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ITpu paspaboTke pabodeil IPOrpaMMbl IPAKTHKA B OCHOBY MOJIOKEHBL:

1) ®I'OC BO no crenmansaoctd 33.05.01 ®apmanys, yTBEp)KACHHBIH TPAKa30M Munucrep-
cTBa 06pazoBanus U HayKu Poccuiickoit @enepamuu ot «27» MapTa 2018 . Ne 219;

2) Ipodeccronansusii cranapT «O6 yTBepxk/eHIH IPOYECCHOHATPHOTO CTaH/apTa «IIpoBu-
30p», YTBEP)KACHHBIA IIpHKa3oM MuHHCTEpCTBa TPyJa commaabHoM 3amuThl Poccuiickoi dezepa-
mun oT «09» mapra 2016 r. Ne 918.

3) VaeGusii mian no cnenuanbrocTd 33.05.01 @apmanus, yTBEpKICHHBIH V4eHBIM COBETOM
®I'BOY BO BIMY Munszapasa Poccun ot « /.9 » 2:+/cce 2025 T., ipotokon Ne ¥ ;

Pa6ogast IporpaMMa TIPaKTHKH 0f06peHa Ha 3aceaHuu Kahenpsl GapManeBTHIeCKod TeXHO-
norun ¥ 6uoTexHONOrHH 0T «20» denpais 2025 r., mpoToKod Ne 23.
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Pa6ogas: mporpaMMa mpakTuke oxobpesa YMC mo cmemmamsroctr 33.05.01 ®apmanus oT
«25» mapra 2025 r., mpoToxosa Ne 8
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1. IlosicHUTE/IbHAA 3aNIMCKA
1.1. eap 1 MecTO NPAKTHKHU B CTPYKTYpe 00pa3oBaTe/bHON MPOrpaMMbl

[Ipaktuka «llo ¢hapmayesmuueckoii mexrnonro2uuy OTHOCUTCS K 00s13aTeIbHON YacTu Onoka 1
y4eOHOro IJIaHa.

[IpakTuKy NpoXOAAT HAa S Kypce B IECITOM CEMECTpE.

[lenu n3ydeHus: MPaKTUKU: COCTOUT B (POPMHUPOBAHUH TEOPETHUECKUX 3HAHHMM, YMEHUI U KOM-
NEeTeHLIUN MOJTYYeHHBIX B YHUBEpCUTETE IO (hapMalleBTHUECKON TEXHOJIOTHH JIEKapCTB, PA3BUTUU U
3aKpeIIEHUH IPAKTUYECKUX HABBIKOB 110 U3TOTOBJIEHUIO JIEKAPCTB, MOIYYEHUN 00JIee MOIHbIX 3HAaHUN
00 ycnoBusiX pabOThI IPOBU30Pa — TEXHOJIOTA.

1.2. IlepeyeHb NJIAHHPYEMBIX Pe3yJbTATOB O0Y4YeHHS] IO NPAKTHKE, COOTHECEHHBIX C

YCTAaHOBJICHHBIMHA B OﬁpaSOBaTeﬂbHOﬁ nporpaMme HHAUKaATOpaMu T10CTHKCHU S KOMIIeTEeH Uil

Koa n Haumeno-
BaHHe KOMIIETeH-
U

Koa m HamMeHoBaHHE HHIH-
KATOpPa TOCTUKEHUSI KOMIIe-
TEeHIHH

Pe3yabTaThl 00y4eHHs 110 IPAKTHUKH

YK-1.

CmocobeH ocy-
LIECTBIISITH KPUTH-
YECKUU aHaJIn3
POOJIEMHBIX CUTY-
alyi Ha OCHOBE
CHUCTEMHOT'O MO/
XoJa, BeIpabaTsl-
BaTh CTPATETHIO

VK-1.1. Ananuzupyer npo-
OJIEMHYIO CHTYAIHIO KaK CH-
CTeMY, BBISBIIAA €€ COCTaB-
JISIOIINE U CBA3U MEXIY HU-
MU

3HaTh OCHOBHYIO TEPMUHOJIOTHIO (hapMaleBTHIECKOM
TEXHOJIOTUH, TIPUEMBI W METOIBI (BUIOCOPCKOTO aHAIH3A
pobieM

YMeTh MPOBOIUTH KPUTHUECKHH aHATN3 HAYYHOU U 1My0-
JIMIUCTUYECKOH JINTEPATYPBI, SKCTPANIOJIUPOBATH MOJLY-
YEHHYIO HH(POPMAIMIO HA KOHKPETHYIO CUTYAIIHIO

Buagers HaBbIKaMM KpPUTHYECKOI'O aHAJIW3d HAYyYHOU U
Ty OJIMIIMCTUYECKON JINTEPATYPhI

VK-1.4. PazpabarsiBaet u

3HAaTh OCHOBHEIE MOHATUA, Knaccmbuxaunn U TCPMUHOJIO-

Croco0eH UCTob-
30BaTh OCHOBHBIE
OMOJIOTHUECKHE,
¢busmKo-
XUMHUYECKHE, XH-
MHYECKUE, MaTeMa-
THYECKUE METOIBI
IUTS pa3paboTKH,
HUCCIIEIOBAHUAN U
9KCIEPTHU3HI JIEKap-
CTBCHHBIX CPEJICTB,
HM3TOTOBIICHUS JIE-
KapCTBEHHBIX Ipe-
[apaToB

Hble UBNKO-XUMHYECKUE U
XMUMHUYECKHE METO/IbI aHAIN3a
JUTs pa3paboTKu, UCCenoBa-
HUU ¥ 9KCIIEPTU3bI JIEKap-
CTBEHHBIX CPE/ICTB, JICKap-
CTBEHHOI'0 PACTHTEILHOTO
CBHIPBS] H OMOJIOTHIECKHAX 00B-
eKTOB

JelCcTBU COJICPIKATCIbHO apTyMCHTH- ruo (apManeBTHIECKOH TEXHOJIOTHH, IIPUEMBI M METO/IBI
PYET CTPATETHIO PELIEHHUS ¢unocockoro ananmza npodIeM
IpoOJIEMHOM CUTyaIlH Ha YMers pemath IpoOsieMy Ha OCHOBE CHCTEMHOTO M MEX-
OCHOBE CHCTEMHOI'0 X MEXK- JUCHUIIIMHAPHOTO IOIX0I0B
AUCTTAINIMHApPHOI'O IMOAX010B Bnaners HaBbIKAMM aHaM3a HEOOXOIMMOCTH TEX WU
HMHBIX PECYpCOB, TEXHOJOTHMAMH IJIAHUPOBAHUSA M peEIle-
HUSI TPOOJIEMHOW CHTyalliM Ha OCHOBE CHCTEMHOTO |
MEXAUCIMIUIMHAPHOTO TIOAXOA0B B MpodeccrnoHaIbHOM
JEATEILHOCTH
OIIK-1. OIIK-1.2. IlpumeHsieT OCHOB- | 3HaTh HOPMAaTHBHYIO JOKYMEHTALUIO, PErjaMeHTHPYIO-

OIyr0 MpOU3BOJCTBO U KAaYC€CTBO JICKAPCTBCHHBIX ITpEriapa-
TOB; HOMCHKJIATYpY I[GIZCTByIOIHPIX U BCIIOMOTI'aTCJIBbHBIX
BCHICCTB, TCXHOJIOTUIO M3rOTOBJICHUA JICKAPCTBCHHBIX
(I)OpM 13 JICKAPCTBCHHBIX U BCIIOMOT'aTCJIbHBIM BCUICCTB

YMerh onpenessite pU3NKO-XMMHUUECKHE CBOWCTBA JIeKap-
CTBEHHBIX BEILECTB

Bragers mpocTeHmIMMH YCTaHOBKAMM IS TIPOBEACHUS
71a00paTOPHBIX  HCCIICAOBAHUM, MOIB30BaThCS (rU3HIe-
CKHM, XMMHYECKHM OOOpYZOBaHHEM, KOMIIBIOTEPH3HUPO-
BaHHBIMU NTPHOOPaAMHU

OIIK-1.3. IIpumeHsieT OCHOB-
HBIE METO/IbI (PH3HKO-
XMMHYECKOT0O aHAIN3a B U3r0-
TOBJIEHUH JIEKAPCTBEHHBIX
IIpernapaToB

3HaTh HOPMATHBHYIO JIOKYMEHTALMIO, PETJIAMEHTHPYIO-
LIYI0 IPOU3BOJACTBO M KA4ECTBO JICKAPCTBEHHBIX Mpenapa-
TOB; OCHOBHBIE TPeOOBaHMUS K JIEKApPCTBEHHBIM (popMaM U
MIOKa3aTeM UX KauecTBa

VYMeTh U3roTaBiuBaTh JICKApCTBCHHLIC pENapaThl B COOT-
BETCTBUMU C YCTAHOBJICHHBIMU IIpaBUJIaMHU M C YYETOM
COBMCCTUMOCTH JICKAPCTBEHHBIX U BCIIOMOTATCIBHBIX BE-
IMECTB U KOHTPOJIIMPOBATH KAYECTBO HA BCEX CTAUAX TEX-
HOJIOTHYCCKOTO IMpo1ecca

Biagets mpocTedmuMu HaBBIKaMHU BIAJCHHUS 00OpYyI0OBa-
HHEM, KOMIBIOTEPU3UPOBAHHEIMU MPUOOpaMU; HaBBIKAMHU




HOCTaHHﬁHOI‘O KOHTpPOJIsI KadyeCTBa MpHU IMPOU3BOACTBE U
M3roTOBJICHUH JICKAPCTBCHHLIX CPCACTB

TIK-1. Cnocoben
H3TOTaBIIUBATh JIE-
KapCTBEHHBIC TIpe-
Taparsl ISl METH-
IMHCKOTO TIPUMe-
HEHUS

[1K-1.1. [IpoBoauT Mepompu-
SITUSI TIO TIOATOTOBKE paboue-
r'0 MeCTa, TEXHOJIOIHIECKOTo
00opymoBaHuUs, TIEKApCTBEH-
HBIX M BCIIOMOTATENIbHbIX Be-
IIECTB K U3TOTOBJICHHUIO JIe-
KapCTBEHHBIX IIPENapaToB B
COOTBETCTBHH C pelleNITaMU 1
(un) TpeOboBaHUAMHU

3HaTh HOPMAaTHBHYIO JOKYMEHTAIHI0, perjaMeHTUpYIO-
LIYI0 IPOU3BOJCTBO U KAa4eCTBO JICKAPCTBEHHBIX Npemnapa-
TOB Ha (papMaleBTUUECKUX MPEIIPUATUSIX; HOMECHKIATYPY
JECHCTBYIOIINX M BCIIOMOTaTEIbHBIX BEIIECTB.

YMeTh onpenensiTs PU3HKO-XUMHUIEeCKHE CBOICTBA JIeKap-
CTBEHHBIX BEILIECTB; COCTABIATH MaTEepUANbHBIN OalaHC H
MIPOBOAUTH PACUETHI C YIETOM PACXOIHBIX HOPM BCEX BH-
JIOB TEXHOJIOTMYECKOT0 TIpoliecca MpH MPOU3BOJACTBE pas-
JIMYHBIX JICKAPCTBEHHBIX NTPENapaToB 10 CTAIUSIM.

Brnagets mpocTEHIINMM yCTaHOBKAMH [UISl IIPOBEACHUS
71a00paTOPHBIX HMCCIICAOBAHUM, MOJIB30BAaThC (pU3MNUe-
CKHM, XMMHYECKHM OOOpYZOBaHUEM, KOMITBIOTEPHU3UPO-
BaHHBIMU NPHOOPaMK; HAaBBIKAMH COCTAaBJICHUS TEXHOJIO-
THYECKUX Pa3/eloB IPOMBIIIJIEHHOTO perjiaMeHTa Ha
MIPOM3BOJICTBO TOTOBBIX JICKAPCTBEHHBIX ()OPM, B TOM
yycle TEXHOJOTHUECKUX U aNmapaTypHBIX CXEM IPOU3-
BOJICTBA T'OTOBBIX JICKAPCTBEHHBIX (hopM.

TIK-1.2. M3roTaBiauBacT Jie-
KapCTBEHHBIC TIPETIapaThl B
COOTBETCTBHUH C YCTAHOBJICH-
HBIMU TIPaBUIIAMH U C YIETOM
COBMECTHUMOCTH JICKaPCTBEH-
HBIX H BCIIOMOTaTEIbHBIX BE-
LIECTB, KOHTPOJIHUPYSI Kaue-
CTBO Ha BCEX CTAAUAX TEXHO-
JIOTUYECKOTO Ipoliecca

3HaTh HOPMATHBHYIO JOKYMEHTAIWIO, PETIIAMEHTHPYIO-
ILIYIO TIPOM3BOJCTBO M KaueCTBO JICKAPCTBEHHBIX TIpenapa-
TOB Ha (hapMalCBTUYECKUX NPEANPHUATHAX; OCHOBHBIC
TpeOOBaHMS K JIEKApPCTBEHHBIM (popMaM U TOKa3aTeNd UX
Ka4ecTBa.

VYMeTh U3roTaBiInuBaTh JICKapCTBCHHBIC NIPCIIapaThbl B COOT-
BETCTBUM C YCTAHOBJICHHBIMHU IIpaBWJIaMH MU C Y4Y€TOM
COBMCCTUMOCTH JICKAPCTBEHHBIX U BCIIOMOT'aTCJILHBIX BEC-
IIECTB U KOHTPOJIMPOBATH KAYE€CTBO Ha BCEX CTAUAX TECX-
HOJIOTUYCCKOI'O Iporecca.

Bnasets npocTeHINNMU HaBBIKAMH BJIAZICHUS 000pyI0Ba-
HUEM, KOMIIbIOTEPU3UPOBAHHBIME MPUOOpPaMH; HaBBIKAMH
MOCTaJUHHOTO KOHTPOJS KayecTBa NP IMPOU3BOACTBE M
HU3rOTOBJIEHUU JIEKAPCTBEHHBIX CPEACTB.

IIK-1.3. YnakoBsiBaeT, Map-
Kupyer u (uian) opopmiseT
W3rOTOBJICHHBIE JIEKAPCTBEH-
HBIE [Tpenaparsl K OTIIyCKY

3HaTh TPeOOBaHUS K Ka4eCTBY YNAKOBKH M MapKUPOBKH
JIEKapCTBEHHBIX CPEJICTB M UX JOKYMEHTaJIbHOE odopmIie-
HHE, TOATBEPXKAAIOUINX  KAayecTBO  JIEKAPCTBEHHBIX
CPEJCTB.

YMeTh OLIEHHUBAaThb KAauyeCTBO JIEKAPCTBEHHBIX IIPENApaToOB
II0 TEXHOJOTMYECKUM II0Ka3aTeIIM Ha CTaAMsAX H3I0-
TOBJICHUSA, TOTOBOIO IIPOJYKTA U IIPHU OTIIYCKE.

Bnaners HaBbikamu OQOpMIIEHHS JICKAPCTBEHHBIX Ipera-
paTOB K OTIIYCKY.

I1K-1.4. Peructpupyer gas-
HBIE 00 M3rOTOBIICHUH JIeKap-
CTBEHHBIX TIPETIapaToB B
YCTaHOBJICHHOM TIOPSIIKE, B
TOM YHCIIE BEAAET NPEIMETHO-
KOJINYECTBEHHBIH y4eT rpymm
JIEKapCTBEHHBIX CPEICTB 1
JPYTUX BEIIECTB, MOJIeXkKa-
IIUX TaKOMY y4eTy

3HaTh OCHOBHBIC TEHJEHIIMU pa3BUTHS (apMmaieBTHYe-
CKOM TEXHOJIOTUHU, HOBBIE HAINpPABICHHS B CO3JaHUHU CO-
BPEMEHHBIX JICKAPCTBEHHBIX (OPM M TEPaNeBTHUECKUX
CHUCTEM.

YMeTh moly4aTh TOTOBBIE JIEKApCTBEHHBIE (DOPMBI HA JIa-
00paTOPHO-TIPOMBIIIUIEHHOM 00OpYIOBaHHWH; COCTaBJISITh
MaTepHalIbHBIA OajlaHC Ha OT/AENbHbIE KOMIIOHEHTHI TeX-
HOJIOTUYECKOTO TIPOIIECCa; pPACCUUTHIBATH KOJINYECTBO
CBIPDbSI M DOKCTPareHra, IJs TPOU3BOACTBA JKCTPaK-
IIMOHHBIX MTPETapaToB.

Buiagets HaBbIKaMHM COCTaBJIEHUS TEXHOJOIMUECKHUX pas-
JICJIOB TIPOMBILUIEHHOTO PETJaMEHTa Ha IPOU3BOJCTBO
TOTOBBIX JIEKAPCTBEHHBIX (OPM, B TOM HUHCIIE TEXHO-
JIOTUYECKUX M allapaTypHbIX CXEM IPOU3BOJCTBA I'OTO-
BBIX JIEKAPCTBEHHBIX (HOpM;

TIK-7. Cnocoben
OCYIIECTBIISATH OTIC-
palnmu, CBsI3aHHbIC
C TEXHOJIOTHYECKUM

IIK-7.1. Ob6ecneunBaeT ypo-
BEHb HaJUIC)KAIIECTO MPOH3-
BOJICTBA B COOTBETCTBHUH C
JEHCTBYIOIUMI HOPMaMH U

3HaTh HOPMATHBHYIO JIOKYMEHTAIlMIO, pPETIaMeHTH-
PYIOILLYIO0 IPOU3BOJCTBO M Ka4ECTBO JEKAPCTBEHHBIX IIpe-
11apaToB Ha (papMaleBTHYECKHUX MPEATIPHATHIX

VYMers 00ecrneunBaTh HCO6XOI[I/IMBIG YCJIOBUS XPAaHCHUS




IIPOLIECCOM IIPU
IIPOU3BOJICTBE JIe-
KapCTBEHHBIX
CPEACTB, U X KOH-
TPOJIb

npaBujiaMu

JICKAPCTBCHHBIX CPEICTB M JPYruX (apMaleBTHYCCKUX
TOBapOB B IIPOILIECCE TPAHCIIOPTUPOBKU U B YUPEKACHUSAX
TOBAapONPOBOJSAILIEH CETH

Bnaners HaBBIKAMHU COCTaBJIEHHS! TEXHOJOTMYECKHUX pPas-
JIETIOB MPOMBIIIICHHOTO pErjaMeHTa Ha IPOU3BOJICTBO
TOTOBBIX JIEKAPCTBEHHBIX ()OPM, B TOM 4UHCIE TEXHO-
JIOTHYECKUX M anmapaTypHBIX CXEM IIPOU3BOJCTBA TOTO-
BBIX JIEKAPCTBEHHBIX (hOpM

[IK-7.2. Y4gacTByeT BO Bcex
TEXHOJIOTHYECKUX OIeparusiX,
OCYIIECTBIIIEMBIX IIPH IPOM3-
BOJICTBE JIEKapCTBEHHBIX
cpeacTB Ha (hapMarneBTHYe-
CKUX NPEIIPHUATHIX

3HaTh TEXHOJOTHIO MPOM3BOJACTBA T'OTOBBIX JIEKAPCTBEH-
HBIX CPE/ICTB B Pa3IMYHBIX JEKAPCTBCHHBIX (hopMax

YMeTh NONb30BaThCcsl HOPMATHUBHOW, NMPOU3BOACTBEHHOMN
JOKyMEHTAIMeH MPH OCYIIECTBICHUH TEXHOJOTHYECKOTO
mporecca

Bnagers OCHOBHBIMH METOJAMKAMH IpoOU3BOACTBA U U3TO-
TOBJICHHNS JICKAPCTBCHHBIX CPCICTB.

TIK-7.3. Cneaur 3a BBIIOJIHE-
HUEM TPeOOBaHUI TEXHOIIO-
THYECKOT'0 PEriIaMeHTa TIPo-
HM3BOJICTBA C LIEJIBIO COOIIOIE-
HUSI HOPM TEXHOJIOTMYECKOTO
npotecca

3HaTh 000CHOBaHUE, IOCICIOBATEIILHOCTD U COJICPIKAHKE
TEXHOJIOTHUYECKUX CTAUI U OTepaIif, OCHOBHOE 000pY-
JIOBaHHE, UCIIOJIB3YEMOE B TEXHOJIOTHH JIEKAPCTBEHHBIX
CPEJCTB

YMeTh BBIOMpaTh ONTHMAJbHBIM BapHaHT TEXHOJOTMU H
W3rOTaBJIMBATh JIEKapPCTBEHHbBIE (GOpMBI.

BrnaneTte HaBBIKAMH COCTaBIEHHS TEXHOJOTHUECKHX pas-
JIETIOB MIPOMBIIVICHHOTO pErjlaMeHTa Ha IPOU3BOJICTBO
TOTOBBIX JIGKAPCTBEHHBIX ()OPM, B TOM UHCIIE TEXHOJOTH-
YECKUX W allapaTypHBIX CXEM IPOU3BOJCTBA T'OTOBBIX
JIEKapCTBCHHBIX (hOpM.

T1IK-7.4. Cnenut 3a COOTBET-
CTBHEM MIPUMEHIEMOTO Ha
MIPOU3BOJICTBE OOOPYIOBAHUS
U KOHTPOJILHO-
M3MEpUTENBHON anmapaTypsl
TpeOOBaHUAM TEXHOJIOTHYE-
CKOM TOKyMEHTaluu

3HAaTh OCHOBHEBIC IIOHATHUS U MCTOJbI aHalin3a CbIpbA,
BCIIOMOTraTCJIbHbBIX BCHICCTB, TOTOBBIX JICKAPCTBCHHBIX

bopm.

YMeTh npou3BOAUTh MOAOOp HEOOXOAUMOTO 00OpyIOBa-
HUA [JIs1 OIPOU3BOJACTBA U U3TOTOBJICHUA JICKAPCTBCHHBIX
CPEJICTB M KOHTPOJIS Ka4eCTBa TOTOBOM MPOAYKIIHH, Pallk-
OHAJILHO HCIIOJIB30BAaTh CIELUAIM3UPOBAaHHOE 000pY/I0Ba-
HUEC TIpU MPOU3BOJACTBE U HU3TOTOBJICHUHN JICKAPCTBCHHBIX
CPEJ/ICTB, a TaK)X€ Ha JTare KOHTPOJIS KauyecTBa rOTOBOM
MPOIYKIUK, OPUSHTUPOBATHCS B OCHOBHBIX MOHATHAX H
TEpMHHAX B OMUCAHWUH OOOPYMOBAHUSI U WHCTPYKIHMHU IO
MIPUMEHEHHUIO K HEMY.

Bnaners npuHIMnamMu paboThl Ha CIIEIHMAIN3UPOBAHHOM
000pYyI0BaHUH COTIACHO MHCTPYKIMH U LEJN pabOTHI.

TIK-7.5. Cineaut 3a COOTBET-
CTBUEM I/ICHOHLSyeMOFO CI)IpI)H
1 BCIIOMOT'AaTCIIBHBIX MaTepI/I-
anoB TpedoBaHmsiM HJJ

3HAaTh epeueHb JOKYMEHTAIUH, TIPEAYCMOTPEHHOI B
cepe MpoU3BOACTBA U U3TOTOBJICHHS JIEKAPCTBEHHBIX
CPEJICTB.

YMeTh UCHOJB30BaTh CTAHAAPTHI U JPYrMe HOPMATUBHBIE
nokymeHTsl (ODPC, @C, OCII, TY) npu oneHke TEXHOIO-
THYCCKOTO KOHTPOJIA Ka4€CTBA I'OTOBBIX JICKAPCTBEHHBIX
CPEJICTB B Pa3IMYHBIX JEKaPCTBEHHBIX (hopMax.

Brnanets nmpuHIMIAMy BeJCHUS BCe HEOOXOIMMOW JTOKY-
MEHTalll, NPeIyCMOTPEHHOH B cdepe NMpOU3BOJICTBA U
M3TOTOBJICHHS JICKAPCTBEHHBIX CPEJICTB.

IIK-12. Cnocob6en
MIPUHUMATH y4a-
CTHE B MEPOTIPHSI-
THSIX 10 oDecreue-
HHIO KayecTBa Jie-
KapCTBCHHBIX
CPEICTB MPH IPO-
MBIIIJIEHHO! Mpo-
H3BOJICTBE

TIK-12.2 - O6GecnieunBaer yer-
KO€ MPOBEICHUE U BBIMOJIHE-
HHE TEXHOJIOTMYECKON CXEMBI
HAa MPOU3BOJICTBE C YUECTOM
MIPOBEPKH KAYE€CTBEHHBIX I10-
Kazaresei MmoJry4aemMoro Jie-
KapCTBEHHOI'O CPEICTBA B TOM
YUCJIE TI0 TEXHOJIOTMYECKUM
Jrarnam

3HaTh paBujia COCTABJICHUA TCXHOJIOTUYCCKUX CXEM H3-
TOTOBJICHUS JICKAPCTBCHHOI'O CPCJACTBA

VYMeTh COCTaBIATH TEXHOJIOTUYECKYIO CXEMYy MPOu3-
BOJCTBS JICKAPCTBCHHOT'O CPEACTBA C YUCTOM BCEX TEXHO-
JIOTUYCCKHUX 3TAIlOB

BJ'Ia}]eTI) HaBBIKaMH COCTAaBJICHUA TCXHOJIOTHYCCKUX pas-
JIIOB  TIPOMBIIIIEHHOTO perjlaMeHTa Ha IPOM3BOJICTBO
TOTOBBIX JICKAPCTBCHHBIX q)OpM, B TOM YHCJIC TCXHOJIOTH-
YCCKHUX M almapaTypHbIX CXEM IIPOU3BOACTBA T'OTOBBIX
JIEKapCTBEHHBIX (hOpM




[1K-12.3. O6ecneunBaer
HaJIe)KHOCTD U 3P PEKTHB-
HOCTH BCEX BHJIOB KOHTPOJIA
KauecTBa MOJIy4aeMoro Jie-
KapCTBEHHOTO CPEJICTBa,
MIpex/ie Bcero obecreueHne
BHYTPH3aBOACKOTO KOHTPOJIS,
a TaKXKe y4acTue B rocyzap-
CTBEHHOM U apOUTPaKHOM
KOHTpOJIe

3HaTh BCeE BUABI KOHTPOJISI KadYeCTBa JICKAPCTBCHHBIX
CpCACTB Ha NPOU3BOACTBC

YMmeTh ONpeACIATh Ka4YCCTBCHHBIC W KOJWMYCCTBCHHBLIC
T10Ka3aTCIIn

Bnaners neiicTByronieli HOpMaTUBHO-TIPAaBOBOM JOKYMEH-
TaIUel, perIaMeHTHPYIOMIEH MOPSAOK PadOThI; HABBIKAMH
COCTAaBJICHUS] TEXHOJOTMYECKUX Pa3IesIOB IPOMBILUIEHHO-
ro perJaMeHTa Ha MPOU3BOJCTBO TOTOBBIX JIEKAPCTBEHHBIX
¢bopM, B TOM YHCIIE TEXHOJIOTHICCKHX U amllapaTypHBIX
CXeM TIPOM3BOJICTBA TOTOBBIX JIEKAPCTBEHHBIX (HOPM;
HaBbIKAMU NOCTAUIHOIO KOHTPOJI KauecTBa MpU MPOMU3-
BOJICTBE M W3TOTOBJICHUM JIEKAPCTBEHHBIX CPENCTB; yMe-
HUEM COCTAaBIISITh MaTCPUANbHBINA OalaHC U MPOBEICHUEM
pacyeToB C y4E€TOM PacXOJHBIX HOPM BCEX BHJIOB TEXHO-
JIOTMYECKOr0 Tpolecca MpU IPOU3BOACTBE PAa3IUUHBIX
JIEKapCTBEHHBIX TMPENapaToB MO CTaaWsSM; HABbIKAMU HH-
TEepIpeTalud  pe3yJbTaTOB  aHaliu3a JIEKapCTBEHHBIX
CPEICTB [UIsl OLIGHKM MX KadecTBa; HOPMATHUBHOM, cIipa-
BOYHOW W HAyYHOH JUTEPaTypOU I pemieHus npodeccu-
OHAJIHLHBIX 3aJ1a4

ITK-13. Ciocoben
NPUHUMATD y4a-
CTHE B [IPOBECHUH
pabort o Banuaa-
UMY TEXHOJIOTHUYEC-
CKHX TIPOIIECCOB
(dhapManeBTUIECKO-
r'0 MPOU3BOACTBA

IK-13.1. Ygactyert B 0bec-
NEYCHNH HAJUIKALIETO MPo-
W3BOJACTBA M KOHTPOJIS Kade-
CTBa Ha BCEX dTAIax IPOU3-
BOJICTBA JIEKApCTBEHHBIX
CpenCTB

3HaTtbh 0ocHOBBI GMP, 0cHOBHBIE pa3fenbl U NOHATUE BalU-
JIaliu, €e 0OBEKTHl M BUIBI IIPOBOAUMEIC HA (hapMarieBTH-
YeCKUX NPEANPHUITUIX, OCHOBHBIC BHIBI MOTPEITHOCTEH
TP TIPOBEJICHUN aHAIIU30B.

