHHBIX CPE/ICTB Ha OJHOM CTa/UH, HEeCKOIBKHX
HIIM BCEX CTaJUAX TEXHOIOTHYECKOTO mporecca, a
TaKKE M0 XPaHCHHMIO M pPeaH3alld IPOH3BEIEHHBIX
JIEKapCTBEHHBIX CPEJICTB.

2. pesirenbHOCTS, OCYLICCTBIIAEMAs.  ANTEYHBLIMU
OpraHu3anusmu, HUMEIOIUMHI JIMLEH3HUIO Ha
bapmanerTiueckyio sesTeNBHOCTS IO H3TOTOBJIEHHIO
JICKAPCTBEHHBIX  [PEMApaToB  JUII  MeMHIHHCKOLO
TPUMEHCHHS 110 penentaM Bpadelf M TpeGoBAaHHSIM
METMIIUHCKUX OpraHu3aIuii,

A. MI3roToBneHue mekapcTBeHHbIX IIPENapaToB
b. TIpoussoncteo JICKAPCTBEHHBIX CPEJICTB

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

Cootrecure onpenenenus:

1. Tabnerku 6e3 oGonouxy mim IIOKPBITHIE TUIEHOYHOM
0001104KO, AUCIIEPTHPYEMBIE B COOTBETCTBYIOIIEM
PaCTBOpDHTENIC TIEpe]] MPUMEHEHHEM C o0pazoBanueM
CYCIICH3UHM JJIsl IPHEMA BHYTDb.

2. Tabnerku Ges 0001109KH, B cocTaB KOTOPBIX BBEJICHBI
OpPranuyeckue  KUCHOTHL W KapGoHaTsl  wim
THAPOKAapOOHATEI, pearupyromue B IIPUCYTCTBHH BOJbI
C BBIICTICHUEM YTIepo/Jia THOKCH/A, MpeIHA3HAUCHHBIE
UL PaCTBOPEHUS/JMCIICPTHPOBAHAS B  BOJe nepen
IIPHEMOM BHYTpb.

Ilo Tumy BBICBOGOXIEHHS pa3nmuyaroT TableTku ¢
OOBIMHBIM ¥ MO BUIHPOBAHHBIM BBICBOOOXIEHHEM.
Moauduuuposannoe (HectannaprHOE) BRICBOGOK NCHHE
MOXeT ObITH 3aMe/JIEHHBIM HENPEPHIBHBIM,
TIPEPBIBUCTBIM (I1yJIbCHPYIOIUM), OTCPOUECHHBIM H ap.
3. rtabnetknm 1ns mpuema BHYTPh C OTCPOYEHHBIM
BBICBOOOXIEHHEM, TIOKPBITHIE CHEHATHHOMN 0005104KOi
WIH  CONEp)KAIlMe CNEeHalbHBIE BEIIECTBA WM
HOJMyYCHHBIE ~ C  WCNIOJB30BAHHUEM  CHENUATBHOMN
TCXHOJIOTHH, KOTOPBIE 00ECTICUNBAIOT YCTOWYMBOCTD B
KEJTYNOYHOM COKE (racTpOPEe3HCTEHTHOCTS) B OGBIYHOE
BBICBOOOIK/ICHHE JIEHCTBYIOIMX BEIIECTB B KHIICYHOM
coke. B ciyuae ecnm tabnerku IIOKPBITEI 000JI0YKOI,
HCIONB3YIOT TEPMUH "TaGIIeTKH KHIIEYHOPACTBOPHMBIE,
NOKpBITBIE  0060J10uKoi". B ciyyae ecnm TaGieTkn
TOKPBITEI IICHOYHOH 0GOI0UKOM, HCIIOIB3YIOT TepMUH
"TabneTKku KHIIEYHOPACTBOPUMBIE, MTOKPBIThIE
IIJICHOYHOH 000JI0YKOH",

A. Tabnerxu KHIIEYHOPACTBOPHMBIE
B. Tabnerku aucneprupyemsie

W N =

> W ot




20

B. Ta6nerxu LIAITYYHe

AUCTIEPCUOHHOM Cpeoi.

2. XMIKas JNeKapcTBeHHas ¢opma, npencraBnsromas
coboit  rereporennyio AUCIEPCHYIO  CHCTEMY,
CONCPXKAINYI0O  OJHO MM  HECKOJIBKO TBEPJIbIX

7. VK-1,2,3 Cootrecure OIIpeIeIIEHHUS ; 1-A
OIIK-1,3, | 1. TablIeTKH, mNoMemaembie B IIOJIOCTh pra mis |2 -6
K- TIOCNICAYIOMIEr0  paccackiBaHus OBBIYHO 1eneio | 3 - B
1,2,3,4 OKa3aHMsI MECTHOTO JIeHCTBHUY.
2. TabneTku 6e3 060104KH, Tpebyromme pa3KeBBIBaHUS
NP POrJIaThIBAHKHEM,
3. Tabnetkn, momemaemsie B IIEYHBIH KapMaH C IeIbio
OKa3aHMs CHCTEMHOTO JIeliCTRUS.
A. Tabnerku mns paccachiBanmus
B. Tabnerku xearensupie
B. Tabnetku 3ameunsie
8. YK-1,2,3 | CoorHecure OIIpE/ICIICHUS ; 1-A
OIlK-1,3, |1. JICKapcTBeHHas (popma, mnpencTaBIsIOmas coGoi 2-b
IIK- KOHLICHTPHPOBAHHOE M3BJICUECHHE M3 JICKApCTBEHHOT'O
1,2,3,4 PaCTUTENBHOTO CBHIPBS, pexe wu3 CBIPBSL  )KMBOTHOT'O
IIPOUCXOKIECHHUS
2. XMIKHe JeKapcTBeHHbIe $opmsl, npencrasnsrone
co00if  BOIHBIE W3BNEYeHHS m3 JICKapCTBEHHOT0
PaCTHTENILHOTO CHIPbS
A. DxerpakTet
B. Hacron u orBaps:
9. VK-1,2.3 Cootrecure OIIpEe/ICIIEHUS ; 1-Bb
OIIK-1,3, |1. OTCYTCTBHE HEIOIMYCTHMOro PHCKa, CBsSI3aHHOIO ¢ | 2 — A
[TK- NIPUIMHCHUEM Bpeia JKH3HH, 3O0POBBIO YyelioBeka, | 3 - B
1,234 OKpyxaromiel cpeje;
2.  moarBepneHme [TOCPEACTBOM  MIpEACTABICHASA
OOBEKTHBHBIX CBHIETEIIHCTB BBINOJIHEHUS TPeOOBaHHIA,
TMPENHA3HAYCHHBIX JUIA KOHKPETHOTO HCIIOJB30BAHMS
MM IPUMEHEHHS;
3. nmonTtBepxneHHe Ha  ocHOBe IIPE/ICTaBIEHUS
OOBEKTHBHBIX CBUZETEILCTB BBIIIOJTHEHHS
YCTaHOBJICHHBIX TPeOOBaHHMI
A. Baymmparus
B. Besonacuocts MemummucKmx 15691 (H)050%
B. Bepuduxarus
10. YK-1,2,3 | Coornecure ONpPEEIEeHHUS: 1-b
OIK-1,3, | 1. xwuaxas JieKapcTBeHHas (opma, npeacrasisromas | 2 — A
[IK- coboi  rereporenuyio AByX(asHyI0  amcniepcHyo
1,2,3,4 CHCTEeMY ¢ XXHIKOH nwcrepcHOl bazoit u KuIKOI
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ACHCTBYIOIHMX BelIecTs, PAaCIIPeICNIEHHbIX B KHIKOM
JHCIIEPCHOHHOM cpejie

