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MHHHCTEPCTBO CEJIbCKOT'O XO35HCTBA
POCCHICKOH ®EJEPAIIANA

®OEJEPAJIBHAS CJIYXKBA I1IO BETEPUHAPHOMY
A PUTOCAHHUTAPHOMY HAI30PY
(Pocceabxo3HaA30P)

IIPUKA3

or 10 amrycra 2022 rona Ne 1198

MockBa

06 yrBepxaenan GopMbI OLIEHOYHOIO JIHCTA, COAEPHKALIEr0 CAHHCOK
KOHTPOJILHBLIX BONPOCOB, OTBETHI HA KOTOPbIE A0KHbI CBHACTE/ILCTBOBATD 0
COOTBETCTBHH COHCKATE/IS JIMICH3HH, JHICH3HATA JIMIeH3HOHHLIM
TpeGoBaHMsIM, NPETbABJISIEMBIM PH OCYIIECTBICHHH (apMaleBTHeCKOH
AeATeJbHOCTH B cepe oOpamieHns JeKapCTBEHHBIX CPEACTB ISl
BETEPHHAPHOr0 MPHMEHCHHS

B cooTBercIBHHM ¢ 4dacTeio 8 crtathu 19.1 @enepanbHOro 3aKOHa
ot 4 mas 2011 r. Ne 99-03 «O nuueH3upOBaHUH OTACIbHBIX BUJIOB IEATETBHOCTIDY
(Cobpanne 3aKkoHOAaTENbCTBA PoccuicKor ®epepanun, 2011, Ne 19, c1. 2716;
2021, Ne 24, ct. 4188), mogmynkroM 5.2.(1).5 mynkra 5 IonoxeHus o denepanbHON
cmyx6e MO BeTepMHApHOMY M (UTOCAHUTAPHOMY HAA30pY, YTBEPXKICHHOIO
noctanosienneM [IpaBurenscta Poccuiickoit ®enepanun ot 30 HIOHS 2004 r.
Ne 327 (Poccmiickas rasera, 2004, Ne 150; CobpaHue 3aKOHOJATEIBCTBA
Poccuiickoii ®enepammn, 2006, Ne 52, cr. 5587), 1 NOMIYHKTOM «B» IIyHKTa 3
[TonoxkeHuss O  JIMIEH3WpOBaHUM  (apMaLEBTHYECKOM  JCATEIBHOCTH,
YTBEPXJIEHHOTO TOCTaHOBIEHHEM IIpaBUTENHCTBA Poccuiickoit Penepanid OT
31 mapta 2022 r. Ne 547 (Cobpanue 3aKkOHONATENbCTBA Poccuiickoit ®enepanuu,
2022, Ne 15, cT. 2469), 1 p Ka3 B Balo:

1. YTBepmuth GopMy OLIEHOYHOrO JIMCTA, COAEPIKAIETO CIIKCOK KOHTPOIBHBIX
BOIPOCOB, OTBETHl Ha KOTOpHIE JODKHBI CBHICTENBCTBOBaTh O COOTBETCTBUM
COMCKaTeJIs JIULEH3UHY, JUIEH3UaTa JIMIEH3UOHHBIM TpeOOBaHUAM,
NpeABIBISEMBIM IIPH OCYLIECTBICHUH hapMaleBTHHUECKOH NeATENFHOCTH B cdepe
obpanieHus JIEKapCTBEHHBIX CPEICTB M BETSPHHAPHOrO NPHMEHEHHS COTIACHO
TIPHJIOKEHHIO K HACTOAIIEMY IIPHKa3y.




2. IlpusHate  yTpaTMBIIMM CcWiIy  Ipuka3  Poccenpxo3Ham3opa
or 22 ¢eppans 2022 r. Ne 275 «O6 yrBepxaeHHH (GOPMBI OLIEHOYHOTO JIMCTA,
COIEPXKAIIEro CIHUCOK KOHTPOJBHBIX BOIIPOCOB, OTBETHI HAa KOTOpBI€ MOJDKHBI
CBHJICTEJILCTBOBATh O COOTBETCTBHH COMCKATelld JWMIEH3WH, JHIEH3UaTa
JUIEH3UOHHEIM  TpeOOBaHHUSAM, NPEIBABIAEMBIM IPH  OCYIIECTBICHUHU
(dbapmaneBTHYECKOM NeATENbHOCTH B cepe oOpalleHUs JIeKapCTBEHHBIX CPEICTB
IUIsl. BETEpUHApHOrO IpuMeHeHHsA» (3apeructpupoBaH MuHioctom Poccun
ot 25 depans 2022 r., peructpanuonnsiid Ne 67478).

3. KouTponb 3a HCHOJHEHHEM HACTOAIIETO INpPHKa3a BO3JOXKUTHE HaA
samecturens PykoBogurens Poccensxo3nanzopa K.A. CaBeHkoBa.

PykoBoguTtens C.A. auksept



YTBepxaeHa

npukazom PenepanbHON
CIy>XObI 110 BETEPHHAPHOMY

U (PUTOCAHUTAPHOMY HA/30pY
or 11 aBrycra 2022 r. No 1198

®dopma

®ENEPAJIBHA S CITYXXBA ITO BETEPUHAPHOMY
U ®UTOCAHUTAPHOMY HAJZI30PY

(HaHMEHOBAHHE TEPPHTOPHANBLHOTO OpraHa DeiepanbHOH CITyXObI
TI0 BETEPHHAPHOMY H (pUTOCAHUTAPHOMY Haa30py (B Cydae MPOBEIEHUS OLEHKH TEPPUTOPHATILHBIM OPTaHOM)

OLIEHOYHBI JIUCT,
conepxcaumﬁ CITHCOK KOHTpOJ'ILHBIx BOHpOCOB, OTBETHI HA I(OTOpHe JOJI’)KHBI CBHACTCIIBCTBOBATH
0 COOTBETCTBHU COUCKATEIA JTUICH3HUH, INNICH3UATa JIHIICH3NOHHBIM TpCGOBaHIrI}IM,
MpeIbIBIAEMBIM IIPH OCYIIECTBICHHHA (apManieBTHYECKO# IEATEILHOCTH B cdepe
o0paleHns TEKapCTBEHHBIX CPEACTB JUIA BETEPHHAPHOTIO IIPHMCHCHHA

Ne « » 20__r.

npuka3 Poccenpxo3nansopa ot Ne
(PEKBH3HTB HOPMATHBHOTO NPABOBOTO aKTa 00 yTBEPH/ICHHH GOPMbI OLEHOYHOTO JIHCTA)

Ha ocHoBaHMH 3adBjI€HHS O IPEAOCTaBJICHHH JNHULICH3UA (0 BHECEHHUH CBECJICHUH B peecCTp

JIULEH3UH) OT «__ » 20 r. Ne , TIOCTYIIMBLIETO
OT COMCKATeIA TUICH3MK/ TMIeH3HaTa (Hy>KHOE TOTYEPKHYTD),
1o pemieHuIo Poccenbxo3Haas3opa oT « » 20 r. Ne
JOJDKHOCTHBIM JIALIOM (JIOJDKHOCTHBIMH JIMIAMH):

1.

2.

(pamMunus, uMsi, OTYECTBO (TIPH HATMYUH) JIMLIA, NPOBOJMBILETO OUEHKY H 3aN0IHEHHE OLEHOYHOTO JINCTA)

B IIPHCYTCTBHH CICAYIOIHX JIALL:

(bammmus, WMsl, 0OTYECTBO (IPH HAJIMYMH), AODKHOCTb NPEACTABHTEIIS IOPUAHIECKOTO JIMLA, PEKBHSHTDI
JIOKYMEHTa, IOATBEPXK AAIOIIETO NOJTHOMOYHS MPEACTAaBHUTEIIA)

NpoBeJieHa OlIEHKa COOTBETCTBHUS JIMIEH3HOHHBIM TpeGoBaHusM!, TpeaBABIAEMBIM TpH
OCYIIECTBICHHH (papMaLleBTHYECKOl ICATEIBHOCTH B cepe 0OpalleHns IeKapCTBCHHBIX CPE/ICTB
JUISl BETEPHHAPHOTO IIPHMEHEHH,

1 Yacts 3 crathu 19.1 ®eaepansHoro 3akoHa oT 4 Mad 2011 r. Ne 99-03 «O iHUEH3HPOBAHHH OTAC/LHLIX BHOB
AesrensHOCTHY (Cobpanue 3aKkoHonaTenbCTBa Poceuiickoii Genepaumy, 2011, Ne 19, ct. 2716; 2021, Ne 24, cT.
4188) (nanee - GenepanbHblii 3aK0H Ne 99-P3).




2

€ B QopMe BBIE3IHOM OIIEHKH B UCTAHIIMOHHOM (opMate ¢ mpuMeHeHHEM POTOCHEMKH H
(unu) BUCO3AIMUCH;

€ B opMe BEIE3AHO# OleHKH €3 POoTOChEMKH H (M) BH/CO3AINCH;

€ B (popMe BHIE3THOMU OLCHKH C BeIcHHEM (OTOCHEMKH M (MJIM) BHCO3AMHCH (MaTEpHAIIE]
TIPHJIATAIOTCS K aKTYy).

CJICAYIOLICTO COUCKATEIA JIMIICH3HH (JII/IIICHBI/IaTa)I

(NMOSIHOE HANMEHOBAHHE IOPHUANIECKOrO JTNHA/paMIN i, MM, 0TYECTBO (TIPH HATHYHH) HHAUBHIYANLHOTO
npeanpHHAMATEN)

(VHH/OTPH (OT' PHI)

(ampec B Npeseax MECTa HAXOXKACHHA IOPHAXUECKOrO JTHIa (€10 (GIITHANOB, IPEACTABUTENLCTB, 060COCIEHHBIX
CTPYKTYPHBIX TO/Ipa3A€NeHnit)/apec PerkCTPaly [0 MECTY XKUTELCTBA HHANBHIYANLHOTO MPEAMPUHAMATEIIA)

(HoMep TenedoHa, aipec SNEKTPOHHOMN MOYTH (NP HAIMYUH) IOPHAMYECKOro JHIla/ HHAMBHY ATIBHOTO
TpeINPHHAMATENA)

110 af[pecy MecTa (MeCT) OCYIIECTBIEHHS JTHIIEH3UPYEMOTO BHA AESTENbHOCTH

(MeCTO nposeneﬂnx OLIEHKH COOTBETCTBUA COMCKATEIA JINLICH3UH, TUIICH3UATA JIHIICH3HOHHBIM TpCﬁOBaHI'lXM Cc
3anoJHCHHEM OLICHOYHOIO anra)

BH/IBI paboT, COCTABISIONIHE TUIEH3HPYEMBIH BHJ AESTENBHOCTH :

Cnucok KOHTPOJBHBIX BOIIPOCOB, OTBETBI HAa KOTOPHIC JAODKHBI CBUACTEINLCTBOBATh O
COOTBETCTBHHU COMCKATENA JIMICH3HUH, JJHIICH3HATA JINIICH3UNOHHBIM TpeﬁOBaHI/ISIM4:

Ne n/nn KoHTpoJ1bHbIE BONIPOCHI, PexBH3UTEL OTBeTHI Ha BOMPOCEHI,
OTpa)KalOLHe COACPKARKE HOpPMATHBHBIX OTpaXkaloIHe COAEPIKaHHE
JIMLIEH3AOHHBIX TpeGoBaHuii NPaBOBBIX AKTOB € JIMLEH3HOHHBIX TpeOoBaHMi
yKa3aHHEeM
CTPYKTYPHBIX €AMHHLL,
KOTOPBIMH «ma» | «HeT» |«HEmpH | «IpHM
YCTaHOBIICHEI MEHHM | eqaHue
JIHLEH3HOHHBIE o» »
TpeboBaHus

2 MynkT 8 cratsu 3 denepanbHoro 3akoHa Ne 99-03.

3 INepeueHs BLINONHAEMBIX PAGOT, OKa3bIBAEMBIX YCIYT, COCTABNAIOWNX HapMaLeBTHIECKYIO ACATENBHOCTD B cepe
o0pallleHHss JIGKAPCTBEHHBIX CPEACTB /UIA BETCPHHAPHOTO NPMMEHEHHs, COACPXKAIUMICA B MPHIOKCHHH
k TlonoxeHmo © JHMUEH3HpOBaHMH (apMaLEBTHUECKOH JEATENLHOCTH, YTBEPXKICHHOMY HNOCTAHOBACHHEM
INpasurenscTBa Poccuiickoii ®enepaunu ot 31 mapra 2022 Ne 547 (CoGpanue 3akoHOAaTenbCTBA Poccuickoi
denepanun, 2022, Ne 15, ct. 2469) (manee - ITonoxenue). Cpok AeHCTBHA JOKYMEHTa OFpaHHYEH 10 1 ceHtsa0ps
2028 .