YMeTh MMPOBOAUTH BAJIMAAIUOHHYIO OLICHKY METOAUK Ka-
YCCTBCHHOI'O U KOJIMYCCTBCHHOI'O aHAJIn3a.

Brnanerp HaBBIKOM HCIOJIB30BaHHUS HOPMATHUBHOW, CIIpa-
BOYHOI M Hay4YHOH NHTEpaTypshl A pelieHus npodeccu-
OHAJIbHBIX 3aJa4.

I1K-13.2. IIpon3BoauT Baau-
JTAllMI0 BCEX CTaIUM MPOU3-
BOJICTBA, KOTOPBIE MOT'YT OKa-
3bIBAaTh BIMSIHUE HAa KAYECTBO
MIPOU3BOIUMBIX JIEKAPCTBEH-
HBIX CPEJICTB

3HaTh TpeOOBAHUSA K BEICHUIO OTUYETHON TOKYMEHTAILlUH B
(apManeBTHYECKUX OpraHu3alusaX, NpodecCHOHATHLHOE
JIeJI0NPOU3BOJICTBO,

YMeTh BO3MOKHOCTb UCIIOJIb30BaHNS METO/Ia aHAIN3a B
3aBUCHMOCTH OT criocoba nomyderus JIC, ncxoxHOro chl-
PBsl, CTPYKTYPBI JIEKAPCTBEHHOTO BEIIECTBA, (PU3NKO-
XMMHUYECKHX MIPOLIECCOB, KOTOPBIE MOTYT ITPOUCXOIUTH BO
BpeMsi xpaHeHust n oopamnienus JIC; nmpaBuiia mpoBeaeHNs
KOHTPOJISI KaYeCTBa JIEKAPCTBEHHBIX CPE/ICTB HA MPOU3-
BOJICTBE.

Bnanetes HaBBIKOM ompeleneHust crocoboB oTOopa mpod
JUISL BXOJTHOTO KOHTpPOJIsi (hapMaleBTUYECKUX CYOCTaHIUM
B COOTBETCTBHH C JICHCTBYIOIIMMHU TPeOOBAHUSIMH.

ITK-13.3. O6ecneunBaet pe-
THCTPAIIHIO BCEX ATAIIOB MPO-
W3BOJICTBA M CIIEITUT 32 CO-
OJIFOZICHUEM COOTBETCTBUS
Ka4ecTBa JIEKAPCTBEHHOTO
CpPe/ICTBA YCTAHOBICHHBIM U
OTPaXXCHHBIM B pEriaMeHTe
TpeOOBaHUAM

3HaTh HOPMATHBHYIO JOKYMEHTAIMIO, PETIaMeHTHPYIO-
IIyIO IPOM3BOJICTBO U KaUeCTBO JICKAPCTBEHHBIX IIpenapa-
TOB; YCTPOWCTBO W NPHHUMIIBI PAOOTHI COBPEMEHHOIO Jia-
60paTOPHOTO M MPOU3BOACTBEHHOTO 000pynOBaHUS; (hak-
TOPBI, BIMSIOIINE HA KAYECTBO JIEKAPCTBEHHBIX CPEJICTB Ha
BCEX 3Talax OOpalleHUs; ONpeJesieHne TIAaBHBIX (akKTo-
POB B 3aBUCHMOCTH OT CBOWCTB JIEKAPCTBEHHBIX BELIECTB
(OKHCIHUTENILHO-BOCCTAHOBHUTEIILHBIX, CIIOCOOHOCTH K TH/I-
poOJM3y, TOJMMEPH3ALMH); BO3MOXHOCTH IPEIOTBpaIle-
HUsI BIMSIHUS BHEHIHMX (DAKTOPOB Ha JOOpPOKAauyeCTBEH-
HOCTB JICKAPCTBCHHBIX CPCICTB.

YMeTp 1O0Ib30BaThCS  ACUCTBYIOUIMMHM  HOPMATHUBHO-
MIPaBOBBIMU aKTaMH, PErIaMEHTUPYIOIINMH (hapMaleBTH-
YECKYyI0 JeATEIbHOCTD; COOIIOaTh MpaBHiIa OXPaHbI TPY-
Jla ¥ TeXHUKH 0E30MacHOCTH; OLIEHWBATh KAa4eCTBO JIEKap-
CTBEHHBIX IPENaparoB IO TEXHOJOIMYECKUM IIOKa3aTe-
JIIM: Ha CTaiusAX U3rOTOBJIEHUS, TOTOBOTO NPOAYKTa U NIPU
OTIIYCKE; OLICHMBATh TEXHHYECKUE XapaKTEPUCTHUKHU (ap-
MalleBTHYECKOro 000py10BaHMs M MalllMH.




Bunagets npeiicTByromieit HOpMaTUBHO-TIPABOBOM JOKYMEH-
TalMel, periaMeHTUPYIOIIEH TOPSIIOK paOoThl; HABBIKAMU
COCTaBJICHUS] TEXHOJOTUYECKUX Pa3esiOB MPOMBIILIEHHO-
TO perJIaMeHTa Ha IPOU3BOICTBO TOTOBBIX JICKAPCTBEHHBIX
¢bopM, B TOM YHCIIE TEXHOJOTHYECKHX W alMapaTypHBIX
CXeM TIPOM3BOJICTBA TOTOBBIX JIEKAPCTBEHHBIX (OPM;
HaBBIKAMH TIOCTATUITHOTO KOHTPOJIS KauecTBa MPH IPOU3-
BOJICTBE M HM3TOTOBJICHHH JICKAPCTBEHHBIX CPEICTB; yMe-
HHEM COCTaBIISITh MAaTEPHUAIBHBIA OanaHC M MPOBEICHUEM
pacyeToB ¢ Y4ETOM PacXOJHBIX HOPM BCEX BUIOB TEXHO-
JIOTUYECKOTO TMpoliecca MpU NPOU3BOACTBE Pa3IMUHBIX
JIEKapCTBEHHBIX TMPEnapaToB MO CTaIWsSM; HABbIKAMU HH-
TeprHpeTaluy  pe3yabTaTOB  aHalu3a JIEKapCTBEHHBIX
CPEICTB Isl OLIGHKM UX KauyecTBa, HOPMATHUBHOM, crpa-
BOYHOW M HAyYHOU JIMTEPATypOU JUIs pemieHus npodeccu-
OHAJBHBIX 3a7a4.

2. TpeGoBanus K pe3yJibTATAM OCBOCHHUS NMPAKTHKH
2.1. Tunsl 3a1a4 npogeccCHOHATBHOM AeATEJIbHOCTH
3anaun npodecCHOHAIBHOW AEATENbHOCTH, KOTOPBIE JIEKAT B OCHOBE IPEINOJaBaHUs MPAKTHKU:

dapmalieBTHYECKAS.

2.2. llepeyeHb KOMIETEHIUI, HHIMKATOPOB JOCTHKEHUS] KOMIIETCHIIMII U MHAEKCA TPY/AO-

BOH pyHKUMHU

N3yueHue npakTUKU HampaBiieHO Ha (JOpMUPOBaHHE Y O0yUarOIIUXCsl CASAYIOIUX YHUBEPCalb-
HbIX (YK), obmenpodpeccnonansubix (OI1K), mpodeccnonansupix (I1K) komnereHmii:

Homep unau- HWupexc Tpynosoii | IlepeyeHnn npakru-
Homep/ unaexc KaTopa Komme- | (PyHKIUH U ee CO- | YeCKHX HABBIKOB 110
/N | KOMIETeHIIH (nam TeHuuu (WiIu Aep:kanue OBJIaJIEHUIO KOMIIe- OueHovHble
€ro 4acTu) 4 ee co- €ro 4acTm) u TeHIuel cpeacTBa
aep:kanue ero coaep:xa-
HHE
1 2 3 4 5 6
1. YK-1. VYK-1.1. Ananu- - TIOWCK KOHTPOJIbHAS
CmocoOeH ocy- 3UPYET Ipo- HEO0X0TUMOH paborta,
IIECTBIISITE KpUTHYE- | OJIEMHYIO CHUTY- Hay4HOH cobeceoBanue,
CKHUH aHaJIN3 Ipo- aIMIo KaK CH- nHpopmanuy; TECTUPOBAHUE,
OJIEMHBIX CHTyaIH CTEMY, BBISBIISSA CIOCOOHOCTD CUTYyallMOHHBIE
Ha OCHOBE CHCTEMHO- | €€ COCTaBIISIIO- CaMOOpPraHW3alliu U | 3a/1a9u
r'o IOAX0/a, BeIpaba- | IIHe U CBA3H camMo00pa30BaHUIO
TBIBaTh CTPATETUIO MEXAYy HUMH MIOUCK
JeHCTBUIMA VYK-1.4. Pazpa- HE0OX0TUMOi
GaTpIBaeT M co- HayJIHOH
JIEPIKATENBHO nHpOpPMaLNY;
apryMeHTHpYeT CIOCOOHOCTD
CTpaTeruio pe- CaMOOpraHu3alnuu
HIEHUS TIPO- 1 caM00OpPa30BaHHIO
OmemMHO cuTy-
alvy Ha OCHOBE
CHCTEMHOTO U
MEKANCIHILIU-
HapHOTO MO/-
XOJIOB
2 OIIK-1. Criocoben OIIK-1.2. TIpu- AJ03.7 Hagsiku opranusa- KOHTPOJIbHAS
HCTIOJIb30BaTh OC- MEHSET OCHOB- ObGecrieueHue xpa- | WU yIPaBICHUS pabora,
HOBHbIE OHOJIOTHYE- | HbIe (HU3UKO- HEHUs JIeKapcTBeH- | (apmariuu, U3roToB- | cobecenoBaHue,
ckue, pu3uKo- XUMHUYECKHE U HBIX CPEIICTB U JICHUSI, KOHTPOJISI TECTUPOBAHUE,
XMMHUYECKHE, XMMU- XUMHUYECKHE JPYTUX TOBAapOB kauectBa JIC CUTYyallMOHHBIE
YecKue, MaTeMaTHde- | METOJbl aHaJIH- anTevyHOro accop- 3a7a4u
CKHE METOJIBI JIIS 3a JuIsd paspa- TUMEHTA




pa3paboTku, uccie-
JIOBaHHH M 3KCHEPTH-
3Bl JIEKapPCTBEHHBIX
CpPEICTB, H3rOTOBJIE-
HHUS JIEKAPCTBEHHBIX
IpernapaToB

0OTKH, UCCIIe-
JIOBAHUHN U DKC-
MIEPTHU3BI JIEKap-
CTBEHHBIX
CPEeICTB, JIeKap-
CTBEHHOTO pac-
TUTEIBLHOTO
CBIPBS U OHOIIO-
THYECKHUX 00B-
€KTOB
OIIK-1.3. Ilpu-
MEHSIET OCHOB-
HEIE METO/IBI
¢usmko-
XHMHAYECKOTO
aHaJIM3a B U3r0-
TOBJIEHUH JIE-

AJ05.7
W3zrorosnenue ne-
KapCTBEHHBIX
MIpenaparos B
YCIIOBUSIX anTed-
HBIX OpraHu3auil

KapCTBEHHBIX
MPenaparoB
TIK-1. Ciocoben [IK- A/05.7 OcCBO€EHNE HABLIKOB TecTtoBbIe 3a1a-
M3rOTaBIINBATE Je- 1.1. TIpoBoaut W3roToBieHmue Je- paboTsl ¢ 060pyI0- HUSA,
KapCTBEHHBIC TIPEMa- | MEPOMPUSITHS KapCTBEHHBIX IIPe- | BaHUEM, IPOBEACHUE | YCTHBIN OMPOC

paThl AJi1 MEAUIUH-
CKOro NMpuMEHCHUA

IO TIOATOTOBKE
pabouero me-
CTa, TEXHOJIO-
THYECKOTro 000-
pyAoBaHus,
JIEKAPCTBEHHBIX
M BCIIOMOTa-
TENbHBIX BE-
IIECTB K U3r0-
TOBJICHUIO JIe-
KapCTBEHHBIX
MpEnaparoB B
COOTBETCTBUU C
peuentaMu u
(wn) TpeboBa-
HUAMU

ITK-1.2. Uzro-
TaBIIUBAET Jie-
KapCTBEHHbIC
npernaparsl B
COOTBETCTBHH C
YCTaHOBJICH-
HBIMU ITpaBU-
JIAMH U C yue-
TOM COBMECTH-
MOCTH JieKap-
CTBCHHBbIX U
BCIIOMOTaTEeb-
HBIX BEIECTB,
KOHTPOIUPYS
Ka4ecTBO Ha
BCEX CTaJIUsIX
TEXHOJIOTHYE-
CKOTO TIpoliecca
ITK-1.3. Yma-
KOBBIBAET, Map-
KHAPYeT U (WITH)
odopMIISIeT U3-
TOTOBJICHHBIC

rapaToB B
YCJIOBUSIX aNTeu-
HBIX OpraHU3alun

MIpOBEICHUS PabOThI
¢ yueToM 0e30macHo-
CTH




JICKapCTBCHHBIC
mpenapaTsl K
OTILYCKY
[IK-1.4. Peru-
CTpUpYET IdaH-
HbIE 00 U3TO-
TOBJICHUU JIe-
KapCTBEHHBIX
TpernapaToB B
YCTaHOBJIEHHOM
MOPSIZIKE, B TOM
YUCJIC BEACT
MpeIMeTHO-
KOJINYECTBCH-
HBII y4eT
TPYII JIeKap-
CTBEHHBIX
CPEeNCTB U JIpy-
THX BEIICCTB,
MO JIeIKALIAX
TAKOMY Y4eTy

IIK-7. Cnocoben
OCYIIECTRIIATH OTIe-
paI_II/II/I, CBsI3AaHHBIC C
TCXHOJIOTHYCCKUM
MPOLIECCOM TIPH ITPO-
H3BOJICTBE JIEKap-
CTBEHHBIX CPEIICTB, U
HX KOHTPOJIb

IIK-7.1. Obec-
MeYNBAET YpO-
BEHb HaJJIe)Ka-
Iero MPOu3-
BOJICTBA B COOT-
BETCTBUH C JCH-
CTBYIOLTIMH
HOpMaMHA 1
TIpaBUIAMHA
IIK-7.2. YygacT-
BYET BO BCEX
TEXHOJIOTHYE-
CKHX OTlepary-
SIX, OCYIIIECTB-
JISIEMBIX TIPU
MIPOU3BOJICTBE
JIEKapCTBEHHBIX
CpEe/CTB Ha
(hapmaneBTHYC-
CKUX TIpeaIpus-
THAX

[1K-7.3. Cienur
3a BBIIIOJHEHHU-
eM TpeOoBaHMi
TEXHOJIOrHYe-
CKOTO perJja-
MEHTa MPOU3-
BOJICTBA C IIe-
JIBIO COOIIoIE-
HUS HOPM TeX-
HOJIOTMYECKOT'O
nporecca
IIK-7.4. Cnenur
3a COOTBETCTBHU-
€M IIpUMEHsIe-
MOTO Ha MPOU3-
BOZICTBE 000PY-
JIOBaHMS ¥ KOH-
TPOJBHO-
HU3MEPUTENIbHOM

A/05.7
W3srorosnenue ine-
KapCTBEHHBIX IIpe-
[apaToB B

YCIIOBUSIX aNTey-
HBIX OpraHu3anuil

OGecrieueHue, KOH-
TPOJIb COOJTIOICHHS
PEXUMOB U yCIIOBUI1
XpaHeHHs ¥ TPaHC-
MOPTUPOBKH, HEOO-
XOJIMMBIX JIJISL COXpa-
HEHUS Ka4ecTBa, 3¢-
(dexTuBHOCTH, 0€3-
OTIaCHOCTH JIeKap-
CTBEHHBIX CPEIICTB U
JIPYTHX TOBApOB aIl-
TEYHOTO aCCOPTH-
MeHTa, UX puznie-
CKOM COXPaHHOCTH

TectoBble 3a1a-
HUSl, yCTHBIN
onpoc




anmaparypsl
TpeOOBaHUSIM
TEXHOJIOTHYC-
CKOH JTIOKyMEH-
TaIu

[1K-7.5. Cnenur
32 COOTBETCTBU-
€M HCIIOJIb3ye-
MOTO CBIPBS H
BCIIOMOTATEITh-
HBIX MaTepHua-
JIOB TpeOOBaHHU-
ssm HJL

TIK-12. Cnocoben
NPUHUMATh YJIacTHe
B MEPOMPHUSITHUSIX TI0
o0ecIeueHuno KaJe-
CTBA JICKAPCTBEHHBIX
CPECTB MpH MPO-
MBIIIICHHOH Mpou3-
BOJICTBE

I1K-12.2 -
OOecneunBaeT
4EeTKOE MpOBe-
JIEHUE U BBI-
MMOJHEHHE TEX-
HOJIOTHYECKOM
CXEMBI Ha IIpo-
HU3BOJICTBE C
Y4eTOM TIPOBEp-
KH KQUECTBEH-
HEIX IOKa3are-
JIel oJTy4aemMo-
'O JIEKapCTBEH-
HOTO CpEJICTBA B
TOM YHCIIE 10
TEXHOJIOTHYE-
CKHM dTamnaMm
I1K-12.3. O6ec-
[IEYNBAET
HaJIeKHOCTD U
3¢ PEKTUBHOCTh
BCEX BHJIOB
KOHTPOJISI Kaue-
CTBa MOJTy4yae-
MOTO JIeKap-
CTBEHHOT'O
CpencTBa,
TIPEXKJIC BCETO
obecrieueHue
BHYTPH3aBO/I-
CKOI'0 KOH-
TPOJISL, @ TAKKE
y4acTHe B TOCy-
JTAPCTBCHHOM U
apOUTpa)kHOM
KOHTpOJIE

AJ05.7

HzrorosneHue Jre-

KapCTBEHHBIX
TIpenaparoB B

YCIIOBHAX anTey-
HBIX OpTaHU3alun

HaBbIiky BHEIpeHUS
HOBBIX METOJIOB U
METOJIVK B cdepe
pa3paboTKu, Mpon3-
BOJICTBA | o0pare-
Hus JIC

CobecenoBanue
Ha KOJUIOKBHY-
Max, CHTyallHOH-
HBIE 3471441, TE-
CTHPOBAHHUE

I1K-13. Cnocoben
IIPUHUMATh Y4aCTHE
B IPOBEZICHHUHU PadoT
M0 BAIUIAINH TEX-
HOJIOTHYECKHX TPO-
1eccoB (hapManeBTH-
YECKOro MPOU3BOJI-
cTBa

ITK-13.1.
VYuacTByer B
obecrieueHnn
HaJUIe)KaIlero
MPOU3BOJICTBA U
KOHTPOJIS Kade-
CTBa Ha BCEX
JTarax npous-
BOJICTBA JieKap-
CTBCHHBIX
CpeAcTB
I1K-13.2. IIpo-

A/05.7

H3rorosienue je-
KapCTBEHHBIX ITIpe-

rnapaTtoB B

YCJIOBUSAX allTe4-
HBIX OpFaHI/IBaHI/Iﬁ

HasrikamMu cocTas-
JIEHUS TEXHOJIOTHYe-
CKHUX pa3/ieioB Ipo-
MBIIIUIEHHOTO perna-
MEHTAa Ha IPOU3BO/I-
CTBO T'OTOBBIX JIEKap-
CTBCHHBIX (OPM, B
TOM 4YHCJIE€ TEXHO-
JIOTUYECKHX U alla-
paTypHBIX CXEM MpOo-
HM3BOJICTBA TOTOBBIX
JIEKApCTBEHHBIX

CobecemoBanue
Ha KOJUIOKBHY-
MaX, CUTyallOH-
HBIE 3a]a4H, Te-
CTHpPOBaHUE




W3BOJIUT BaJH-
JIALMIo BCEX
CTaJu{ IIPOU3-
BOJICTBA, KOTO-
pBIE MOTYT OKa-
3BIBaTh BIIMSTHHE
Ha KauyeCcTBO
TIPOM3BOTUMBIX
JIEKapCTBEHHBIX
CPEICTB
I1K-13.3. Ob6ec-
MIEYNBAET Peru-
CTpAaIHIO BCEX
9TAINoB MPOU3-
BOJICTBA U Clle-
JIUT 3a COOIIro-
JICHUEM COOT-
BETCTBHS Kade-
CTBa JICKap-
CTBEHHOTO
CpencTBa ycra-
HOBJICHHBIM U
OTpPaXKEHHBIM B
periaMeHTe
TpeOOBAHUSIM

opm

3. Coaep:xanue pado4ei MporpaMmbl
3.1 O0beM NpaKTHKHU U BUABI Y4eOHO#l paboThl

CemecTpsl
Buna yue6noii padoTsi Beero uacos/ 3a- 10
YeTHBIX eIHHHIL
1 2 3
KonTakTHas pabota (Bcero), B TOM YHCIIe 96/2,6 96
Jexrmn (JT) - -
[IpakTrueckne 3aHATH (B T.4. B POpME MPAKTHIECKON TOATOTOBKH) 64/1,7 64
[IpakTrueckas moaroroBka * 32/0,8 32
Cemunapsl (C) - -
Jlaboparopusie padotsl (JIP) - -
CamocrosiTeibHas padoTa o0y4aromerocs, 48/1.3 48
B TOM YHCJIE:
Iloocomosxka k 3anamusm (113):
Paboma c yuebnoii rumepamypoii
Camokonmponb yceoenus mamepuana no 60Npocam OJisk Camo- . -
NnO020MOBKU.
Bvinonnenue camocmosmenshotl 6Heayoumophot pabomel (3a-
noaxHeHue madauy no memam).
Iloozomosxa k npomescymounomy xowmponio (II11K) - -
. 3a4eT ¢ oreHkoi (3a0) 3a0 3a0
Buji npoMe:kyTOYHOM aTTecTalun
sk3ameH (9) - -
HTOLO: O qac. 144 144
: asi TPY10EMKOCTh
Hast ThyA 3ET 4 4




* - B TOM 4HCJIE IMPAKTUYCCKaA IMIOATOTOBKA

3.2. [lepeyeHn pa3/iesioB NPAKTHKU U KOMIIETEHIUI ¢ YKa3aHHEM COOTHECEHHBIX ¢ HUMHU
TeM Pa3aeioB NPAKTHKH

Neri/ HaumeHnoBanue pazaeia npak-

I HNHaexc KoMIeTeHInu THRH Copep:xanue pa3nesia (TeMbl pa3aeioB)

1 2 3 4
VK-1.1 Pazgen 1. OcHoBubie TepMu- | I[Ipon3BoCTBEHHBIN peritaMenT. Iporiecchl
YK-14 HBI ¥ MOHATHs (hapMaleBTU- | U anmaparhl (papManeBTHYECKOH TEXHOJO-
OIIK-1.2 yeckoil TexHomoruu. [ocy- | rum. [lepegarounsie mexanu3mbl. OCHOB-
OIIK-1.3 JAapCTBEHHOE HOPMHUPOBAHUE | HbIE IOHSATHA O MAlMHAX M aNmaparax.
gﬁi; MPOM3BOJCTBAa JieKapcTBeH- | [lepemenieHne mMaTepuanioB BHYTPU HPOH3-
K-1.3 HBIX IpernapaToB, KOHTPOJb | BoacTBa. M3menvueHue.
[IK-1.4 KayecTBa M IpaBwja OTILyC-
MK-7.1 ka. OCHOBHBIE TPOIECCH U

1. K-7.2 anmapatel  (hapMaieBTHYe-
IK-7.3 ckoii TexHonoruu. buodap-
IIK-7.4 Maius.  buodapmarieBTuye-
[K-7.5 CKHE OCHOBBI CO3IAaHUS U
giig ) HCCIIC/IOBaHUSI  JICKAPCTBEH-
[IK-12.3 HBIX MIPETIapaToB.
IK-13.1
[1K-13.2
I1K-13.3
VK-1.1 Paznen 2. TBepmpie nekap- | Onpenenenue (pU3NKO-XUMHYECKHX U TEX-
YK-1.4 CTBEHHBIC ()OPMBI. HOJIOTHYECKUX XapPaKTEPUCTHK  CBITYYHX
OIIK-1.2 MaTepHajoB, HCIOIb3yEeMBIX Ui TaOneTH-
1(')[2—11_1'3 poBanust. [Ipon3BOACTBO TaOIETOK MPSIMBIM
[K-1.2 npeccoBaHUEM. BinsHue TeXHOTOTHYECKUX
K-1.3 XapaKTepUCTUK MPECCyeMbIX MaTepHaioB
[IK-1.4 Ha BO3MOXKHOCTh TPHUMEHEHHUS TPSMOTO
MK-7.1 npeccoBaHus.  TabneTo4HblE  MAIIMHBL

2. | TIK-7.2 IIpousBoacTBO TabNETOK C NMPUMEHEHHEM
IK-7.3 MPEABAPUTEIHLHOTO TPaHyJIUPOBaHUS Tal-
I1K-7.4 netupyeMbix Macc. Mcnonb3yemas anmnapa-
I1K-7.5 Typa. OnleHKa KadecTBa TpaHylsATa U Tab-
[K-12 JICTOK.
[K-12.2 Tabnerku, MOKpBITEIE 0boouKamMu. TpuTy-
gﬁig? pauvoHHble TaOseTkd. TaOneTku mnposoH-
MK-13.2 TMPOBAaHHOTO JeicTBUA. TeXHOIOrHYecKue
[IK-13.3 CXEMBbI TIPOHU3BOICTBA.
YK-1.1 Pazmen 3. Xunkue nexap- | [Ipou3BoACTBO BOJHBIX PAcTBOPOB st
YK-14 cTBeHHbIe  (OPMBI I | MHBEKIMI B aMIyyax, TpeOyromux cTaOu-
OIIK-1.2 Hapy>KHOI'O W BHYTPEHHETO | JM3alluH, CIELHUaIbHON OYMCTKH, a TaKxKe
OIK-1.3 NIPUMEHEHUS 0e3 cTabunn3aTtopoB U 0€3 TEIUIOBOW CTe-
gﬁi; pumuzaruy. CrUpT STHIOBBIA Kak pacTBO-
K-13 puTens W IKcTpareHT. PasOaBnenue u

3 | nk-1.4 YKpeIUIeHHE CIIUPTOBBIX pacTBOpoB. Ompe-
MK-7.1 JieNieHre KOHIIGHTpPAIMA CIHPTOBBIX pac-
[K-7.2 TBOpOB. [losyueHrne cupornoB U apoMaTHBIX
IK-7.3 BoA. TeopeTHuecKHMe OCHOBBI INEPETOHKH
IK-7.4 3¢UpHBIX Macell. Anmaparypa.
EE'I-; Hacroiiku. ITonydeHne HAaCTOEK METOIOM

Manepauuu. Annaparypa. Hacroiiku. Ilo-




[1K-12.2

JIYUYCHHUC HACTOCK MCTOAOM MNCPKOJALINU U

IK-12.3 NPEPBIBUCTOMN MEPKOJIALMU. ANapaTypa.