A. Cycniensun
B. Omynscuu

11,

VK-1,2,3
OIIK-1,3,
IIK-
1,2,34

Coornecure onpenenenus:

1. xunkue nexapersenmbie (opms1, npencrasnsromIe
coboit HCTHUHHBIE PacTBOpHI, PacTBOpEI
BBICOKOMOJIEKYJIIPHBIX COCIMHEHHUH,  TOHYaMIue
CYCIICH3MM WJIH SMyJbCHH, COZepXKalfe ONHO WU
Gonee neiicTByrommx BCINECTB, Npe/lHa3HAYEHHBIE JJIs
HUHCTHIUALIMY B IJ1a3;

2. MArkue JICKapCTBEHHBIE (POPMBI, cComepikarme OJTHO
uiH Gonee peiicTByromux BCLIECTB, PACTBOPEHHBIX HIIU
AUCIEPTUPOBAHHBIX B HOIXOASIIEH OCHOBE,
TPE/IHASHAYEHHbIC, KaK PaBUIIO, IS HAHECEHMS Ha
CIM3MCTYIO 000JI04Ky riasa (Ha KOHBIOHKTHBY)

A. Ma3su rinasusie
b. Kanu riasuape

12.

VK-1,2,3
OIIK-1,3,

1,2,3,4

Coornecute onpenenenus:

1. rpamyner g [IpHeéMa BHYTPb C OTCPOYEHHBIM
BBICBOOOX/ICHHEM, TTOKDBITHIE CIELUATIEHON 000J109K0iH
WK COAepXKallMe cCreruaibHbe BEIECTBA, WJIHA
HOOYUCHHBIC €  WCHOMB3OBAHUEM CHeNUANBHOK
TEXHOJIOTHH, KOTOPHIE 00ECIIeYUBAIOT YCTOHYHMBOCTL B
KEITYTOYHOM COKe (FaCTpOpe3HCTeHTHOCTB) 1 00BIYHOE
BEICBOOOXK IeHIE AEHCTBYIOIIUX BEIIECTB B KHINECYHOM
COKe.

2. rpaHymsl s IpueMa  BHYTPb, IIOKPHITHIE
CIEeLHATBHOMN 06011049KO}, 158171 cozepxaiue
CHCUHAIBHBIE  BCIIOMOTaTe/IbHbIE BCIECTBA,  HIIH
[IOJIyYEHHBIE 10  CHEeHMAIBbHOM TEXHOJIOTHH,  JUIst
3aMeIJIEHHOT O HEIIPEPBIBHOTO BBICBOOOXKIEH S
ACHCTBYIOIIUX BEIIECTB.

A. I'panyisl ¢ IIPOJIOHTMPOBAHHBIM BBICBOOOXKIEHHEM
b. I'panyier KAIEYHOPACTBOPHMEIE

13.

YK-1,2,3
OIIK-1,3,
I1K-
1,2,3,4

Cootnecure onpenenenns:

l. cpenctBo  mmm  kommexc CPEICTB, COBMECTHO
obecreunBaromumx 3aIIUTY u COXPaHHOCTh
JICKAPCTBCHHBIX CPEJCTB OT MOBPEXKICHHH H II0TePb,
OKpYXQIOWeH Cpesibl OT 3arps3HeHui, B rporecce ux
oOparneHus.

2. urdopmanus B Bune HaJUCeH, 3HAKOB, CHMBOJIOB,
IIMKTOTpaMM, [U(PPOBBIX, LBETOBBIX W YCIIOBHBIX
0003HaueHu, HaHOCHMAs Ha YIAaKOBKY, W/Wiu
9THKETKY,  CONPOBOAUTENHHbIC JOKYMEHTHI  JyIs
obecrieuenus UJIeHTU(UKaIMY, UHPOPMUPOBAHMSL
noTpeduTene, crocobax OOpaIleHus ¢ ynmakoBaHHOMN
IPOAYKUHMEH IIPH TPAHCIIOPTHPOBAHUH 1 XPaHEHHH, I

1-b
2-A
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YCKOpeHus 00paboTku uH(pOpMAarmu [IPH IIOrPy304YHO-
Pasrpy3o4HsIxX paborax.

A. Mapkuposka
b. Vnakoska

14.