4 Mynxr 3 cratbu 8 ®enepansHoro 3akoHa Ne 99-@3 u myHKTHI 4 U 6 [TonoxkeHus.




1. 2. 3. 4. 5. 6.

HMeroTcs U y COMCKaTeNs JIMLECH3HH
Tio MecTy OCYIIECTRIICHHA
({apManieBTHIECKOH  ACATENHLHOCTH,
OpUHAIeKANUE €My Ha IIpase

TToanyHKTEI «O», «I»
COOCTBEHHOCTH HJIH Ha  WHOM ArLy i >

1. «I», «e» MyHKTa 4
3aKOHHOM OCHOB2HHH,
TMonoxeHus
MpeayCMaTPHBAIOILIEM NpaBo
RNaJcHUs M TIPaBO MONBE30BAHMA, U
HeOOXOmMMBlE  JU1S  BBINOIHCHMS
3aABIAEMBIX paboT:
1.1 ApOM3BOACTBCHHBIN OOBEKT HIH
v O0OBEKTHI:
1.1.1. |nomemenus?
1.1.2. |3nasna?
1.1.3. |coopyxeHua?
1.2. obopynoaHue?
COOTBETCTBYIOT JIH Y COHMCKAaTeNd
NHLEH3UM TpeOOBaHUWAM CTaTbH 54
denepasibHOTO 3aKOHa oT
12 anpens 2010 r. «O6 obpaieHnn
2 JIEKApPCTBEHHBIX CPEACTBY® (anee —
) denepansubiif 3akoH Ne 61-03), -
s oprasusaumi ONTOBOM
TOPTOBJH JIeKapCTBEHHBIMH
CpeaCTBaMH NI  BETEPHHAPHOTO
MpUMEHCHHS:
TMoamyHkT «0» MyHKTa
21 NPOU3BOJCTBEHHBIE OOBEKT MIH 4 Tonoxenns

00BEKTHI:

2.1.1. |nomeineHua?

2.1.2. |3panua?

2.1.3. |coopyxenua?

2.2, obopynoBaHue?

CoOTBETCTBYIOT JII Y COMCKATeNld
quueHsuM  TpeGosaHmsiM  Ilpasun
XpaHeHHs JICKapCTBCHHBIX CPEACTB
3. JUIL  BETEPUHApHOTO NPHMEHEHHA,
YTBEP)KACHHBIX NPUKa3oM
Muncensxo3za Poccuu ot 29.07.2020
Ne 426° (nanee — [Tpasuia XpaHeHHs):

ToAmyHKTBI «6», «I'»,
«I» U «e» MyHKTa 4
ITonoxenus

TMPOU3BOACTBCHHBIC 0o0beKT WU

3.1. 0OBEKTHI:

5 Co6panue 3akoHoaaTenscTa Poccuiickolt denepaumu, 2010, Ne 16, cr. 1815; 2022, Ne 13, ct. 1953.
¢ 3apeructpuposan MumioctoM Poccru 29 oktaGps 2020 r., periCTpalHOHHbIH Ne 60648.




1 2 3 4, 5 6 7
3.2 noMeineHusa?
3.3. spaHua?

34. coopyxeHun?

35. o6Gopynosanue?

COOTBETCTBYIOT M Yy COMCKaTeNnd
NHIEH3UM TpeGOBaHUAM CTaTbd 55
®enepanproro 3akoHa Ne 61-93, -

4, oA OpraHuM3amMii  pO3HHYHOH
TOPrOBIIH JIEKapCTBEHHBIMH
npenaparaMi 4 HHIMBHIyaJbHOIO
NpeampUHUMATENIA:
41, ngomno;.:[cmenm,le OGBEKT WIH | TTonnmyRKTE! «@» U <D
OOBEKTRI: nyskTa 4 TTonoxenus
42, noMemeHus?
43. 3nanusn?

44. coopyxeHmnA?

4.5. oGopynoBanue?

COOTBETCTBYIOT JIM y COMCKaTens
avuensun  TpeGoBanuaM Ilpasmn
HaQeXKamed anTeyHOH IIPAKTHKH
JIEKApCTBEHHbIX MpENapaToB I

BETEPHHAPHOI'O TIPUMEHEHHA,
YTBEPKIACHHBIX MPHKAa30M
5. Muncenbxo3a Poccuu or

21 centabps 2020 r. Ne 5557 (nanee
- Tpasuna anTeuHol NMPaKTHKH), -
IS8 opraHusamdii  pPO3HHYHOIM
TOPTrOBJIH JICKapCTBCHHBIMHA
mpenapataMi U HHIMBHAYAIbHOTO
TpeATpHHUMATENS.

TToamyHKTEI «@T», «1a» H
«e» MyHKTa 4
IMonoxenus

NPOU3BOACTBEHHBIE OOBEKT KM
OOBEKTHI:

5.1

5.2 noMeieHus?

5.3. 3aHua?

54. COOpyxeHnA?

5.5. o6opynosanue?

CooTBeTcTBYIOT N Yy coHckarens | [loamyHKT «e» myHKTa
NULEH3UH TpeGOBaHMAM CTaThH 56 4 TlonoxeHus

7 3aperucTpuposan Mumtocrom Poccuu 19 okta6ps 2020 r., perucTpauMoHHbIH Ne 60453. Cpok aAeiicTBHA JOKYMEHTa
orpanuueH 1o 1 mapta 2027 .




1. 2. 3. 4. 5. 6. 7.

®enepanbHoro 3akoHa Ne 61-®3, -
ANA  OpraHW3auMii  PO3HHMYHOM
TOPrOBJIK JIeKapCTBEHHBIMU
npenaparaMd ¥ HHAHUBHIYaJbHOTO
NpeanpUHUMATES:

NpOU3BOACTBEHHbIE OOBEKT HIH
OOBEKTHI: :

6.1.

6.2. TOMEILCHHA?

6.3. 3paHus?

6.4. coopyxeHun?

6.5. o6opynopanue?

COOTBETCTBYIOT JIM Yy COHCKAaTess
nuuensan  TpeboBaHmwsamM  [Ipasun
M3rOTORIEHUA a OTIyCKa
JIEKapCTBEHHEIX IIPEerapaToB Ul
BETEPHHAPHOTO TIpUMEHEHHA
BETEPUHAPHBIMH anTeyHbIMU
OpraHH3alMAMH,
HHARBHIYANbHBIMH
TPEANPHHUMATENAMH, HMEIOMHUMH
JHUCH3HI0 Ha (apMaleBTHYECKYIO
JeATeNBHOCTS, YTBEPXKACHHBIX
npukasoM Muncenpxos3a Poccun oT
29 wons 2021 r. Ne 4238 (nanee — | [IOAMYHKT «&» nyHkTa
[IpaBuia M3rOTOBNEHHUA H OTITYCKa): 4 Tonoxerna

TTPOU3BOACTBCHHLIC 00BbEeKT WIH

7.1. OOBEKTHI:

7.2. roMeneHuA?

7.3. 31aHHA?

7.4. COOpYXeHUA?

7.5. oGopynoBanue?

Hmeercss nmu y HMHAHBHAYAIbHOTO
OpeaNpUHUMATENd  BBICIIES MK
cpenHee (bapMalIeBTHIECKOE
o6pasoBanme, a Take ceprudukar | [loamyHKT «H» MyHKTa
8. celHanucTa WM [poliicHHas | 4 H HOMIYHKT «M»
aKKpeAMTauma crenuanucta nubo | myHkra 6 [lonoxenns
BBICIIIEE HIIH Cpe/iHee BETepHHAPHOE
o6pazopanue, a TalKe cepTHdHUKAT
cneranucra?

Umeercs 1y  couckatens | IIoamyHKT «i» MyHKTa

9.
JMUEH3HH, JNULEH3MaTa paGoTHUK,| 4 M NOAMYHKT «OY»

8 3apeructpuposan MumtocToM Poccun 2 ceHTAOps 2021 r., perucTpaliHOHHbIH Ne 64852. Cpok AeHicTBHSA IOKyMEHTa
orpanudeH 10 1 Maprta 2028 r.




1. 2. 3.
JeATeIbHOCTh Koroporo | myHkTta 6 [Tonoxenus
HEMOCPEACTBEHHO  CBf3aHa €
onToBo# TOprosiei

JICKapCTBEHHBIMH CPEACTBAMH IS
BETEPUHAPHOIO MNPUMEHEHMS, HX
XpaHeHHeM U (WiM) PO3ZHUYHOH
ToproBieit NeKapCTBEHHBIMH
npemapataMd Uil  BeTEPHHAPHOTO
NpUMEHEHHS, HX OTIIyCKOM,
XPAHCHHUEM, NepeBO3KOH |
H3rOTOBJEHHEM, HMEIOLLHE:

TPYAOBBIC HOTOBOPBI, 3aKMOYECHHBIC

9.1.
1 € COMCKaTeNeM JIMLEH3UH?
BBICHIEE 1201 cpexnHee
dapMaueBTHIECKOE OOpa3oBaHue, a
TalOKe CepTHQHKAT CHELHAIMCTA
92 WIH TPOHICHHYI0 aKKPEAUTALHIO
- cnenuanucra JHOO BhiCINEE HITH
cpenHee BETCPUHApHOE
obpasoBaume, a TaKke cepTH(HUKAT
crenuanucTa?
HUmerorcs au y JMlEH3uaTa M0
MECTY OCYLIECCTBIICHUS
¢bapMareBTHUECKOH JEATEILHOCTH
NpHHAUIeKALINE €My Ha Ipase
10 COOCTBEHHOCTH WJIM Ha HHOM
: 3aKOHHOM OCHOBaHUH,
HpefyCMaTpHBAOIIEM TIpaBo
BIAJICHUA H TpaBoO MNOJIL30BAaHMA, H
HeOOXOJAWMBIE I  BBINOJHEHHA
3aAB/IAEMBIX PaboT: IMoAmyHKTHI «6» H «B»
nyHkra 6 ITonoxenns
10.1 POM3BOACTBEHHbIE OOBEKT WM
7" | oOBbeKTBI:
10.2. |nomemenns?
10.3. {3pasna?
10.4. |coopyxenus?
10.5. |oGopymoeanue?
1 COOTBETCTBYIOT JIH Y JHICH3MATa
’ YCTaHOBJIEHHBIM TPe6OBaHHAM:
11.1 TPOM3BOACTBEHHbIE OODBEKT MM
‘7" | OOBEKTHI:
11.2. |nomemenus? [NoamyHKTHI «6» U «B»
myHKTa 6 Honoxenus
11.3. |3manua?
11.4. |coopyxeHns?
11.5. |o6opynosanue?