IIK-13.1 Crangaptuzanusi HacToek. Pekymeparus

HK‘S% cnupTa. MaTtepuanbHblil Oananc mo abco-

TK-13. JIOTHOMY CHHUPTY M JIEHCTBYIOIIUM BeEIlIe-
ctBaM. JKuIKHe SKCTPAKTHI, METOABI TIOY-
YeHHss W OYKMCTKH. Armmaparypa. ['ycTeie
JKCTPAKTBI. DKCTPAKTHI-KOHIICHTPATHI. Me-
TOABI TIONYYeHHWSI M OYHCTKH. BrimapuBa-
HUe. Ammaparypa.
Cyxue 9KCTPAKTEHI. OKCTPaKThI-
KoHIeHTpaThl. CTaHmapTH3alus 5SKCTpak-
toB. Cymika. Ammaparypa.

VK-1.1 Pazgen 4. Msrkue nekap- | [Ipou3BoACTBO TUHUMEHTOB, Ma3ei, reieit

YK-1.4 CTBEHHBIE (HOPMBL. u nact. Vcnons3yemas amnmapatypa. IIpo-

83?1; W3BOJACTBO DEKTAIBbHBIX W BardHAIBHBIX

K11 JIEKapCTBEHHBIX (POPM.

IK-1.2

IK-1.3

K-1.4

K-7.1

IK-7.2

IK-7.3

IIK-7.4

IIK-7.5

IK-12

I1K-12.2

I1K-12.3

I1K-13.1

IIK-13.2

I1K-13.3

VK-1.1 Pazgen 5. Jerckue u repuat- | I3roToBIE€HUE pa3IMYHBIX JIEKAPCTBEHHBIX

YK-1.4 puveckrie  JIeKapcTBEHHbIE | (OpM JUII HOBOPOXKACHHBIX M neTeil mo 1

OINlK-1.2 cpeactBa.  HecoBmecTumo- | roa »KHU3HH.

OIIK-1.3 CTIL

K-1.1

IK-1.2

IK-1.3

[IK-1.4

IK-7.1

I1K-7.2

IK-7.3

IIK-7.4

[IK-7.5

[K-12

[K-12.2

K-12.3

IK-13.1

I1K-13.2

11K-13.3

VK-1.1 Pazgen 6. [Ipenapatsl sxu- MaxkcuMalibHO OYHIIIEHHBIE (puTOMIpenapa-

YK-14 BOTHOTO U PACTUTEIHLHOTO Tbl. OO1Iast TEXHOJIOrMYecKas cxema. Yact-

OINK-1.2 MIPOUCXOXKICHUSI. Has TexHoJorusi. CTaHgapTU3aIus MakCH-

OINIK-1.3 MaJIbHO OYMIICHHBIX JICKAPCTBCHHBIX ITPE-

gﬁj; apaToB.

[K-1.3 ®duTonpenaparbl HHIUBUAYAIbHBIX Be-

[IK-1.4 miectB. O0Ias TEXHOJIOTMYECKast CXeMa.

MK-7.1




[K-7.2
[K-7.3
[IK-7.4
[IK-7.5
[K-12
[1K-12.2
[1K-12.3
[K-13.1
[1K-13.2
I1K-13.3

YK-1.1
YK-1.4
OIIK-1.2
OIIK-1.3
[K-1.1
[K-1.2
IK-1.3
[IK-1.4
[K-7.1
[K-7.2
[K-7.3
I1IK-7.4
I1K-7.5
IK-12
[1K-12.2
I1K-12.3
IK-13.1
[1K-13.2
I1K-13.3

KapCTBEHHBIE (POPMBI.

Paznen 7. CoBpeMeHHEIE Jie-

[Ipon3BoACTBO MIIACTBIPEN U METULIMHCKUX
KapaHJaueiu.

3.3. Paznennl (BHABI NPAKTHYECKOH eSITeJIbHOCTH) MPAKTUKH U GOPMBI KOHTPOJIS

n/
Ne

Ne
ce-
MecCT
pa

HaumeHoBaHue pa3jesia NpaKTHKH

Buabl yueOHoii esTeIbHO-
CTH, BKJIKOYasi CAMOCTOSI-
TeJbHYI0 padoTy 00yualo-

U XCH
(B yacax)

113

Cp

BCEro

DopmMbI
TeKylero
KOHTPOJIfA

ycneBaemo-
ctu (no

Hedenam
cemecmpa)

5

7




10

Paznen 1. OCHOBHBIE TEPMUHBI U TO-
HATHS (hapMaleBTHUECKOW TEXHOJIO-
ruu. l'ocynapcTBeHHOE HOPMHUpPOBa-
HUE IIPOU3BOJICTBA JIEKAPCTBEHHBIX
IIpenaparoB, KOHTPOJb KayecTBa M
npaBwia oTnycka. OCHOBHBIE IIpO-
Hecchl M amnmapatsl ¢dapmaieBTuye-
CKOM TexHosoruu. buodapmarus.
buodapmaneBTuueckue OCHOBBI CO-
31aHUs U HUCCIENOBaHUS  JIeKap-
CTBEHHBIX MPENapaToB.

Paznen 2. TBepable JeKapCTBEHHbIE
(hOpMBL.

Pasnen 3. Xuakue nexkapcTBEeHHbIE
bopMBbI 1711 HAPYKHOTO U BHYTPEH-
HEro NpUMEHEHUs

Paznen 4. Msrkue jekapCTBEHHbBIE
(dopMBI.

Paznen 5. Jlerckue u repuarpuye-
CKME€  JIEKapCTBEHHBIE  CpEJICTBA.
HecoBmectumocTu.

96

48

144

TecToBrIe
3a7aHus,
cobeceno-
BaHHE, CU-
TyalHoH-
HBIC 3a/1a4H,
pedeparus-
HBIE CO00-

[IEHUS

3.4. Ha3BaHue TemM MNPaAKTHIECCKHUX 3aHSATHII B TOM YHCJIe HpaKTI/I‘leCKOﬁ NMOoATrOTOBKH U KO-
JIUYECTBO YaCOB IO CeMeCTPpaM U3YUYCHHUSA IPAKTUKH

Ne Ne ce- HaumenoBanue pa3jaesia HanMeHoBanmne Bcero
n/m | Mecrpa NPAKTHKH NPAKTHYECKOI0 3aHATHS 4acoB
1 2 3 4 5
Pa3znen 1. OCHOBHBIE TEPMUHBI U T10- ITpon3BOCTBEHHBIN PETIAMEHT. 96
HATUSA (papMalleBTUUECKO TEXHOJIO- [IpaBuna GMP. Ilponeccs! u amn-
run. ['ocynapcTBeHHOE HOPMHUPOBa- napaTsl papMalieBTUYECKON TeX-
HUE TPOU3BOJCTBA JIEKAPCTBEHHBIX Housioruu. Ilepenarounsie mexa-
IIPENapaToB, KOHTPOJIb Ka4eCTBA U HU3MbI. OCHOBHBIE ITOHSTHS O
npaswia orimycka. OCHOBHBIE MpoOIlec- | MalIMHax U anmnapatax. [lepeme-
CBI M anmnapaTsl papMarieBTUYeCKOn IIICHUE MaTEPUAJIOB BHYTPH NIPO-
texHosoruu. buodapmanus. buodap- | uzBoacrea. zmenbuenue.
MaleBTUYECKUE OCHOBBI CO3JAHMS U ITpou3BoacTBO TaOIETOK MPSIMBIM
HCCIIEIOBaHMS JIEKAPCTBEHHBIX Mpe- npeccoBanueM. [IpousBoacTso
11apaToB. TabJIETOK C MPUMEHEHUEM MpeI-
1 10 Pa3nen 2. TBepapie sekapCcTBEHHBIE BAPUTEIILHOTO I'PAHYJIMPOBAHUS

(bopMBL.

Paznen 3. )Kunkue nekapcTBeHHbIE
(GopMBI 1711 HAPYKHOTO U BHYTPEH-
HEro NpUMeHEeHus

Pa3nen 4. Msirkue nekapcTBeHHbIE

(bopMBI.

JeKapcTBeHHbIE cpecTBa. HecoBme-
CTUMOCTH.

Paznen 6. I[Ipenaparsl )KUBOTHOTO U
PaCTUTENBHOTO MPOUCXOKICHUS.

Paznen 5. Jlerckue u repuarpuyeckue

Pasnen 7. CoBpeMeHHbIE JIEKapCTBEH-

TabaeTupyembix Macc. TalbaeTku,
MOKPBITEIE 000T0uKaMu. TpuTy-
panrioHHbie Tabnetku. TabneTku
MIPOJIOHTUPOBAHHOTO JICHCTBHSL.
ITpon3BoACTBO BOAHBIX PACTBO-
POB JUIsS UHBEKIIUH B aMITyJIax,
TpeOYIOUINX CTa0MIN3aIIH, CIIe-
IUAJILHON OYMCTKH, a TaKxKe 0e3
cTabuIN3aToOpOB U 0€3 TEIIOBOI
crepunuzanuu. CoupT STUIIOBBIN.
Cuponsl 1 apoOMaTHBIE BOBI.
Hacroiiku.




HbIE ()OPMBI.

Kunakue skctpaktsl. ['ycTbie 3Kc-
TPaKThbl. DKCTPAKTHI-
KOHIIEHTpaThl. Cyxue SKCTPAKTHI.
OKCTpPaKThI-KOHLIEHTPATHI.
IIpon3BoACTBO TMHUMEHTOB, Ma-
3ei, resieit u nact. [IpousBoacTso
PEKTaJIbHBIX U BarMHAJIBHBIX JIe-
KapCTBEHHBIX (POPM.
N3rorosiieHue pa3nuyHbIX JeKap-
CTBEHHBIX ()OPM 11 HOBOPOIXK-
JNEHHBIX U neTed 10 1 roma xxu3-
HU.

MaxkcuManbHO OUYMILEHHbIE (HU-
Tonpenaparsl. @uTonpenapaTsl
VH/IMBUYaJIbHBIX BEILECTB.
[Ipon3BoICTBO I1a3HBIX JIEKap-
CTBEHHBIX (opM. ['ma3Hble Kamy,
Ma3H U TJI1a3Hble JIEKaPCTBEHHbIE
IUICHKU.

3.5. CamocTosiTeIbHAsA padoTa 00yualomerocs

3‘(:1 Ne ce- Tema CP Buab1r CP Bcero
MecTpa 4acoB

1 2 3 4 5
1. Paznen 1. OcHoBHble TepMuUHBI W | BbiosHeHWE  camocmosamenvHou 48

MOHATHST  (papMaleBTUICCKOW TeX- | Heayoumopnou pabomwl: oHopM-

Hosorud. ['ocynapcTBeHHOE HOPMU- | IEHUE IHEBHUKOB MTPAKTHKHU.

poBaHWE  TPOW3BOJACTBA  Jekap- | Camocmosmenvhas KOHMAKMHAA

CTBEHHBIX TpENaparoB, KOHTPOIb | paboma: odopmiieHHE JTHEBHHKOB

KadecTBa W mpaBwia oTmycka. Oc- | MpaKTHUKH.

HOBHBIE TIPOILIECCHI M  ammapaThl

(dapMareBTHYECKONH  TEXHOJIOTHH.

buodapmanus. buodapmanesruye-

CKHE OCHOBBI CO3JIAaHHSI U HCCIIE0-

BaHUS JICKaPCTBEHHBIX MPETapaToB.

Pa3nen 2. TBepablie JieKapCTBEHHBIE

10 (bopMBL.

Paznen 3. JKunkue sekapcTBEHHBIE
¢dopMBl JUISI Hapy»XHOTO M  BHYT-
PEHHEro MPUMEHEHUS

Pasnen 4. Msarkue JieKapCcTBEHHBIE
(b opMBI.

Pasgen 5. Jlerckue u repuarpude-
CKHE JIEKapCTBEHHbIE  CpEJ/ICTBA.
HecosmectumocTu.

Paznen 6. [Ipenaparsl ) KUBOTHOTO U
PacTUTEIBHOIO MPOUCXOKIACHHUS.
Paznen 7. CoBpeMeHHbIe JeKap-
CTBEHHBIE (DOPMBI.




3.5.1. lIpuMepHasi TeMATHKA KOHTPOJIbHBIX BOIIPOCOB
1. OO6ume NpUHIKIBI OpPTaHU3aAIMK POU3BOJICTBA JICKAPCTBEHHBIX (OopM B anTekax. CaHUTapHBIN

U (papMarieBTHUECKUI PEKUM IIPU U3TOTOBJICHHUH JICKAPCTB B alTEKax.

2. Kak no3upyror (1o Becy Wim 00beMy) JKUAKOCTH, BSI3KUE, C BBICOKOM M HU3KOW IJIOTHOCTH?

3. IlpaBuna pa3basneHust opuIMHAIBHBIX pacTBOpoB. PacTBopa mepekucu Boaopoaa, popMmainHa,

XJ'IOpHCTOBOI[OpOI[HOfI KHCJIOTHI.

4. CycneH3uu Kak jJekapcTBeHHas ¢popma, TpeOOBaHUs, IPEIbIBIIEMbIE K HUM.

5. Ilpuka3bl U UHCTPYKIUHU, HOPMHUPYIOIIHUE YCIOBUS MPUTOTOBICHUS HHBHEKIIMOHHBIX PACTBOPOB.
6. HecoBmecTumble cOY€TaHUS HUHIPEIUEHTOB, OOYCIOBJICHHbIE XMMHUYECKHMMH IpOIecCCaMH B

MUKCTYpax (IIpUMEpHI).

7. HecoBmecTumbie cOUETaHHS UHTPEAUEHTOB B MOPOIIKAX U TIA3HBIX KAIUIAX (IPUMEPBHI).

4. OueHoOYHbIe MATePUAJIbI 1JIsl KOHTPOJIS YCIIeBA€MOCTH M Pe3yJIbTATOB OCBOEHUS MPaK-

THKH

4.1. IlepeyeHb KOMIETEHIUI U HHAUKATOPOB J0CTUKEHUS] KOMIIETEHIMI ¢ YKa3aHUEM CO-
OTHECEHHBIX ¢ HUMH 3aIJIAHMPOBAHHBIX Pe3y/IbTAaTOB 00y4eHHs MO npakTuke. Onucanue
KpHUTepHeB U IKAJ OlleHMBAHUS Pe3yJIbTATOB 00y4eHHs 110 MPAKTHKe

Kon u Haume- Pe3yasTaTsl Kpurepun onieHnBaHus pe3yabTaToOB 00ydCHUS
HOBaHUE UH- o0y4eHus Mo
TUKATOPA 10- JUCHHUILIHHE 2 3 4 5
CTHKEHUS («He ynoBietBo- («Y moBreTBOPH- («Xopormo») («OtmraHOY)
KOMIIeTeHUHH PHUTETHHO) TEIEHOY)
VYK-1.1. Ana- 3Hathb He 3nHaer ocHOB- | 3arpyaHsercs B | 3HaeT HO He | 3Ha€T  OCHOBHYIO
JM3UPYET IPO- HYI0O TEPMHHOJIO- | OCHOBHYIO TEPMH- | TOJHOCTHIO TEPMHUHOJIOTHIO
OneMHyI0 cH- ruto (apMmaneBTH- | HOJOTHIO  (apMa- | OCHOBHYIO (bapmaneBTHYECKON
TYyaIuIo KaK YECKOW TEXHOJIO- | LEBTHYECKOH TeX- | TePMUHOJIO- TEXHOJIOTUH, TpHe-
CHCTEMY, BbI- TMH, TpPUEMbl W | HOJOTHMH, TpUEMBbl | TMIO  (apma- | MBI U MeToabl (u-
SIBJISISL €€ CO- MeTobl huocod- | 1 MeTombl  (HIIO- | IIEBTUYECKOH | JIOCOGCKOTo aHaH-
CTaBIIAIOMIHE 1 CKOTO aHamm3a | CO)CKOTO aHaM3a | TEXHOJOTHH, 3a po0IeM
CBSI3U MEXKIY mpobieM npobiem TIPHEMBI u
HUMH MeTonsl  (u-
J0cOo(CKOTO
aHanmm3a Tpo-
Omem
YMmers He ymeer mpoBo- | 3arpyassercs YMeeT HO He Ymeer npoBoIUTH
JIUTh KPUTHYE- MPOBOJIUTH KpH- TIOJIHOM 00B- KPUTHUYECKHUI aHa-
CKU{ aHaJIN3 TUYECKUH aHAIU3 éMme IpoBO- JIU3 HAy4HOU U
HAY4HOH U my0- Hay4YHOMH U my0- JIUTh KPUTH- myOnuIcTHye-
JIMIUCTUYECKON JIMIUCTUYECKOHI YEeCKUH aHa- CKOH JINTEPATYPHI,
JIUTEPATYPBhL, 3KC- | JIUTEPATYphI, OKC- | JIU3 HAYYHOH 9KCTPAIIOIUPOBATh
TpPAaIoIUPOBATH TPaIoIupOBaTh U ITyOJTUIIH- MOJyICHHYIO HH-
MTOTyYCHHYIO HH- MOJYYCHHYTO WH- CTHYECKOM (dopmarmio Ha
(dbopmarmro Ha dhopmarmro Ha JTUTEPATYpPHL, KOHKDPETHYIO CHUTY-
KOHKPETHYIO CH- KOHKPETHYIO CH- SKCTPATIONH- aIHIo
Tyanuio Tyanuto pOBaTh MOITY-
YEHHYIO WH-
dhopmanunio
Ha KOHKpEeT-
HYIO CHTYa-
MO
Bnanets He Biazmeer HaBbl- | 3arpyaHseTcs ¢ | Bnageer Ho He | Biaseer HaBbIKamu
KaMH KPUTHYECKO- | HaBBIKAMH KPHUTH- | HOJHOCTBHIO KPUTHUYECKOTO aHa-
ro aHajiu3a Hayd- | YECKOro aHaju3a | HaBbIKAMHU nM3a  HaydyHoOMl U
HOW ¥ myOnuuu- | HAYYHOW M IyOJIM- | KPUTHYECKOrO | IMyOJMIUCTHYECKON
CTHYECKOH JINTe- | IMCTUYECKOH JIU- | aHayu3a JUTEPaTypHl




parypsl TepaTypsl Hay4HOH u
My OIHAIUCTH-
YECKOM JIMTE-
patypsl
VYK-1.4. Pa3zpa- | 3nats He 3maer ocHOB- | 3arpymmsercs c | 3Haer HO He | 3HaeT  OCHOBHBIE
GaTbIBacT U HBIE MOHSATHUS, | OCHOBHBIE  IIOHS- | MOJHOCTBIO MOHATHS,  KJIACCHU-
COJIEPKATEINBHO KIaccuUKaUi M | THA, KIACCHU(HKA- | OCHOBHEIC ¢uKaImMu u TePMHU-
apryMEHTHPYET TEPMHUHOJIOTHIO MM ¥ TEPMHUHOJIO- | MOHSTHS, Hojoruio  (papma-
CTpaTeTHIo pe- (dapmarneBTHIC- ruro  ¢apMareBTH- | KiIaccuduka- HEBTHYECKOH  TeX-
IIEHHS TIPO- CKOH TEXHOJIOTHH, | YECKOM TEXHOJIO- | MM M TEPMHU- | HOJOTHH, IIPHEMBI U
OGneMHOU cUTy- NIPUEMbl U METOJIBI | TUM, TIPHEMBl M | HOJIOTHIO MeTonbl  (uocod-
aIy Ha OCHOBE ¢unocogckoro MeToabl ¢uiocod- | papmaneBTH- | CKOTO aHanmu3a
CHCTEMHOTO U aHaiM3a MpodJeM | CKOro aHaiM3a | 4eckoil  Tex- | mpoOisiem
MEKANCIHILIU- npooiieM HOJIOTHUH,
HapHOTO MOJ- MIPUEMBI u
XOJIOB Mmeronsl  u-
socodcKoro
aHanM3a Ipo-
Omem
YMmers He ymeer pemate | 3arpyassercs ‘YMeer HO He VYmeer pemarsb
mpoOJieMy Ha oc- peraTh mpodiaeMy | TOITHOM 00B- mpo0OJieMy Ha oc-
HOBE CUCTEMHOTO | Ha OCHOBE CH- éme pemare | HOBE CHCTEMHOTO
U MCXKIUCIUITIN- CTCMHOT'O U MCX- np06ﬂeMy Ha 1 MCKIUCHUILIN-
HapHOTO MOJX0- JUCLUIUTMHAPHO- OCHOBE CH- HapHOTO MOJX0I0B
J10B To I0OaX0J0B CTCMHOT'O 1
MEXIUCIIH-
TUIMHAPHOTO
MOJIX0JI0B
Brianers He Bnanmeer HaBbI- | 3arpyaHseTcs c | Bnageer Ho He | Biaseer HaBbIKamu
KaMH aHaJM3a | HaBBIKAMH aHAIM3a | HOJHOCTHIO aHaaM3a  HeoOxo-
HEOOX0ANMOCTH HEOOXO0ANMOCTH HaBBIKAMH IUMOCTH TEX WIN
TeX WIM WHBIX pe- | TeX WJIM HWHBIX pe- | aHaiu3a WHBIX  PECYpCOB,
CYpCOB, TEXHOJO- | CypCOB, TEXHOJIO- | HEOOXOOUMO- | TEXHOJIOTHAMH
THAMH  IUIAHUPO- | THSIMH  IUTAHHUPO- | CTH TeX WM | IVIAHHPOBAHUSA |
BaHWS W PEIICHMS | BaHUS W DEIICHWS | MHBIX pecyp- | pemeHus npodiem-
npoOJeMHOW  CH- | MPOOJEMHON  CH- | COB, TEXHOJO- | HOMl CHUTyalu Ha
Tyalluhi Ha OCHOBE Tyaluhd Ha OCHOBE TUAMHU IIJIAaHH- OCHOBC CHUCTCMHOTO
CUCTCMHOT' O u CHCTCMHOTO " | poBaHUsA )4 u MEXIUCIUITIN-
MEXK T CILIUTIIN- MEXKTUCIIUTIIIH - pelIeHusT Mpo- | HAPHOIO IOAXOJOB
HAapHOTO TOJXO/I0B | HAPHOTO MOJXO0J0B | OneMHO#l cu- | B npodeccroHalb-
B npodeccroHanb- | B MpoecCHOHAb- | Tyaluu Ha | HOM JeTeNIbHOCTH
HOM JICSITENILHOCTH | HOM JIETENBHOCTH | OCHOBE  CH-
CTEMHOTO U
MEKANCIIN-
IUTMHAPHOTO
MOAXOA0B B
npodeccuo-
HaJIbHOM Jies-
TEJILHOCTH
OIIK-1.2. 3HaTh He 3naer HopMma- | 3arpyaasercs c | 3Haer HO He | 3HaeT  HOpPMAaTHB-
IIpumensier TUBHYIO JOKYMEH- | HOPMATHUBHYIO IIOJIHOCTBIO HYyIO  JOKyMEHTa-
OCHOBHBIC (bI/I— Taluio, periiaMeH- JOKYMEHTaIUIO, HOPMAaTHUBHYIO U0, PETIaMCHTH-
3HKO- THPYIOUIYIO ~TpO- | periaMeHTHPYIO- JIOKyMEHTa- PYIOILYI0O  HpOHU3-
XUMHUYECKHE U W3BOJICTBO M Kade- | IIyI0  IIPOM3BOJ- | IIMIO, perya- | BOJACTBO U KauecTBO
XUMHUUYECKHE CTBO JIEKapCTBEH- | CTBO M KayecTBO | MEHTHUPYIO- JIEKapCTBEHHBIX
METOJIbl aHaJIH- HBIX TIPEnapaToB; | JIEKApCTBEHHBIX IIyl0 TpOM3- | MpenaparoB;  HO-
3a Uil paspa- HOMEHKJIATypy NpenaparoB;  HO- | BOJACTBO U | MEHKJIATYpy  Je-
06oTKHM, wuccie- JEUCTBYIOIIMX W | MEHKJIATYpy JeH- | KauecTBO Jie- | CTBYIOIIUX u
JIOBAaHUH W DKC- BCIIOMOT'aTENbHBIX | CTBYIOIMINX U | KapCTBEHHBIX | BCIIOMOTATEIbHBIX
TMICPTU3BI JIc- BCIICCTB, TCXHO- BCIIOMOT'aTCIIbHBIX nmpenaparosB; BCIICCTB, TCXHOJIO-
KapCTBCHHBIX JIOTUKO H3rOTOBJIC- BCIICCTB, TCXHO- HOMCHKJIaTYy- TUIO HM3TOTOBJICHUA