VK-1,2,3
OIlIK-1,3,

1,2,3,4

CootHecure onpenenenns:

1. xancynmsr s IpUeMa BHYTPb C OTCPOYECHHBIM
BRICBOOOXK/IEHHEM, TIOTyYeHHbBIE IyTeM 3alOJIHEHUS
TaCTPOPE3HCTEHTHBIMM TPAHYJIAMY MIIH YACTHIAMH MM
IIyTEM  WCIIOJIb30BAHUS  CIIEIHALHOM TE€XHOJIOTHH,
KOTOpEIC 00€CIeUnBalOT YCTONIHBOCTS B KEILy JOUYHOM
COKe (racrpope3ucreHTHocrl>) U 00BIYHOE
BBICBOOOXKIEHHE JeHCTBYIOMUX BEIIECTB B KHUINEYHOM
COKe.

2 KallCy/Ibl Ul TmpHeMa BHYTpb, copepiKamye
CICIHANBHBIE  BCIIOMOTATENbHBIE  BEIIECTBA  HLIH
HOJYICHHBIC 110  CHENMANBHOM TeXHOJIOTHH, IS
3aMeJIJIEHHOTO HETIPEPBIBHOTO BBICBOOOXIEHHS
ACHCTBYIOILIETO BemiecTBa (zeficTByrOIMX BEILECTB)
JICKapCTBEHHOT'0 Iperapara

A. Kancy:sr ¢ nponosruposanmsm BBICBOOOXKIEHHEM
b. Kancyisr KHUIICYHOPACTBOPHUMEIE

15.

VK-1,2,3
OIlK-1,3,

1,2,3,4

Cootnecute onpenenenus:

1. Kancymsl  OMIMHAPHYECKOH  GopMBl ¢
noycepudeckuMu  KOHIaMH, COCTOSIIME U3 JABYX
4acTeil - KopIyca U KphIIIeyuKy, KOTOPBIE€ BXOJST O/HA B
ApYTy1o, He 06pasyst 3a30poB;

pd ICIBHBIC  KamCyldbl — Pasau4YHOM  (OPMBI:
cdepuyeckoii, HUITHHAPAYECKOIH, AHUEBUTHOM
(pexTanbHbIe WK BarMHaJIbHbIC), MPOJIOJIrOBATON MM
UHIIMHIPAYIECKOH ¢ nOMycd)epuyeckuMu KOHIAMH, co
LIBOM My Ge3 1mBa;

A. Teepasie kancys
B. Msrkue kancysisi

LN -
Fo
w o>

16.

YK-1,2,3
OIIK-1,3,
IK-
1,2,3,4

Comnocrassre onpenenenmus:

1. Msirkas nekapcTBennas dopma B BHze KOJUTOHTHOM
AUCTICPCHH, TIONYYCHHAS IYTEM TIeeoOpa3oBaHus C
UCIIOJIb30BAHUEM  CHELMATBHBIX  BCIIOMOTATETbHBIX
BEILECTB;

2. MATKas JieKapCTBeHHAs (opma B Buzse MHOrOMa3HOM
CHCTEMBI,  cocTosiedl w3  JnoduubHON  Tuma
«BOZA/MAcIO» W TUAPODHUIBHON THIIA «Macyo/Bojia»
(a3 um MHOXECTBEHHOM HMyITbCHE

A -Temn
b — Kpemsr

1-b
2-A
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17.

YK-1,2,3
OIIK-1,3,
[IK-
1,2,3,4

Cormocrarsre OIpEeaCIICHUS

1. markas JICKapcTBeHHass  (opMa  uis MECTHOI'0O
[IPUMEHEeHMsI, obanaromas CBOKCTBOM TeKydecTH pHu
TeMIeparype Teja;

2. MsrKas JICKapcTBeHHas  Qopma, cocrodmas w3
OJ1HO(a3HO# OCHOBBI, B KOTOpOI PacTBOpeHBI wuaH
AUCIIEPIUPOBAHBI TBEpIBIE 1583071 JKUIKHE
dapmaneBTHueckue cyOcTanmnuy;

3. Markas JICKapCTBEHHAs bopma, coJZiepkanias
3HAYUTEJIBHOE KOJIMYEeCTBO (6oee 25 %)
TOHKOM3MEIBYEHHBIX TBEPABIX BELIECTB

A. Ma3zu
B. JluaumenTsr
B. ITacTer

18.

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

Cootrecure onpesenenus:

l. Memununckue UM, TNpe/iHa3HAYeHHBIe s
COXPAHEHHS, U3MEHEHHSI, 3aMEHb] MK BOCCTaHOBJIEHUS
Ononormueckux Gyuknmii wm CTPYKTYD, CBSI3aHHEBIX C
JICICHHEM,  obneryenneM Gomesmw, PaHeHuEeM WIn
UHBAIHTHOCTHIO;

2. MemunmHCKHE U3JICIHs, peIHA3HAYEHHBIE IS
IpCACTaBNeHUS MHPOPMANUK B 1esix AMarHOCTHKH,
KOHTPOJIA I€YE€HUS UM U3MEHEeHuUs ¢usnonoruueckoro
COCTOAHUSI, COCTOSIHUS 3a60I€BAHMS HIIH BPOXKIEHHBIX
nedexror;

3. MemunmHCKHE H3/1eIHsl, IPUMEHSIEMBIE OTIEBHO HIIH
B COYCTAHHM C IPYrUMH MemMIMHCKHMHU U3JICTTHSIMH,
JUISL IEHCTBUSL KOTOPBIX HEOGXOMUMO HUCTIOTb30BaHHe
SHEPIUH, OTIIMYHON OT IPOU3BOIUMOI YEJIOBEKOM, MITH
CHUTBI TSKECTH, Menununckue u3zenus,
TPCAHASHAYCHHbIC JUTS Iepe/iay SHEPIUH HIIH BEIIECTB
OT aKTHBHOTO MEIHIHHCKOTO H3/C/IHS K HalHEeHTy 6e3
HX  CYyIIECTBEHHOTO  H3MEHEHHS, He SIBJISIFOTCS
AKTHBHBIMH MEIUIIUHCKAMHE H3/ICITHSIMU