1. 2. 3. 4.
Co6monaer M JMUCHSHAT | [ o et 1y MYHKTA
12. TpeGoBaHMs CTaThbH 53 gyﬂonoxceﬂn};
denepanbHOro 3akoHa Ne 61-03?
Cobmoaaet b7 JMUEH3HAT | 17 0 o oy MYHKTA
13. TpeGoBaHHA CTaTbH 54 gyl'lono :eﬂr;);
®enepanbHoro 3akoHa Ne 61-03?
Cobmonaet nu JHUCH3MAT | [y kT <> TYHKT2
14. TpeGoBaHuUA CTaThH 58 gyr[onox(enl:a);
®eaepanbHoro 3akoHa Ne 61-P3?
Cobmonaer Jn JYLEH3HaT
TMoAmyHKT «U» MyHKTa
15. TpeGoBaHus CTaThH 57 6 Tonoskenns
denepanbHoro 3akoHa Ne 61-P3?
ToAmyHKTBE «I», «XK»
CoGmopnaet Jim uueHsyar Ipasuia Ay s >
16. «K» TyHKTa 6
XpaHeHuA?
TTonoxenus
17 Co6moaaert jin nunen3uat [pasuina | [TOAMyHKT «K» MyHKTa
) anTeqHo# NpaKkTHKU? 6 Ionoxeuus
18 CoGmonaer v nauensuat [Tpapmwia | IToanyHKT «3» IMyHKTa
) H3TOTOBIICHMA U OTITyCKa? 6 Tonoxenus
ToBBIIAIOT JH  KBATHQHKALMIO
19 crienManucTsl ¢ GpapmaneBTHIecKEM | [IoAMyHKT «I» MyHKTa
) WA BETEPUHAPHBLIM 00pa3OBaHUEM 6 Tonoxenus
He pexe 1 pasa B 5 net?
IpenoctaBnder 1M BeTEpHUHApHAA
anTe4yHas opraHu3anys,
WHAMBUIYaNbHbIH
NpeaIpHHAMATEIb WM
BETEpHHApHasA OpraHH3aLu,
PHHAP p i [Tynkr 2 [TpaBun
20. peanusyroiias JIeKapCTBCHHBIE
arTe4YHOM NPAKTHKK
Apenapatsl moTpebuTesam (aanee -
CyObeKT PpO3HHYHOH TOProOBIH),
NOTpeOHUTENIM KaueCTBEHHEIE,
s¢dexrusHrie u  Oe3onacHbie
JIeKapCTBEHHBIE MpenapaThi?
Ipenocrasnser by | cy0ObexT
O3HMYHON TOPrOBNH MO Mpockbe
P P P ITynxr 2 [paBun
21. notpeGurens  MHpoOpMaUMiO O o
anTevHO MPaKTHKY
cnocobax NpMMEHEHHSA
JIEKapCTBEHHBIX NPETapaToB?
ToanepxuBaer M cybbexT
22, PO3HHYHON TOproBiIH B pabouem
COCTOSIHMH:
30aHMsA s OCYLIECTBJICHHA
22.1. A ek ?ylu TMyuxt 3 Mpasun
PO3HHYHO# TOProBJIX?
anTeYHOM MPaKTHKH
9. |mOMeILCHHA I OCYLICCTBJICHHA
*“* | po3uuuHoO# TOProBn?
22.3. |Mecra, OTBEJECHHbIE s




1 2 3. 4, 5 6
OCYINECTBACHUSA PO3HUYHOM
TOProBau?

CpeacTsa TpyJda, CBA3AHHBIC C
22.4. |MecTOM OCYLIECTBICHUS PO3HUYHON

TOproBau?

obopynoBaHue st
275 NPOH3BOICTBEHHBIX NPOLIECCOB

[ (TexHuyeckue, [pOrpaMMHBIE
cpencTea)?

[poxoaaT nu CpPeACTBA WIMEPEHHS,
KOTOpBIE HUCHOMNB3YIOTCA CYyOBEKTOM
PO3HHYHOIM TOPIOBJIH,

23, METPOJIOTHYECKYI0  TIOBEPKY B ITyskr 4 TIpaBun
cootBeTcTBHH ¢ DelepalbHBIM | aNTEYHON NPaKTHKH
3aKOHOM OT 26 mons 2008 r. Ne 102-
®3 «O6 ofecrieueHUH €AMHCTBA
M3MEPERHMIN?

24 OOecrieuyuBaeT JH PYKOBOJTUTEIND

) CyOBeKTa po3HMYHO TOProBIH:
cobmonenue TpeboBaHui K
KkBanuuxanuy, craxy paboTel
HOBBIMICHHIO KBaTH(UKaLUA
PYKOBOAHTENS CyObEKTa POSHHYHOM

24.]. |ToproBmt H  ero pabGoTHHKOB,
AEATENBHOCTD KOTOPBIX
HEMOCPEACTBEHHO  CBsi3aHa €
PO3HUYHOM TOproaiei
JieKapCTBEHHBIMH rpenapaTaMu
(nanee - anTre4Hble paGOTHHKY)?
OCYHIECTBIIEHHE 3aKyTOK
JIEKapCTBEHHBIX MpPENapaToB, He
JomycKalomee YMBHILIEHHOE
04 |pacipoctpateue Mynkr 5 Ipasui
| panbcHPHLIMPOBAHHBIX, anTeHOM NPAKTHKH
Hel0OpOKaYECTBSHHBIX,
KOHTpa()aKTHBIX  JICKAPCTBEHHBIX
npenaparoB?
BelleHNe BHYTpeHHel TeXHHYeCKoi
243, JTOKyMEHTalHu (manee -
CTaHJAPTHbIE OIepaIOHHbIE
npouesypst)
HaJH4Me obopynoBaHus,
MOMEIIeHUH ¥ JOKYMEHTalluH,
MIOATBEPKAAIOLICH cobmonenue
24.4 CyOBEKTOM pPO3HHYHON TOProBaU

*" | TpeboBaHmi, YCTaHOBJICHHBIX
3aKOHOJATeNbCTBOM  Poccuiickoii
Qdepepauni O JIMLCH3HPOBAHMH
OTAENBHBIX BUIOB ACATENBHOCTH?

9 Cobpanue 3akoHonaTenscTea Poccutickor ®enepauuu, 2008, Ne 26, ct. 3021; 2019, Ne 52, cr. 7814.




2.

24.5.

HHGOPMHPOBaHHE anTe4HbIX
paGoTHHKOB 00 HW3MEHEHHAX
BETEPHHAPHOTO 3aKOHOJATE/IbCTBA
Poccuiickoit Depepaunu 74
3aKOHOJATENbCTBA Poccuiickoi
Denepaunu 06 ofparuieHuu
JIEKAPCTBEHHBIX CPeaCcTB?

24.6.

MOHUTOPUHT UH}pOpMALMH,
Kacatoecs MPHOCTAHOBJICHUA
(BO300HOBIIEHNA) peanu3auyu
JIEKApCTBEHHBIX NpenaparoB,
or3biBa (U3bATHA) H3 OOpalieHus
JIEKapCTBEHHBIX Npenaparon?

24.7.

MOHUTOPHHT WH(pOpMALHY,
Kacaloeics BHIABJIEHHA CIIy4aeB
obpameHus
He3aperuCTPHPOBAHHBIX
JIEKAPCTBEHHBIX MPENApaToB?

24.8.

MOHHTOPHHT uHpOopMaLHH,
Kacaromietica BBIABJICHUS
danscuUIMPOBaHHEIX,
KOHTpaaKkTHBIX |
HeA0OpOKaYeCTBEHHBIX
JICKApPCTBEHHBIX MPENapaTos?

25.

IlpoBOogMT 1M PYKOBOIHTENb
cyObekTa PO3HHYHOH  TOPrOBIH
(60 YNONHOMOYEHHOE MM JHIIO)
IUIS BHOBb MpPHHATBIX aNTEYHBIX
pa0OTHHKOB  HHCTPYKTax MO
CIIeAYIOUMM BOMPOCaM:

25.1.

cobmoaeHus TpeGoBaHui
BETEPHHAPHOTO 3aKOHOJATENIBCTBA
Poccuiickoii Penepanun?

25.2.

cobmoneHns TpeGoBaHHi
3aKOHOAATENLCTBA Poccniickoit
ODepepannn 06 oOpamieHun
JIEKapCTBEHHBIX CPEACTB, BKIOYas
TpeGoBaHUA K POSHHYHOH TOProBie
JIEKapPCTBEHHBIMH TIperapaTamu?

25.3.

npejocTaBieHnss no TpeGOoBaHMIO
notpedutens  uHpopMamup 0
B3aNMO3aMEHAEMBIX
JIEKapCTBEHHBIX MpenapaTax, Hx
CTOMMOCTH M HAIMYHH, O HOBBIX
JIeKapCTBEHHBIX npenaparax,
JleKapCTBEHHBIX ¢bopmax
JIEKapCTBEHHBIX Npernaparos,
NOKa3aHUAX K  NPHMMEHEHHIO
JIeKapCTBEHHBIX NpernapaTos?

25.4.

TpeAOCTaBICHHA JocTyna
noTpeGuTeno No ero TpeGoBaHMUIO K

Iynxkr 6 IlpaBmit
anTevHOH NMPaKTHKH
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2.

uHpopMaLuH, colepxkallencs B
HUHCTPYKLIMH II0 BETEPHHAPHOMY
NpPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara?

25.5.

HanpasiieHdus B PoccelbXo3Han3op
uHGOPMALINK, TONYYECHHOH  OT
nioTpebuTene, Kacarouieics
NpHMEHEHUA JIeKapCTBEHHBIX
penapaToB, @ TAKXKE O BhIABJICHHBIX
B Ipolecce MX  MPHMCHEHHA
noOOYHBIX JIeHCTBHAX,
HeXeaTebHBIX peaKnusx,
CEepbe3HBIX HEXeJIATeIbHbIX
peaKuusx, HEMpeABHIEHHbIX
HEXENaTeNbHbIX peaKkuusx,
HHIMBHIY AILHOM
HEMEPEeHOCHMOCTH, OTCYTCTBHH
3(QEKTHBHOCTH  JICKAPCTBEHHBIX
npenaparoB, a Talke 00 MHBIX
dakTax H 00CTOATENBCTBAX,
NpeACTaBNAOMUX YTPO3y KH3HH
WIH 370POBBIO XXHBOTHOTO?

26.

Boigenensl M B MOMELICHHAX,
HCTIOJIB3YEMBIX cyObeKTaMu
PO3HHYHOM TOPIOBIIH, 30HBI M (1K)
KOMHaThl, IPeAHa3HAUCHHBIE IA:

26.1.

TOPrOBIU JIeKapCTBEHHBIMH
npenapaTamMu?

26.2.

HIPHEMKH JIEKapCTBEHHBIX
npenaparos?

26.3.

XpaHeHHns JIeKapCTBEHHBIX
MpenapaToB C HCTEKIHM CPOKOM
FOAHOCTH, B MOBPEXAECHHON
YNAKOBKE, HEeNO0OpOKaUECTBEHHBIX,
¢$anscHPUIHPOBAHHBIX win
KOHTpaaKTHBIX  JICKAPCTBEHHBIX
npemapaToB (B Ciydae  eciH
PYKOBOZHUTENEM cy6bekTa
PO3HUYHOM TOPrOBIM HE NPHHATO
pellleHMe © XPaHEHMH  TaKHX
JEKapCTBEHHBIX  NpENaparoB B
OTHebHOM KOHTelHepe)?

26.4.

XpaHEeHHs OJeKIbl PabOTHHUKOB W
XO3AHCTBEHHBIX MaTepHalioB,
MHBEHTApPS, MOIOINHX, YHCTAINMX M
Jne3snHGUIMPYIOINHX CPeAcTB Uit
y6opku U 06paboTKy NOMeLeHHHA U
obopynosanus?

Ilynkr 8 IlpaBun
anTe4HOM NpaKTHKH

27.

Jonyckaercs M JOCTYII
norpebutened K JIEKapCTBEHHBIM
npenapaTaM TONBKO MPH POHIMYHOM
TOpProBie JieKapCTBEHHBIMH

IMynkt 9 [TpaBun
anTeyHON MPaKTUKH
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2.

npenaparami, OTIyCKaeMbIMH 0€3
peuenta?

28.

O6opyaoBana JId 30Ha AOCTyHa K
JIEKapCTBEHHBIM nipenapaTam
BHUTpUHAMH, CTejIaxaMy,
obecneynBalOmUMH  BO3MOXHOCTh
o630pa JIEKapCTBEHHBIX
[penaparos, peanu3yembix
CyOBEKTOM PO3HHYHOH TOPTOBIH?