CpCACTB, JIc-
KapCTBECHHOT'O
PpaCTUTECIBHOI'O

HUSL  JICKapCTBEH-
HBIX (GOpPM U3 Jie-
KapCTBEHHBIX U

JIOTHUIO HW3TOTOBJIC-
HUS  JIEKapCTBEH-
HBIX (GOpM H3 Je-

py  neHcTBy-
IOIINX u
BCIIOMOTa-

JIeKapCTBEHHBIX
dopM w3  nexap-
CTBEHHBIX M BCIIO-

CBIPBS ¥ OHOITO- BCIIOMOTATENFHBIM | KApCTBEHHBIX W | TEIBHBIX BE- | MOTATENbHBIM  Be-
THYECKUX O00B- BEIIECTB BCIIOMOTATEIFHBIM | IECTB, TEXHO- | IIECTB
€KTOB BEIIIECTB JOTHIO  U3TO-
TOBJICHUS JIe-
KapCTBEHHBIX
dopm u3 Ie-
KapCTBEHHBIX
U BCIIOMOTa-
TCNBHBIM  Be-
IIECTB
YMmerb He ymeer  ompe- | 3atpyansercs YMeer HO He | YMeeT omnpenensiTh
nenste  Qusuko- | onpenensaTh (U3M- | MOJHOM 00be- | (U3HMKO-
XMMHUUYECKHE CBOM- | KO-XUMHUYECKHUE Me  ompele- | XUMHUYECKHE CBOM-
CTBa JIEKapCTBEH- | CBOIiCTBAa  JIeKap- | JIATh (HU3UKO- | CTBa  JICKAPCTBEH-
HBIX BEIECTB CTBCHHBIX BEIIECTB | XUMHUYECCKHE HBIX BEIIECTB
CBOMCTBa Jie-
KapCTBEHHBIX
BCIIIECTB
Bnanets He Bmanmeer mpo- | 3arpyassercs c | Bnageer Ho He | Bnameer mnpocteit-
CTEHIIUMHU  yCTa- | MPOCTEHIIMMU MOJIHOCTBIO IIMMH ~ YCTaHOBKa-
HOBKaMH JJIsl IPO- | YCTAaHOBKAaMM JUIS | MPOCTEHIIUMHU | MU JUIsl IPOBEACHUS
BeJcHUs Jlabopa- | mpoBencHUs 7a00- | YyCTAaHOBKAMHU | JIAOOPATOPHBIX HC-
TOPHBIX MCCIEIO- | paTOPHBIX Hccie- | ANl TNpOBeie- | CIEAOBaHUM, IOJb-
BaHUii, MOJIb30- | JOBaHWiA, TMONB30- | HUA  Jlabopa- | 30BaThCsl  (u3MUe-
BaTthCs  (u3uue- | BaTbCss  (U3MYE- | TOPHBIX  HC- | CKUM, XMMHUYECKUM
CKHUM, XAMAYC- | CKUM, XUMHYe- | CICIOBAHUA, 00opyIoBaHUEM,
CKUM 000pyHoOBa- | CkUM 0OOpYyIOBa- | MONB30BAThCS | KOMITBIOTEPU3UPO-
HHEM, KOMIIBIOTe- | HHEM, KOMIBIOTe- | (U3UYECKHM, | BaHHBIMH  IPHOO-
PpHU3UPOBaHHBEIMH PU3UPOBAHHBIMU XUMHYECKIM pamu
pudopaMu npudopaMu 00opynoBaHU-
€M, KOMIIbIO-
TEpU3UPOBaH-
HBIMH TIpHOO-
pamu
OIIK-1.3. 3HaTh He 3naer Hopma- | 3arpygmsercs ¢ | 3HaeT HO He | 3HaeT HOPMATHB-
[Tpumensier THBHYIO JOKYMEH- | HOPMaTHBHYIO TMIOJIHOCTBIO HyI0 JOKyMEHTa-
OCHOBHEBIE Me- TalMIo, perjaMeH- | JIOKYMEHTALHIO, HOPMaTHB- LHIO, perjiaMeHTH-
TOBI prsMKO- THUPYIOIIYIO TPO- | perJaMeHTHPYIO- HyI0  JIOKy- | PYIOIIYIO  IPOH3-
XIUMHYECKOTO M3BOJCTBO M Ka- | IIyI0 TPOW3BOI- | MCHTAIIHIO, BOJCTBO W Kaue-
aHam3a B H3ro- YeCTBO JeKap- | CTBO M KadecTBO | PErJIAMEHTHU- CTBO JIEKapCTBEH-
TOBIICHWH JIe- CTBCHHBIX TIpera- | JCKapCTBEHHBIX PYIOIIYIO HBIX I[IPEraparos;
KapCTBEHHBIX paToB; OCHOBHBIC | IpEMapaToB; OC- | MPOU3BOJICTBO | OCHOBHBIE TpebO-
npenapaToB TpeOoBaHUSL K | HOBHBIe TpeOOBa- | ©  Ka4yecTBO | BaHWSA K JIeKap-
JIEKapCTBEHHBIM HUS K  JIeKap- | JIeKapCTBEH- CTBEHHBIM (opMam
¢dbopmMaM u moka- | cTBEHHBIM  (Op- | HBIX Mpenapa- | ¥ IOKa3aTeNH HuX
3aTend WX Kade- | MaM M MOKa3aTeld | TOB; OCHOB- | KadecTBa
CTBa HX Ka4ecTBa HbIe TpeboBa-
HUS K JIeKap-
CTBCHHBIM
dopmam u
MoKa3aTein
UX KayecTBa
YMmers He ymeer wusro- 3arpyaHsercst YMeeT HO He YMmeer u3rortasiu-
TaBJIMBATh JICKAP- | H3TOTABIHBATH TOJIHOM 00be- | BaTh JIGKAPCTBEH-
CTBEHHBIE TIperia- JICKapCTBCHHEIC ME H3rOTaB- HBIC TIpETapaTkl B
paTHI B COOTBET- mpernapaTsl B CO- JIUBATH JICKAp- | COOTBETCTBHUH C
CTBUU C YCTaHOB- OTBETCTBHH C CTBEHHBIC YCTaHOBJICHHBIMH

JICHHBIMU ITPpaBU-

YCTaHOBJICHHBIMHU

IIpernapaTsl B

IpaBuJIaMu U C




JIAMU U C YYETOM
COBMECTHMOCTH
JIEKapCTBEHHBIX U
BCIIOMOTaTEIb-
HBIX BEILECTB U
KOHTPOJIMPOBAThH
Ka4ecTBO Ha BCEX
CTaAMAX TEXHOJO-
THYIECKOTO TPO-
necca

NpaBUJIAMHU U C
Y4€TOM COBMe-
CTHUMOCTH JIeKap-
CTBEHHBIX U
BCIIOMOTATEb-
HBIX BEIIECTB U
KOHTPOJIPOBATH
Ka4yecTBO Ha BCEX
CTaIMAX TEXHOJIO-
THYECKOro Ipo-
necca

COOTBETCTBUH
C YCTaHOB-
JICHHBIMH
NpaBUIAMH U
C y4eToM
COBMECTHUMO-
CTH JIeKap-
CTBEHHBIX U
BCIIOMOT'a-
TENILHBIX BE-
IIECTB U KOH-
TPOJIMPOBATH
Ka4yecTBO Ha
BCEX CTa/IUAX
TEXHOJIOTHYe-
CKOTO Iporec-
ca

Yy4€TOM COBMECTHU-
MOCTH JICKap-
CTBCHHBIX U BCIIO-
MOTaTCIbHBIX BC-
I€CTB U KOHTPO-
JIMpOBaTh Kadye-
CTBO Ha BCEX CTa-
JUAX TEXHOJIOTH-
YECKOTo rmpomnecca

Bnaners He Bmameer mpo- | 3arpymmsercs c | Bnageer Ho He | Bnameer mnpocteil-
CTEHIINMH HAaBBI- | NIPOCTCHIINMU MIOJTHOCTBIO IIAMH ~ HaBBIKAMH
KaMH BIIAJICHUS | HAaBBIKAMH BJaJe- | MPOCTEHIIMMH | BIafeHus  00opy-
000pyIOBaHHUEM, HUS 000pyJOBaHH- | HaBBIKAMH JIOBAaHWEM, KOMIIb-
KOMIBIOTEPU3UPO- | €M, KOMIBIOTEpPHU- | BIAaJCHUA I0TEePU3UPOBAHHEI-
BaHHBIMH TPUOO- | 3UPOBAHHBIMHU 000pyIOBaHU- | MU npubopamu;
pamy; HaBBIKAMHU | IpUOOpaMmuy; €M, KOMIbIO- | HaBBIKAMU  IOCTa-
MOCTaAUHHOTO HaBBIKAMU TIOCTa- | TEPU3UPOBAH- | TUIHOTO KOHTPOJISA
KOHTpOJsI ~ Kade- | IMHHOTO KOHTPOJSA | HBIMH IpHOO- | KauecTBa MpH IIPo-
CTBa IIpU MPOM3- | KayecTBa IIPU | paMH; HaBbI- | U3BOJACTBE U H3rO-
BOJICTBE M W3rO- | MPOM3BOACTBE W | KAMH IIOCTa- | TOBIEHHM  JIEKap-
TOBJICHUHM  JIEKap- | M3TOTOBJICHUH JUHHOTO KOH- | CTBEHHBIX CPEICTB
CTBEHHBIX CPEJCTB | JIEKAPCTBECHHBIX Tpolsi  Kaue-
CpeACTB CTBa IPHU TPO-
W3BOJCTBE U
M3TOTOBIICHUU
JIEKapCTBEH-
HBIX CPEJICTB
K- 3HaTh He 3naer Hopma- | 3arpyaasercs c | 3Haer HO He | 3HaeT  HOpPMAaTHB-
1.1. ITpoBoaut TUBHYIO JOKYMEH- | HOPMaTHBHYIO MIOJTHOCTBIO HyI0  JOKyMEHTa-
MEpPOIPHUATHS TaIMIo0, pPerjaMeH- | JTOKYMEHTAaLHIO, HOPMATHBHYIO | IIMIO, perjiaMeHTH-
M0 TMOJTOTOBKE THUPYIOIIYIO TPO- | perJaMeHTHPYIO- JIOKyMEHTa- PYIOLIYI0  MPOHU3-
pabouero  Me- U3BOJICTBO M Kaue- | I[yl0  TPOU3BOA- | IIMIO, perjia- | BOJACTBO M KaueCTBO
CTa, TEXHOJO- CTBO JIEKapCTBEH- | CTBO M KadecTBO | MEHTHUPYIO- JIEKapCTBEHHBIX
THYECKOro 000- HBIX  TIPEnapaToB | JICKAPCTBEHHBIX IIyI0 TPOM3- | NperapaToB Ha
pyznoBaHwus, Ha (hapmaneBTHYE- | MpenapaToB Ha | BOJCTBO n | papManeBTHUECKUX
JIEKapCTBEHHBIX CKUX HpennpusTH- | GapmamneBTHde- Ka4yecTBO Jie- | NMPEANpHATHAX;
M BCIOMOTa- SIX; HOMEHKJIATypy | CKMX HpENNpPHUATH- | KAPCTBEHHBIX | HOMEHKJIATYpPY
TENBHBIX  Be- JNEHCTBYIOIMX ¥ | 5IX; HOMEHKJIATypy | IpemapaToB JNEHCTBYIOIINX U
IIECTB K H3ro- BCIIOMOTATEJIbHBIX | JEHCTBYIOIIMX U | Ha (apMmaleB- | BCIIOMOTATEIbHBIX
TOBJICHHIO  Jie- BEIIIECTB BCIIOMOTATENBHBIX | THYECKUX BEIIIECTB
KapCTBEHHBIX BEIIIECTB MPEaNpUATH-
IpenapaToB B sIX; HOMEHKJIa-
COOTBETCTBHUHU C TYpy Jiei-
peuenTaMu = U CTBYIOLIMX H
(mmu) Tpedona- BCIIOMOTa-
HUSMHU TENbHBIX  Be-
IECTB
YMmers He ymeer ompe- | 3arpyansercs YMmeer HO He | YMeeT OmpenesirTh
nenste  Qusmko- | onpenensaTs (U3M- | TOTHOM 00be- | (PU3HMKO-
XUMHYECKHE CBOW- | KO-XMMUYECKHE ME  ompele- | XMMHUYECKHE CBOM-
CTBa JIEKapCTBEH- | CBOIiCTBAa  JIeKap- | JIATh (HU3UKO- | CTBa  JIEKAPCTBEH-
HBIX BEIIECTB; CO- | CTBEHHBIX Be- | XUMHYECKHE HBIX BEIIECTB; CO-

CTaBJIATH MaTCpu-

IIECTB; COCTABIATE

CBOMCTBA Jie-

CTaBJIATH MaTepu-




ajJbHBIA OallaHc U
MIPOBOJIUTE pacue-
TBI C y4ETOM pac-
XOJIHBIX HOPM BCEX
BHJIOB TEXHOJIOI'HU-
YEeCKOro mporecca
IpU TIPOU3BOJICTBE
pa3NUYHBIX JeKap-
CTBEHHBIX Iperna-
PATOB TIO CTAIHSIM.

MaTepHaIbHbII

OajmaHc M TPOBO-
JUTh pacyersl ¢
Y4EeTOM  pacxof-
HBIX HOPM BCEX
BUJIOB TEXHOJOTH-
YECKOro Iporecca
IPU TIPOU3BOJCTBE
pa3IUYHBIX JeKap-
CTBEHHBIX Mperna-
paToB MO CTa/IUSIM.

KapCTBEHHBIX
BEILECTB; CO-
CTaBJIATh Ma-
TepHUaJIbHBII
OamaHc u Tpo-
BOJHUTH pacde-
TBI C Y4YETOM
PacxomHbBIX
HOPM BCEX
BUJIOB TEXHO-
JIOTHYECKOT0
mporecca Ipu
IIPOU3BOJICTBE
Pas3IMYHBIX
JIEKapCTBEH-
HBIX Mpemnapa-
TOB TIO CTaJu-
SIM.

aIbHBIM  OanaHc |
MPOBOJUTE  pacue-
Tl C YYE€TOM pac-
XOJIHBIX HOPM BCEX
BHJIOB TEXHOJIOI'H-
4eCKOro Iporecca
NpU  TPOHM3BOICTBE
pa3NUYHbBIX JIeKap-
CTBEHHBIX ITIpernapa-
TOB 110 CTaqUsM.

Bnanets He Bmanmeer mpo- | 3arpyassercs c | Bnageer Ho He | Bnameer mnpocteit-
CTCUIIMMHU  yCTa- | MPOCTEUIINMHU TIOJTHOCTBIO IIMMHA ~ YCTaHOBKa-
HOBKAMH JJIS MPO- | YCTAHOBKAMH UL | IPOCTEHIIUME | MU IS TIPOBEACHUS
BeJcHUs Jlabopa- | mpoBencHUs 7a00- | YCTAaHOBKAMHU | JIAOOPATOPHBIX HC-
TOPHBIX MCCIEIO- | paTOPHBIX HCCie- | ANl TMpOBeie- | CIEAOBaHUM, IOJb-
BaHUii, MOJIb30- | JIOBaHWiA, TONB30- | HUA  Jlabopa- | 30BaThCsl  (u3MUe-
BaTthCs  (¢u3uue- | BaTbcss  (U3MYC- | TOPHBIX  HC- | CKUM, XMMHUYECKUM
CKUM, XUMUYC- | CKUM, XUMHYe- | CIICJIOBaHMIA, 00opynoBaHUEM,
CKUM 00OpyIOBa- | CKUM 00OpYZOBa- | MOJIL30BAaThCS | KOMITBIOTEPU3UPO-
HHEM, KOMIIBIOTe- | HHEM, KOMIbBIOTe- | (U3UYECKHM, | BaHHBIMH  TPHOO-
PpHU3NPOBaHHBIMH PU3UPOBAHHBIMU XUMHYECKIM pamm;  HaBBIKAMHU
pubopamu; mpurdopamu; 000pyIOBaHU- | COCTaBICHUS  TEX-
HABBIKAMH COCTaB- | HABBIKAMH COCTaB- | €M, KOMIIbIO- | HOJOTHYECKHX pa3-
JICHUS TEXHOJIOTH- | JICHHUS TEXHOJIOTH- | TEpU3UPOBAH- | JEIOB TIPOMBIIII-
YECKHX pa3[eliOB | YeCKMX pa3/eloB | HBIMH MPHOO- | JICHHOTO pEerJIaMeH-
MIPOMBIILICHHOTO MIPOMBIIIIJICHHOTO pamu; HaBBl- | Ta HAa TPOU3BOJ-
periaMeHTa Ha | perjiaMeHra Ha | KAMH COCTaB- | CTBO TOTOBBIX JIe-
HPOHU3BOJICTBO MIPOU3BOJICTBO JICHUS TEXHO- | KapCTBEHHBIX
TOTOBBIX  JIeKap- | TOTOBBIX  JieKap- | JJOTUYECKUX ¢dbopM, B TOM 4ucie
CTBEHHBIX ()OpPM, B | CTBEHHBIX (JOpM, B | pas/eiioB TEXHOJIOTUYECKUX U
TOM YHUCJI€ TEXHO- | TOM 4YHCIEe TEXHO- | MPOMBIIUIEH- | ammapaTypHBIX
JIOTHYECKUX W all- | JIOTHYeCKHX W all- | HOTO  periia- | CXeM IMpPOHU3BOJCTBA
mapaTypHBIX CXEeM | MapaTypHBIX CXeM | MEHTa Ha | TOTOBBIX nexap-
MPOU3BOJICTBA TO- | IIPOM3BOACTBA TO- | MPOHM3BOJCTBO | CTBEHHBIX (POPM
TOBBIX JIeKap- | TOBBIX JeKap- | TOTOBBIX  Jie-
CTBEHHBIX (popM CTBEHHBIX (POpPM KapCTBEHHBIX
¢dopM, B TOM
quciae TEXHO-
JIOTHYECKUX |
amnmaparyp-
HBIX cXeM
MIPOU3BOJICTBA
TOTOBBIX  ITe-
KapCTBEHHBIX
dopm
IIK-1.2. Hszro- | 3Hate He 3naer Hopma- | 3arpyansercs c | 3HaeT HO He | 3HaeT  HOpPMAaTUB-
TaBJIMBaeT Jie- TUBHYIO JOKYMEH- | HOPMAaTHBHYIO MOJTHOCTBIO HYI0O  JOKyMEHTa-
KapCTBEHHbBIE TaIMIO0, perjaMeH- | JTOKYMEHTAIUIO, HOPMATHBHYIO | IUIO, periaMeHTH-
npenapatsl B TUPYIOIIYI TPO- | perJaMeHTHPYIO- JIOKyMEHTa- PYIOLIYIO  IIPOU3-
COOTBETCTBHUH C M3BOJCTBO M Kade- | IIyl0  TPOW3BOA- | IIMIO, perjia- | BOJACTBO M Ka4eCTBO
YCTaHOBJICH- CTBO JIEKapCTBEH- | CTBO M Ka4yeCcTBO | MEHTHPYIO- JIEKapCTBEHHBIX
HBIMH  TIpaBH- HBIX MPEMaparoB | JIEKapCTBEHHBIX IOIyl0 Tpom3- | mpernapaToB Ha
JaMH U C yde- Ha (apMmaneBTHYe- | IpemapaToB Ha | BOJACTBO u | GapMareBTHIECKUX




TOM COBMECTH-
MOCTH  JIeKap-
CTBEHHBIX u
BCIIOMOTATEb-
HBIX BEIIECTB,
KOHTPOIUPYS
Ka4ecTBO Ha
BCEX  CTaguAX
TEXHOJIOTHYe-
CKOTO TIpolecca

CKHX TMpPEANPHUSITH-
SIX; OCHOBHBIC Tpe-
OoBaHUS K JieKap-
CTBEHHBIM (hopMaM
U TOKa3aTeln HX
KauecTBa

(apmaueBTHYe-
CKUX HPEANPUSTH-
SIX; OCHOBHBIE Tpe-
OoBaHMS K JeKap-
CTBEHHBIM (hopMam
U TIOKa3aTelll HX
KayecTBa

KauyecTBO Jie-
KapCTBEHHBIX
IpenaparoB
Ha (apmares-
THYECKUX
HpeIIpHATH-
AX; OCHOBHBIC
TpeOOBaHUSI K
JIeKapCTBeH-
HBIM  (hopmam
W TI0Ka3aTeln
UX KauecTBa

NPEANPUSITUAX;
OCHOBHBIC  Tpebo-
BaHHWs K  JieKap-

CTBEHHBIM (hopMam
U TOKa3aTenu UX
KayecTBa

YMerb He ymeer  wsro- | 3arpyansercs u3- | YMeeT HO He | YMEET H3TOTaBIIH-
TaBIWBATh JIEKap- | FOTaBIMBATh  Jie- | TIOJJTHOM O0Obe- | BaTb  JIEKApCTBEH-
CTBEHHBIE IIpeMna- | KAapCTBEHHBbIE IIpe- | Mé  M3rOTaB- | Hble IIpemapaThl B
paTel B COOTBET- | ImapaThl B COOTBET- | IMBATh JEKap- | COOTBETCTBUU c
CTBHH C YCTaHOB- | CTBUH C YyCTaHOB- | CTBEHHBIE YCTaHOBIICHHBIMH
JICHHBIMH TIpaBH- | JICHHBIMH TIpaBH- | IIpemapaTsl B | MpaBWIaMH W C
JAMH W C YYETOM | JJaMH M C YYE€TOM | COOTBETCTBHH | y4E€TOM COBMECTH-
COBMECTHMOCTHU COBMECTHMOCTH c YCTaHOB- | MOCTH JICKapCTBCH-
JICKApCTBEHHBIX W | JIGKAPDCTBEHHBIX W | JICHHBIMHU HBIX W BCIIOMOTa-
BCIIOMOTATENbHBIX | BCIIOMOTATENbHBIX | IPaBWJIAMH U | TEIbHBIX BELIECTB U
BEIIECTB M KOH- | BEIECTB M KOH- | C Y4eToM | KOHTPOJINPOBAThH
TPONMpPOBaTh Ka- | TPOJIMPOBATH Ka- | COBMECTMMO- | KayeCTBO Ha BCeX
YecTBO Ha BCEX | UeCTBO Ha BCEX | CTH JeKap- | CTagusx TEXHOJIO-
CTagUsIX TEXHOJNO- | CTQAMUAX TEXHOJO- | CTBEHHBIX U | THYECKOTO IIpoIiec-
THYECKOI'0  MpPO- | THYECKOT0  Ipo- | BCIOMOTra- ca
mecca ecca TENBHBIX  Be-

IIeCTB M KOH-
TPOJHUPOBATH

KayecTBO  Ha
BCEX CTaIusIxX
TEXHOJIOTHYe-
CKOTO Tpolec-
ca

Brnaners He Bmameer mpo- | 3arpyassercs ¢ | Bnageer Ho He | Binageer mpocreii-
CTEWIIMMU HAaBBI- | MPOCTEHIITIMHU MOJTHOCTBIO IIMMHA  HaBBIKAMH
KaMH BIAJICHUS | HaBBIKAMM BJIAJie- | MPOCTEHIIUMH | BlageHus  obopy-
obopynoBaHueM, HUSI 000pPYIOBaHU- | HABBIKAMU JIOBaHUEM, KOMIIb-
KOMITBPIOTEPU3UPO- | €M, KOMIBIOTEPH- | BIIQJACHUS IOTEePU3NPOBAHHEI-
BaHHBIMH TPHUOO- | 3UPOBAHHBIMU 00opynoOBaHU- | MU npubopamu;
pamu; HaBBIKAMH | IPHUOOpPaMHU; €M, KOMIbIO- | HaBBIKAMH  IIOCTa-
MTOCTAAUHHOTO HaBBIKAMU TI0CTa- | TEPU3HPOBaH- | TUHHOTO KOHTPOJISA
KOHTPOJS  Kade- | IUHHOTO KOHTPOIS | HBIMH MpHOO- | Ka4ecTBa IMpPH IPO-
CTBa TMpH TPOM3- | KayecTBa NpU | paMH; HAaBBI- | U3BOJCTBE H W3TO-
BOJCTBE M U3rO- | MPOM3BOJACTBE W | KAMH TIOCTa- | TOBJIGHHH  JIeKap-
TOBJICHUM JIEKap- | M3TOTOBJICHUH JUHHOTO KOH- | CTBEHHBIX CPEICTB
CTBEHHBIX CPE/ICTB | JICKAPCTBEHHBIX Tpois  Kaue-

CPEICTB CTBa MpH Mpo-
HU3BOJCTBE W
H3TOTOBJICHUU
JIEKapCTBEH-
HBIX CPEJICTB
IIK-1.3. Yna- 3HaTh He 3naer Ttpebo- | Barpymusercss ¢ | 3HaeT HO He | 3HaeT TpeOOBaHUS

KOBBIBA€ET, Map-
KUpyeT u (1in)
odopmiseT
M3TOTOBJICHHBIE
JIEKapCTBEHHBIE
npenaparsl K
OTIYCKY

BaHUS K KauyeCTBY
VIIAKOBKH M Map-
KHPOBKH  JICKap-
CTBCHHBIX CPEJICTB
n HuX JOKYMCH-
TanpbHOE  OPOpM-
JICHWE, TOATBEP-

TpeOoBaHUs K
Ka4eCTBY YITaKOB-
KA U MapKHPOBKH
JICKapCTBEHHBIX
CPEACTB U HX JI0-
KyMEHTAJIbHOE
odopMIIeHHE,

MOJTHOCTBIO
TpeOOBaHUS K
Ka4eCcTBY

YOaKOBKH U
MAapKUPOBKHU
JIEKapCTBEH-
HBIX CPEJICTB

K KayecTBy yIa-
KOBKM W MapKH-

POBKH JeKap-
CTBEHHBIX CPEJICTB
U HUX JIOKYMEH-

TaapHOE odopmite-
HHUE, IOATBEp)Kaa-




KAAIOMMUX ~ Kade- | MOATBEPKAAOIMX | U HUX JAOKy- | IOIIMX  KadecTBO
CTBO JIEKAPCTBEH- | KaueCTBO JIEKap- | MEHTAaJIbHOE JIEKapCTBEHHBIX
HBIX CPEJICTB CTBEHHBIX CPEJICTB | OoOpMIIEHHE, | CPEICTB
MOATBEPXK/Ia-
IOMUX  Kaye-
CTBO  JEKap-
CTBEHHBIX
CpencTB
YMmers He ymeer ouenu- | 3arpymasercs ‘YMmeer HO He YMmeeT cocTaBisATh
BaTh Ka4eCTBO OLICHUBATh Kaye- TIOJTHOM 00b- OLICHMBAaTh Kaye-
JIEKapCTBEHHBIX CTBO JIGKAPCTBEH- | €M€ OLICHU- CTBO JIEKapCTBEH-
IIpenaparos o HBIX NIpenapaToB BaTh Kaue- HBIX NIpenapaToB
TEXHOJIOTHUECKUM | TI0 TEXHOJIOTHYe- CTBO JIEKap- 0 TEXHOJIOTHYe-
MoKa3aTessiM Ha CKHUM II0Ka- CTBEHHBIX CKHM TIOKa3aTesIM
CTaUsIX U3r0- 3aTelsiM Ha CTa- IpenapaToB Ha CTaAMAX U3r0-
TOBJICHUS, TOTO- JIUSIX U3TO0- 0 TEXHOJO- TOBJICHHS], TOTOBO-
BOT'O IIPOJYKTa U TOBJICHUSI, TOTO- THIECKUM TO MPOAYKTA ¥ IPU
IIPU OTITyCKE. BOTO TIPOIYKTa U MOKa3aTeIsIM OTITYCKE.
P OTITyCKE. Ha CTaIHAX
n3ro-
TOBJICHUS,
TOTOBOTO
MPOAYKTa U
IIPU OTIYCKE.
Brnaners He Bnazgeer HaBbl- | 3aTpynHseTcs ¢ | Bnageer HO He | Brnageer HaBBIKaMu
kamMu odopmileHHs1 | HaBBIKaMH O(OPM- | HOIHOCTBHIO odopmieHuss  Je-
JIEKapCTBEHHBIX JIeHUs JieKap- | HaBbIKAMH KapCTBEHHBIX IIpe-
NpenapaToB K OT- | CTBEHHBIX Ipena- | o(opmileHUs [IapaToB K OTITYCKY
ITyCKy paToB K OTITYCKY JIEKapCTBEH-
HBIX TIpernapa-
TOB K OTITYCKY
IIK-1.4. Peru- 3Hathb He 3naer ocHoB- | 3arpyassercs 3HaeT HO He | 3HAET  OCHOBHBIC
CTPHpPYET JaH- HbIC TEHICHIMH | OCHOBHBIE  TEH- | IIOJHOCTHIO TEHJCHINH pa3BU-
HBIE 00 M3ro- pasButus Gdapma- | AEHIWU DPa3BUTHA | OCHOBHBIC T (papMareBTH-
TOBJICHUH JIe- LIEBTUYECKON (hapmaneBTHYE- TEHJCHIIUH YEeCKOW  TEeXHOJIOo-
KapCTBEHHBIX TEXHOJIOTHH, HO- | CKON TEXHOJOTUH, | Pa3BUTHUSA T'HH, HOBEIE
IpernapaToB B BbIe HAIPABJICHUS | HOBBIC HaIpaBie- | (apMaleBTH- | HAMpPaBICHUSA B
yCTaHOBJICH- B CO3JaHMM CO- | HUSI B CO3JaHUU | YECKOHl Tex- | CO3JaHUHM  COBpe-
HOM TIOpSIZIKE, B BPEMEHHBIX  JIe- | COBPEMEHHBIX HOJIOTMM, HO- | MEHHBIX  JIeKap-
TOM dYHCJIE Be- KapCTBEHHBIX JIEKapCTBEHHBIX BbIE€ HAaNpaB- | CTBEHHBIX (OpM U
JIeT TpeaMeT- ¢dopm u TepaneB- | GopM W TepameB- | JEHUS B CO- | TEpaleBTUYECKUX
HO- THYECKHX CHCTEM | THYECKHX CUCTEM | 34aHHM  CO- | CHCTEM
KOJIMYECTBEH- BPEMEHHBIX
HBII yuer JIEKapCTBEH-
TpyII JeKap- HBIX (opM H
CTBEHHBIX TepaneBTHye-
CpPEACTB U JIpy- CKHX CHCTEM
I'MX BELIECTB, YMmets He ymeer mnouy- 3atpynHsiercs YMmeer HO HE Ymeer nonyyarb