A. AKTUBHBIC MEIUIIUHCKHAE uznenus
b. AKTHBHBIE TepareBTUYeCKue MEIUUMHCKUE U3ETUS
B. AKTUBHBIC JAUArHOCTHYECKHE MEIULUHCKUE U3IEITHUS

1-b
2-B
3-A

19,

VK-1,2,3
OIlK-1,3,
I1K-
1,2,3,4

Coornecute onpenenenns:

1. Memununckume wspenus, IIpeHA3HAYCHHBIE JIIs
TOJIHOTO MM YaCTHYHOTO BBENEHHS B TENO YeloBeKa
1CPE3 €ro N0BEPXHOCTL TGO Yepes oTBepeTHE Tea;

2. VHBa3WBHBIC MeUIHHCKHC U3JICTIHSI, B TOM YHCJIE
JaCTMYHO MM IOJHOCTBIO  pAacCachIBAIOIIHECS B
OPTaHU3Me, TOJNHOCTBIO BBOAMMBIE B TENO HelOBEKa
WM SaMEHSIOIME SIIUTENHANBHYIO TOBEPXHOCTh HIIH
TIOBCPXHOCTL  IJla3a IOCPEICTBOM XUPYPrHYECKOTO
BMCIIIATE/ILCTBA M OCTAIOIHECS B MecTe BBEJICHHUS
TOCHIE  XWpypruveckodl  mpomemype, a  Taioke
MCIMUMHCKAE HM3/IEIHsl, YAaCTHYHO BBOJHMBIE B TeJo

W N =

w > o3
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YeJI0BeKa IIOCPEACTBOM XHPYPTrUYECKOTro
BMCIIIATELCTBA M OCTAIOIIHECS B MecTe BBEJICHHS
Tiocie Xupypruyeckoit npoueaypsi 6onee 30 CYTOK;
3. MeIMuMHCKHe M3JIe/Is, HE IpelHA3HAYeHHbIE IS
TIOJIHOTO MJIM YaCTHYHOIO BBEAEHHS B Telio YeJioBeKa
H€PE3 ero noBepxHoCTH G0 yepes OTBEPCTHS Tena

A. I/IMHJIaHTI/IpyeMBIe MEIUIUHCKUE U3
b. HHBa3MBHEIC MCIMIUHCKUE U3LEITHS
B. HCWHBA3UBHEIE MCIUIIMHCKHAE U3IEITHS

20.

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

PYKOBOACTBOM 110 9KCILTyaTanun

Coornecure onpenenenms:

1. Memunumnckume U3JIeNHsl, TpeJHa3sHa4YeHHble Jyis
HENPEPBIBHOTO NPUMEHEHHS B TeUCHHe OIPENETEHHOr0
Bpemenu (ot 60 munyT 10 30 CYTOK) B COOTBETCTBHH C
HHCTPYKIHMEH 10 HNPHUMEHEHHIO WM PYKOBOZACTBOM I10
9KCILITyaTaI1Hy;

2. MenuMuIMHCKHE H3JIeUsl, NpeHasHaYeHHBIe JUis
HCIIPEPBIBHOTO NPUMEHEHHS B TeueHHe He Gojee 60
MHUHYT B COOTBETCTBHH C HHCTPYKIIHEH 110 [IPUMEHEHHIO
HJIH PyKOBOJICTBOM IO 3KCILTyaTaluy

3. MeaumuMHCKHE U3MICIAs, Ipe/Ha3HaYeHHble is
HCTIPCPLIBHOTO NIPUMEHEHHUS B TedeHue Gonee 30) CYTOK
B COOTBCTCTBMM C HHCTDYKLHEH MO NMPUMEHEHMIO M

A. MEIUIUHCKUE usnenus JJI JUMTENTBHOTO
NIpUMEHEeHU s
b. MCIULMHCKUE U30EITUS AU BDEMEHHOTO IIPUMEHEHU S
B. MCIULUHCKUE W3S 1A KpaTKOBPEMEHHOTO
IIPUMCHEHUS

W N =

> & o

3.2.3. Baxanus na AOMOTHEHH e

Ne i/

Komnereniun
TIPOBEpsIEMBIE

JTAHHBIM
3a7[aHHEM

(Bompoc — omosnuure. .. J)

3alaHue Ha yCTaHOBIICHHE NOMOMHOHMS IMpaBusnbHBI
BapHUaHT OTBETa

YK-1,2,3 OIIK-
1,3, IK-1,2,3.4 IIPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB JIEKAPCTBEHHBIX

= ACATCIIBLHOCTD IO

OpTraHM3aUAMHU-TIPOU3BOTHTEISIMHI CpencTs
JICKAPCTBEHHBIX CPEICTB HA OXHOM CTajum,
HECKOJIBKUX WIIH BCEX CTAMIX
TCXHOJIOTHYECKOT0 Nporecca, a Takke 1o
XPaHCHUIO M PeaU3aIliK IPOU3BEICHHbIX
JIEKaPCTBEHHBIX CPENICTB.

ITpownssoscTro

YK-1,2,3 OIIK- Benmomorareisapre BEIIIECTBA - BEIECTBA B IIporecce
1,3, I1K-1,2,3.4 HEOPraHMYECKOT0 UM OPraHuYeCcKOro

TIPOMCX 0K ACHHS, HCIIOJIB3YEMBIE
» A3TOTOBJICHHS
JICKAPCTBEHHBIX NIPENAPATOB [Isl PHIAHHS

IIPOU3BOACTBA




25

MM HEOOXOMMMBIX (DH3HUKO-XHMHIECKHX
CBOICTB.

VK-1,2,3 OIIK-
1,3,1IK-1,2,3,4

- THIT
AUCTIEPCHOH  CHCTEMBI, B KOTOpoit
OTCYTCTBYET IIOBEPXHOCTh pasjela da3

MEeXTy JHUCTIEPCHO# dazoii U
AUCIICPCHOHHON  cpemod  (MCTHHHBIE
PacTBOPEI, PacTBOPEI

BBICOKOMOIIEKYISIPHBIX COEMHEHMI, Ma3H-
CILIABBI M JIp.)