IMynkr 9 Ipasun
anTe4HO¥ NPaKTHUKH

29.

PasmewaloTcss M JICKApCTBEHHbIE
npenapatel,  OTIyCKaeMmble  6€3
pelienTa Ha BUTPUHAX (CTe/IaKax) ¢
y4eToM YCITOBHIM  XpaHEHMA,
NpeAYCMOTPEHHBIX HMHCTPYKLHMAMU
N0 BETEPHHAPHOMY IPHUMCHEHHIO
JNIEKAPCTBEHHBIX MPENapaToB U (WIH)
Ha  YNaKoBKaX  JICKAPCTBEHHBIX
npenapaTos?

IMynkr 10 IIpasun
anTeyHoM NPaKTHKH

30.

PasMmelnaroTcs M JI€KapCTBEHHBIE
npenapartbl,  OTHyCKaemble  TIO
PELENTy, anTevyHbIM PaGOTHHKOM B
3aKpBITHIX BUTPMHAX H CTEKIAHHBIX
mkadgax C  y4eTOM  YCHOBHIA
XpaHeHHA, npeayCMOTPEHHBIX
HHCTPYKUMAMM [0 BETEPHHAPHOMY
TIPUMEHEHHIO JIeKapCTBEHHBIX
npenapaToB H (WIM) Ha yrnakoBKax
JICKapCTBEHHBIX MPEnaparTos?

ITynkr 10 ITpaBun
anTeyHOH NPaKTHKH

31.

PasMemaloTcs JiH JICKapCTBCHHbIC
npenaparbl,  OTIyCKaembie 1O
peLenTy, OTAENBHO oT
JIEKapCTBEHHBIX Hpenaparos,
oTmyckaembix 0e3 peuenTa, C
OTMETKON  «mo  peuenty Ha
JIeKapCTBEHHBIH npemnapar»,
HAaHECEHHOW Ha MOJKy WM mKad, B
KOTOPBIX  pa3MEHICHBI TaKue
JIeKapCTBEHHBIE MpenapaThl?

IMyskr 11 ITpaBun
anTe4YHON NMPAKTHKH

32.

PasMemialoTcs JiM JIEKApCTBEHHBIE
npenaparbl, B TOM YHCJe B 30HE
gocTyma, OTAENBHO OT APYFHX
TOBapoOB, PEAIM3yeMBIX Cy(OBEKTOM
PO3HIYHO# TOProBm?

Iynkr 12 Ipasui
anTe4yHoOM NPaKTHKH

33.

Pasmemaerca i MHpoOpMaUus o
HaUMEHOBAaHHH M CTOHMOCTH
JIEKapCTBEHHOTO ~ Dpemapara 32
eMHMIy TOBapa Ha UEHHHKe
JieKapCTBEHHOTO Mpenapara?

Ilynxkr 13 Ipasun
anTe4HoM MPaKTHKK

34.

O6ecmieyeHO JIH  PYKOBOJAMTENIEM
cyObekTa PO3HMUHOM TOProB/IH
BefcHHe Ha OGyMakHOM HOCHTENe
WIH B S€KTPOHHOM BUJE:

Mynkr 14 INpaBun
anTe4HONi NPaKTHKK
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34.1.

JIOKYMEHTOB, COJIEpXKALIHX
CBEJIEHHA O CTPYKTYpe H KaZpOBOM
coctaBe  cyObekra  pO3HUUHOH
TOpProBjiy, BKJIHO4Yasd HNpHKa3bl H
pacnopsKeHus, CBENEHUA o
KOJIMYECTBE IITATHBIX C€IWHHIL, a
TAKXXe HODKHOCTHBIX HHCTPYKUMH €
OTMETKOIi 06 0O3HAKOMJICHUH C HUMH
paboTHuKOB?

34.2.

JOKYMECHTOB, cozieprKallyX
dHpoOpMamMIO ©  COGMIONCHHH
CYOBEKTOM pPO3HWYHOH TOPFOBIH
TpeboBanuit 3aKOHOJATeNbCTBA
Poccwmiickoit  Penmepauud  TpH
OCYIIECTBJAEHUH TOCYJapCTBEHHOTO
KOHTpOJ1A (namzopa),
MYHHIHIATLHOTO KOHTPOJA (aKTHI
mpoBEpPOK  CyOBEeKTa  pO3HHYHOMN
TOPrOBJH AODKHOCTHBIMH JIHLAMM
OpraHoB rocyaapCTBEHHOTO
KoHTpona  (Haa3opa), OpraHoB
MYHHULHIANHOTO KOHTPOIs)?

34.3.

XypHaia y4eTa peuenTon?

35.

VTBepXKICHBI m CyGBEKTOM
PO3HAHHOH TOPTroBIY CTaHJApPTHLIE
ONEpalMOHHBIC TIpOHEAYPBI,
ONHCHIBAIOIHE NOPANOK
OCYIIECTBICHHA H yueta
CIIEOYIOIIMX ACHCTBHIA:

35.1.

BbIOOpa OpraHu3aLuy,
OCYIIECTBILIOMEH MOCTaBKy
NIEKAPCTBEHHBIX NPEMNapaToB (Hanee
- MOCTaBILHUK)?

35.2.

MpHEMKH NeKapCTBEHHBIX
npenaparos?

35.3.

H3BATHA u3 obpameHus
¢danbcudULUPOBAHHBIX,
He10OpOoKaYecTBEHHEBIX,
KOHTPadaKTHBIX  JIEKapPCTBEHHBIX
NpenapaToB M yHHYTONKEHHS TaKHX
npenaparos?

354.

PaccMOTpEHHS xanob H
npemnoxenuit norpeburenci?

Iysxr 15 Hpasun
anTeyHOM IIPaKTHKH

36.

OnmucaHsl 14 B CTaHOAPTHBIX
OTIepallMOHHBLIX MpoUeAypaXx:

36.1.

yu4eT [aHHBIX NpH BHIMOIHEHHH
CTaHJapTHBIX OnepalHOHHbIX
npoueayp (BKIOYasA COCTABJICHHE
aKTOB, BEIEHHE XKypHAJIOB)?

Iynkr 16 IIpaBun
anTe4yHOH NMPaKTHKA




13

1. 2. 3. 4.
OCYIIECTBIICHUE aHanmM3a
36.2. |craHIapTHBIX OHepaLHOHHBIX
npouenyp?
YCTAaHOBJICHHE NPWYNH HapyIHEeHHs
36.3. |craHmapTHBIX OTEPALMOHHBIX
npoueayp?
ObecneunBaeT JM  CTaHJapTHas
37 OMNEpalHOHHAas npouenypa
’ [pOBEPKY CYOBEKTOM pPO3HHYHOMH
TOPTOBITH:
HaTHYMA Y TOCTABIMKA JHLECH3UU
Ha OCYIIECTBIICHHE
tapmaleBTHIECKOH AEATENHHOCTH B
ctepe obpaieHds JTeKapCTBEHHBIX
CpeicTs IS BETEPUHAPHOrO
371 HpHMEHEHUS c yKa3aHHeM
' | BHIIONHAEMBIX paboT, OKa3hIBAEMBIX
yoryr  wid Jmuensud  Ha|  Iyskr 17 Tlpasun
HPOHU3BOACTBO JIEKAPCTBEHHBIX | ANTeYHON MPAKTHKHU
cpencTB U4 BETEPHHAPHOIO
NpUMEeHEHUS C YKa3aHUEM NEpedHs
pabo1?
cOOMIONeHNs MTOCTABLIMKOM CPOKOB
H YCIOBHHA MOCTaBKH
JIEKapCTBEHHBIX MPEMNapaToB, B TOM
37, |dHcne ycnoBmii XpaHeHUs
7" | IeKapCTBEHHBIX Mpenaparos,
YCTAHOBICHHBIX HHCTPYKIHAMH HO
BETEePHHAPHOMY TIPHMEHEHHIO
JIEKapCTBEHHBIX Ipenaparos?
IpexycMaTpuBaeT Jiu CTaHAApTHAsA
38 OMepauHOHHasd  mpoueiypa IO
’ MpHEMKe JIEKApPCTBEHHBIX
Tpenaparos:
IPOBEPKY KOJIMYECTBA
38.1. |mocraBmeHHBIX JIEKapPCTBEHHBIX
TipenaparToB?
MpPOBEPKY HAIWYHA  JOKyMCHTa,
MOOTBEPXAAIONIEr0  KauecTBO U
6ezonacHoOCTb nekapctBeHHoro | ITynkr 18 IlpaBun
38.2. |mpenapara, BBIJABA€MOTrO |  aNTEYHOM NPaKTHKH
[POH3BOMHUTEIEM JIEKAPCTBEHHOTO
[penapara, Wik KOMHH YKa3aHHOrO
OOKyMeHTa?
HIPOBEPKY COOTBETCTBHSA
JIeKapCTBEHHbIX npenapaTos
38.3. |cBeneHUsAM, YKa3aHHBIM B
TPAHCHOPTHBIX 7}
COMNPOBOAMTENLHBIX JOKYMEHTaX?
38.4. |ocymecrBnenue MPAEMKH
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2.
JIEKapCTBEHHBIX MPENApaToB JIMLIOM,
YIOJTHOMOYEHHBIM cyOBeKToM
PO3HHUHOM TOProBIU?

39.

3akmovacTcs JiM  TNPHEMOYHbIN
KOHTPOJIb B MpOBEpKe
MOCTYMAOUIUX JIeKapCTBEHHBIX
NpenapartoB MyTeM  BH3YalbHOMN
OLICHKH:

39.1.

HaAaHUMCHOBAHHA H KOJIMYECTBA
JIeKapCTBEHHBIX npenaparoa?

39.2.

BHEIIHETO BHUJa, IBETa, 3amaxa
(ecnu mpumenumo)?

39.3.

HEJIOCTHOCTH ynalcosxu?

39.4.

COOTBETCTBHA MapKHPOBKH
JAEKapCTBEHHBIX npenaparoB
TpeGOBaHUAM, YCTaHOBJICHHBIM
3aKOHOJATENbCTBOM  Poccmiickoi
Denepauun o6 obpawmeHnt
NEeKapCTBEHHBIX CPEACTB?

39.5.

CpOKa TONHOCTH JEKApPCTBEHHBIX
npenapaTtoB?

39.6.

HATHYHA NOKyMEHTa,
MONTBEPKAAOIIEr0  KayeCcTBO H
0e30MmacHOCTb JIEKapCTBEHHOTO
Tpenapara, BBIIAaBAEMOTO
TPOM3BONHTENEM JIEKApPCTBEHHOTO
npenapara, Wil KOMMH yKa3aHHOTO
JOKyMeHTa?

ITynkr 19 pasun
anTeYHOM NPaKTUKH

40.

[IpoXoJaT JNH  JIEKApCTBEHHBIC
npenaparsl 4O MOJaYd B 30HY H
(win) MOMEILEHHE,
npeaHa3Ha4YeHHBIC JJIi TOPTOBJIM
JI€KAPCTBEHHBIMH IpenapaTaMu:

40.1.

pacnakoBky?

40.2.

PaccopTHPOBKY?

40.3.

ocMoTp?

40.4.

npoBEepKY KauecTBa JIEKapCTBEHHBIX
NpenaparoB (mo BHEUTHMM
npHu3HaKkam)?

40.5.

NpOBEPKY HHpopMALWH o
NOCTAaBIIMKE U NPOU3BOAMTENE?

[Mysxr 20 ITpaBun
anTeYHON NPaKTHKH

41.

OcymecrBiseTcd  JI4  OTHYCK
JICKAPCTBEHHOTO  mpemapara B
TIEpBHYHOM H BTOPHYHOI
(noTpe6uTebCKOl) ynakoBKax?

IMynkr 21 TlpaBun
anTevyHON MPaKTHKU
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42.

3anpemiaercs  JM  HapylieHde
MePBUYHOM YIaKOBKH
JIEKapCTBEHHOTO Mpenapara IpH €ro
ormycke?

IMynkr 21 [IpaBun
anTe4HO! MPaKTHKH

43.