HOJJIEKAIUX
TakOMy y4eTy

YaTh FOTOBBIE Jie-
KapCTBEHHbIE
(dopmbI Ha 1a60-
partopHo-
MIPOMBINIJICHHOM
000pyIOBaHUM;
COCTAaBJIATH MaTe-
pHabHBIN GanaHc
HAa OTJIEIbHbIE
KOMITOHEHTBI TEeX-~
HOJIOTUYECKOTO
npotiecca; pac-
CUUTHIBATH KOJIHN-

MOJIy4aTh TOTO-
BbI€ JIEKAPCTBEH-
HbIe GOPMEBI Ha
nabopaTtopHO-
MPOMBIIICHHOM
000pyI0BaHUY;
COCTaBJIATh MaTe-
pHaNbHBII OanaHc
Ha OTZEJIbHBIC
KOMITOHEHTBI TEX-
HOJIOTUYECKOTO
nporecca; pac-
CUHTHIBATH KOJIU-

TTOJTHOM 00b-
eMe MoJy-
yaThb I'OTOBBIC
JICKapCTBCH-
HbIE (OPMBI
Ha J1abopa-
TOPHO-
MIPOMBIIII-
JIEHHOM 000-
pyIOBaHUH,
COCTaBIIATh
MaTepHaib-
HBIN OajlaHc

TOTOBBIE JIEKap-
CTBEHHBIE (DOPMBI
Ha J1abopaTopHO-
IIPOMBINIJICHHOM
000pyI0BaHNH;
COCTaBJIATH MaTe-
pHUaNTBHBIN OaaHCc
Ha OTJEJbHBIC
KOMITOHEHTBI TEX-
HOJIOTUYECKOTO
Ipolrecca; paccuu-
ThIBATh KOJINYC-
CTBO ChIPbA U DKC-




YECTBO CHIPhS U YECTBO CHIPhS U Ha OTJICNb- TparcHTa, JIst
9KCTpAareHTa, s 9KCTpareHTa, s HBIC KOMIIO- MIPOU3BOJICTBA IKC-
MIPOU3BOJICTBA MIPOU3BOJICTBA HEHTHI TEX- TPaKIMOHHBIX
9KCTPAKIIMOHHBIX IKCTPAKIIMOHHBIX HOJIOTHYE- npenaparos
penaparos MpernaparoB CKOTO Tpo-
1ecca; pac-
CUUTBHIBATh
KOJIMYECTBO
CBIPbS M 9KC-
TpareHTa, Jis
MPOU3BOI-
CTBa IKCTPaK-
IUOHHBIX
penapaToB
Bnanets He Bnanmeer HaBbI- | 3arpymHseTcs Bnaneer Ho He | Brnaneer HaBbIKaMU
KaM{ COCTABJICHUS | HaBBIKAMH COCTaB- | TIOJHOCTBIO COCTaBJICHUS ~ TEX-
TEXHOJOTUYECKUX | JICHHS TEXHOJOTHU- | HaBBIKAMHU HOJIOTUYECKHUX pa3-
paszenos MpO- | YECKMX pa3JeliOB | COCTABJICHHS JIEIOB  TPOMBIIII-
MBIIIJICHHOTO pe- | MPOMBIIIICHHOTO TEXHOJIOTHYE- | JICHHOTO peria-
rIaMEeHTa Ha MpO- | perjiaMeHTa Ha | CKUX pa3fiejioB | MEHTa Ha MPOU3-
H3BOJICTBO  T'OTO- | MPOHU3BOJICTBO MPOMBIIICH- | BOJACTBO  TOTOBBIX
BBIX JIGKAPCTBEH- | TOTOBBIX  JIEKap- | HOTO  perja- | JeKapCTBEHHBIX
HBIX (GOpM, B TOM | CTBEHHBIX (JOpM, B | MEHTa Ha | ¢opM, B TOM 4HUCIE
YHCIIe TEXHO- | TOM YHCJIC TEXHO- | MPOU3BOJCTBO | TEXHOJIOTHUCCKUX U
JIOTHYCCKUX W all- | JIOTHYeCKUX M all- | TOTOBBIX Jie- | ammapaTypHbIX
MapaTypHbIX CXEM | MapaTypHBIX CXEM | KapCTBEHHBIX | CXEM IPOM3BOCTBA
MPOU3BOJICTBA TIO- | MPOU3BOACTBA T0- | GOPM, B TOM | TOTOBBIX JeKap-
TOBBIX JIeKap- | TOBBIX JeKap- | YMCIe TEeXHO- | CTBEHHBIX Gopm
CTBEHHBIX GopM CTBEHHBIX (POpM JIOTUYECKUX MU
anmnaparyp-
HBIX cXeM
MPOU3BOJICTBA
TOTOBBIX  Jie-
KapCTBEHHBIX
bopm
ITK-7.1. O6ec- | 3HaTh He 3naer Hopma- | 3atpymmsercs ¢ | 3HaeT HO He | 3HaeT HOpPMAaTHB-
MEYNBACT ypO- TUBHYO JIOKY- | HOPMATHUBHYIO MOJTHOCTBIO HYI JIOKyMEHTa-
BEHb HaJJIe- MEHTAIUI0,  pe- | JTOKYMCHTAIHIO, HOpPMATHUB- I[UI0, PETIAMEHTH-
JKAIIEro Mpo- TJIAMCHTH- periaMeHTH- HYIO  JIOKy- | PYIOUIyI0  MPOU3-
W3BOJICTBA B PYIOIIYIO MpPOHM3- | PYIOIIYI0 MPOW3- | MEHTAIHIO, BOJCTBO M Kadye-
COOTBETCTBHH C BOJCTBO W Kade- | BOJACTBO U Kade- | perjaMeHTH- CTBO JIEKapCTBEH-
JICUCTBYIOIIH- CTBO JIEKAPCTBEH- | CTBO JIEKAPCTBEH- | PYIOIIYIO HBIX  [PENaparoB
MH HOpMaMH U HBIX [IPENapaTtoB | HBIX MPENapaToB | MPOU3BOJI- Ha (apmareBTHYe-
npaBHIAMA Ha (¢apmaieBTu- | Ha (apMmaneBTH- | CTBO M Kauye- | CKHUX npe-
YEeCKUX npea- | 4eckux npeja- | CTBO  JieKap- | MPUSTHAX
OPUATHAX MPUATHUSIX CTBCHHBIX
mpenapaTos
Ha  (apma-
HEBTHYESCKHIX
npes-
NPUATHAX
YMmets He ymeer obec- 3arpyaHsiercst ‘YMeer HO He Ymeer obecrnieun-
Me4YNBaTh HE00- obecrieunBaTh TIOJTHOM 00b- BaTh HEOOXOIH-
XOJMMBIC YCIIOBHSL | HEOOXOIMMEIC eMe obecrie- MBI€ yCIIOBUS Xpa-
XpaHCHUS JIeKap- YCIIOBHS XpaHe- YHBATh HEOO- | HEHHS JeKap-
CTBEHHBIX HUS JICKAPCTBCH- XOMMEIC CTBCHHBIX CPE/ICTB
CPEICTB ¥l IPYTUX | HBIX CPEICTB H YCIIOBHSA Xpa- | W APYruX (apma-
(dapmaneBTHIC- npyrux dapma- HEHHS JeKap- | LEBTHYECKUX TO-

CKHX TOBAapoOB B
polIecce TpaHc-
TIOPTUPOBKU U B

LEBTHYECKHX TO-
BapoB B IIpoliecce
TPaHCIIOPTHPOBKU

CTBCHHBIX
CpEIICTB U
apyrux hap-

BapoB B IIpolLecce
TPAHCIIOPTHPOBKH
U B YIPSKICHUAX




YUPEKACHUAX U B YUPESKICHUAX | MaleBTHYE- TOBapONPOBOIS-
TOBAPOIPOBOJIS- TOBAapOINPOBOIS- CKUX TOBApOB | LIeH ceTu
el cetu et cetu B IIpoliecce
TpaHc-
MOPTHUPOBKH
U B yUpeXe-
HHSX TOBapo-
[IPOBOASILEH
cetn
Bnanets He Bnameer HaBbI- | 3arpymHseTcs ¢ | Bnaneer Ho He | Bimageer HaBbIKAMU
KaMU COCTaBJICHUS | HaBBIKAMM COCTaB- | IOJHOCTBIO COCTaBJICHUS  TeEX-
TEXHOJIOTHUECKUX | JIEHHsSI TEXHOJIOT'H- | HaBBIKAMU HOJIOTMYECKUX pas3-
paszaenos IIPO- | YECKUX PAa3[eNOB | COCTABICHUS JIEJIOB  IPOMBIIII-
MBIIIUIEHHOTO  pe- | MPOMBIIUIEHHOTO TEXHOJIOTHYE- | JIEHHOTO peria-
IJIaMEHTa Ha Mpo- | perjamMeHra Ha | CKHX pa3JeJIoOB | MEHTa Ha IPOU3-
U3BOACTBO  TOTO- | MPOU3BOACTBO MPOMBIIIJIEH- | BOACTBO  T'OTOBBIX
BBIX JIGKAPCTBCH- | TOTOBBIX  JIEKap- | HOTO  peria- | JEeKapCTBEHHBIX
HBIX ()OpM, B TOM | CTBEHHBIX (popM, B | MeHTa Ha | GOpM, B TOM HHCIIE
qucie TEXHO- | TOM YHCJIE TEXHO- | MPOM3BOACTBO | TEXHOJOTMYECKUX H
JIOTHYECKUX M al- | JIOTHYECKUX M aIl- | TOTOBBIX Jie- | ammapaTypHBIX
MapaTypHBIX CXEM | MapaTypHBIX CXEM | KapCTBEHHBIX | CXEM NPOHM3BOACTBA
MIPOM3BOJICTBA T'O- | MPOU3BOACTBA TO- | GOPM, B TOM | FOTOBBIX nexap-
TOBBIX JIeKap- | TOBBIX JieKap- | YMCle TEeXHO- | CTBEHHBIX (opm
CTBEHHBIX (opM CTBEHHBIX (OpM JIOTHYECKUX U
amnmaparyp-
HBIX cxeM
MIPOU3BOJICTBA
TOTOBBIX  JIe-
KapCTBEHHBIX
dopm
[K-7.2. 3Hathb He 3naer texHo- | 3arpymnsercs ¢ | 3HaeT HO He | 3HAET TEXHOJIOTHIO
VYdacTByeT BO JIOTHIO TIPOM3BOA- | TEXHOJOTHIO IMPO- | MOJHOCTBIO MIPOM3BOJICTBA TO-
BCEX TEXHOJIO- CTBa TOTOBBIX JIe- | HM3BOJCTBA TOTO- | TEXHOJOTHIO TOBBIX Jexap-
THYECKUX OTIe- KapCTBEHHBIX BBIX JICKApCTBEH- | NPOM3BOA- CTBEHHBIX CPEJICTB
panusx, ocy- CpeICTB B pa3- | HBIX CPEACTB B | CTBA FOTOBBIX | B Ppa3IMYHBIX Jie-
IIECTBIISIEMBIX JUYHBIX ~ JIeKap- | Pa3MH4YHBIX  JIe- | JIeKapCTBEH- KapCTBEHHBIX
MIPY IPOU3BOJ- CTBEHHBIX  (Op- | KapCTBEHHBIX HBIX cpencTB | Qopmax
CTBE JIEKap- Max thopmax B Pa3IU4YHBIX
CTBEHHBIX JIEKapCTBEH-
CPENCTB Ha HBIX (hopmax
(apmaneBTH- Ymers He ymeer moms- 3atpyausiercs YMeer HO He Ymeer nonb30-
YeCcKuX Ipei- 30BaThCsl HOpMa- TIOJTb30BATHCS TIOJTHOM 00b- BaThCsl HOPMaTHB-
TPUATHAX THUBHOM, IPOM3- HOPMAaTHBHOH, eMe TI0JIb30- HOH, IPOMU3BOJI-
BOJICTBEHHOH1 110- MPOU3BOJICTBEH- BaThCsl HOP- CTBEHHOMH JIOKY-
KyMEHTaluel npu | HOM JOKyMEHTa- MaTUBHOM, MEHTaluel npu
OCYIIECTBIICHUN IMeH 1pu ocy- MIPOM3BOJI- OCYIIECTBICHUN
TEXHOJIOTHYECKO- IIECTBJICHUH TEX- CTBEHHOM TEXHOJIOTHYECKOTO
o mporecca HOJIOTHYECKOT0 JIOKyMEHTa- mporiecca
rporiecca nuen npu
OCyIIECTBIIE-
HUH TEXHOJIO-
THYECKOT0
mporecca
Bnanets He Bnameer oc- | 3arpyassercs ¢ | Bmaneer Ho He | Bnageer OCHOBHEBI-
HOBHBIMM METOJHU- | OCHOBHBIMU METO- | HOJHOCTBIO MU METOAUKAMU
KaMHl ~ IPOHU3BOA- | AUKaMU IPOU3- | OCHOBHBIMU MIPOU3BOJICTBA u
CTBa M M3TOTOBIIE- | BOACTBA M H3rO- | METOAUKAMU U3TOTOBIICHHS  Jie-
HUSL JIEKapCTBEH- | TOBJIEHUS JIeKap- | IPOMU3BOJACTBA | KApPCTBEHHBIX
HBIX CPEJCTB CTBEHHBIX CPEACTB | U H3TOTOBIIE- | CPENICTB

HUS  JIeKap-
CTBCHHBIX




cpencTs

IIK-7.3. Cne- 3HaTh He 3maer o6oc- | 3arpymasercs 3naer HO He | 3HaeT 0OOCHOBa-
JIUT 32 BBIIOJI- HOBaHMe, Iocie- | 0O0OCHOBaHMUE, MOJIHOCTBIO HUe, MocJen0Ba-
HeHueM Tpebo- JIOBaTENbHOCTh M | TIOCIIEJOBATEIb- 00OCHOBaHHE, | TENBHOCTH M CO-
BaHHMH TEXHO- COZIEp)KaHUE TeX- | HOCTh MW COoJep- | IMocienoBa- JiepXKaHue TEXHO-
JIOTUYECKOTO HOJIOTUYECKUX JKaHUE TEXHOJO- | TENbHOCTh U | JIOTMYECKHX  CTa-
periiaMeHTa CTaiMii M omepa- | IMYECKUX CTaauil | conmepKaHHe WA ¥ Ollepalu,
MPOU3BOJICTBA LU, OCHOBHOE | M OIEpalui, Oc- | TEXHOJOIH- OCHOBHOE 000pYy-
C LIEJIBIO CO- obopynoBaHue, HOBHOE 00O0pyHO- | 4YeCKMX CTa- | JOBaHHE, HCIONb-
OmroneHus UCTIONB3yeMOE B | BaHWE, WCIIONB3Yy- | AWM U omlepa- | 3yeMoe B TEXHOJO-
HOPM TEXHOJIIO- TEXHOJIOTUM Jie- | €MOE€ B TEXHOJIO- | IWH, OCHOB- | TMH  JIEKapCTBEH-
THYECKOTO KapCTBEHHBIX THA JIEKapCTBEH- | HOE 00Opy- | HBIX CpEACTB H
mporiecca cpeiIcTB W OWO- | HBIX CPENCTB H | IOBaHWE, HC- | OMOOOBEKTOB
00BEKTOB 61000BEKTOB MOJIE3YEMOE B
TEXHOJIOTUH
JIEKapCTBEH-
HBIX CpEJICTB
u 6uoo0BeK-
TOB
Ymets He ymeer BbIOU- 3arpyaHsiercst YMeer HO He YMeet BoIOHpaTh
patb onTHMalb- BBIOMPATH ONTH- TIOJTHOM 00b- ONITHMANBHBIH Ba-
HBII BapHaHT MaJbHbIM BAapHaHT | €Me BBIOU- PHAHT TEXHOJIOTHH
TEXHOJIOTUH U TEXHOJIOTHH U paTth onTH- 1 M3TOTABIIMBATh
N3rOTaBINBATH W3rOTaBINBATh MaJbHbIA Ba- | JIEKAPCTBEHHBIC
JIEKapCTBECHHBIE JIEKapCTBCHHBIC PHAHT TEXHO- | (OPMEI
(bopMBI hopMBI JIOTHH U HU3-
rOTaBJIMBAThH
JIEKapCTBEH-
Hble HOPMBI
Brnanets He Bnanmeer HaBbI- | 3arpyaHseTcs c | Bnageer Ho He | Biameer HaBblkamu
KaMH COCTaBJICHUS! | HaBBIKAMH COCTaB- | HOJHOCTBHIO COCTaBJICHUSI  TeX-
TEXHOJIOTHYECKUX | JICHUSI TEXHOJIOTH- | HaBBIKAMHU HOJIOTUYECKHUX pa3-
paszenos IPO- | YECKUX Pa3JeliOB | COCTABICHUA JIEIOB  TIPOMBIIII-
MBIIIJICHHOTO  pe- | MPOMBIIIIEHHOTO TEXHOJIOTHYE- | JICHHOTO pPerilaMeH-
rJlaMEeHTa Ha Ipo- | perJiaMeHTa Ha | CKHX pa3fieloB | Ta Ha IIPOM3BOJA-
W3BOJICTBO  T'OTO- | TPOU3BOICTBO NPOMBIIJIEH- | CTBO TOTOBBIX J€-
BBIX JICKAPCTBEH- | TOTOBBIX  JIEKap- | HOTO  perya- | KapCTBEHHBIX
HBIX (OpM, B TOM | CTBEHHBIX (JOpM, B | MEHTa Ha | (opM, B TOM 4HCIE
YHCJIE TEXHOJIOTH- | TOM YHUCIE TEXHO- | MPOU3BOJCTBO | TEXHOJIIOIMYECKUX M
YEeCKUX M ammapa- | JIOTMYeCKUX U all- | TOTOBBIX Jie- | anmapaTypHBIX
TYPHBIX CXEM IpO- | MapaTypHBIX CXEeM | KapCTBEHHBIX | CXEM MPOHM3BOJACTBA
U3BOJICTBA  TOTO- | MMPOM3BOACTBA TO- | GOPM, B TOM | TOTOBBIX neKap-
BBIX JIEKapPCTBEH- | TOBBIX JieKap- | YMclie TEeXHO- | CTBEHHBIX (popm
HBIX OpM CTBEHHBIX (OpM JIOTHYECKUX H
anmaparyp-
HBIX cXeM
MPOM3BOJICTBA
TOTOBBIX  JIe-
KapCTBEHHBIX
bopm
IIK-7.4. Crne- | 3Hats: He 3HaeTr ocHOB- | 3atpyausercs oc- | 3HaeT HO He | 3HAeT  OCHOBHBIE
JIAT 32 COOTBET- Hble TOHSTHSL W | HOBHBIC NOHSATHS M | OCHOBHBIC TOHSITUSL ¥ METOJIBI
CTBHEM HpHUMe- METO/bl ~ aHalM3a | METOABI  aHaiu3a | MOHATHUS U | aHanmu3a CBIpBS,
HSIEMOTO Ha CBIPbSi, BCIIOMOTa- | ChIPbs, BCIIOMOTa- | METOABI AaHAa- | BCIIOMOTATEIbHBIX
MPOU3BOJICTBE TENbHBIX BEIIECTB, | TENbHBIX BELIECTB, | JIW32  CBIPbS, | BEIIECTB, T'OTOBBIX
obopynoBaHust FOTOBBIX ~ JIeKap- | TOTOBBIX  JieKap- | BCIIOMOTa- JIEKapCTBEHHBIX
U KOHTPOJIGHO- CTBEHHBIX (opM CTBEHHBIX (OpM TENBHBIX  Be- | opm
M3MEPHUTEIILHOM IIECTB, TOTO-
annapaTypsl BBIX  JIeKap-
TpeboBaHUAM CTBEHHBIX
TEXHOJIOTHYe- dopm




CKOM JOKyMEH-
Taluu

VYMeTs:

He ymeer mpowus-
BOJIUTh mo100p
HE00X0AUMOT0

000pyIOBaHUS IS
NIPOU3BOACTBA U
W3TOTOBIICHHS JIE-
KapCTBEHHBIX

CpPEeAcTB M KOH-
Tposisi ~ KadecTsa
TOTOBOM  IIPOIYK-
1M, paldOHAIBHO
UCIIONIb30BATh

CIeHaIN3UPO-

BaHHOE 000OpPYIO-
BaHHE IPU MPOU3-

3atpyaHsercs

NPOU3BOAUTE TMOJ-
6op HeoOXOoaUMO-
ro obopynoBaHUSL
IUIsL TIPOU3BOJCTBA
U H3TOTOBJICHHS

JIEKapCTBEHHBIX
CpPeNCTB W  KOH-
TPOJIA KayecTBa

rOTOBOM MpPOIyK-
L[UH, PALUOHAIBHO
UCTIONB30BaTh
CHeLUaNIU3UPO-
BaHHOE 00OpyIO-
BaHUE MpHU MPOU3-

VYMeer HO He
[IOJIHOM  00be-
ME TMPOHU3BO-
IUTH  TIOI00P
HEOOXOAUMO-
ro obopyno-
BaHU IS
TIPOU3BOJICTBA
A H3rOTOBJIE-
HHUS JIeKap-
CTBEHHBIX

CpencTB u
KOHTPOJS Ka-
yecTBa IOTO-
BOH INpPOIYyK-

YMeer  mpousBo-
UTHh TOA00p HE0O0-
XOJUMOT0  000py-
JIOBaHHs ISl TPO-
M3BOJCTBA U H3rO-
TOBJICHUSI  JIeKap-
CTBEHHBIX CPEJ/ICTB
W KOHTPOJIS Kaue-
CTBa IOTOBOM Ipo-
JIYKITUH, pauuo-
HAJIbHO  HUCIOJIB30-
BaTh  CIEIHATN3HU-
poBaHHOEe  00Opy-
JIOBAaHHWE TPH TPO-
W3BOJACTBE U H3TO-

BOJACTBE M W3rO- | BOACTBE M W3rO- | IIMM, pPAanuo- | TOBJICHWH  JIeKap-
TOBJICHHUHM JIeKap- | TOBJICHWH JIeKap- | HAIBHO  HWC- | CTBEHHBIX CPEICTB,
CTBEHHBIX CTBEHHBIX MIOJIF30BATh a TaKKe Ha JTale
CPEICTB, a TaKXe | CPEICTB, a TAKKE | CIICIIUATIU3U- KOHTPOJIS KadecTBa
Ha dTare KOHTPOJS | Ha 3Tare KOHTPOJIL | POBAaHHOE TOTOBOM  TIPOIYyK-
KayecTBa TOTOBOHM | KadecTBa TOTOBOH | OOOpPYHZOBaHWE | IIMH;  OPHEHTHPO-
NPOAYKIMH; OpHU- | IPOAYKIHUU; OpH- | IPH  TPOU3- | BaThCS B OCHOBHBIX
EHTHUPOBAThCS B | GHTUPOBATBbCA B | BOJICTBE U | MOHATHUSIX U TEPMHU-
OCHOBHBIX  TOHS- | OCHOBHBIX TIOHf- | U3TOTOBJICHHM | HAX B OINHMCaHUU
TUSX ¥ TEPMUHAX B | THSIX U TEPMHUHAX B | JIEKAPCTBEH- 000pyIOBaHUS |
onmUcaHNH 000py- | onmMcCaHuM O00OpY- | HBIX CpPEACTB, | HHCTPYKLUH 0
JOBaHWS ¥ WH- | IOBaHWA W WH- | @ TaKkke Ha | IPUMCHECHHUIO K
CTPYKIIMX TO TPHU- | CTPYKIHUH IO TPH- | 3Tame KOH- | HEeMy
MEHCHHIO K HeMY MEHCHHIO K HEMY Tpois  Kade-
CTBa TOTOBOH
TIPOAYKITUT;
OpUEHTHUPO-
BaThCsi B OC-
HOBHBIX TOHSI-
TUAX U Tep-
MUHAX B OIU-
canuu 000py-
JIOBaHUS u
HHCTPYKIIUU
o TpHMEHe-
HUIO K HEMY
Bnanets: He Bnageer npun- | 3atpyassercs c | Bnageer Ho He | Bnaneer npuHUM-
OUIaMA pabOTH HA | MPUHIKIIAMHA ~ Pa- | HOJHOCTBHIO mamMu  paboOTHI Ha
CTCTIHATH3HPO- 0OTHl Ha cHenua- | MPUHIUIIAMUA CIeIHATH3UPOBaH-
BaHHOM 000pYI0- | JU3UPOBAHHOM paboThI Ha | HOM 000pyAOBaHWU
BaHHM  COTJACHO | 0060pyIOBaHUU CTIEIUAIIA3H- COTJIAaCHO HMHCTPYK-
WHCTPYKIIUU W | COTJIacHO UH- | POBaHHOM UM U 1S pabOThI
e paboTsl CTPYKIIMM U 1enu | obopyaosa-
pabdoThI HUU COTJIACHO
HHCTPYKIIUU |
eNTH pabOTHI
IIK-7.5. Crne- | 3Hats: He 3maer mepe- | 3arpyausercs mne- | 3HaeT HO He | 3HaeT HIEpEeYEHb
JIUT 32 COOTBET- YeHb JOKYMEHTa- | peYeHb JIOKyMEH- | MOJHOCTBIO JIOKyMEHTallUH,
CTBUEM uc- LUK, TPEeIycMOT- | TaluH, npeny- | mepevyeHb J0- | NpeayCMOTPEHHON
MOJIL3YEMOTO peHHO#l B cdepe | CMOTpEeHHOM B | KyMEHTalluH, B ctepe mpou3BOI-
CBIpbSl U BCIIO- MPOU3BOJCTBA M | chepe TPOU3BOA- | IPEAYCMOT- CTBa U H3rOTOBJIE-
MOTaTeIbHBIX HU3rOTOBJIEHUS Jie- | CTBAa M W3rOTOBJE- | pEHHOU B | HUSI  JIEKapCTBEH-
MaTepHajoB KapCTBEHHBIX HUS JIEKapCTBEH- | cepe MpOoU3- | HBIX CPEICTB
TpeboBaHUSM CpeICTB HBIX CPEJICTB BOJICTBa u
HA HU3TOTOBJIEHUS