['oMorennas
JHUCIIEPCHAs CUCTEMA

VK-1,2,3 OIIK- - THII 1ucniepcHol | 'ereporennas
1,3, 11K-1,2,3 .4 CHUCTEMBI, B KOTOPOM UMeeTcs IIOBEPXHOCTh | TUCHIEPCHAS CHCTEMA
paszena ¢as mexay aucrmepcHoit dbazoii u
AUCHEPCHOHHON  cpenoi (cycriensum,
SMYJIbCHH U 1p.)
YK-1,2,3 OIIK- = COBOKYIIHOCTh CBOMCTB | KauecTBO
1,3, 1IK-1,2,34 |u XapaKTePUCTHK  (hapMaLeBTHYECKOi JIEKapCTBEHHOT'O
CYOCTaHINM U JleKapCTBEHHOTO npemnapara, | cpeicTBa
obecneunBaromas HX COOTBETCTBHE
LEJIEBOMY Ha3HAYEHUIO COTJIaCHO
TpeOOBaHUIM aKTOB opranoB Coroza
VK-1,2,3 OIIK- - tn | Kombunupopanuas
1,3, TIK-1,2,3 .4 AUCIIEPCHOM CHCTEMBI, COCTOSIIEH Kak w3 JUCIIEpCHAs CUCTEMA
TOMOTCHHBIX, Tak M  TeTePOreHHBIX
JHCIIEPCHBIX CHCTEM.
YK-1,2,3 OlIK- - COCTOsIHNE | JieKapeTBeHHas Popma
1,3,1IK-1,2,3,4 JIEKapCTBEHHOT'O mpernapara,
COOTBETCTBYIOLIEE CIIOCOGAM €r0 BBEICHHS
U TpUMEHEHHA u  obecneynBaromee
AOCTHXKEHUE HEOOX0AMMOTO 3¢ hexTa
YK-1,2,3 OIIK- - xuakas | Cupornst
1,3, 1IK-1,2,3.4 JIEKapCTBEHHAst (opMa B BHIE BOJHOIO
PacTBOpa  BSI3KOM  KOHCHCTEHIMH  cO
CIaqKuUM  BKYCOM,  COJEpKaIero B
KaqecTBe cuponoolpasymeit cy6cTaHmum
Caxaposy HWIIM 3aMEHHTENH Caxaposbl -
MHOI'OQTOMHBIA  IIMKJIMYECKU CIUPT
COPOMTON WM  CMeCh  IIOKO3K c
bpyxrozoii u Caxapo30ii, B KOHIEHTpPAI[UH
He MeHee 45 Y%
VK-1,2,3 OIIK- - AOKYMEHT, KOTOPBIH | HOPMATHBHBIIH
1,3, I1K-1,2,3,4 YCTaHABIMBACT TpeOOBaHUSI K KOHTPOJIIO | TOKYMEHT II0 Ka9€CTBY

KauecTsa  JIEKapCTBEHHOTO  mpemapara
(conepxammuii cnenupukanmio u onHcaHme
AHATATHYECKHUX METOJMK W HUCHBITAHHH
HIA  CCBUIKH Ha HHX, a4  TaKxe
COOTBETCTBYIOIIHE KpHUTEpHH
IIPHEMIIEMOCTH JUIs yKa3aHHBIX
TokasaTejied  KkadecTBA ®W  T.I) Ha
OCHOBAaHHM  IIPOBEJEHHOM  OHKCHEPTH3HI
JIEKAPCTBEHHOTO IIpenapara
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10.

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

- CBeXHE WM
BBICYIICHHBIE PACTEHHS, BOTOPOCIIH, IpHOBI
WK TAMAAHAKYA THOO HX YacTH, HeibHbe
UM U3MENbYCHHbIE, HCIIOMb3yeMble IS
POM3BO/CTBA JICKAPCTBEHHBIX CPE/ICTB

11.

YK-1,2,3 OIIK-
1,3, 11K-1,2,3,4

JCKapCTBEHHOE
PacTHTENIbHOE CBIphe

- KHJKas
JICKapCTBeHHas Popma, mosyyaemas yTeMm
PaCTBODEHMS  TBEPIBIX, KHAKHX MM
razoo0pasHsIx BEIIECTB B
COOTBETCTBYIOIIEM  pacTBOpHTeNe  wym
cMecH B3aMMOCMEIIMBAIOITHX CS
pacTBopuTenei c obpazoBanuem
T'OMOT'CHHBIX IUCIIEPCHBIX CHCTEM.

PactBops!

12,

YK-1,2,3 OIIK-
1,3, 11K-1,2,3,4

- TBEpJas JIeKapCTBEHHAsS
$bopma B Buze arperaros YacCTHII MOPOIIKa
m060i popmer

I'panyisr

13.

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

- OpraHu3aius,
OCYIIECTBIAIOMWAS  JeATeNIbHOCTE 1o
TPOH3BOLCTBY JIEKAPCTBEHHBIX CPENCTB H
HUMEIOIas  paspelieHue (mnensuro) ma
TaKo# BUX  JesTenbHOCTH, BBIZIAHHYIO
YIIOJHOMOYEHHBIM  OpraHoM CTpaHbI-
IIPOM3BOIUTEIS

IPOM3BOAMUTEIH
JIEKapCTBEHHBIX
cpeacrs

14.

YK-1,2,3 OIIK-
1,3, TIK-1,2,3.4

- TIepeYeHB IMoKa3aTeeit
KauecTBa, CCHUIOK Ha AaHAIMTHYECKHe
METONMKA ¥ WCHIBITAHWS ¥ HOPMB,
HpeAcTaBdgroOmme  co6oif  ymcieHHBIE
(KomuyecTBeHHEIE) [IPeNesIbl, TUAa30HbI |
pOYHE  KPUTePMM IS yKa3aHHbBIX
1I0Ka3aTenei KkayecTsa

crenupuKanms

15.