JlomyckatoTcde  JIW  HapyIleHHe
BTOPUYHOM (noTpeGuTENbCKOI)
YIaKOBKH JIEKapCTBEHHOTO
npefiapara 1 OTITYCK
JIEKaPCTBEHHOr0  Tpemapara B
NepBHYHOM YTaKkoBke B Ciy4ae,
€CIId KOJIMUECTBO JIEKapPCTBEHHOTO
mpenapara, yka3aHHOE B DeIENTe
WM Heob6XxoauMoe NOTpeGHTENO
(pu  OTmycke  JEKApPCTBEHHOTO
nperapara Ge3 pelienTa), MEHbIIE
KOJNIHYeCTBa JIEKapCTBEHHOTO
mpenapara, COACPXKAIIErocs  BO
BTOPHYHOH (oTpeGHUTENBCKO)
ynakoBke?

Mynxr 21 ITpasun
anTeyHOU NMPaKTHKH

44.

IpenocraBasgerca JiM MHCTPYKLIHA
M0 BETEPUHAPHOMY INPUMEHEHHIO
JIeKapCTBEHHOTO MpefnapaTa Wil ee
Komus, B Cllydae HapyMIeHuA
BTOPUYHOMU (moTpebHTENBCKOH)
YNaKOBKH JIEKapCTBEHHOTO
mpenapaTa %} OTIyCKa
JICKapCTBCHHOr0  Tpemapara B
nepBUYHOl ynakoBke?

Mynxr 21 Ipasun
anTe4YHOU NMpaKTHKH

WudopMupyer M anTe4HbIA
paboOTHHK Tpu OTITyCKe
JIEKapCTBEHHOTO  Mpenapara 1o
npockbe moTpeOHTeNd O peXume H
n03aX TIpHeMa  JI€KapCTBEHHOTO
npernapara, YCNOBHAX XpaHEHHs,
B3aUMOJCHCTBHH  C IpyruMH
JeKapCTBEHHBIMH IIpenapaTaMu?

Iynkr 22 [pasun
anTe4yHON NPaKTHKH

46.

[IpemoctaaseT id OPH OTIYCKE
JIEKAPCTBEHHOT'O npenapara
anTeyHblii paGoTHUK HHPOpMALIIO
0 HATIYAH J€KapCTBEHHBIX
npenaparos?

Iynxr 23 Tpasun
aInTevyHoi NMPaKTHKX

47.

| HUTHIHH

Openocrapnser U anTe4HbIA
paboTHHK 1o 1pockbe noTpebuTens
HUHGOPMALHIO [\ HaJIW4uH
JIeKapCTBEHHBIX TIpenaparos,
HMEIOMHX OJMHAKOBOE
MEXAyHapOAHOE HEMATCHTOBAHHOE
HaUMEHOBaHWe, B TOM 4YHCNE O
JIEKApCTBEHHBIX

npenaparos, HMEIOLIMX Gonee

HU3KYIO LEeHY?

Mynkr 23 Ipasun
anTe4HoHN MpaKTUKU

48.

OcymecTBisietcs N OTIYCK
NIEKapCTBEHHBIX ~ MpEnapaTroB IO

INynkr 25 Tpasmt
anTeYHOH NPaKTHKH
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1. 2. 3. 4. 5. 6. 7.

pelienTy B TEUEHHE YKa3aHHOIO B
peliente Ccpoka ero ACHCTBHI B
KOJIMYECTBAX, yKa3aHHBIX B
peuente?

OGecneuuBaeT JNHM  CTaHJapTHas
onepalMOHHas  Mpoueaypa IO
HIBATHIO u3 obpaieHus
49 danscupuUHpOBaHHBIX,

’ HeNoOpPOKaUeCTBEHHBIX,
KOHTPaQaKTHBIX  JIEKAPCTBEHHBIX
NPENAPaTOB U YHHUTOXKEHHIO TaKHUX
npenaparos:

HACHTHOUKALHMIO  JIEKapCTBEHHbIX
MpENapaToB, He COOTBETCTBYIOIIMX
49.1. |1peboBaHHAM HOPMATHBHOTO
IDOKYMEHTa, B uenax
NpeJOTBPAIUEHUSA WX IPOTAKHT

coOomonenne TpeGoBaHMH mpaBUI
XpaHeHHs NEKapcTBEHHBIX CPENCTB

B YacTH XpaHEeHHA
492. anbCH(HIHPOBAHHBIX
(b ¢ ? ITynxr 26 IpaBun
HeZ00pOKaYeCTBEHHBIX,
anTe4yHoN NPaKTHKH
KOHTPa(aKTHBIX  JIEKAPCTBCHHBIX
npenaparos?

cobmoeHue nopaaKa AeHCTBUM 1O
WbATHIO W3 ofpameHHs H
YHUHTOXECHHIO

49.3. |danscupuuMpOBaHHbIX,
HeA00pOKaYECTBEHHEIX,
KOHTPa(aKkTHBIX  JICKAPCTBCHHBIX
npenaparos'’?

YCTaHOBJICHHE NpUYHH
NOCTYILICHHA, XpaHeHUA "
peanu3alii CyOheKTOM POZHMYHOH
TOProBNH HEZOOPOKAYCCTBEHHBIX,
KOHTpa(aKTHEIX,
¢danscHPUIEPOBAHHBIX
JIEKApCTBEHHBIX  IIPENapartoB M
NpUHATHE ApeTyNpexAA0NHX Mep?

49.4.

OCecnieuuBaeT JIH CTaHAAPTHAA
onepalMOHHad — mpoueaypa Mo
PaccMOTPEHHIO Kanob u| [Ilynkr 27 IlpaBma
NpeIIoKEHHH noTpeOHTENCH |  aNTEYHOH MPAKTHKH
paccMOTpeHHe kanob, UX aHATH3
OpHHATHE IO HAM pelieHni

50.

OcyInecTBAACTCS M H3TOTOBJICHHE ITynxr 1 Ilpasun

51.
NIEKapCTBEHHBIX NPENapaToB  JiA HM3TOTOBJIEHHA

19 [IpaBuia yHHUTOXKEHHS U3BATHIX GanbCHHUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, HeA0OpOKaYeCTBEHHBIX
JIEKAPCTBEHHBIX CPECTB H KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPECTB, YTBEPKICHHBIX IOCTAHOBICHUEM
TpasutenscTBa Poccuiickoit denepaumu ot 15 centabps 2020 r. Ne 1447 (CoGpanye 3aK0HONATENLCTBA
Poccuiicko#i denepammu, 2020, Ne 39, ct. 6039). Cpok AefCTBHA NOKYMEHTa OTPAHHYCH 10 1 auBaps 2027 T.
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3.

BETEPUHAPHOTO TPHMEHEHHA
BETEPUHAPHBIMU anTeqyHbIMU
OpraHU3aLHAMH,
HHIABHIYalbHBIMH
OpeanpHHUMATENAMY, HMEIOIHMH
JMIEH3MI0 Ha (papManeBTUYECKYIO
JEATENIBHOCTD c TIpaBoM
H3rOTOBACHUSA JIEKapCTBEHHBIX
npenaparos (najee - BETePHHAPHBIC
anreku)?

OTITyCKa

52.

CoOoTBETCTBYET M KayecTBO
JEKapCTBEHHOTO npemnapara,
H3TOTOBJICHHOTO BETEpUHAPHOH
anTeKoH, Tpe6oBaHMAM
dapmaxoneiinoft cTathu JH60 B
ciry4ae ee OTCYTCTBHA
HOPMaTHBHOTO IOKyMeHTa?

IynxkT 3 [MpaBun
H3TOTOBJICHHSA U
OTIycKa

53.

IMpouui¥ NN CPENCTBa HIMEPEHMIA,
KOTOpbIE HCHONB3YIOTCS
BeTepUHApHOH anTexoi TpH
H3TOTOBJNECHHH JIeKapCTBEHHBIX
npenaparos, METPOJIOrHYECKYIO
noBepky?

ITynxr 4 ITpaBun
H3TOTOBJICHUA H
OTITyCKa

54.

Ocy1ecTBIAIOT M npH
H3TOTOBJIEHMH B  BETCPHHApHOH
anTeke JEKapCTBCHHBIX MPENaparToB
clieqyIolue BUAbI KOHTPOJIA:

54.1.

KOHTPOIb (apMaLEeBTHYECKHX
cyOcTaHLnH, BKJIIOUEHHBIX B
roCyaapCTBEHHBIH peectp
JEKapCTBEHHBIX ~ CPEACTB UM
BETEPHHAPHOTO MPUMEHCHUA?

54.2.

KOHTPOJb  3apErHCTPHPOBAHHBIX
NeKAPCTBEHHBIX MperapaTon?

54.3.

KOHTPOJIb BCIIOMOTATEJIbHBIX
BeNecTB?

54.4.

KOHTPOJIb YIIAKOBOYHbIX
MartepuaioB?

54.5.

KOHTPOJb MPOLYKTOB, MOMY4aeMBbIX
u3 HCXOJHOTO CBIPBS
H3TOTOBJICHHBLIX JICKAPCTBEHHBIX
npenapaTos?

ITynxT 6 IpaBun
H3TOTOBJICHNS H
OTITyCKa

55.

OcyuiecTpngercs b1
BHYTPHANTECYHbIi KOHTpOJIb
paboTHHKaMHU BETCPHHAPHOMH
anTeKkH, JeATEeNbHOCTh KOTOPBIX
HEMOCPEACTBCHHO ~ CBA3aHa  C
H3TOTOBJIEHMEM  JIeKapCTBEHHBIX
npenapaToB (mainee - anTe4yHbIe
paGoTHHKH), W (WIHM) JIALOM,

Iynxr 6 I1pasmt
H3TOTOBJICHHSA H
OTITyCKa
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OTBETCTBEHHBIM 3a
BHYTpPHAIITEYHBIA KOHTPOJIb (Janee -
OTBETCTBEHHOE JIHLO)?

56.

OcyiiecTBseTcs b7t
BHYTpHANTeYHbIi  KOHTPOJbL B
COOTBETCTBHH c METONaMHU
KOHTpOJIS, npeyCMOTPEHHBIMU
dapmakoneiiHoit cTaTbeil, oOUICH
dapmaxoneiiHoii crareeil (manee -
¢apmakorneiiibie  CTaThu) A
JICKapCTBEHHBIX tdopM
H3rOTABIINBAEMbBIX JIEKAPCTBEHHBIX
npenapaTos?

IMynkt 7 [pasun
W3rOTOBICHUA H
OTITyCKa

57.

Brmouaet b1’ B cebs
BHYTpHANTeUHbIH KOHTPOJIb
cledyIoHIue BUAbI KOHTPOJS:

57.1.

BXOJIHO# (MPHEMOYHbIH) KOHTPOIL?

57.2.

TpOMEKYTOUHBIH KOHTPOJIb
NPOMEKYTOYHBIX IPOXYKTOB?

57.3.

KOHTPOJb H3rOTOBJICHHBIX
JIEKapCTBEHHBIX IIPETIapaToB?

57.4.

KOHTpOIb npu OTITyCKE
H3FOTOBJICHHBIX  JIEKAPCTBEHHBIX
npenapaTtos?

IMTysnxr 7 [TpaBun
U3rOTOBJICHHA U
OTIIyCKa

58.

Bmouaer M B cebd BXOAHOM
(npremovHblif) KOHTPOJIb
Clie YIOLHe BUAbI KOHTPOJIA:

58.1.

KOHTPONBb (papMalieBTHIECKHX

cy6cTaHumii?

58.2.

KOHTPOJTb HCXOJHOTO ChIPHA?

58.3.

KOHTPOJIb YNaKOBOYHBIX

MaTtepHaos?

Iysuxr 7 IpaBun
U3TOTOBJIEHHS U
OTIIyCKa

59.

OfecniedeHO M B BETCPUHAPHOMN
anTeKe BHIIONHEHHE CICAYIOMHUX
TpeGoBaHMii:

59.1.

cobnofeHne TpeGoBaHMH K
KBanTH(HUKaLMY, CTaXy paGoTHl H
NOBBIIHCHHIO KBaTHUKALMH
PYKOBOAHTESA BeTepHHApHOH
anTeKH M anTeYHbIX PaGOTHHKOB?