JIEKapCTBEH-




HBIX CPCACTB

YmMmers: He ymeer wucmons- | 3atpygasercss Hc- | YMeeT HO He | YMEET  HCIOIB30-
30BaTh CTaHIAPTHI | MOJb30BaTh CTaH- | MOJHOM OObe- | BaTb CTaHIAPTHl |
U Jpyrue HOpMa- | JapTel U Jpyrue | Mé MHCIOJIb30- | APYrHe HOPMaTHUB-
THUBHBIE JOKYMEH- | HODMAaTUBHBIE JO- | BaTh CTaHIap- | Hble  JOKYMEHTEHI
o (ODC, @C, | kymentst (ODC, | 61 u npyrue | (OPC, OC, DCII,
OCII, TY) mnpu | ®C, OCII, TY) | HopmatuBHele | TY) mnpu oueHke
OLICHKE TEXHONO- | MPU OLEHKE TeX- | JOKYMEHTHI TEXHOJIOTHUECKOTO
THYECKOI0 KOH- | HOJIOTHYECKOTO (ODC, @C, | KOHTPOIS KadecTBa
Tpodst ~ KadecTBa | KOHTpois  Kade- | OCII, TVY) | roToBBIX Jexap-
TOTOBBIX  JIEKap- | CTBa TOTOBBIX JIe- | IPH  OLIEHKE | CTBEHHBIX CPEACTB
CTBEHHBIX CPEACTB | KaPCTBEHHBIX TEXHOJIOTHYE- | B PAa3IHYHBIX JIe-
B pa3IMYHBIX Jie- | CPEICTB B Pa3IM4- | CKOTO KOH- | KapCTBEHHBIX (op-
KapCTBEHHBIX HBIX JIGKapCTBEH- | TPOJIsS  Kaude- | Max
¢dopmax HBIX (popMax CTBa TOTOBBIX
JIEKapCTBEH-
HBIX CPE/CTB B
Pa3IUIHBIX
JIEKapCTBEH-
HBIX (popmax
Bnanets: He Bnageer npun- | 3arpyassercs c | Bnageer Ho He | Bnameer npuHLM-
LUIaMH ~ BEJICHHS | MPHHIWIIAMH  Be- | HOJHOCTBHIO IIaMU BEJCHUS BCEH
BCe  HeoOXonu- | IeHMS Bced HEOO- | MpUHIMIAMH | HeoOXomumoil  no-
MOH  JOKYMEHTa- | XOOUMOH  JIOKY- | BEICHHS Bceil | KyMEHTaINH,
UM, TPEIyCMOT- | MEHTAIMH, Ipeay- | HeOOXOTUMOH | MpeaycMOTPEHHOH
peHHOH B cdepe | cMOTpeHHOH B | JIOKyMEHTa- B cepe Mpou3BoOI-
NPOM3BOJACTBA W | chepe TPOU3BOA- | LMK, Tpedy- | CTBAa M H3TOTOBIIE-
H3TOTOBJICHUS JIe- | CTBa M U3TOTOBJE- | CMOTPEHHON B | HUS  JICKapCTBEH-
KapCTBEHHBIX HHUS ~ JIeKapcTBeH- | cdepe Npous- | HBIX CPEICTB
CpPEeICTB HBIX CPEJICTB BOJICTBA U
U3TOTOBJICHUSA
JIEKapCTBEH-
HBIX CPEJICTB
[K-12.2 - | 3Harb: He 3naer npaBuna | 3arpyassercs B | 3HaeT HO He | 3HaeT MpaBWia CO-
ObecnieunBaer COCTaBJIEHHsI TeX- | MPaBWJIaX COCTaB- | ITOJHOCTHIO CTaBJIEHUs TEXHO-
YEeTKOE IIpOBe- HOJIOTUYECKUX JICHUSI TEXHOJIOTH- | TMpaBMiIa  CO- | JIOTHYECKHX  CXeM
JeHWe W  BBI- CXeM M3rOTOBJIE- | YECKUX CXEM H3rO- | CTaBIICHUS W3TOTOBJICHUS  JIe-
MOJIHEHWE  TeX- HUsSL  JICKAPCTBEH- | TOBJICHUS JIEKap- | TEXHOJOTWYe- | KapCTBEHHOTO
HOJIOTHYECKOH HOT'O Cpe/icTBa CTBEHHOTO  Cpell- | CKHX CXeM | CpeacTBa
CXeMBI Ha Mpo- CTBa H3TOTOBJICHUS
W3BOJICTBE c JIEKapCTBEH-
y4eToM  Mpo- HOTO CpefICTBa
BEPKHU Kaue- | YMeTb: He ymeer cocraB- | 3atpygasercs co- | YMeeT HO He | YMEET COCTaBIATh
CTBEHHBIX  IIO- JIATh ~ TEXHOJIOTH- | CTaBJIATh TEXHOJIO- | MOJHOM OO0be- | TEXHOJOTHYECKYIO
KazaTeiled mo- YECKYIO CXEMy | THUECKYI0 CXeMy | Me COCTaB- | CXeMy Ipou3-
JIy49aeMoro Je- TIPOMU3BOJICTBS MIPOM3BOJICTBS JSITH TEXHOJIO- | BOACTBS neKap-
KapCTBEHHOTO JIEKapCTBEHHOTO JIEKapCTBEHHOTO THYECKYIO CTBEHHOTO  Cpej-
CpEe/CTBAa B TOM CPE/ICTBA C YUYETOM | CPEACTBa C y4ETOM | CXeMy TIpOM3- | CTBA C Y4E€TOM BCEX
qHciIe 10 TeX- BCEX TEXHOJIOTH- | BCEX TEXHOJOTHU- | BOJACTBS  Jie- | TEXHOJOTHYECKHX
HOJIOTHYECKUM YECKUX 3TAToB YEeCKUX 3TAIoB KapCTBEHHOTO | 3TaIoB
aTanam cpeacTaa c
y4eToM  Bcex
TEXHOJIOTHYe-
CKHX HTAIOB
Bnanmets: He Bnanmeer HaBwI- | 3arpymHsercs c | Bmageer Brnaneer maBBIKaMH
KaM{ COCTaBJICHUS | HaBBIKAMH COCTaB- | HaBBIKAMHU COCTaBJICHUS  TeEX-
TEXHOJIOTHYECKUX | JIEHUSI TEXHOJOTH- | COCTaBJICHHS HOJIOTHYECKUX pa3-
pasaenos IpO- | UECKUX PA3[AENOB | TEXHOIOTHWYE- | AEIOB  IMPOMBIMI-
MBIIIJIEHHOTO  pe- | MPOMBIIIIEHHOTO CKUX pa3fenioB | JEHHOTO periaMeH-
rJlaMEeHTa Ha Ipo- | peryiaMeHTa Ha | NPOMBIIUIEH- | Ta Ha IPOU3BOI-
U3BOACTBO  TOTO- | MPOU3BOACTBO HOTO  perfa- | CTBO TOTOBBIX Jie-




BBIX JICKAPCTBEH-
HBIX (OpM, B TOM
YHCIIEe TEXHOJIOTH-
YeCKHX W ammapa-
TYPHBIX CXeM Ipo-

TOTOBBIX  JIEKap-
CTBEHHBIX (OpM, B
TOM 4YHCJIE TEXHO-
JOTWYECKUX M al-
MapaTypHbIX CXEM

MEHTa Ha
MPOM3BOJICTBO
TOTOBBIX  JIe-
KapCTBEHHBIX
¢dopM, B TOM

KapCTBEHHBIX
¢dbopM, B TOM YHCIIC
TEXHOJIOTHYCCKUX U
anmnapaTypHbIX

CXEM MPOHU3BOJCTBA

W3BOJICTBA  TOTO- | MPOM3BOJACTBA TO- | YACIE TEXHO- | TOTOBBIX Jexap-
BBIX JIGKAPCTBEH- | TOBBIX JeKap- | JIOTHYeCKUX M | CTBEHHBIX (hopMm
HBIX (hopMm CTBEHHBIX (OpPM ammaparyp-
HBIX cxXeM
MIPOU3BOJICTBA
TFOTOBBIX  JIe-
KapCTBEHHBIX
bopm
TIK-12.3. 3HaTh: He 3naer Bce Bu- | 3atpyassercs B | 3HaeT HO He | 3HaeT Bce BHIBI
Ob6ecneunBaeT Ibl KOHTPOJS Ka- | BUAAX  KOHTPOJS | MOJHOCTHIO KOHTPOJISI KauecTBa
HAJIe)KHOCTh U 4yecTBa JieKap- | KadecTBa  JieKap- | Bce BUJBI | JIEKAPCTBEHHBIX
3¢ (eKTHBHOCTD CTBCHHBIX CPEICTB | CTBEHHBIX CPEJICTB | KOHTPOJII Ka- | CPEACTB Ha TIPOU3-
BCEX BHJIOB Ha TIPOU3BOJICTBE Ha TIPOU3BOJICTBE 4YecTBa JIeKap- | BOACTBE
KOHTPOJIS Kade- CTBEHHBIX
CTBa TOJIydae- CpencTB Ha
MOTI0 JeKap- MIPOU3BOJICTBE
CTBEHHOTO YmMers: He ymeer ompe- | 3arpyassercs YMmeer HO He | YMeeT oImpenensiTh
CpeJCTBa, JICATh Kaue- | ompeAeNsiTh Kade- | MOJHOM 00be- | KaueCTBEHHBIS "
MPEeXIE  BCETO CTBCHHBIC M KOJIM- | CTBEHHBIC U KOJIH- | M€ ompesie- | KOJTUYECTBEHHBIE
obecrneucHUe YECTBCHHBIC IOKAa- | YECTBCHHBIC IOKa- | JISTh Kade- | moka3areiu
BHYTPHU3aBO/I- 3aTeNH 3aTEITU CTBCHHBIC W
CKOT0 KOH- KOJINYECCTBCH-
TPOJIA, a TaKXKe HBIE TIOKa3a-
ydacTue B TOC- Tenu
YAapCTBEHHOM Bianets: He Bnanmeer neit- | 3arpyassercs c | Bnageer neii- | Bnaneer neicTBy-
U apOUTpaKkHOM CTBYIOIIEH HOpMa- | JAEHCTBYIOLIEH CTBYIOLIEH Ol  HOpMaTHB-
KOHTpPOJIC THBHO-TIPaBOBOH HOPMAaTHBHO- HOPMAaTHBHO- HO-TIPaBOBOH  JIO-
JIOKyMEHTaLueH, MpaBOBOM  JIOKY- | MPaBOBOM J0- | KyMEHTaluel, pe-
perIaMeHTHPYIO- MEHTaIHEH, pe- | KyMeHTanueH, | TIIaMEeHTHPYIOIei
mieid TOpS/IOK pa- | TIIaMEHTHPYIOMIEH | periiaMeHTH- MOPSIIOK ~ PaboTHI;
0OThI, HaBBIKAMH | TIOPSAOK pabOTHI; | PYIOIIEH TMO- | HABBIKAMH COCTaB-
COCTaBIICHUS] TE€X- | HABBIKAMH COCTaB- | PSAOK  pabo- | JIGHHUs TEeXHOJIOTH-
HOJIOTHYECKUX JIEHUS] TEXHOJIOTU- | Thl; HABBIKAMH | UECKUX  Pa3/esioB
pasnenos MPO- | YECKUX Pa3/eOB | COCTaBJICHHUS MIPOMBIIIIIIEHHOTO
MBIIIJIEHHOTO  pe- | MPOMBIIUIEHHOTO TEXHOJIOTHYE- | perjamMeHTa Ha
IJIaMeHTa Ha Tpo- | perjiaMeHTa Ha | CKMX Pa3/IeNioB | MPOU3BOACTBO  TIO-
W3BOJICTBO  TOTO- | TIPOM3BOJACTBO MPOMBIIIICH- | TOBBIX JIEKApPCTBEH-
BBIX JIGKAPCTBEH- | TOTOBBIX  JIeKap- | HOTO  perjia- | HeIX (opM, B TOM
HBIX ()OpM, B TOM | CTBEHHBIX (popM, B | MEHTa Ha | 4KMClie TEXHOJOTH-
YHcle TEXHOJOTH- | TOM 4YHCIEe TEXHO- | IPOW3BOACTBO | YECKHX W amIapa-
YeCKHX M alapa- | JIOTHYECKUX W am- | TOTOBBIX Jie- | TYPHBIX CXeM IIpo-
TYPHBIX CXEeM TpO- | MapaTypHBIX CXeM | KapCTBEHHBIX | U3BOACTBA TOTOBBIX

U3BOJICTBA  TOTO-
BBIX JIEKapCTBEH-
HBIX (hOpM; HaBHI-
KaMHU IIOCTaJUNHHO-
ro KOHTPOJS Kade-
CTBa IpHU MpPOU3-
BOJACTBE M U3rO-
TOBJICHUM  JIEeKap-
CTBEHHBIX

CPEIICTB; yMEHHUEM
COCTaBJISITh  MarTe-
puansHBINA  OaraHc
U TPOBEACHUEM
pacyueToB ¢ yU4eTOM

MIPOM3BOJCTBA TO-
TOBBIX nexap-
CTBEHHBIX  (opM;
HaBBIKAMHU I1OCTa-
JIMAHOTO KOHTPOJISt
Ka4yecTBa pu
OPOM3BOJACTBE U
U3TOTOBIEHUU

JIEKapCTBEHHBIX

CPEICTB; yMEHUEM
COCTaBJIATh MaTe-
pHuanbHBI  OamaHC
U TpOBEACHUEM
pacyeToB ¢ y4eTOM

¢dopM, B TOM
YHCIIE TEXHO-
JIOTHYECKUX M
anmnaparyp-

HBIX cXeM
MIPOM3BOJICTBA
TOTOBBIX  Jie-
KapCTBEHHBIX
¢dopM; HaBBI-
KaMH  I0CTa-
JUIHOTO KOH-
TpoJisi  Kaue-
CTBa MpPHU HPO-
W3BOJCTBE U

JIEKapCTBEHHBIX
¢dbopM;  HaBBIKAMU
MOCTaJINUHHOTO KOH-
TpOJIst KauecTBa
MIpU  TIPOM3BOJICTBE
u H3TOTOBJICHUU
JIEKapCTBEHHBIX

CpElCTB; yMEHHEM
COCTaBJIATh  Mate-
pHUaNBHBIN OanxaHc U
MIPOBEJEHUEM pac-
YETOB C Y4ETOM
PacXodHBIX  HOPM
BCEX BHJOB TEXHO-




PacxXomHBIX HOPM
BCEX BHJOB TEXHO-
JIOTHYECKOTO IIpo-
mecca TpH MPOU3-
BOJCTBE  pa3ind-
HBIX JICKApPCTBCH-
HBIX TIpenapaToB
o CTasIM;
HaBBIKAMH HHTEp-
MIpETalu  pe3yib-
TaToB aHaM3a
JIEKapCTBEHHBIX

CPE/CTB ISl OLCH-
KA HX KauecTBa;

pacxoiHBIX HOPM
BCEX BHJIOB TEXHO-
JIOTHYECKOT0 MpOo-
mecca NpH HPOU3-
BOJCTBE  pa3nind-
HBIX JIEKapCTBEH-
HBIX  IIpenapaToB
o CTaIHsAM;
HaBbIKAMH HHTEP-
NpeTalyu  pe3yib-
TaToB aHajM3a
JIEKapCTBEHHBIX

CPEACTB JUIsl OLEH-
KA HX KauecTBa;

W3TOTOBJICHUU
JIEKapCTBEH-
HBIX CpPEJCTB;
YMEHHEM  CO-
CTaBIATh Ma-
TepHUaJIbHBII
OamaHc u TIpo-
BEICHHEM
pacderoB c
y4eToM  pac-
XOJHBIX HOPM
BCEX  BHIOB
TEXHOJIOTHYe-
CKOTO Ipouec-

JIOTUYECKOr0  IIPO-
necca NIpU MPOU3-
BOJICTBE Pa3JIMYHbIX
JIEKapCTBEHHBIX

[IpenapaToB o
CTaausM; HaBbIKa-
MU HHTEPIIPETALMU
pe3ynbTaToB  aHa-
JM3a  JIEKapCTBEH-
HBIX CpEACTB MJiA
OLIEHKM UX Kaue-
CTBA; HOpPMAaTHUB-
HOH, CIIpaBOYHOU U
Hay4HOW JUTEpaTy-

HOPMAaTHUBHO, HOPMAaTHUBHOM, ca Ipu Opous- | poit I peleHus
CIIPAaBOYHOU U | CIIpaBOYHOM U | BOICTBE pa3- | IpodecCHOHATb-
HAay4yHOM JMTEepa- | HAyYHOW IUTepa- | IMYHBIX  JIe- | HBIX 3aJa4
TypoH Ul pelle- | Typoll A peuie- | KapCTBEHHBIX
HUsT  mpodeccro- | HUS  IPOQeccHo- | IpenapaToB
HaIIBHBIX 3a/1a4 HaJIbHBIX 33724 0  CTaiusIM;
HaBBIKAMU
HHTEpIpeTa-
IIUN pe3yJbTa-
TOB  aHajH3a
JIEKapCTBEH-
HBIX CPEICTB
Uil OLEHKH
HX KaudecTBa;
HOPMAaTHUBHOI,
CIIPABOYHOU H
Hay4yHOU Ju-
TepaTypoun
JUId  peleHHs
npodeccuo-
HaJIBHBIX  3a-
Jia4
ITK-13.1. 3HaTh: He 3naer ocHOBHI | 3arpygasercs oc- | 3HaeT HO He | 3Haer OCHOBBI
YuactByer B GMP, ocHoBHble | HOBBI GMP, oc- | MONMHOCTBIO GMP, OCHOBHBIE
obecrieueHUN paszensl M TOHS- | HOBHBIE pa3zielisl U | ocHOBBI GMP, | pa3zmensl u moHATHE
HaJJIEKAILEro TUE BaMJALUM, €€ | MOHATHE BalWJa- | OCHOBHEIC BaJIN/IAINH, €€ 00b-
MPOU3BOJICTBA U OOBEKTHl M BHABI | UM, €€ OOBEKTHl U | pa3/ieIsl U | eKTBl U BHJIBI IPO-
KOHTPOJs Kaye- NIPOBOAMMBIE  HA | BHIBI IPOBOJUMBIE | TIOHATHE Ba- | BOAMMBIE Ha ap-
CTBa Ha BCEX (apmaneBTHIE- Ha (apMmaneBTHYe- | IUJAlNH, €€ | MAaleBTUYECKUX
JTamax MHpou3- CKUX HPENNPUSATH- | CKUX MPEANPUATH- | OOBEKTHI U | OpeANpUsTUIX;
BOJICTBA JIEKap- AX; OCHOBHBIE BH- | 5IX; OCHOBHBIE BH- | BUABI IIPOBO- | OCHOBHBIC BUBI
CTBEHHBIX Jbl TIOTPEIIHOCTEN | ABl IOTPEIIHOCTEN | JUMbIE Ha | NOTPEIIHOCTEH IIpH
CPEICTB IpU  TPOBEACHUM | MPH  TPOBEICHUHU | apMaleBTH- | MPOBEACHUU aHAJH-
aHAJIN30B aQHAJIN30B YeCKHX IMpea- | 30B
MPUATHSX;
OCHOBHBIE
BUJIBI o-
rpeurHocTei
IpU TpoBeje-
HUH aHAJIN30B
YmMers: He ymeer mpoBo- | 3arpyansercs YMmeer HO He | YMeeT NpPOBOJIUTH
JUTh BAJIWAAIMOH- | MIPOBOJUTh BAJIU- | IOJHOM O0be- | BalWAALMOHHYIO
HYH0 OLIEHKY Me- | JAallMOHHYIO OLEH- | M€ IPOBOAMUThH | OLEHKY  METOIUK
TOIUK KAa4deCTBEH- | Ky METOAMK Kade- | BUIMAAIMOH- | KA4eCTBEHHOTO U
HOTO W KONHWYEe- | CTBEHHOTO M KO- | HYyI0O OIICHKY | KOJHYECTBEHHOTO
CTBEHHOTO aHAJU- | JIMYECTBEHHOTO METOJWK Ka- | aHain3a
3a aHanmm3a YEeCTBEHHOTO




n KOJIN4YEC-

CTBCHHOTO
aHanmm3a
Bnanets: He Bnanmeer HaBwI- | 3arpymHseTcs ¢ | Bmageer HO He | Bnageer HaBBIKOM
KOM HCIIOJNB30Ba- | HABBIKOM HCIOJb- | TOJHOCTBIO HCTIOB30BaHUSA
HUS HOPMAaTUBHOM, | 30BaHMS  HOpMa- | HABBIKOM HC- | HOPMAaTHUBHOM,
CIIPAaBOYHOU U | TUBHOH, CIpaBOY- | MOJIb30BaHUI CIIPaBOYHOU u
Hay4yHON JuTepa- | HOW U HAay4dHOH | HOPMAaTUBHOM, | HAy4YHOW JUTEpaTy-
TYpHI JUIS PEIICHUS | TATEpaTypbl UL | COPaBOYHOW W | PBI JIJSI  PEIICHHS
po¢heCCHOHATb- pemeHns mpodec- | HAYIHOW JH- | IPOQecCHOHATb-
HBIX 337124 CHOHAJILHBIX 3aJ1a4 | TEPaTyphl sl | HBIX 3a/1a4
peleHus
npodeccuo-
HAJIBHBIX  3a-
Jad
TIK-13.2. TIpo- | 3Hats: He 3maer Tpebo- | 3arpymHsercs 3HaeT HO He | 3HaeT TpeOOBaHUS
W3BOJIUT Bal- BaHUS K BCJICHHUIO | TPOOBaHMS K BE- | MOJHOCTHIO K BCICHHUIO OTYET-
Ao BCEX OTYETHOH JOKY- | IEHWIO OTYeTHOH | TpeOoBaHMSA K | HOH JHOKyMEHTAIHU
cTamuit Tpowms- MEHTaIuu B ¢ap- | JOKyMEHTalMd B | BEACHUIO OT- | B (apMareBTHIC-
BOJICTBa, KOTO- MAaIeBTHYECKIX (hapmaneBTHYC- YETHOW [OKY- | CKHX OpraHH3aIu-
pBIE MOTYT OKa- OpTaHU3AIISIX, CKHX OpraHW3ald- | MEHTalMd B | X, mpogeccuo-
3BIBATh  BIHUSA- po¢eCCHOHAb- ax,  mpodeccuo- | dapMareBTH- | HaJbHOE JIEJIOIPO-
HHE Ha Kaue- HOE  JeJIONPOU3- | HaJbHOE JENONpO- | YeCKUX Opra- | M3BOJCTBO
CTBO IIPOU3BO- BOJCTBO HU3BOACTBO HHU3a1UsAX,
JUMBIX JIeKap- npodeccuo-
CTBCHHBIX HaJIbHOC Jae-
CPEICTB JIOTIPOU3BOJI-
CTBO
Ymers! He ymeer BO3- | 3arpyaHsaeTcs Ymeer HO He | Ymeer BO3MOX-
MOJKHOCTh UC- | BOBMOXKHOCTh HC- | TIOTHOM 0OBE- | HOCTh HCIOIB30Ba-
MONTb30BAHMS Me- | TMONB30BAaHUS MeE- | M€  BO3MOXK- | HHS METOJAa aHaJH-
TOJa aHanmW3a B | TOAa aHajuu3a B | HOCTh HCIONb- | 33 B 3aBUCHMOCTH
3aBHCUMOCTH  OT | 3aBUCHMOCTH  OT | 30BaHHS Me- | OT CHOco0a IoIry-
cocoba moiyde- | crmocoba momyde- | Toma aHammza | yeHus JIC, wmcxon-
Hus JIC, ucxonno- | Hust JIC, UCXOOHO- | B 3aBUCHMO- | HOT'O CBHIPbSl, CTPYK-
IO CBIPbS, CTPYK- | TO CBIPbS, CTPYK- | CTH OT CIOCO- | TYPbl JICKAPCTBECH-
TYpBl JIGKAPCTBEH- | TYphI JICKApCTBEH- | 0a MOJy4YCHHs | HOTO BEILIECTBa,
HOro  BellecTBa, | Horo  BemecTBa, | JIC, ucxomHo- | ¢u3MKO-
¢busmKo- (huznko- ro CBIPbsl, | XMMUYECKUX  IIPO-
XUMHYECKUX IIPO- | XUMUYECKUX IMPO- | CTPYKTYPBI IIECCOB,  KOTOPKIE
IIECCOB, KOTOpbIE | 1IECCOB, KOTOpPHIE | JIEKApPCTBEH- MOTYT POKMCXO0-
MOTYT  TPOWCXO- | MOTYT  MPOUCXO- | HOTO  Belle- | AUTh BO  BpeMs
IUTH BO BpeMs | IUTh BO BpeMs | CTBa, (PU3UKO- | XpaHEHUs U 0Opa-
XpaHeHHs1 W 00pa- | XpaHEeHUss U 00pa- | XUMHUYECKHX menus JIC; npaBu-
wenust JIC; mnpa- | menus JIC; mpa- | mpoueccos, J1a [IPOBEICHUS
BHJa TIPOBEICHUS | BHJIA TIPOBEICHUS | KOTOPhIE MO- | KOHTPOJIA KadecTBa
KOHTPOJISI ~ Kadye- | KOHTPOJs ~ Kade- | TyT MPOHMCXO- | JIEKAPCTBEHHBIX
CTBa JIEKapCTBEH- | CTBA JIEKAPCTBEH- | IUTh BO BPEMsl | CPEJICTB Ha IPOU3-
HBIX CpCIACTB Ha HbBIX CpPEIACTB Ha XpaHCHUA )41 BOJACTBE
IPOU3BOJICTBE MPOU3BOJICTBE oOpaineHus
JIC; mpaBuna
MPOBEAECHUS
KOHTPOJS Ka-
4yecTBa JeKap-
CTBCHHBIX
CpencTB  Ha
MIPOU3BOJICTBE
Bnanerts: He Bnageer nHaBbl- | 3atpyassercs c | Bnageer Ho He | Bianeer HaBbIKOM
KOM OIIpPEIeNICHUs | HABBIKOM OMpefie- | HOJTHOCTHIO OTIpENIeIICHUs.  CIIO-
crocoboB  0oTOOpa | IeHUusT  crmoco0OB | HABBIKOM coboB oTbopa mpod
po0 I BXOAHO- | orOopa mpoO st | ompeseNieHust | Al BXOJHOTO KOH-




ro KoHtpousisi ap- | BXOAHOTO KOH- | CIOCOOOB OT- | Tponsi  (papmarieB-
MalEeBTUYECKUX Tposisi (apmaneB- | Oopa mpod aust | THYECKUX cyOcTaH-
CyOCTaHIIM B CO- | THYECKHUX cy0- | BXOJHOTO oM B COOTBET-
OTBETCTBHUHU C JE€H- | CTAHUUHA B COOT- | KOHTPOJIA CTBUU C JIEHCTBY-
CTBYIOIIMMHU Tpe- | BETCTBUM C Jeil- | ¢apManeBTH- | IOIIUMH  TpeboBa-
OoBaHISIMUA CTBYIOIIIMH Tpe- | 4eCKHUX Cy0- | HuAMHU
6oBaHMAMH CTaHIMH B
COOTBETCTBUH
C JIEHCTBYIO-
muMu - Tpedo-
BaHHUSIMHU
[1K-13.3. 3HaTb: He 3naer Hopma- | 3arpyansercs 3HaeT HO He | 3HaeT  HOPMATUB-
Ob6ecnieunBaer THBHYIO JOKYMEH- | HOPMAaTHBHYIO TIOJIHOCTBIO HYI0  JOKyMeHTa-
perucTpanmio Tal{Io, perjiaMeH- | JOKyMEHTALHIo, HOPMaTHBHYIO | LIUIO, pPETJIAMEHTH-
BCEX 9TaIoB THPYIOIIYIO TPO- | periaMEeHTHPYIO- JIOKyMEHTa- pYIOIIYI0O  TpOHU3-
MPOU3BOJICTBA U W3BOJCTBO M Kade- | IIyI0  INPOU3BOJ- | IIMIO, perya- | BOJACTBO U KaueCTBO
CIIEINT 3a CO- CTBO JIEKapCTBEH- | CTBO M Ka4eCTBO | MEHTHUPYIO- JIEKapCTBEHHBIX
6mroeHreM HBIX TIPENapaToB; | JICKAPCTBEHHBIX IIyl0 MpPOW3- | MPENaparos;
COOTBETCTBHSA YCTpOHCTBO U | TIpernaparos; BOJICTBO U | YyCTpPOHCTBO u
KayecTsa  Je- MIPUHIOMIBI PabOTHl | YCTPOHCTBO U | Ka4eCTBO Jie- | IPUHLUMBEI PabOTHI
KapCTBEHHOTO COBPEMEHHOTO MPUHIUIBI padOTHl | KAPCTBEHHBIX | COBPEMEHHOTO Jia-
cpelcTBa ycra- 71a00paTOPHOTO U | COBPEMEHHOTO Npenaparos; 6opaTopHOro u
HOBJICHHBIM U MIPOM3BOJICTBEHHO- | Ta0OPaTOPHOTO M | YCTPOMCTBO M | MPOM3BOJCTBEHHO-
OTpaXEHHBIM B ro o0opyloBaHHUs; | MPOU3BOACTBEHHO- | MPHHIHIIBI ro o0opynoBaHuS;
periaMeHTe (daxTopel, BIMAIO- | TO 000pyHOBaHMs; | paboThl  CO- | ()aKTOpBI, BIHSIO-
TpeOOoBaHUAM ye Ha KavyecTBO | (aKkTOpbI, BIUSIO- | BPEMEHHOTO ye Ha KayecTBO
JIEKapCTBEHHBIX IMe Ha KayecTBO | JaOOPaTOpHO- | JIEKapCTBEHHBIX
CPEACTB HA BCEX | JIEKAPCTBEHHBIX TO W TpPOM3- | CPEACTB Ha BCEX
sTamax  oOpamie- | CPeACTB Ha BCEX | BOJACTBCHHOIO | dTamax oOpamieHus;
HUSI, ONpeneNieHHe | dTamax  oOpame- | obopynoBa- OTIpeZieTICHNE TJIaB-