VK-1,2,3 OIIK-
1,3, 11K-1,2,3,4

- TIOKPBITBIE 000JIO0YKOMH
TBEPIBIC YaCTHIBI MapooOpasHOH bopMeI,
COepxamue  OMHO HIM  HECKOJIBKO
JOEHCTBYIOIUX BEIIECTB pasnuyHoO
KOHCHCTCHIIMH ¢ no0aBieHHEM WM Ge3
BCIIOMOTaTeNIbHBIX ~ BEIIECTB,  OOBIYHO
umeromue pasmepsl ot 2000 1o 5000 mxm

ITenneTsr

16.

YK-1,2,3 OIIK-
1,3, T1K-1,2,3,4

= TBepHas  JJO3WpOBaHHAs
JIEKApCTBEHHAs (opma, moTydaemas myTem
IPECCOBAHMS OPOLIKOB WJIM TPaHyN WM
JAPYTUM HOJXOISIIUM CIIOCOBOM

Tabnerxu

17.

VK-1,2,3 OIIK-
1,3, 11K-1,2,3,4

Tabnerkn  wmwnyune -  Tabaerxm 6e3
000J109KH, B cocTaB KOTOPBIX
BBEJICHEI .
PEAarupyIomue B NPUCYTCTBHH BOIBI ¢
BBIJIC/ICHUEM yriepoja JIHOKCH/Ia,
IIpeIHa3HAYEHHEIE TUISL
PaCTBOPEHMS/IUCIEPrUpOBaHKs. B Boje
TIEPE/T IPUEMOM BHYTpB

OpraHuyeckue
KHCIIOTBI B KapOOHATHI
HJTH THIPOKapOOHATEI

18.

YK-1,2,3 OIIK-
1,3, IIK-1,2,3,4

JlexapcTBennbIe Hpenaparsl -
JIEKAPCTBEHHEIE B BHUJE

cpeacTaa




27

JICKAPCTBCHHBIX (POPM, NpUMeHsIeMbIe 113t
NpopHIaKTHKH, JHArHOCTHKH, JIeYEeHHS
3aboeBanus, peabunuTanyy, TSI
COXpAaHCHHS,  NpPeIOTBpANeHHS  wyH
IPEPLIBAHUS GEPEMEHHOCTH.

19.

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

DapmarieBTHYeCKasT cybcranims -
JICKApCTBEHHOE CPENICTBO B BHAE OIHOIO
WIIH HECKOJIbKHX obmamarommux
JEHCTBYIOIUX
BCIECTB BHE 3aBHCHMOCTH OT IPHDPOIBI
TIPOMCXOXK/IEHHS, KOTOPOE NpeaHa3HAYCHO
JUIst IPOU3BOJICTBA, H3TOTOBIICHUS
JICKApCTBEHHBIX IIPENApaToB U ONpeeNser
UX 3pdeKTHBHOCTE.

(bapmakonornueckoit
aKTHBHOCTBIO

20. VK-1,2,3 OIIK- -
1,3, TIK-1,2,3.4 JIEKapCTBEHHOTO

XHMHYECCKHe,

CPOKa rogHOCTH.

MHKPOOHOIOrHYecKHe,

OuopapmanesTHueckue u
apmakoormueckue
OTIPENIC/ICHHBIX IPAHMIAX HA HPOTSHKEHUH

CIIOCOOHOCTH
COXpaHsIThH
buznyeckue,

CrabunbHocTh
cpeacrTsa

CBOMCTBA B

3.2.4. 3apanus ¢ Pa3BepHYTHIM 0TBeTOM.

L. | VK-1,4,5
OIIK-2,
ITK-3

Yto Takoe
JIeKapCcTBEHHAas
bopma?

Jlexapcreennas bopma — COCTOSHME
JICKapCTBEHHOTO  Ipemapara, COOTBETCTBYIOIIEE
cnocobaM ero BBeneHHS U OPUMEHEHHS |
obecneunBaromee  gocTHXeHHe HE0OX0IUMOro
nedebHoro s¢dexra.

2, VK-1,4,5 Yro

OIIK-2,
IK-3

KOHTPOJIHpYeTCst
IpH BaJlUJaIluH
AHATTUTHYECKUX
METOIHK
KOJINYECTBEHHOT O
OTIpeACTICHHUS
IIOCTOPOHHHX
npumecei?

Ilpu  Bamuparuu
KOJIMYECTBEHHOIO  Opee/ICH ST
npumeceit HE00X0aUMO KOHTPOJIMPOBATH
CTIENM(PUIHOCTB, penen KOJIMYECTBEHHOI0
OIpeneIeHus, aHaJIITHYECKAs obnacTs,
JTMHEHHOCTD, TIPAaBHIIBHOCTS, IIPELU3HOHHOCTS,

AHATTUTUYECKUX METOJIUK

ITOCTOPOHHHUX

3. VK-1,4,5
OI1K-2,
ITK-3

OcHoBHEIE

IPYIMIIBI
BCIIOMOTATEJIbHBIX
BEIIIECTB JUTS

TabJIeTHPOBaAHHS

Hanonuurenn
BEILECTBA;
Pazpexmurenu (Habyxaromwme, Viyumaromue
CMa4Y¥BaeMOCTh, ["azo06pasyromue
BemecTra); Ckoip3simge o CMa3bIBaIOIIHe
(anTHOPUKIHOHHEIE u AHTHA/IT'€3HOHHBIE)
BewmecTBa; Kpacurenn; Koppurenrs:

(pas6aBurenn); Cesa3piBaronue

4. VK-1,4,5
OIlIK-2,

TexHonmornueckue
CXEMBI IIOJIyYeHUs

ITK-3

TabaeTox

Texnonoruueckuii nponecc cocront 3 CJIEIYIOIIIX
CTazuii:
4 IoaroroBka jiekapcTBeHHBIX 1
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BCTIOMOTaTe/bHbIX BEIECTB. (OTBEIIBARNG
(ot™MepuBanwue); M3MEIIUCHIE; IPOCEHBAHME;)

- CMenmBanue nopomkos.
3.I'panympoBanue (cramus otcyrerByer pu
IpAMOM IIpeccoBaHum),
4.TIpeccoBanue.
5. IToxpsitre Tabierox 000J109KamMu (CTazust MOYKET
OTCYTCTBOBATE),
6. Orienka kavecTna,
7. Viakopka, MapKHpPOBKa.