59.2.

BeJicHHE BHYTPEHHEH TeXHHYECKOH
AOKYMEHTALHH (fajice CTaHIapTHEIE
OnepauyoHHbIE NPOLEAYPHI)?

59.3.

HaTH4IKe 060pyAOBaHMA?

ITyskr 8 IlpaBun
H3rOTOBJICHHS H
OTITyCKa
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2.

594.

HANUYUe TMOMELLICHHI?

59.5.

Hanu4ue JOKYMEHTALUH,
HOATBEpKAaIOMIEH co0oaeHue
BETEPHUHAPHOMN anTexoin
JIMLIEH3HOHHBIX TPEOOBaHHMH?

59.6.

o OpraHu3aLuu paboTh!
BeTEepHHAPHON anTeKku?

59.7.

K YCHOBHAM JUI1 BBIIOJIHEHHA
BHYTPHAITEYHOTO KOHTPOJIA?

59.8.

XpaHeHHe BCTIOMOTaTeJNIbHBIX
BEIIECTB 5§ YTIaKOBOYHBIX
MaTepUaloB B COOTBETCTBHH C
TpeGOBaHUAMY, YCTAHOBJICHHBIMH
HX TpOM3BOAMTENeM (B Cilyyae HX
HaJIN4usd), " TpeGOBaHMAMHU
¢apmakoneiHbIX craTei?

60.

VTBepXKaeHsl JH  CTaHIAPTHBHIC
OriepaLMOHHBIE TIPOLIETYPHI?

IMynxr 9 [IpaBun
M3TOTOBJICHHUS U
oTImycKa

61.

Ondcabl 1M B CTaHAAPTHHIX
OTEePaLOHHBIX npoueaypax
TpoLeypa OCyLECTBICHHA H y4eTa
CNEAYIONHX OTEpaLinii:

61.1.

BbIOOpa OpraHu3alLyuH,
OCYHIECTBILIOLIEH MOCTaBKY
HCXOOHOrO  ChIpbs  (mamee -
MOCTaBLIMK)?

61.2.

H3rOTOBJEHHS MPOMENKYTOUHBIX
MpOXyKTOB?

61.3.

H3TOTOBJICHHSA JeKapCTBEHHBIX
npenapaTos?

61.4.

YTIaKOBKH " tacoBku
JIeKapCTBEHHBIX MperapaTon?

61.5.

IpOLIECCOB CTEpHIH3ALNH
HCXOIHOTO ChIPbA ¥ M3IOTOBJIEHHBIX
JIeKapCTBEHHBIX MpemnapaTos?

61.6.

OCYIIECTBJIEHHS BHYTPHANTEYHOTO
KOHTpONA?

61.7.

OTHyCKa H3roTOBJICHHBIX
JICKapCTBCHHBIX npenapaTOB?

61.8.

otGopa mpo® a1 OpOBeAEHHS
MHKPOGHONOTHYECKOTO KOHTPOISA?

61.9.

OYHUCTKH u Je3uH(pEKLIUn
obopynoBanus?

Hynkr 9 IlpaBmi
U3rOTOBJEHHS H
OTIIyCcKa
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61.10.

OYUCTKH U CTCpHIN3aALNH
nabopaTopHoii HOCYAbl,
HCMOJBb3yEeMOH MNpH H3rOTOBJICHHH
JIeKapCTBEHHBIX Mpenapatos?

61.11.

ybopku 1 ne3uHpeKLun
noMeIeHnH?

61.12.

NpOBENECHHA PpacclefOBaHHA INpH
oOHapyKeHHH
HeoOpOKaYECTBEHHbIX,
KOHTPadaKTHbIX,
danbcHpUIMPOBAHHBIX
JIeKapCTBEHHBIX MpPETapaTos?

61.13.

TIpHMEHEHHS KOPPEKTUPYIOIIUX H
() npenynpeXAaoux
aelicTeAit 1o pe3yibTaTaM
paccienoBaHu#?

62.

Omucadsi 1M B  CTaHAAPTHBIX
OTIepalIMOHHBIX npoLeIypax
CleAYIONHeE TPOLEAYPhI:

62.1.

y4eT [aHHBIX TIpH BBITOIHECHHUH
CTaHIapTHBIX OTIepaHMOHHBIX
npouenyp (BKIOYas COCTAaBJICHHE
aKTOB, BeICHHeE XypHaIoB)?

62.2.

OCYILECTBJICHUE aHaJIn3a
CTaHAAPTHBIX ONnepauOHHBIX

npouenyp?

62.3.

YCTaHOBJICHHE NPHYNH HApYIICHHA
CTaHJapTHBIX ONEPaLHOHHBIX

npouenyp?

ITysxr 10 Ipasun
A3TOTOBJICHUS H
OTIyCKa

63.

OGecrieunBaeT JM  CTaHJApTHas
ollepaLMOHHas mpolieaypa BhIGopa
MOCTaBLIAKA cobmoaeHue
MOCTaBIIAKOM CNIeNYIOIMAX
tpeGoBanmii:

63.1.

CpOKOB  TIOCTABKM  HCXOJHOTO
ChIpbA?

63.2.

YCHOBHH  IOCTaBKM  HCXOJHOTO
cuipba?

63.3.

MPOBEpKY BETEPUHAPHOH amnTeKoi
HAIM4HUs Y TOCTaBIIMKA JIMLEH3NUH
Ha OCYIUECTBJICHHE
(dapMaLEeBTHYECKOM SATENIBHOCTH B
cdepe oOpalleHHA JIEKAPCTBEHHBIX
cpeactB  JUIl  BETEPHHAPHOTO
NPHMEHEHUA c yKa3aHHEM
BBITIOJIHAEMBIX PaGOT, OKa3bIBAEMBbIX
ycayr HITH JHLIEH3HH Ha
TIPOU3BOJICTBO JIeKapCTBEHHBIX

Iysxr 11 [pasun
H3TOTOBJICHHUA H
OTIyCKa
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2.

CpEaCTB JUIs BETEPHHAPHOTO
NPUMEHEHHS C YKa3aHHEM IepeYHs
pabot?

63.4.

CpOKOB MIOCTaBKH
3aperuCTpHPOBAHHBIX

JEKapCTBEHHBIX  MpemapaTtoB H
(apMaLeBTHYECKUX CyOCTaHIIMIHA?

63.5.

ycioBHH [IOCTaBKH
3apEeruCTPUPOBAHHBIX

JIEKapCTBEHHBIX ~ MpENapaTtoB M
(apmaneBTHUECKHX CyOCTaHIMIA?

63.6.

ycnoBHit XpaHeHus
3aperucTPUPOBAHHBIX
JIeKapCTBEHHBIX TIpenapaTos,
YCTAHOBIIEHHBIX WHCTPYKLHAMH [0
BETEPHHAPHOMY NPHMECHCHHIO
JIEKapCTBEHHBIX  NpENapaToB, H
ycaoBHUiH XpaHEeHHs
(apMaueBTHIECKHX  CyOCTaHIMIA,
KOTOpBIE cofiep)xaTcs B
rocyfapCTBEHHOM peectpe
JIEKapCTBEHHBIX  CPEACTB  AA
BETEPHHAPHOTO NIPHMEHEHHA?

64.

[pexycMaTpuBacT nu CTaHAAPTHAsA
orepalOHHAsN Apouexypa
H3TOTOBJICHHUA ApOMEKYTOUHBIX
NpPOAYKTOB  TOCJIEAOBATENBHOCTD
neficTeuii anTe4HbIX pabOTHHKOB
WIA OTBETCTBEHHOrO JIHIA MpH
U3TOTOBJICHHH HPOMEKYTOUHBIX
HpOAYKTOB?

[lynkr 12 INpasun
W3rOTOBJICHHSA U
OTIycKa

65.

IMpexycMaTpHBacT JM CTaHAApTHAA
ornepaLoHHas npouenypa
H3TrOTOBJICHHA JIEKapCTBEHHBIX
fpenapaToB  IOC/IE0BATEILHOCTh
NeHCTBUI aNTeYHbIX PaGOTHHKOB
WM OTBETCTBEHHOTO JHI@ IIpH
H3TOTOBJICHHH JIeKapCTBEHHBIX
npenaparos?

IMynkr 13 [pasun
H3TOTOBJICHHUSA Y
OTITyCKa

66.

MpeaycMaTpuBaeT 1M CTaHAApTHAsA
OrepaLOHHasA npouenypa
YNaKOBKH )7} ¢bacoBkH
JIEKapCTBEHHBIX TIpenapaToB
TIOCIIEI0BATEILHOCT neticTBui
anTeYHbIX paGoTHHKOB WIH
OTBETCTBEHHOTO JIM1Ia TPH YNAKOBKe
H tacoBke JIeKapCTBEHHBIX
mpenaparos?

ITynkr 14 IpaBun
H3TOTOBJICHUA H
OTIycKa

67.

[IpemycMatpuBaer JiM CTaHIapTHasA
ornepaLyoHHas npouexypa
NIpOLICCCOB CTepUIU3ALUN
HCXOIHOTO CHIPHA, U3TOTOBJIEHHBIX

IMynkr 15 Mpasun
H3TOTOBJICHUS H
OTITyCKa
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JIEKapCTBEHHBIX TipenapaToB
1OCNEA0BATENLHOCTD neicTBuit
anTeyHbIX paboTHUKOB WM
OTBETCTBEHHOIO Jyua npu
CTEPWIM3ALMA HCXOAHOIO ChIphA,
M3rOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenapaTtoB?

68.

IIpenycMaTpuBaeT JM CTaHAapTHasA
OnepalHOHHAsA npotenypa
OCYLIECTBJICHHA BHYTPHANTEYHOTO
KOHTPOJIA TIPOBEPKY COOTBETCTBHSA
H3TOTOBJICHHBIX  JIEKapCTBEHHBIX
npenaparos TpeGOBaHHAM
¢apmaxoneitHbIx cTaTeii?

ITynkr 16 [paBun
U3TOTOBJICHHA H
OTIyCKa

69.

IpeaycMaTpHBaeT MM CTaHAApTHAs
onepaloHHas npouexypa or6opa
npo6 ans [POBEACHUA
MHKPOGHOAOTHYECKOTO  KOHTPOIIA
MOC/IE0BATEILHOCTE JercTBUi
aNTEeYHBIX paboTHHKOB WITH
OTBETCTBEHHOTO JIHIA TpH oT6Ope
npo6?

ITynxr 18 INpaBun
H3TOTOBJICHUA H
OTHYyCKa

70.

IpenycMarpuBaeT M CTAHAAPTHAas
ONepaLMOHHAasA MPOLEAYPa O4HCTKH
H gesuHdekuMH  06opyAOBaHMUA,
HCTIONE3YEMOTO TpH H3TOTOBJICHHH
JIEKAPCTBEHHBIX Tipenaparos,
TIOCHE A0BATENILHOCTD aedcTBuUi
anTeYHBIX paboOTHHKOB HIH
OTBETCTBEHHOIO JIHLIA O OYHCTKE H
ne3uHpeKny 060pyA0BaHHA?

IMyskr 19 [Tpasun
M3TOTOBJICHHA M
OTHyCKa

71.

IIpenycmarpuBaeT jid CTaHAApPTHasA
OTIEpalOHHAs MMPOLEAypa OYHCTKH
W crepwmmsauud  J1aGopaTopHoit
nocynsl, KCTIONB3YEMO pH
M3rOTOBJICHUH JIEKapCTBEHHBIX
MpenaparoB, IOCIEI0BATEIbHOCT
HeiCTBUI anTeYHBIX pabGOTHHUKOB
WIM OTBETCTBEHHOr0O JiHIia IIO
OUHUCTKE U CTEPHIH3ALMH
nabopatopHOii nocyabl?

ITynkr 19 IlpaBun
U3TOTOBJICHHA H
OTHNycKa

72.