TJIaBHBIX (paKTOpPOB
B 3aBHCHMOCTH OT
CBOICTB Jekap-
CTBEHHBIX BELIECTB
(OKHCITUTENBHO-
BOCCTaHOBUTEIb-
HBIX, CITOCOOHOCTH
K THIPONH3Y, TO-
JTUMEpHU3alIn);
BO3MOXKHOCTb
MIPEAOTBPAIICHUS
BIIMSIHUS BHEIIHUX
(dakTopoB Ha 1100-
POKa4eCcTBEeHHOCTh
JIEKapCTBEHHBIX
CpPEICTB

HUS, OIpeelicHue
TJIaBHBIX (JAKTOPOB
B 3aBHCHMOCTH OT
CBOICTB JeKap-
CTBCHHBIX BEIICCTB
(OKUCIIUTENBHO-
BOCCTAHOBUTEIIb-
HBIX, CIIOCOOHOCTH
K THAPOIH3Y, IO-
TIMEpH3alHH);
BO3MOXHOCTb
[peI0TBPALICHUS
BIIMSHUS BHEIIHUX
(hakTopoB Ha 100-
POKaYECTBEHHOCTh
JICKapCTBEHHBIX
CpEICTB

HUS; PaKTOPEI,
BIIMSIOIINE HA
Ka4yecTBO Jie-
KapCTBEHHBIX
CpeAcTB  Ha
BCEX  JTamax
oOparnieHus;
oTpeieneHue
ITIaBHBIX (ak-
TOPOB B 3aBU-
CUMOCTH  OT
CBOMCTB  Jie-
KapCTBEHHBIX
BEIIIECTB
(OKUCITUTENB-
HO-
BOCCTaHOBH-
TEJNIbHBIX, CIIO-
co0HOCTH K
THAPOJIH3Y,
HOJIMMepH3a-
IUH); BO3-
MOXHOCTh
IpeIoTBpa-
IIEHUsS  BIHS-
HUSI BHEIIHUX
¢akTOpoB Ha
nobpokaue-
CTBEHHOCTh
JIEKapCTBEH-
HBIX CPEJICTB

HBIX (DakTOpOB B
3aBUCHMOCTH oT
CBOICTB JeKap-
CTBEHHBIX BEIIECTB
(OKHCITUTENBHO-
BOCCTaHOBHUTEIb-
HBIX, CIIOCOOHOCTH
K THUApONH3y, THO-
JTUMEpHU3aIHN);
BO3MOXKHOCTb
MIPE0TBPALIECHUS
BIIMSHUS BHEIITHHUX
¢dakTopoB Ha HO0-
POKa4ecTBEHHOCTh
JIEKapCTBEHHBIX
CpencTB




VYMeTs:

He ymeer mnons3o-
BaTbCsi  JACHUCTBY-
IONMMHA  HOpMa-
THUBHO-TIPaBOBBIMHU
aKTaMH, perma-
MEHTHPYIOIIIMA
(dapmarneBTHIC-
CKYIO JIeSITeIh-
HOCTB; COOJIIOATH
MpaBUja  OXPaHBI
TPyAa W TEXHHUKH
0€e30MacHOCTH;
OIICHUBATh  Kaue-
CTBO JICKapCTBCH-
HBIX  TPENaparoB
10 TEXHOJOTHYe-
CKUM  TIOKa3are-
JMAM: Ha CTaIisIx
H3TOTOBIICHHUS,
TOTOBOTO TMPOAYK-
Ta U MPH OTITYCKE;
OLICHUBATh TCXHMU-
YecKHe  Xapakre-
puctiku  (apma-
HEBTHUYECCKOI'O
000pyJIOBaHUS |
MaIIuH

3atpyaHsercs
MOJIb30BATHCS ACH-
CTBYIOIIUMU HOP-
MaTHBHO-
IPaBOBBIMU  aKTa-
MH, perJiaMeHTH-
pytoummu  apma-
LEBTHYECKYIO Jesi-
TENBHOCTB; co-
OmroaTh IpaBmia
OXpaHbl TpyZa H
TEXHUKH Oe3ormac-
HOCTH; OIICHHBATh
KauecTBO  JieKap-
CTBEHHBIX Ipemna-
paToB IO TEXHOJIO-
THYECKHM II0Ka3a-
TEJSIM: Ha CTaJusX
W3TOTOBIICHHS,
TOTOBOTO MPOIYK-
Ta M OPH OTIIYCKE;
OLICHUBATh TCXHU-
YeCKHUe  XapakTe-
puctuku  ¢dapma-
HOEBTUYECCKOI'O
obopynoBaHus
MalIuH

VYMeer HO He
[IOJIHOM  00be-
Me [I0JIb30-
BaTbCsl  JIEH-
CTBYIOIMU
HOPMAaTHBHO-
MPaBOBBIMU
aKTaMHu,  pe-
rJIaMEHTUPY-
fomumu  dap-
MaleBTHYe-
CKYIO nest-
TEILHOCTE,
co0moaTh
MpaBuia
OXpaHbl Tpyza
u TEXHUKHU
0€30IaCHOCTH;
OLICHUBATh
Ka4yecTBO Jie-
KapCTBEHHBIX
mpenapaToB
[0  TEXHOJO-
TUYCCKUM
ITOKAa3aTEISM:
Ha cTagusx
HA3TOTOBJIEHU,
FOTOBOI'O
NpoayKTa |
IpU  OTITYCKE;

VMeeT moib30BaTh-
cs JeHCTBYIOLUMU
HOPMAaTHUBHO-

MPaBOBBIMH  aKTa-
MH,  periaMeHTH-
pyroumu  apma-
HEBTHYECKYIO Jiesi-
TENBHOCTDL, COOJIIO-
JIaTh IIpaBHiIa
OXpaHBl Tpyda W
TEXHUKH Oe3omac-
HOCTH; OIICHUBATH
KaueCTBO JeKap-
CTBCHHBIX TIpernapa-
TOB II0 TEXHOJOIHU-
YeCcKMM II0Kasarte-
JIAM: Ha CTagusax
HW3TOTOBJICHUS, TIO-
TOBOTO TPOIYKTa U
IIPH OTITyCKE; Olle-

HHUBaTb  TEXHHYE-
CKHE  XapakTepu-
ctuku  (hapmarnes-

TUYECKOTO  000pYy-
JOBaHHUA U MalllUH

OIICHUBATh

TEXHUYECKHE

XapakTepu-

CTHKU (apma-

OEBTUYCCKOI'O

obopynoBaHus

U MallluH

Bnanets: He Bnanmeer ne#- | 3arpyansercs ¢ | Bnaneer Ho He | Brnageer nelcTBy-

CTBYIOILIEH HOpMa- | AedcTByromei MOJTHOCTBIO OIle  HOpMaTHB-
TUBHO-TIPABOBOM HOPMAaTUBHO- JIEHCTBYIOIIEH | HO-IPAaBOBOW  J0-
JOKYMCHTAITUCH, MpaBOBOW  JOKYy- | HOpPMAaTHBHO- | KyMEHTaluew, pe-
perIaMeHTHPYIO- MEHTalMe,  pe- | MPaBOBOW JO- | MIaMEHTHUPYIOMIEH
meid TOPSIOK pa- | TIIaMEHTHPYIOMeH | KyMEHTalWed, | MOpSAIOK  paloThI;
OOTBI; HAaBBIKAMH | MOPSIOK pabOTHI; | perJaMeHTH- HaBBIKAMH COCTaB-
COCTAaBJICHUA TCX- HaBbIKaMHM COCTaB- pyfomeﬁ II0- | JJEHHUA TEXHOJIOTHU-
HOJIOTHYECKHUX JICHUA TEXHOJOTH- | pAOOK  pabo- | 4eCKuX  paszesioB
paszenos IPO- | YECKUX PAa3JeNoB | Thl; HABBIKAMHU | IMPOMBIIUIEHHOTO
MBIIICHHOTO pe- | MPOMBIIUICHHOTO COCTaBJICHUS periaaMeHTa Ha
IJIaMEHTa Ha Mpo- | perjaMeHTa Ha | TEXHOJIOTHYE- | NMPOU3BOJACTBO TIO-
U3BOJICTBO  TOTO- | MMPOU3BOJICTBO CKHX pa3feioB | TOBBIX JIEKapPCTBEH-
BBIX JIGKAPCTBEH- | TOTOBBIX  JIEKap- | IPOMBIIUICH- | HBIX (OpM, B TOM
HBIX (OpM, B TOM | CTBEHHBIX (DOpM, B | HOTO  peryia- | Yuciie TEXHOJOTH-
yyclIe TEXHOJIOTH- | TOM 4YHCIE€ TEXHO- | MEHTa Ha | YeCKMX WU ammapa-
YeCKMX M ammapa- | JIOTHYECKUX U am- | IPOU3BOACTBO | TYPHBIX CX€M IIpO-
TYpPHBIX CXEM IIPO- | MapaTypHBIX CXEM | TOTOBBIX Ji€- | U3BOJCTBA IOTOBBIX
U3BOACTBA  TOTO- | MPOU3BOACTBA IO- | KAPCTBEHHBIX | JIEKAPCTBEHHBIX
BBIX JIEKApPCTBEH- | TOBBIX nekap- | ¢opm, B TOM | GOpPM;  HABBIKAMHU
HBIX (popM; HaBBI- | CTBEHHBIX (opM; | UHMCIEe TEXHO- | MOCTaTUIHOTO KOH-
KaMHu HOCTa}]HﬁHO- HaBBIKaMH 1I10CTa- | JIOTUYECKHUX U | TPOJA KayecTBa
0 KOHTPOJISl Kadye- | JUHHOTO KOHTPOJIs | ammaparyp- IIpY IIPOU3BOJICTBE
CTBa IIpU TIIPOU3- KadecTBa pu HBIX CXEM u HU3TOTOBJICHUHA




pacyeToB ¢ y4eTOM
pPacXoIHBIX HOPM

HOPMAaTUBHO,
CIIPABOYHOMU u
Hay4HOH JuTepa-
Typoil g pelue-
HUS  mpodeccuo-
HaIIBHBIX 3a/1a4

PacyeToB ¢ y4eToM
PacXOIHBIX HOPM

HOPMAaTUBHOM,
CIIPABOYHOM 5
Hay4yHOU JsMTEpa-
Typo s peuie-
HUS  mpodeccHo-
HaJIbHBIX 33724

CTBa TpH TpO-
HW3BOJCTBE H

CKOTO Ipolec-
ca Ipu Ipous3-
BOJCTBE Pa3-
JUYHBIX  JIe-
KapCTBEHHBIX
IpenaparoB
MO  CTajusIM;
HaBBIKAMH
HHTEpIIpeTa-
LMK PE3ylbTa-
TOB  aHaIM3a
JIEKapCTBEH-
HBIX CPEICTB
JUIA  OIEHKH
UX KauecTBa;
HOPMAaTHUBHOI,
CIIPAaBOYHOU M
Hay4yHOU Ju-
TepaTypoun
JUIL  pelIeHHs
npodeccuo-
HQJIBHBIX  3a-
Jia4

BOJICTBE M W3r0O- | MPOM3BOACTBE W | IPOU3BOJCTBA | JIEKAPCTBEHHBIX
TOBJIEHUM JIeKap- | U3TOTOBJICHUH TOTOBBIX  Jie- | CPEICTB; YMEHHEM
CTBEHHBIX JIEKapCTBEHHBIX KapCTBEHHBIX | COCTaBIATH — MaTe-
CpPEICTB;, YMEHUEM | CPEACTB; yMEHHEM | GopM; HaBBI- | pHAIBHBINA OaJlaHC U
COCTaBIITH MarTe- | COCTABIATH MaTe- | KAMH  IOCTa- | MPOBEACHHEM pac-
puaneHBI OajaHC | pHANBHBIA OallaHC | OWIHOTO KOH- | Y4€TOB C  YYETOM
U TPOBEACHHWEM | M TPOBEIACHHEM | TPONS  Kade- | PaCXONHBIX  HOPM

BCE€X BHJOB TCXHO-
JIOTUIECKOTO  IIPO-

BCEX BUJOB TEXHO- | BCEX BHUJOB TEXHO- | U3TOTOBJIEHUHU | Ilecca NpPU IMPOU3-
JIOTHUECKOTO TIPO- | JIOTHYECKOT0 MpOo- | JEKApCTBEH- BOJICTBE Pa3IHUHBIX
Lecca IpH MpOU3- | Ilecca MPHU MNPOU3- | HBIX CPEACTB; | JIEKapCTBEHHBIX

BOJACTBE  pa3iuy- | BOACTBE  pas3luy- | yMEHHEM CO- | IpernapaToB o
HBIX JICKAPCTBEH- | HBIX JIEKApCTBEH- | CTABJIATH Ma- | CTaAWsM; HaBBIKa-
HBIX TIpenapaToB | HBIX MPENapaToB | TEPUAIbHBIHA MH HHTEpPIIpETaluH
o CTagusAM; | TI0 cTagusaM; | OamaHC W MPO- | pe3yibTaToOB  aHa-
HaBBIKAMHM HHTEP- | HaBBIKAMH HHTEP- | BEICHHEM IM3a  JEKapCTBEH-
MPETal Pe3yib- | MPETalud pPe3ylb- | PacueToB C | HBIX CpEICTB JUIA
TaToB aHaJM3a | TaToB aHajM3a | y9eToM pac- | OICHKH HuX Kaue-
JIEKapCTBEHHBIX JIEKapPCTBEHHBIX XOAHBIX HOPM | CTBa;  HOPMAaTHB-
CPEACTB IUIS OLICH- | CPEICTB JUIA OLEH- | BCEX  BHUIOB | HOH, CIIPaBOYHOH M
KM UX KadecTBa; | KH HX KadecTBa; | TEXHOJOTWYe- | HAYYHOM JHUTEpaTy-

poil s peleHus
npo¢eCCUoHaNb-
HBIX 33134

4.2. TunoBble KOHTPOJIbHBIE 32/1aHUS WJIM HHbIE MATePHAJIbl, He00X0AUMBbIe /ISl OLleHUBa-
HHS Pe3yJIbTATOB 00y4eHHsl N0 NPAKTHKE, COOTHECEHHBIX C YCTAHOBJICHHBIMHU B 00pa3oBa-
TeJIbHON NPorpaMMe HHAMKATOPAMU I0CTHKEHHUs KOMIIeTeHIM i

Koa u HauMeHoOBaHUEe MHIUKA- Pe3y.l'll)TaTl)I oﬁyqenuﬂ 110 MPaKTUKe
TOpa 10CTUKCHUS KOMIIETECH-
M

OueHoYHbIE cpeacraa

VK-1.1. Arammsupyet npoOiaem-
HYIO CUTYallMIO KaK CUCTEMY,
BBISIBJISASL €€ COCTaBIIAIONINE U
CBSI3U MEXIY HUMH

3HaTh OCHOBHYIO TEPMHHOJIOTHIO (hapMarieBTHYE-
CKOM TEXHOJIOTHH, IPHUEMBI U METOIBI (hruiocod-
CKOT'0 aHaJIu3a npoliem

YMeTb NPOBOAWUTH KPUTHUECKUH aHAIN3 Hayd-
HOHU W IMyOJIMIIMCTHYECKON JTUTEPATYpBI, SKCTpa-
MIOJIMPOBATh IOJYYEHHYI0 HWH(OpMALMIO Ha

OrneHOYHBIE MaTEPHUAIIBI OT-
KPBITOTO U 3aKPHITOTO THIIA

OL[CHO‘IHI:IC MaTepuralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA




KOHKPETHYIO CUTYyallutO

Brnamets HaBBIKAMM  KPUTHUECKOTO  aHANIM3a
HaYYHOU M MyOJIMIMCTUYECKOHN JINTEPaTyphl

OueHqume MaTepualbl OT-
KPBITOI'O M 3aKPBITOI'O TUIIA

VK-1.4. Pa3pabatbiBaeT u co-
JIep>KaTeIbHO apryMEHTHPYET
CTpaTeruio pereHus npooiem-
HOM CUTyalluX HA OCHOBE CH-
CTEMHOTO U MEXKAUCLUILUINHAD-
HOTO II0XOJI0B

3HaTh OCHOBHBIC MOHATHS, KJIAaCCUPHUKALUK U
TEPMHUHOJIOTHIO (hapMaleBTHYECKOH TEXHOJIOTHH,
MIPUEMBI U METOABI (hrII0codCcKoro aHanuza mpo-
oneM

OueHqume MaTepualbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMers pemars npobjaeMy Ha OCHOBE CHCTEMHOTO
U MEXIUCIUILTMHAPHOTO MOIX0/I0B

OueHqume MaTepualbl OT-
KPBITOT'O U 3aKPBITOTO THIIA

Brnanets HaBBIKaMU aHANIN3a HEOOXOIMMOCTH TEX
WIN WHBIX PECYPCOB, TEXHOJIOTHSIMH IIJIAHUPOBA-
HUSI ¥ peIICHHUs TPOOIEMHOM CUTyallu Ha OCHO-
B€ CHCTEMHOT'O M MEXIMCIUILUTMHAPHOTO MOAXO-
JIOB B ITPO(ECCHOHANBHON JIESITENbHOCTH

OL[GHO‘-IHBIC MaTe€puaibl OT-
KPBITOT'O U 3aKPBITOTO THIIA

OIIK-1.2. IlpumeHsIeT OCHOBHBIC
(PU3UKO-XMMUYECKUE U XUMHUYe-
CKHE METO/Ibl aHallu3a JJIs pas3pa-
0GOTKH, UCCIICIOBAHUI U DKCTIEP-
THU3BI JICKAPCTBCHHBIX CPEICTB,
JIEKapCTBEHHOTO PACTUTEIBHOTO
CBIPbsl U OMOJIOTMYECKUX 00BEK-
TOB

3HaTh HOPMATUBHYIO JOKYMEHTAINIO, PETIaMeH-
TUPYIOIIYI0 MPOU3BOJACTBO M KadyecTBO JIEKap-
CTBEHHBIX IIpernapaToB;, HOMEHKIATypy [eii-
CTBYIOIUIMX M BCIIOMOTAaTEJbHBIX BELIECTB, TEX-
HOJIOTHIO W3TOTOBJICHUS JIEKapPCTBEHHBIX (hopm
U3 JIEKapCTBEHHBIX M BCIIOMOTaTENIbHBIM Be-
LIECTB

OL[eHO‘-IHbIC MaTepuaibl OT-
KPBITOI'O 1 3aKpPBITOI'O TUIIA

YMerhs onpenenst (GU3NKO-XUMHYECKUE CBOM-
CTBa JIEKapCTBEHHBIX BELIECTB

O11eHOYHBIE MaTepHaJIbl OT-
KPBITOTO U 3aKPBITOTO THIIA

Brnanets HpOCTeI}‘ILHPIMPI YCTaHOBKaMH IJid IIPO-
BCACHUA J'Ia60paTOpHBIX HCCHGZ[OBaHPIﬁ, IIOJB30-
BaTbCA (I)I/ISI/I‘IGCKI/IM, XUMHYCCKUM O60pyZ[OBaHI/I-
€M, KOMIIBIOTCPU3UPOBAHHBIMU an60paMH

OL[@HO‘IHLIe MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

OIIK-1.3. IIpuMeHseT OCHOBHBIC
METOABI PU3UKO-XHMHUYECKOTO
aHAJIN3a B U3TOTOBJICHHUH JIEKap-
CTBEHHBIX IIpETapaToB

3HaTh HOPMATHUBHYIO JTOKYMEHTAIHIO, PETJIAMCH-
THPYIOMIYIO TPOW3BOJICTBO M KadeCcTBO JEKap-
CTBCHHBIX IIPETapaToOB; OCHOBHBIC TPEOOBAHUS K
JICKAPCTBCHHBIM (hopMaM M TOKA3aTeIU UX Kadye-
CTBa

OL[@HO‘IHLIe MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMeTh U3roTaBIuBaTh JICKApCTBCHHBIC Iperapa-
Tbl B COOTBECTCTBHUU C YCTAHOBJICHHBIMU IIpaBU-
JJaM U C YYE€TOM COBMECTHUMOCTHU JICKAPCTBCH-
HBIX W BCIIOMOTATCJIbHBIX BCHICCTB U KOHTPOJIH-
POBaTh Ka4€CTBO HA BCCX CTAAUAX TCXHOJIOINYC-
CKOrO Ipormnecca

Or11eHOYHBIE MaTEePHAJIBI OT-
KPBITOTO U 3aKPBITOTO THIIA

BJ'IaI[GTL HpOCTefIH.IPIMPI HaBBIKaMHU BJIAJCHUA
O60pyZ[OBaHI/ICM, KOMIBIOTEPU3UPOBAHHBIMHU
HpI/I60paMI/I; HaBbIKaMH HOCTaHHﬁHOFO KOHTPOJIL
KayeCTBa MNpHU MPOU3BOACTBE W H3ITOTOBJICHUU
JICKapCTBCHHBIX CPCACTB

OL[eHO‘IHbIC MaTtepHralibl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

[K-1.1. [IpoBOIUT MEPOTIPUATHS
0 MOATOTOBKE pabovyero Mecra,
TEXHOJIOTHYeCKOoro 006opyaoBa-
HHUSL, JIEKAPCTBEHHBIX U BCIIOMO-
raTelbHbIX BELIECTB K U3TOTOB-
JICHUIO JIEKAPCTBEHHBIX Mperapa-
TOB B COOTBETCTBHH C peleNTaMu
1 (M11) TpeOOBaHUAMHU

3HaTh HOPMATUBHYIO JOKYMEHTAIHIO, PETJIaAMEH-
TUPYIOIYIO IPOU3BOACTBO M KAadeCTBO JIEKap-
CTBEHHBIX IIpernapaToB Ha (apMaleBTHYECKUX
NPENIPUIATUAX; HOMEHKJIATYpy IEHCTBYIOIIUX U
BCIIOMOTaTEJIbHBIX BELIECTB.

OneHouHbIe MaTepHaIbl OT-
KPBITOT'O U 3aKpBITOrO TUIA

YMeTh omnpenenats (QpU3MKO-XMMUYECKHEe CBOH-
CTBA JICKAPCTBEHHBIX BELIECTB; COCTABIISATh MATe-
pHanbHBIN OamaHC ¥ TMPOBOIHUTH PAcUeTHl C yde-
TOM PacXOJHBIX HOPM BCEX BHJOB TEXHOJOrMYe-
CKOIO IIpoliecca IPU IPOU3BOACTBE Pa3IMYHBIX
JIEKAPCTBEHHBIX MIPENApaTOB 110 CTaAMIM.

Or11eHOYHBIE MaTEePHAJIBI OT-
KPBITOTO U 3aKPBITOTO THIIA

Bnaners mpocTedmuMu yCTaHOBKaMH sl IpO-
BeJIeHHs JIA0OPaTOPHBIX HCCIIEOBAHUM, MOJIB30-
BaThCsl (PU3MUECKUM, XUMHIECKUM 000pYI0BaHH-
€M, KOMIIBIOTCPU3UPOBAHHBIMH  IIPHOOpaMu;
HABbIKAMHU COCTABJICHUS TEXHOJOTMYECKUX pas3-

OIICHO‘IHI)IC MaTepuralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA




JIENIOB MPOMBIIIJIEHHOTO pErJlaMeHTa Ha IpOu3-
BOJICTBO T'OTOBBIX JIEKAPCTBEHHBIX (opM, B TOM
yyclie TEXHOJIOTHUECKUX U amNapaTypHBIX CXeM
IIPOM3BOJICTBA TOTOBBIX JICKAPCTBEHHBIX (popMm.

TIK-1.2. M3rotaBnuBaeT aekap-
CTBEHHBIC IIPETIAPATHl B COOTBET-
CTBHH C YCTaHOBJIICHHBIMH TIpa-
BIJIAMH ¥ C YIE€TOM COBMECTHUMO-
CTH JICKApCTBEHHBIX M BCIIOMOTa-
TENBHBIX BELIECTB, KOHTPOIUPYS
Ka4ecTBO Ha BCEX CTAAMAX TeX-
HOJIOTUYECKOTO IIpoliecca

3HaTh HOPMATHBHYIO JOKYMEHTAIHIO, PETJIaMEH-
TUPYIOUIYI0 ITIPOM3BOJCTBO W KAadecTBO JEKap-
CTBEHHBIX IIpETapaToB Ha (hapMaleBTHICCKUX
MIPEANIPUATHSAX; OCHOBHBIC TPEOOBAaHUS K JIEKap-
CTBEHHBIM (hOpMaM M IOKA3aTeNIN HX Ka4ecTBa.

OreHOYHBIE MaTepPHAJIBI OT-
KPBITOTO U 3aKPBITOTO THIIA

YMeTh M3roTaBINBaTh JICKAPCTBEHHBIE Ipemapa-
TBl B COOTBETCTBUHU C YCTAHOBJICHHBIMU MpaBH-
JaMH M C y4eTOM COBMECTUMOCTH JIEKapCTBEH-
HBIX U BCIIOMOIaTEJIbHBIX BEIIECTB U KOHTPOJIU-
pOBaTh Ka4eCTBO Ha BCEX CTaAUAX TEXHOJOTHYE-
CKOT0 IIpoIiecca.

OI_IGHO'-IHBIC MaTepuabl OT-
KPBITOT'O U 3aKPBITOTO THIIA

Bnanets HpOCTeﬁHIPIMPI HaBbIKaMH BJIaJACHUS
OGOpy}lOBaHI/IeM, KOMIBIOTECPUSUPOBAHHBIMU
HpI/IGOpaMI/I; HaBBbIKAMHU ITOCTAAUNHOIO KOHTPOJIA
Ka4yeCTBa MpHU TIMPOU3BOACTBE W H3rOTOBJICHUU
JICKapCTBCHHBIX CPCACTB.

OueHqume MaTepualbl OT-
KPBITOT'O U 3aKPBITOI'O TUIIA

IIK-1.3. YnakoBsIBaeT, MapKUpy-
eT 1 (um) opopMIISIeT U3TOTOB-
JICHHBIE JIEKapCTBEHHBIC MTpema-
paTsl K OTITyCKY

3HaTh TPeOOBaHMSA K KAaUeCTBY YIAKOBKH M Map-
KHPOBKH JICKAPCTBEHHBIX CPEJICTB U MX JTOKYMEH-
TaybHOE O(OpMIICHHE, MOATBEP)KAAIOIMINX Kade-
CTBO JICKAPCTBCHHBIX CPEACTB.