3. VK-1,4,5 Kakum obpazom BnaxcHoernaHyanoaaHHe MOJKET
OIIK-2, BBITOJTHSETCS BBINTOJIHATHCS TIPOZIaBInBaHMEM (IPOTHPaHHEM)
MK-3 BJIQXKHBIX Macc; BO B3BEIIEHHOM
) SITEADE (TICEBA0ONIIKEHHOM) Cloe uiu PACHBUTUTEIBHBIM
TPaHyIMpOBaHKUE? | BHICYINMBaHMEM,
6. YK-1,4,5 Yro Takoe cyxoe Cyxoe (mpeccoBannoe) I'PaHYJIUPOBAHKE - ITO
OIIK-2, TpaHynupoBanue? | YIUIOTHEHHE IOPONIKOB MM WX cMecel B
TIK-3 CICIHAIHBIX I'PAHYIIATOPaX 6€3 YBIaKHEeHMS JUISt
MOJYICHHS MPOYHBIX rpaHyl. ITOT CHOCOG
HUCHOJB3yeTCs OOBMHO B TeX cirywasx, Koraa
JCKAPCTBCHHOEC  BEmIECTBO  pasjaraercs B
IIPUCYTCTBUH BOJIBI.
7. YK-1,4,5 Kax Ab6pesuarypa HACCP paciudpoBeiBaeTcs
OIIK-2, pacmmpopsBacTe | KaK: aHATH3  OmacHocTell  u KPUTHYECKHUX
KOHTPOJIBHBIX TOYEK
TK-3 s HACCP? P
8. VK-1,4,5 Yro Bamunanus TBEPIBIX JIEKAPCTBEHHEBIX CPEJICTB
OIIK-2 BKIIOUACT B cels | BKmouaer B ceGy PacupeieieHue YacTull Mo
MK-3 ’ BaJIUIaIMs PasMepaM, HaChIHAS IUIOTHOCTB, IJIOTHOCTE Ipu
X TBEPIBIX YIIOTHEHUH
JIEKapCTBEHHBIX
CPEACTB
9. YK-1,4,5 Twunbr oGonouex ms 1. O6omouku, mpaxruueckn HETPOHUI[AEMBIE IS
OIIK-2, MHKpPOKaICympoBa 3aKOYEHHOI0 B HHX BEIECTBA M ero
TK-3 HHA PAaCTBOpUTENIEH, HO  pacTBOpSIOUdecS WM
Paspylialomuecss B pe3yiabTaTte  BO3AeHCTBHS
(axTopos BHemHei cpenst (pH, napnenwe, Tpenue,
TeMIIeparTypa, JeicTBre pacTBopuUTeei,
depmenToB) B ONPENEeNCHHbIX  y9acTKax
THINCBAPUTEIBHOTO  TPAKTa MM BHYTPEHHHX
daxTopos (naBienue NapoBOi (hassl, pacumpeHue
obbema).
2. O6omouku, He pacTBOpSIIOIMECST HW = He
PaspyIAOMIUECs B THIIEBAPUTENLHOM TPAKTE, HO
[IPOHMIIACMBIE UL BOJBI, JKEIYJOYHOIO COKA M
SaKIIOYEHHOr0 B 000JI0YKY JIEKapCTBEHHOTO
BellecTna 3a cuetmudysum.
10. YK-1,4,5 Kakwue tpu PaspaGoranusle  merossr MUKDOKAIICY THPOBAHHSI
OIIK-2, OCHOBHBIC I'PYIIIBI | MosKHO Pa3NCATE HA TPH OCHOBHBIE T'PYIIIBL:
IIK-3 MHKPOKancyIupos Dusnyeckue, Dusnko-xuMmudeckre, XUMHYECKHE.
anus Bel 3HaeTe?
11. VK-1,4,5 Kakas xapakrepras ITponennents (¢peonsr, CXKaThle raspl,
OTIIK-2, rpynmna JICTKOJICTYIMEe OPraHWYECKHEe pPACTBODHTENH U