IpeaycMaTpuBaeT M CTaHAApTHasA
orepaLOHHas Nponeypa yOOpKH U
Jne3uHpexmn NoMe e Hui
TOC/IEA0BATEILHOCTh ae#cTBHH
anTeyHbIX paboTHHKOB WIH
OTBETCTBEHHOTO JILIA IIpH yOOpKe U
Je3uHpeKIUH TTIOMEmieHrH?

IMynxr 20 ITpasun
H3TOTOBJICHHUS H
OTITyCKa

73.

TlpemycmaTpuBaeT JIM CTaHIapTHas
onepaLoOHHas npouenypa
npoBeACHUA paccienoBaHmi
YCTaHOBJICHHE OTBETCTBEHHBIM
JIHLIOM HWIH PYKOBOIHTEIEM

IMysxr 21 Ipasun
H3rOTOBJICHHUA H
OTIyCKa
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2.

BETEPHHAPHOM anTeKy CleyroLHX
NPUYHH;

73.1.

NIOCTYTUIEHHS
HeI06POKAYECTBEHHBIX
JIEKapCTBEHHBIX MpenapaToB?

73.2.

NOCTYIJIEHHA KOHTpaaKTHBIX
NEKapCTBEHHBIX NpenaparoB?

73.3.

HOCTYTUICHHA
(arbCHPUIPOBAHHBIX
JIeKapCTBEHHBIX TIPEnapaToB?

734.

XpaHeHMs BETEPHHAPHOH anTexo
HeJ00poKaYeCTBEHHBIX
JIEKapPCTBEHHBIX MPETIapaToB?

73.5.

XpaHeHUs BeTCpHHApHOH anTeKoi
KOHTpadakTHBIX, JICKapCTBEHHBIX
npenapaToB?

73.6.

XpaHeHH] BeTePHHAPHOH aNTEKOi
danscupUIUpOBaHHBIX
JIEKapCTBEHHBIX MpenapaTos?

74.

IpegycMmaTpHBaeT JIH CTaHAApTHAA
onepanroHHas npoueaypa
MPOBENCHHUA paccienoBaHui
NPHHATHE NPEAyTPEXKAAOIMHX Mep?

ITynxr 21 INpaBun
H3TOTOBJICHHA H
OTIyCKa

75.

IpeaycMaTpuBacT JH CTaHAAPTHAA
OTIepalliOHHAs npouexypa
NPUMEHEHNS KOPPEKTHPYIOUIHX M
(win) Tpe Ly MpeK JArOIIHX
IeiCTBHI no pe3yibTaTaM
paccieoBaHHUi onpeleicHHe
OTBETCTBEHHBIM  JIALIOM WIH
PYKOBOJHTEIEM BETCPUHAPHOH
arTexH nepevHel KOPpeKTHPYIOLIHX
¥ (wim) ApeaynpexAaoLIuX
OeicTBHI M CPOKOB HCIIONHEHHA
TaKux AelcTBuii?

Iynxr 22 [pasun
M3TOTOBJICHHA U
OTITyCKa

76.

VTBEpXKIeHs! JIM H3MEHCHHI B
CTaHIAPTHBIC OIEpaLMOHHBIE
npoueaypsl C YKa3aHHEM HPUYHH
BHOCHMBIX M3MEHEHUH U
npwmarathcs K JOKYMEHTaM,
KOTOPBIMH YTBEPKACHBI
COOTBETCTBYIOIIHE  CTaHAApTHbIE
OIlepauHOHHBIE MPOLICAYPHI?

ITysxr 23 Ipasun
W3TOTOBJICHHA K

OTIyCKa

77.

Opraii30BaHO JM B BETEPHHAPHON
anTeke  XpaHEHHEe  CIedyIomuX
JOKYMEHTOB:

77.1.

axToB?

Iynkr 24 Ipasun
U3TOTOBJICHHA U
OTIIyCKa




77.2.

WKypHanoB?

77.3.

PELCOTOB MJIN HX KOpe[HKOB?

77.4.

TpeGoBaHMH
OpraHu3aiuii?

BETEPHHAPHBIX

77.5.

COTPOBOUTENBHBIX TOKYMEHTOB Ha
HCXOJIHOE Chipbe?

71.6.

CONPOBOAUTENBHBIX JOKYMEHTOB Ha
YNIIAaKOBOYHBIE MAaTEPHAIIBI?

77.17.

JIOKyMEHTOB [POW3BOIUTEIIS,
TOATBEPXKAAIOLIAX  COOTBETCTBHE
Ka4eCTBa HCXOQHOTO CHIPBA?

71.8.

JIOKYMEHTOB MPOU3BOUTENA,
NOATBEPKAAIOIKUX  COOTBETCTBHUE
Ka9ecTBa YIaKOBOYHLIX MAaTEPHAJIOB
(B cinyuyae ux Hanuuys)?

78.

VcTaHOBNEH M CPOK XpaHEeHMsA
JNOKyMEHTaLH! BETepPHHApHOMU
anTexoii He MeHee Tpex neT?

IMTynxT 25 IlpaBun
H3TOTOBJIEHUSA U
OTIyCKa

79.

VCTaHOBNEHB! JIM TIOJHOMOYHA H
00513aHHOCTH anTeYHBIX
paGOTHHKOB, B  TOM  4YHCIe
OTBETCTBEHHOTO nuua,
JOIDKHOCTHBLIMY HHCTPYKLIAMH?

ITynkT 26 IIpaBun
H3TOTOBNEHUA U
OTITyCKa

80.

OCymecTBisioT M ANTEYHBIE
paboTHHKY BHAB! BHYTPHALITEYHOTO
KOHTpONfA, ONpeAeneHHble B MX
JOJDKHOCTHBIX HHCTPYKIHAX?

ITynkr 27 [IpaBun
M3rOTOBJIEHUS U
OTIycKa

81.

OcymecTBIsET JH OTBETCTBEHHOE
JIMIIO, HA3HAYSHHOE PYKOBOIHTEICM
BETCPHHAPHOH anTeKH,
BHYTPHANTEYHbIH KOHTPOJIL?

ITynkr 27 IlpaBun
U3TOTOBJIEHHS H
oTmycka

82.

ObecrnieunBaeT 1M PYKOBOJHUTENb
BETCPHHApHON aOTeKH WIH €ro
3aMeCTHTENb BBITIOJIHEHHE
BHYTPHAIITeYHOI0  KOHTPOJIS B
CiIydae OTCYTCTBHMS  aITE€YHOro
paboTHHKA M OTBETCTBEHHOTO IHLa?

IMynxkr 27 [IpaBun
H3TOTOBJICHHA H
OTITyCKa

83.

OcyuiecTBAsIoTCS b1’ B
nabopaTopuy, aKKpPeAMTOBaHHOH B
HALMOHANBHOM cucTeMe
aKKpeAUTALHH, B clydae
OTCYTCTBHS B BETCpUHAPHOH anTeke
YCIOBHH UIA MPOBEAEHMS KOHTPOJIA,
CIEAYIOMKC BUAbI KOHTPOJIS:

83.1.

(pr3uKO-XMMHIECKOTO KOHTPOJA?

IMynkr 28 ITpasun
H3TOTOBJIEHHA U
OTITyCKa
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2.

83.2.

ONPENCNICHHE CTEPHIBHOCTH  JUIA
CTEPHIIbHBIX POMEXKYTOIHBIX
NPOAYKTOB WK
MHKPOOHONOrHIECKOM YHCTOTHI IS
HECTEPHJIBHBIX  TPOMEXYTOUYHBIX
NPOAYKTOB (manee -
MHKpOOHOJIOTHYeCK it  KOHTPONL
NPOMEXYTOYHBIX MPOLYKTOB)?

83.3.

onpenesieHHe CTEPWILHOCTH s
CTEPWIBHBIX H3FOTOBJIEHHBIX
JIeKapCTBEHHBIX Tpenaparos?

83.4.

MHKPOGHOIOTHYECKOM YHUCTOTE! [T
HECTEPHITBHBIX U3rOTOBJIEHHBIX
J€KapCTBEHHBIX MPENapaToB?

83.5.

NHUPOTEHHOCTH ISl MHbEKLIHOHHBIX
pactBopoB?

83.6.

HaIHYHA GakTepHaTBHBIX
SHAOTOKCHHOB s
TIapeHTepalbHbIX  JIEKAPCTBEHHBIX
npenaparos ¥ IPYrHX HOKasareneit
B COOTBETCTBHM C TPeOOBAHUAMH
(hapmakoreiiHbIX cTaTeit?

83.7.

MHKPOGHONOTHYECKOTO KOHTPOJIA?

84.

Ob6ecneuuBaeTcs Bji%i B
BETEpHHApPHOM anTeKe AOCTYIMHOCTH
o0opynoBaHMS 11 OYUCTKH C
LEJIBIO NpeOTBPAILECHAA
KOHTaMHHALH H3TOTOBJEHHBIX
JIEKapCTBEHHBIX NPENapaToB?

IMynxr 29 IpaBun
H3TOTOBJICHUA U
OTIycKa

85.

OO6opynoBaHsl JIH  MOMELICHHS
BETEPHHAPHON anTeKkH, B KOTOPHIX
OCYIIECTBIAECTCH H3TOTOBJICHHE
JIEKapCTBEHHBIX npenaparos,
[IPUTOYHO-BLITAKHOMN
BEHTHIISILUECH?

ITynxr 30 Ipasun
U3TOTOBJICHHA
OTHyCKa

86.

O6ecneyeHnl by 1| MOMEIEHHA
BeTEpHHApHOU anTekd, B KOTOPBIX
OCYIIECTBIIAETCS H3rOTOBJICHHE
JIeKapCTBEHHbBIX Npenaparos,
CAEOyIOIM 00OpYNOBaHHEM TS
H3TOTOBJICHHSA JIEKapCTBEHHBIX
[IpenapaTos:

86.1.

CPEACTBAMH H3MepeHuldl, B TOM
YUCNIE TEXHMYECKHMM CpEACTBAMHU
AN [OCTOSHHOTO  KOHTPOJS
TEMIEPATYPhl ¥ BIKHOCTH?

86.2.

naGopaTopHoii mocynoi?

86.3.

mkagamu (cTesaxxamu)?

ITynkr 30 IIpaBun
H3TOTOBJICHHA H
OTITyCKa




26

2.

86.4.

XOJIOAMIEHHKAMH, ecinu
M3rOTOBJICHHE JICKapCTBEHHOTO
npenapara TpedyeT CcoOMIOAeHHSA
TEMIIEPaTyPHBIX PEXUMOB?

87.

3anpelieH 1M J0CTyN OCTOPOHHHX
JMI, B TIOMEINCHHS BeTepUHApHOMU
anTekwu, 3a HCKITIOUEHHEM
NOMEILEHHH, B KOTOPBIX
OCYLIECTBIIACTCA OTITYCK
H3TOTOBJICHHBIX  JIEKAPCTBEHHBIX
npenapaTtos?

ITynkr 31 Ipasun
M3TOTOBNEHHUS U
OTIyCKa

88.

Hwmerot b1’ MOMELUCHHSA
BeTepPHHApHOM anTeKw,
OCYIUECTBIISIONEH  M3TOTORNIEHHE
HECTEPHIBHBIX JIeKapCTBEHHBIX
HpenapaTos, CleAYIOLIHeE 30HbIL;

88.1.

30Ha s M3TOTOBIIEHHAS
JIEKapCTBEHHBIX TPENapaTon?

88.2.

30Ha Ans MOWKHM H CTEPHIH3ALHM
nabopaTopHo# ocyabi?

88.3.

30Ha MWIA XpaHEHHA HCXOJHOTO
CBIpbA?

88.4.

30Ha U XpaHEHUA U H3TOTOBJIEHHA
MPOMEXKYTOUHBIX TIPOAYKTOB?

88.5.

30Ha U1 XpaHeHUA W H3rOTOBJIEHHA
peaKTHBOB?

88.6.

30Ha JUIf XpaHEeHHS M3TOTOBJICHHBIX
JICKapCTBEHHBIX MpenapaToB?

88.7.