OL[@HO‘IHLIe MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMETh OLEHMBAaTh KadyecTBO JIEKAPCTBEHHBIX
NIPENapaToB 10 TEXHOJOTMYECKUM II0Ka3aTeNsIM
Ha CTaJUAX U3TOTOBJIEHUS, TOTOBOTO NPOAYKTa U
IIpU OTIIYCKE.

OneHo4HbIE MaTepHATIbI OT-
KPBITOT'O U 3aKPBITOrO TUIA

Bnaners HaBblkamMu O(GOPMIICHUS JIEKapCTBEH-
HBIX IIPENAapaToB K OTILYCKY.

O11eHOYHBIE MaTePHAJIBI OT-
KPBITOT'O U 3aKPBITOTO THIIA

I1K-1.4. Peructpupyet naHHbIe
00 M3rOTOBJICHUH JICKapPCTBEHHBIX
NpenaparoB B yCTAHOBICHHOM
MOpPSJKE, B TOM YHCIIC BEAET
MPEeIMETHO-KOJIMYECTBEHHBIN
y4eT TPYIII JIEKapCTBEHHBIX
CPE/ICTB U JIPYTUX BEILIECTB, MOJ-
JeXKALIUX TAKOMY Y4ETy

3HaTh OCHOBHBIC TEHICHLMH pa3BUTHUS (apma-
LIEBTUYECKOM TEXHOJIOTUY, HOBbIE HAIPABICHUS B
CO3JJaHUH COBPEMEHHBIX JIEKAPCTBEHHBIX (HOPM U
TEPANCBTUYECKUX CUCTEM.

O11eHOYHBIE MaTePHAJIBI OT-
KPBITOT'O U 3aKPBITOTO THIIA

YMeTh MojydaTh TOTOBBIE JIEKapCTBEHHBIE (op-
MBI Ha JIA0OPATOPHO-TIPOMBIIIIIIEHHOM 000py10-
BaHWHM; COCTaBIATH MaTepUaNIbHBIN OanaHc Ha
OTAENbHBIE  KOMIOHEHTHl  TEXHOJIOTHYECKOTO
IIpoIecca; PAacCYUTHIBATH KOJIHYECTBO CHIPBS M
9KCTpareHTa, Juil  IPOM3BOACTBA  3KCTpPaK-
IIHOHHBIX [IPENapaToB.

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

Buanets HaBBIKAMH COCTaBJIEHUSI TEXHOJIOTMYE-
CKHX DPa3ZelIOB IIPOMBIIIJIEHHOIO PErjlaMeHTa Ha
HPOU3BOJICTBO I'OTOBBIX JIEKAPCTBEHHBIX (OPM, B
TOM 4YHCJIE TEXHOJIOTMYECKHUX U allapaTypHBIX
CXEM IIPOMU3BOJICTBA TOTOBBIX JIEKAPCTBEHHBIX

Gopwm;

Or11eHOYHBIE MaTEePHAJIBI OT-
KPBITOT'O U 3aKPBITOTO THIIA

[IK-7.1. ObecnieunBaeT ypoBeHb
HaJUIEKAIIEero MIPOU3BOJICTBA B
COOTBETCTBHH C JICHCTBYIOIMMH
HOpMaMH U NpaBUIaMU

3HaTh HOPMATHBHYIO JOKYMEHTAIMIO, pEeTJIaMeH-
THPYIOIIYIO TPOM3BOACTBO M KadEeCTBO JIEKap-
CTBEHHBIX IIperapaToB Ha (apManeBTHIECKUX
TIPEATIPHATHIX

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMeTp oOecnieunBaTh HEOOXOIMMEIC YCIOBHS
XpaHEHUsl JIEKAPCTBEHHBIX CPEICTB U JIPYrUX
(hapMaleBTHYECKUX TOBApOB B IpoIlecce TpaHC-
TMIOPTUPOBKHA M B YUYPEKIECHHUAX TOBAPOIPOBOIS-
e ceTn

OIICHO‘IHI)IC MaTepuralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

Bianeth HaBBIKAMH COCTaBJIEHUSI TEXHOJOTHMYE-
CKHX DPa3ZeJIoB MIPOMBIIIJIEHHOTO pErylaMeHTa Ha
MIPOU3BOJICTBO TOTOBBIX JIEKAPCTBEHHBIX (OPM, B
TOM 4MCJIE TEXHOJIOTMUYECKHX W allapaTypHbIX
CXEM IIPOM3BOJICTBA TOTOBBIX JIEKAPCTBEHHBIX

OrneHOYHBIE MaTEPHUAIIBI OT-
KPBITOTO U 3aKPHITOTO THIIA




hopm

[IK-7.2. Y4acTByeT BO BCEX Tex-
HOJIOTHYECKHX OTIEPaIiAX, OCy-
IIECTBISIEMBIX NP ITPOU3BOACTBE
JIEKapCTBEHHBIX CPEACTB Ha (ap-
MAaNeBTHYECKNX MPENIPUITUIX

3HaTh TEXHOJIOTHIO IPOW3BOJCTBA T'OTOBBIX JE-
KapCTBEHHBIX CPEJCTB B Pa3JIMYHBIX JICKAPCTBEH-
HBIX (popmax

Oueﬂqume MaTtepualibl OT-
KPBITOT'O U 3aKPBITOTO THIIA

VYMeTh M0JIb30BAaThCS HOPMATHBHOM, MPOU3BOJ-
CTBEHHOW JOKyMEHTAallell NpH OCYLIECTBICHUU
TEXHOJIOTHYECKOT0 MPOoIIecca

OL[GHO‘-IHBIC MaTe€puaibl OT-
KPBITOT'O U 3aKPBITOTO THIIA

BrnaneTts 0oCHOBHBIME METOAMKAMU IIPOU3BOJACTBA
1 U3TOTOBJICHHUS JICKAPCTBEHHBIX CPEACTB.

OL[GHO‘-IHBIC MaTe€puaibl OT-
KPBITOI'O U 3aKPBITOTO THIIA

T1IK-7.3. Cnegur 3a BBITIOJIHEHUEM
TpeOOBaHUI TEXHOIOTHIECKOTO
perjamMeHTa Mpou3BOJICTBA C Iie-
JIBIO COOJIIOICHUST HOPM TEXHOJIO-
TUYECKOro Mmpolecca

3HaTh 000CHOBAHHME, MOCIIENOBATEILHOCTh H CO-
JICpIKaHUE TEXHOJOTHUECKHX CTa[uii U oIlepa-
Ui, OCHOBHOE 00OpYIOBaHKE, HCIOJIb3yeMOE B
TEXHOJIOTHH JICKAPCTBEHHBIX CPEICTB U OHO00B-
€KTOB.

OL[GHO‘-IHBIC MaTepuaibl OT-
KPBITOT'O U 3aKPBITOTO THIIA

YMmeTh BI)IGI/IpaTI) ONTUMAaJIbHBIN BapuaHT TE€XHO-
JIOTMU U U3TOTABJIMBATH JICKAPCTBCHHBIC (l)OpMI)I.

OueHqume MaTepualbl OT-
KPBITOI'O M 3aKPBITOI'O TUIIA

Bnagets HaBBIKAMH COCTaBIIEHUS TEXHOJIOTHMYE-
CKHX DPa3ZelIOB IIPOMBIIIJIEHHOTO PErJIaMEHTa Ha
MIPOM3BOJICTBO TOTOBBIX JIEKAPCTBEHHBIX (HOPM, B
TOM 4YHCJIE€ TEXHOJOIMYECKHX M aIlllapaTypHBIX
CXEM IIPOMU3BOJCTBA TIOTOBBIX JIEKAPCTBEHHBIX

dopm.

OueHqume MaTepualbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

I1K-7.4. Cnenut 3a COOTBETCTBU-
€M MIPIMEHSIEMOT0 Ha TIPOHM3BO/I-
cTBe 000pyIOBaHUS M KOHTPOIb-
HO-U3MEPUTENBHON anmapaTypsl

TPeOOBAHUSIM TEXHOJIOTHUCCKOM

JIOKyMEHTallUU

3HaTh OCHOBHBIC IOHATHA M METOJBlI aHAJIN3a
CBIPBSl, BCIIOMOTATENbHBIX BEIIECTB, TOTOBBIX
JICKapCTBCHHBIX (hOPM.

OL[@HO‘IHLIe MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMEeTh  TpOM3BOOUTH IMONOOP HEOOXOAUMOTO
000pyI0BaHUs JJIsl TPOU3BOACTBA U H3TOTOBJIC-
HUS JICKAPCTBEHHBIX CPEJCTB M KOHTPOJS Kaue-
CTBa TOTOBOW MPOIYKIIMU, PAIIMOHATBHO HUCIIOJNb-
30BaTh CHEIUAIN3UPOBAaHHOE 000pyAOBaHUE TIPU
MPOU3BOJICTBE U HU3TOTOBJICHUHU JICKAPCTBECHHBIX
CPEIICTB, a TaKXKE Ha dTale KOHTPOJS KauecTBa
TOTOBOH MPOAYKIUH; OPUSHTHPOBATHCS B OCHOB-
HBIX TOHATHSAX M TCPMHUHAX B OIMCAHHUH 00OpY-
JIOBaHUS M MHCTPYKIIMH 110 IPUMEHEHHIO K HEMY.

OneHo4HbIE MaTepHATbI OT-
KPBITOT'O U 3aKpBITOrO TUIA

Bnangers mpuHIMOaMu paboOThl HA CIEIHATH3H-
POBaHHOM O0OPY/IOBAHUH COTJIACHO MHCTPYKIMU
1 TIeTTH paboTEHI.

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

[1K-7.5. Cnenut 3a COOTBETCTBU-
€M HCIIOJIB3yEeMOTO CHIPBS H
BCIIOMOTATENbHBIX MaTepHUajoB
TpeboBanusm HJJ

3HaTh NepevyeHb JAOKYMEHTAlWH, NPeSyCMOTPEH-
HOH B chepe NMPOM3BOACTBA M M3TOTOBJICHUS Je-
KapCTBEHHBIX CPEJICTB.

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMeTh HCTONB30BaTh CTaHAAPTHl U APYTrUe HOP-
MaTuBHBIE JOKYMeHThl (ODPC, ®C, OCII, TY)
MIPHU OIEHKE TEXHOJOTHMYECKOTO KOHTPOJIS Kaue-
CTBAa TOTOBBIX JIEKAPCTBEHHBIX CPEJCTB B pas-
JINYHBIX JICKAPCTBEHHBIX (hOopMax.

Or11eHOYHBIE MaTEePHAIIBI OT-
KPBITOTO U 3aKPBITOTO THIIA

Brasets MpUHIMIIAMU BEICHHS BCe HEOOX0u-
MOH JTOKyMEHTalluH, IPEIyCMOTPEHHOH B cepe
MIPOU3BOJICTBA U H3TOTOBJIEHUS JIEKAPCTBEHHBIX
CPEJICTB.

Or11eHOYHBIE MaTEePHAJIBI OT-
KPBITOTO U 3aKPBITOTO THIIA

TIK-12.2 - ObecrieunBaeT 4€TKOE
MPOBE/ICHUE U BBHITIOTHEHUE TEX-
HOJIOTHYECKOW CXEMBI Ha MPOH3-
BOJICTBE C yYETOM IPOBEPKH Ka-
YECTBEHHBIX [10Ka3aTeleH Noly-
4aeMOro JIEKAPCTBEHHOTO CPEeI-
CTBA B TOM YHCJIC I10 TCXHOJIOI'U-
YCCKHM DTaliamM

3HaTh IpaBujia COCTABJICHHUA TEXHOJOTHYCCKUX
CXEM U3I'0TOBJICHUS JICKAPCTBECHHOI'O CPCACTBA

OIICHO‘IHI)IC MaTepuralibl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

VYMeTh COCTaBIATH TCXHOJIOTUYECKYIO CXEMY
MMPOU3BOACTBA JICKAPCTBEHHOI'O CPEACTBA C y4e-
TOM BCEX TCXHOJOI'MYCCKUX 3TAIlOB

OIICHO‘IHI)IC MaTepuralibl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

Bnaners HaBBIKAMM COCTaBIIEHHSI TEXHOJIOIHYeE-
CKHX DPa3ZeJIOB IIPOMBIIIJIEHHOIO perjlaMeHTa Ha
MIPOU3BOJICTBO TOTOBBIX JIEKAPCTBEHHBIX (OPM, B
TOM 4MCJIE TEXHOJIOTMUECKHUX M allapaTypHbIX
CXEM IIPOMU3BOJCTBA TIOTOBBIX JIEKAPCTBEHHBIX

Gopm

OIICHO‘IHI)IC MaTepuralibl OT-
KPBITOT'O 1 3aKPBITOT'O TUIIA




[1K-12.3. OGecnieunBaeT Ha/IExK-
HOCTb ¥ 9(()EKTUBHOCTB BCEX
BUJIOB KOHTPOJISI KAYeCTBa MOy~
YaeMOro JISKAPCTBEHHOT'O CPea-
CTBa, IIpeXkJie Bcero obecreyeHre
BHYTPH3aBOACKOTO KOHTPOJIS, a
TaK)Ke y4acThe B FOCYIapCTBEH-
HOM U apOUTpaXHOM KOHTPOJIE

3HaTh BCeE BUABI KOHTPOJIA KadeCTBa JICKap-
CTBCHHBIX CPCACTB HA MPOU3BOACTBE

Oueﬂqume MaTepualibl OT-
KPBITOI'O 1 3aKPBLITOI'O TUIIA

YMmeTh OMpCACIATh KaUCCTBCHHBIC W KOJHNYC-
CTBCHHBIC ITOKa3aTCIN

OueHqume MaTepualbl OT-
KPBITOI'O M 3aKPBITOI'O TUIIA

Bnagers nedcTByOIIEH HOPMAaTUBHO-IIPABOBOM
JIOKyMEHTAlUEN, peraaMeHTUPYIOIIEH MOpsIoK
pa0oOTHI; HABBIKAMH COCTaBJICHHS TEXHOJIOTHYE-
CKHX pa3felioB MPOMBIIUIEHHOTO PETIaMEHTa Ha
IIPOU3BOJICTBO TOTOBBIX JEKAPCTBEHHBIX (OPM, B
TOM YHUCIIE TEXHOJOTMYECKHX W amlapaTypHBIX
CXE€M TIPOU3BOJACTBA TOTOBBIX JEKAPCTBEHHBIX
(opM; HaBbIKaAMH TOCTAJAUHHOTO KOHTPOJIS Kaye-
CTBa NpPHU IPOU3BOJCTBE U M3TOTOBJICHUU JIEKap-
CTBEHHBIX CpPEJCTB; YMEHHEM COCTaBJIATh MaTe-
puanbHBI OadaHC U TPOBEJCHHEM pPACUYETOB C
YYeTOM PAaCXOAHBIX HOPM BCEX BUAOB TEXHOJO-
THYECKOr0 IpoLecca IIPYU NPOU3BOACTBE pa3iny-
HBIX JEKapCTBEHHBIX IPENapaToB IO CTaAHsAM;
HaBBIKAMH UHTEPNPETALUN PE3YIbTATOB aHAIN3A
JIEKapCTBEHHBIX CPEACTB A OLEHKH HX Kade-
CTBAa; HOPMATUBHOM, CIIPaBOYHON M HAYYHOM JIM-
TepaTypol s pemeHus NpodheccCHOHATbHBIX
3a1a4

OueHqume MaTepuralbl OT-
KPBITOT'O U 3aKPBITOTO THIIA

[IK-13.1. YyacTByeT B o0ecnieue-
HHUH HAJJICHKAIIETO TPOU3BO/ICTBA
M KOHTPOJIS Ka4eCTBa Ha BCEX
aTamnax Mpou3BOICTBA JIEKap-
CTBCHHBIX CPCCTB

3Hath ocHOBEI GMP, OCHOBHBIE pa3/ienbl U MOHS-
THE BalWAalUH, €€ OOBEKThl W BUJBI ITPOBOAM-
Mble Ha (apMaleBTUYECKUX HPENNPHUITUSIX; OC-
HOBHBIC BHIBI IOTPENIHOCTEH MpU MPOBEICHUU
aHaIHU30B.

O11eHOYHBIE MaTePHAJIBI OT-
KPBITOT'O U 3aKPBITOTO THIIA

YMeTh NpOBOAUTH BAJIKUJALMOHHYIO OLEHKY Me-
TOAUK KA4eCTBEHHOI'O0 M KOJIMYECTBEHHOIO aHa-
Ju3a.

O11eHOYHBIE MaTePHAJIBI OT-
KPBITOT'O U 3aKPBITOTO THIIA

Brnanete HaBBIKOM HCIIONB30BAaHUS HOPMATHB-
HOH, CIpaBOYHON M HAy4YHOM JUTEpaTypbl I
peneHust MpoQecCHOHANBHBIX 3aa4.

OL[@HO‘IHLIe MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

[IK-13.2. TIpousBoauT Bamuaa-
I[M0 BCEX CTAIUii MPOU3BOJICTBA,
KOTOPBIE MOTYT OKa3bIBaTh BIIUSI-
HHE Ha Ka4eCTBO MPOU3BOIUMBIX
JICKAPCTBCHHBIX CPEJICTB

3HaTe TpeOOBaHWS K BEACHUIO OTYETHOH IOKY-
MEHTAaluu B (papMaleBTHUECKUX OpPTaHH3ALHUSX,
po(eCCHOHATIBHOE JISIIOTIPOU3BOICTBO,

OL[eHO‘IHBIe MaTepHralibl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

YMeTh BO3MOMKHOCTH HCIIOJIB30BAHMS METOJa
aHaNM3a B 3aBHCHMOCTH OT CIIOCO0a IOIy4eHHs
JIC, UCXOMHOTO CBIPBSI, CTPYKTYpPBI JIEKapCTBEH-
HOT'O BEIIECTBa, (PM3NKO-XUMHUYECKHIX ITPOLIECCOB,
KOTOpbIE MOTYT NPOUCXOANUTH BO BpeMs XpaHe-
HUs U obOpamenus JIC; mpaBuna NpoBeAeHUsS
KOHTPOJISI KauecTBa JICKApPCTBEHHBIX CPEACTB Ha
IIPOMU3BOJICTBE.

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

Brnanets HaBBIKOM OompesesieHHst croco0oB 0T00-
pa mpo6 11 BXOTHOTO KOHTPOIIS (hapManeBTHIe-
CKHX CyOCTaHIIMH B COOTBETCTBHHM C JEHCTBYIO-
MU TPeOOBAHUSIMU.

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA

IIK-13.3. ObecneunBaeT peru-
CTpaLMIO BCEX 3TAIOB MIPOM3BO/I-
CTBa ¥ CJICANT 32 COOJIIOICHHEM
COOTBETCTBUSI KauecTBa JeKap-
CTBEHHOTO CPEJICTBA yCTAaHOB-
JICHHBIM U OTPa)XCHHBIM B perjia-
MEHTE TpeOOBaHUIM

3HaTh HOPMATHBHYIO JOKYMEHTAIHIO, pEerIaMeH-
THPYIOIIYIO IPOM3BOACTBO M KadEeCTBO JIEKap-
CTBEHHBIX NPENaparoB; YCTPOHCTBO M IPHHIUIIBI
paboTBl COBPEMEHHOTO JTa0OPaTOPHOTO W MPOM3-
BOJICTBEHHOTO 000pynoBaHHS; (aKTOPHI, BIHS-
IOLIME HA KAyeCTBO JIGKAPCTBEHHBIX CPEJICTB Ha
BCEX JTallax OOpalleHus; ONpeneNeHNe IJIaBHBIX
(akTOpOB B 3aBHUCHMOCTH OT CBOMCTB JIEKap-
CTBCHHBIX BCIICCTB (OKI/ICHI/ITGHBHO'
BOCCTaHOBHTEIBHBIX, CIIOCOOHOCTH K THJPOJIH3Y,
MOJIMMEPH3aliH); BO3MOXXHOCTh MPEA0TBpaLlle-
HUsI BIMSIHMSL BHEITHHUX (haKTOPOB Ha JOOpOKaue-

OL[eHO‘IHbIC MaTepHralbl OT-
KPBITOI'O 1 3aKPBITOI'O TUIIA




CTBCHHOCTD JICKAPCTBCHHBIX CPCACTB.

MU (papMameBTHUECKYIO ACATENBHOCTB; COOIIO-
IaTh INpaBWJIa OXPAHBl TpylJa M TEXHUKH Oe3-
OIIACHOCTH; OLICHHBATh Ka4eCTBO JIGKAPCTBEHHBIX
[pernapaToB 110 TEXHOJIOTHYECKHM IOKa3aTelIsIM:
Ha CTaJuAX M3TOTOBICHUS, TOTOBOTO NPOXYKTa H
IIPU OTITyCKE; OLICHWBATh TEXHUUYECKHE XapaKTe-
pUcTHKH (papMaleBTHUECKOTO 00OpyJOBaHHS M
MallH.

VMeTh MOJIb30BaThCs ﬂeﬁCTByIOMHMH HOpMa- Oueﬂqume MaTtepualibl OT-
TUBHO-TIPABOBBIMU aKTaMH, PETIIAMECHTHUPYIOIIH- | KPBITOTO U 3aKPBITOIO TUIIA

paboThl; HABBIKAMH COCTAaBJICHHS TEXHOJIOTHYE-
CKUX pa3fesIoB NMPOMBIIUIEHHOTO perjlaMeHTa Ha
IIPOU3BOICTBO TOTOBBIX JEKAPCTBEHHBIX (HOPM, B
TOM YHCJIE TEXHOJOTMYECKHMX M anmapaTypHbIX
CXeM NPOW3BOJCTBA TOTOBBIX JIEKAPCTBEHHBIX
(opM; HaBBIKAMH MOCTAANHHOTO KOHTPOJIS Kade-
CTBa IPU IPOU3BOJICTBE M M3TOTOBICHUH JIEKap-
CTBEHHBIX CPE/ICTB; YMEHHEM COCTABIATH Mare-
pHanbHBIN OanaHC U NPOBENEHHEM pAacyEeTOB C
YYeTOM PAaCXOJHBIX HOPM BCEX BHAOB TEXHOJO-
TMYECKOro mpolecca Ipu NPOU3BOACTBE pa3iny-
HBIX JIGKapCTBEHHBIX IIPENapaTroB IO CTaAMAM;
HaBBIKAMU HHTEPIPETALMN PEe3yJbTaTOB aHAIN3a
JIEKAapCTBECHHBIX CPEACTB Ul OLEHKH HMX Kade-
CTBAa; HOPMATHUBHOMW, CIIPaBOYHON M HAYYHOH JIM-
TepaTypo s pemeHus NpodheccHOHaTbHBIX
3a7ad.

Bnanets HeﬁCTByIOHICﬁ HOpMaTHBHO-HpaBOBOﬁ OueHqume MaTepualbl OT-
Z[OKyMeHTaHHeﬁ, pernaMeHTpr}omeI‘?I MOpAAOK | KPBITOI'O U 3aKPLITOT'O TUIIA
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5.2. Ilepeyennb pecypcoB HHGOPMANMOHHO-TEJIEKOMMYHUKAMOHHON ceTH «MHTepHET»,
HEOOXOIMMBbIX /LIS OCBOEHUSI IPAKTHKH

1. https://www.medicinform.net/ (MenuiuHackas nHGOPMAIHOHHAS CETh)

2. https://www.studentlibrary.ru/ (KoHcynbTaHT cTyeHTA)

6. MaTepuanbHo-TeXHU4YecKasi 6a3a, HeoOXoAUMAasi 1/ OCYLEeCTBIEeHUS 00pPa30BaTEILHOIO
npounecca no NpaKkTuKe

6.1. MaTepuajbHO-TEXHHYECKas1 0a3a, HEOOXO0AMMAas /Il OCYLIECTBJIEHUs1 00pa3oBaTe/ib-
HOI'0 Npo1ecca Mo NpaKkTHKe

No | HaumenoBanme Bu- | HammeHoBaHue 00beKTa, MOATBEPKIAIOMIETO | Apec (MECTOMOJIOKEHHUE)
n/m | 1a o0pa3oBaHuUs, HaJIM4Me MaTepUaIbHO-TEXHUIECKOTO 00ec- 00BeKTa, TOTBEPKIAIOIIETO
YpOBHsI 00pa3oBa- | MEYEHHs, C IEPEYHEM OCHOBHOTO 00OpY/IOBa- | HATMYUE MaTEPHAIbHO-
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HUs, Ipodeccum, HHSA TEXHUYECKOr0 00eCIIeUeHNs,
CHENHATbHOCTH, (c ykazaHreM HOMEpa TaKo-
HaIpaBJICHUS MOJI- BOT'0 OOBEKTa B COOTBET-
TOTOBKH (4J1s1 IIPO- CTBHUH

beccruoHaIbLHOTO C JIOKYMEHTaMH I10 TeXHUYe-
o0Opa3oBaHusl), OJI- CKOI MHBEHTApU3aLlUN)
BU/JIA IOTIOJTHUTEIb-

HOTO 00pa30BaHU

2 3 4

b2.0.02.01(IT)  IIpax-
THKa TO0 (apMaleBTH-
YEeCKOH TEXHOJIOTHU

Yu4eonsniii kopnye Nell ®I'bBOY BO BI'MY Mun-
3apaBa Poccun, kadeapa gapmaneBTHuecko Tex-
HOJIOTHH ¥ OMOTEXHOJIOTHHU:

Antexu ['YII «bamdapmarmmsa» Ne 308, 293, 350
CnenmnanbHoe 00Opy/IOBaHHE anTeYHBIX YUPEKICHUH:
mkad cymwisHbi HIHIC-80, xonomunbHuK (dapma-
LEBTUYECKUH, aBTOKJIAB, IIKa( CyX0XKapoBOH CTEPHIH-
3aTop, CTYNKH, IECTHKHU, LITAHIIACHl C MEANKAMEHTa-
MU, HWIHHIP MEPHBIH, apeoMeTp, pa3HOBECHI, IPHUCIIO-
coomenne [1OK.1-2, BoxsHas OaHs, TOproBoe 000pyI0-
BaHHME, BECHl AHAJIMTHYECKHE, KOHTPOJILHO-KaCCOBBIN
ammapat, ceid, Mmeramamdeckuil mKad, THUTPOMETP,
TEpPMOMETp, pe(hpakTOMETpP, TUTPOBAIbHAS YCTAaHOBKA.

Anrexa 'BY3 Pb I'Kb Ne§
Antexka 'BY3 Pb I'Kb Nel8
Antexa 'BY3 Pb I'Kb Ne21
Anteka ['BY3 Pb BCMIT Ne22

Oumman AO "HIIO "Mukpores" B r. Yda "UmmyHo-
npenapart"

OAO "®apmcranpapt-Y paBUTA"

450010, Pecny6muka bBamkopro-
crad, T. Ya, Jleannckuit p-H, yi.
Jlerunkos, Ne 2, 1 sTax.

450106, PecnybOmuka bamkopro-
craH, . Ya, yn.bareipckas, 1.39

450038, r. Ya, ym. 40 mer Oxk-
Ts10psL, 1
450075, r.Yda, yn. baroxepa, 3

450071, Yda, Jlecnoit mpoes, 3

450106, r.Yda, yun. Bateipckas,
39/2

450014, PecnyOmuka bamkopro-
cran, ropon Yda, Homopoccwmii-
ckas yiu., a1.105

450077, Pecrry6nuka bamxkopro-
craH, T. Ya, yn. Xynaitbepauna,
28