29

I1K-3 BCIOMOrareibHeIX | sip.) T
BEIIECTB B
(bapmanesTryecky
X a’po30Jisix?
12 YK-1,4,5 Poms  xummueckoii Xumuyeckas MOJIH(MKALHS JICKapPCTBOHHOIO
OIK-2, o BEIICCTBA  00s13aTeNbHO  y4uTHIBaeTCS IIpu
TIK-3 pa3paboTKe HOBBIX JICKAPCTBEHHbIX HPENapaTos.
Ona o6ycnapmupaer KHHCTHKY BBICBOOOMICHHS
BCaChbIBaHUS JIEKapPCTBEHHOTO npenapara. OxnHako
B IIDAKTHYECKOH JiesITeIbHOCTH IIpoBH30Opa —
TEXHOJIOra 3T0T (hakTOp 3HAYECHHS He uMeer. Jlis
[IPOBH30pa-TEXHOIOra  HauGOMbINee 3HaYeHHe
MUMCIOT  Takue  (akTopel, Kak busnueckoe
COCTOSIHHE JIEKAPCTBEHHOTO BEIIECTBA, HaIHMYHe
BCIIOMOTaTeNbHBIX BEMIECTB U HMX npupoma. Otu
dakTopsl HE06X0MMIMO YYUTBIBATE IIPH BBIGOpE
TCXHOJIOTHH JIEKAPCTBEHHBIX IIperaparos.
13, VK-1,4,5 Yto TaKoe JlexapcTBeHHbBIE CpPCACTBAa — 3TO BemecTBa
OI1K-2 TTeKapCTBeHHbe UM HX KOMOWHAIMM, BCTymamomime s KOHTAaKT C
K3 ’ o OpPraHu3MOM 4eJIOBEKa Wy JKMBOTHOTO,
CpencTaa: JPOHHMKAIOIME B  OPraHbl, TKAHH OPraHW3MA
JCJIOBCKA MM KMBOTHOTO, IIpUMEHSEMEIe JUISt
NPOQUIAKTHKH, [UATHOCTHKH (3a uckmoueruem
BEIIECTR WIH UX KOMOMHanuif, HE
KOHTaKTHPYIOIUX C OpraHM3MOM 4YeoBeka WITH
XHUBOTHOTO), JIeYeHHs 3aboneBanms,
peabunuranmu, s COXPaHEHUsl, IIPeOTBPAIICHHUS
WM TIpEpBIBaHUS GEpPEMEHHOCTH 1 ITOJIyYE€HHBIE U3
KpOBH, IUIa3MBI KpOBH, wu3 OpraHoB, TKaHe
OPTaHH3Ma 4e/lOBeKa WIIH HXKHBOTHOTO, pacTeHui,
MHUHEpAIOB ~ METOJaMH  CHHTe3a  mm c
TIPUMCHEHUEM OHOJIOTHYECKHX TEXHOIOT M.
14, VK-1,4,5 Yto H3 cebs | Marpuunsie TTC. B HHUX JICKapCTBEHHOE BEIECTBO
OIIK-2, IPENCTaBIIAIOT PACTBOPEHO MIIH NUCCOMMUPOBAHO BO BCeM 06BeMe
IK-3 MatpuyHsie TTC? TIOJIMMEPHOTO Tefa, T.e. MOMemaeTcs B Marpuiy,
COCTOAIIYIO U3 IeJIsl MITH IIOJUMEPHOM TIJICHKH.
15. YK-1,4,5 Yro u3 cebst Memb6pannrie TTC (u3BecTHBIE B 3apyOexHOM
OIIK-2 TIPEJICTABIISIOT PaKTUKE  KaK  pPaBHONM) -  COCTONT 3
MK-3 ’ P Ié TTC? | HCIPOHHIaeMOH  mommoKKH, pesepByapa ¢
- MeEMOpanHbIe * | mexapcTBeHHBIM BEIIECTBOM, MeMOpaHHL,
PETYIUPYIOIIEH BBICBOOOXKIEHHE JIEKapCTBEHHOTO
CPEACTBA M aAre3MBHOrO (kneiixoro) cmost (t.e.
JICKapCTBEHHOE BEIIECTBO HAXOMUTCS B pesepByape
B BHIC CYCHEH3MH B SKMAKOCTH WK rene,
TIOKPBITOTO MOJTUMEPHOIH MeMOpaHoi).
16. VK-1,4,5 Yro npencrasnser OGimas XapaKTepUCTHKA JICKapCTBEHHOT O
OIIK-2, coboit «obmas llpenaparta - 5TO JOKyMeHT, YTBEPXKIaeMBbIi
ITK-3 XapaKTepUCTUKA YHOJIHOMOYEHHBIM  OPTraHOM rocyiapcTBa-4jeHa,
JICKapCTBEHHOTO conepxamuii mHGOpMaNHI0O g MEIUIMHCKHX
npemnapara»? paboTHHKOB 0 GesomacHoM u ¢ dexTuBHOM
IPUMCHCHHH JIEKAPCTBEHHOTO Ipernapara.
17. YK-1,4,5 Yro npencrasiser O6mmas XapaKTEePUCTUKA JIEKApCTBEHHOTO
OIIK-2, coboit «obmmas lipenapara - 3TO JOKyMeHT, YTBEPKIAEMBIi
IIK-3 XapaKTEePUCTHKA YIOJTHOMOYEHHBIM OPraHoM rocyaapcTBa-4jieHa,
JICKapCTBEHHOTO Coxepxammii  uHGOpMAanMIO s MEUITHCKUX
npernapara? PabOTHHKOB 0 Ge3omacHoM u s dexruBHOM

IIPUMEHEHUH JIEKapCTBEHHOTO npernapara.
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18. YK-1,4,5 Yro takoe Pexrampupie mazp MATKast  JIeKapcTBEHHas
OIIK-2, PEKTabHBIE Ma3y? dopma ¢ Pa3IMYHBIM  THIIOMMA3€eROf OCHOBEI,
I1K-3 BhIlyCKaemas B TybGax c HAKOHEYHHKOM MJIH
BBOZIMMAs C TIOMOIIBIO CIIelHabHBIX IIIPHULEB ¢
ATHHHBIM HAKOHEYHHKOM.
19. VK-1,4,5 Benomorarensapre B KayecTse BCIIOMOTaTeIhHBIX BEIECTB
OIIK-2, BEIIECTBA B CYNIIO3UTOPHU  comepikar (bopmoobpasyromue
I1K-3 IIPOU3BO/ICTRE KOMIIOHEHTBI — OCHOBBI, a TaKKe SMYJIbIaTopHl,
CYNIIO3UTOpHER QHTHOKCHIAHTHI,
20. VK-1,4,5 Ocobennocty K ocobennoctsam 3aBOJICKOTO  TIPOM3BOJICTRA
OIIK-2, 3aBOJICKOro CYIIIIO3UTOPHEB HA/I0 OTHECTH:
I1K-3 IIPOU3BOICTBA 1. Mexanmsamuio i ABTOMATH3aUMIO IIpoLecca.
CYNIIO3UTOpHER 2. Hcnonw3oBanue CIIOXKHBIX KOMIIO3MIUH OCHOB,
3. VYiyumenue kavecrsa CYIIIO3UTOPHEB.
4. CosepmreHcTBOBaHME BHJIOB YITaKOBKH.
2}, VK-1,4,5 Yro Takoe DapmaneBTHyeckas CyOCTaHIMs — NekapeTBeHHOE
OIIK-2, dapmauerTryeckay CPCACTBO B  BHAE ONHOIO MIH HECKOJIBKUX
IK-3 cyOcranms? obnafaromux thapmaxonoruueckoii AKTUBHOCTEIO

ACHCTBYIOIIMX BEIIECTB BHE 3aBUCHMOCTH  OT
IIPUPO/IBI IIPOUCXO0XKIEHHS, KOTOpoe
TPEAHA3HAYEHO JUIs MPOM3BOJICTBA, M3TOTOBJICHHS
JICKAPCTBEHHBIX IPENApaToOB M ONpemeisieT Hx
s¢dexTrBHOCTS.