30Ha MU XPAHEHUA YNAKOBOYHBIX
MaTepHaIOB, BCIIOMOTaTENbHBIX
MAaTePHAJIOB, Tapsi?

88.8.

30Ha JUIsl KOHTPOJILHOH MapKHPOBKH
U TEePMETHYHOIO YKYNOpHBaHHA
H3rOTOBJIEHHBIX  JICKapCTBEHHBIX
npenaparoB?

88.9.

30HA JUIS yIaKOBKH M3TOTOBJIEHHBIX
JIEKApPCTBEHHBIX TpenaparoB?

88.10.

30Ha  OTIYCKa  JIGKApCTBEHHBIX
MpenaparoB noTpedurenam?

88.11.

30Hy JUId  MOJYyYeHHA  BOJBI
OYHILECHHOH, B ciry4yae
HEOOXOAMMOCTH NOJYYESHUS BOXBI
OYMILIEHHOH?

ITysxr 32 IpaBun
H3TOTOBJICHUA H
OTHycKa

89.

HckmodeHsl 1M NIPpH pacriooxKeHHH
30H BETepHHApPHOIH anTeKkH
BCTPEYHBIE WIM  TEPEKPECTHHIC

Iynxr 33 IIpasun
H3TOTOBJIEHUS U
OTIycKa
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HOTOKM  HCXORHOTO  ChIpbS U
M3TOTOBNIEHHBIX  JIEKAPCTBEHHBIX
npenapatos?

90.

Pacnonaraetcs nu pabouee MeCTO
aIlTe4yHoro paboTHuKa,
3aHUMAIOLIECTOCS  U3TOTOBJICHUEM
JIeKapCTBEHHBIX NPENapaToB U (M)
OCYILECTBIAIONIEro
BHYTpHANTEe4YHbI  KOHTPOJb, B
TIOMELLCHHH, B KOTOpPOM
H3rOTABIMBAIOTCA  JICKAPCTBEHHBIC
npenaparbi?

IMynkt 34 pasun
M3rOTOBJICHHSA U
OTIIycKa

91.

3anpeineHo M B MOMELICHHAX, B
KOTOPBIX A3TOTABNHBAIOTCS
NeKapCTBeHHbIE npeiiaparsl,
OCYIIECTBJIATD!

91.1.

XpaHeHHe  XO3AHCTBEHHOrO M
ApYroro HHBEHTaps?

91.2.

XpaHeHHe He MHCMONIb3YyeMOro IpH
U3rOTOBIIEHHU JIEKapCTBEHHBIX
npenapaTtoB?

91.3.

XpaHeHHe ONeX bl pabOTHHKOB?

91.4.

pasMenicHue
npueMa numu?

30HbI OTABIX2 H

91.5.

OCYINECTBJICHHE TOPTOBIH
JIEKapCTBEHHBIMY TIpeTiapaTamMu?

Iynkr 35 [IpaBun
U3TOTOBJICHUA U
OTIIyCKa

92.

ViMeer 4 BeTepuHapHas anrexa,
OCYNIECTBIMIONMAs  H3rOTOBJICHHE
CTEPWIBHBIX JIEKApCTBEHHBIX
IpenapaToB B ACENTHYECKHX
YCIOBHSAX, acenTHyeckul 6110k?

Iynkr 36 Ipasun
H3TOTOBJICHHUS H
OTIyCKa

93.

BrmovaeT 1M acenTHueckuii 6510k
clieAytoIye IOMEIICHHA:

93.1.

U036l 11t paGOTHUKOB NPH BXOZE
B acenTHyecKkuii 60K,

93.2.

LUTIO3EI s NOCTYNAIOIMX
HCXOIHOTO CBHIpbS H YNaKOBOYHBIX
MAaTepUaioB, KOTOpbie 3alHINAIOT
BO3JYX [OMEIICHUA s
H3TOTOBIEHHS JIeKapCTBEHHBIX
npenapaTos OT KOHTaAMHHALMH?

93.3.

IILTIO3bI pinib ¢ nepenavuun
H3rOTOBJICHHBIX  JIEKApCTBEHHBIX
HpenaparoB, KOTOPBIC 3aLIMIIAIOT
BO3ayX NOMELLICHUA A
H3rOTOBJICHHSA JIeKapCTBEHHBIX
npenapaToB OT KOHTAMHHAIHK?

IMynxkr 36 ITpasun
H3TOTOBJIEHHA U
OTHycKa
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93.4.

NMOMEIEHHe 1A NOJIyYEHHSA BOJBI
IJ1A MHbEeKLMit?

93.5.

MOMeIleHHe IS H3TOTOBJICHUA
JIeKapCTBEHHBIX Mpenaparos,
obopyznoBaHHOe JTAMHHAPHBIM
6oxcom?

93.6.

NOMELIEHHEe Ul CTEpUIM3ALHH
H3FOTOBJICHHBIX  JIEKAPCTBEHHBIX
npenapartoB (HeoOA3aTeNnbHO IIA
BETEPUHAPHBIX amnrek,
OCYILECTBISIOMAX M3rOTOBJICHHE B
aCENTHUYECKUX YCIOBHAX TOJIBKO
TJIa3HBIX Kamneb)?

93.7.

NOMELIEHNe 1A KOHTPOJBbHOM
MapkHpOBKH W  [E€PMETHYHOIO
YKYTOpHBaHHSA H3rOTOBJICHHBIX
JIEKapCTBEHHBIX npenapaTos
(1eobs3aTeNIbHO WA BETEPUHAPHBIX
anTex, OCYHIECTBIAFOINUX
M3TOTOBIIEHHE B  ACENTHYECKUX
YCOBUAX TOJIBKO IJIA3HBIX Kamnenb)?

93.8.

NOMeEILEHHE st YHAKOBKH
H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenapaToB?

94.

HIMEIOT 71 J0CTYN B acenTUyecKuit
610K TOJBKO pabOTHUKH,
ONPEICITICHHbBIE TIpUKa3oM
PYKOBOZUTEISA BETEpUHapHO#
anTeKku?

ITyukr 37 ITpaBun
H3TOTOBJICHAA H
oTHycKa

95.

IpoBomuTcs M B aceNTHUECKOM
6noxke nepen HayaJIoM
H3rOTOBJIEHHUS JIeKapCTBEHHBIX
NpenapaToB MHKPOOHOIOrHYeCKuii
KOHTPOJIb CIEAYIOMAX 00BEKTOB:

95.1.

BO31yXa?

95.2.

BOJbl OYHINEHHOM M BOIBI A
MHBEKIHI?

95.3.

obopyaoBaHusA?

95.4.

J1abopaTopHO#i nocymbi?

95.5.

PYK U OIeXAbl  aNTeYHbIX
pabOTHHKOB, HENOCPEACTBEHHO
3afie/iCTBOBAHHBIX B H3TOTOBJICHHH
JIEKapCTBEHHBIX Npenaparos?

ITynkr 39 IlpaBun
W3rOTOBJICHUA H
OTITyCKa

96.

Iposoaurcs b1}
MHKPOOHONOTHYECKHHT KOHTPOJb B
NOMEILLIEHUAX BETCPHHAPHOMH
anTexy, 3a HCKIIOYEHUEM

IMTynxr 39 pasun
H3TOTOBJICHHA U
OTITyCKa
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TIOMEILLEHUS s OTITyCKa
JIEKApCTBEHHBIX npenaparos
noTpeOUTENsIM, HE peXe OAHOIOo
pasa B kBapran?

97.

CoOTBETCTBYIOT m
BCIIOMOTATENIbHBIE BELIECTBA,
HCTIOJIB3YEMBbIE TIPH H3TOTOBJICHHH
NEKAPCTBEHHBIX npenaparos,
TpeCoBaHHAM tapmaxoneiiHbIx
crareif (BcoMoraresibHble
BELIECTRA, OINHCaHHbIE B
rocyaapcTBeHHOH (apMakonee) Wik
TpeGOBaHMAM, YCTAHOBNCHHBIM HX
MpOU3BOAMTENEM
(BcmoMorartenpHele BellecTBa, He
OMHCAaHHBIE B rOCYJapCTBEHHOM
dapmakonee)?

ITynxr 41 [Tpasun
W3TOTOBJICHUA H
OTIyCKa

98.

3anpelaeTcs JIK PH H3TOTOBJICHUH
JIEKapCTBEHHBIX IpenapaTos
HCTIOB30BAHHE HAPKOTHYECKUX M
MNCHUXOTPOMHBIX BEINECTB, a TaKke
6HOJOrHYECKOTO MmartepHana
KHBOTHBIX " IITaMMBbI
MHKpPOOPraHu3MOB?

IMynxkT 42 Tpasun
M3rOTOBJIEHHA U

OTHyCKa

99.

3anpemieno M H3TOTOBICHHE
BETEPUHAPHBIMH anTekaMH
JIEKapCTBEHHBIX TIpenaparos,
3aperucTpHpoBaHHbIX B Poccuiickoi

®eepaunn?

IMynxr 43 [Ipasun
W3rOTOBJICHUA U
OTIyCKa

100.

Hcnonsaylores M
3aperHCTPHPOBAHHBIC
JAEKapCTBEHHBIC TMpenapaThl MPH
H3TOTOBJICHHH NeKapCTBEHHBIX
nperiapaTtoB IS MpHeMa BHYTPh U
INs  HapyXKHOro  TIDUMEHEHMA
TOJIBKO B CJIy4ae, €CId 3TO YKa3aHo
CHELUATHCTOM B obnacta
BETEPHHApHU B peLeNTe WIM B
TpeGoBaHUH BETEpHHAPHOMH
OpraHM3amMl M  COOTBETCTBYET
HHCTPYKIIMM TI0 BETEpHHApPHOMY
NpPUMEHEHHIO
3apersucTpHpPOBAHHOTO
JieKapCTBEHHOTO Mpemnapara?

IMyuxT 44 Ipasrn
M3TOTOBJICHHA H
OTHYyCKa

101.

3anpemaeTcs 4 MPH H3TOTOBJICHHH
JIEKapCTBEHHBIX npenapaToB
HCTIONBb30BATh JeKapCTBEHHbIE
Aipenapars, BKJIOUECHHbIE B
nepedeHb JIeKapCTBEHHBIX
TIPeNapaToB, PeAHA3HAYCHHBIX LA
JiedeHHA HUHGPEKLHOHHBIX 7
napasuTapHbIX 6onesHei
KHBOTHBIX, BBI3bIBAEMBIX
NaTOreHHBIMH MHKPOOPTaHH3MaMHu

IMynxr 45 IIpasun
H3TOTOBJICHHA H
OTIyCKa
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H YCJIOBHO-TIATOTE HHBIMH
MHKPOOPTraHH3MaMH, B OTHOIICHUH
KOTOPBIX BBOASATCS OTPAHUYECHHS Ha
IpUMEHEHHe B JieyeOHBIX LENAX, B
TOM qHcie st JICYEHUs
CeNIbCKOXO3IUCTBEHHBIX
XKUBOTHBIX?

102.

3anonmseTca 1M B Ipouecce
U3TOTOBJICHHA JIEKapCTBEHHOTO
npenapara anTeYHbIM paGOTHHKOM,
M3TOTaBUBAIOIHM JIEKAPCTBEHHbIM
Tpenapar, NacnopT NHCHbMEHHOTO
KOHTpons?

ITynkr 46 IpaBun
H3TOTOBJIEHUS U
OTIycKa

103.

BHocarcs m B acnopT
MUCbMEHHOTO KOHTpOJIS
CIIEYIOIHE CBEACHHUS:

103.1.

HOMED M AaTa o(hOPMIICHHUS peLenTa,
TpeboBaHHA BeTepUHAapHOH
opraHusauun?

103.2.

HAHMEHOBAaHHE H  KOJMYECTBO
UCTOIb30BAHHOTO HCXOIHOTO
chIpba?

103.3.

MOPAAOK BBEIECHHA BELIECTB ¢
nepevieHs TEXHONOIrHYECKIX
onepauuii?

103.4.

HaNMEHOBAHHS HCMOJIB3YEMBIX
060pynoBaHuUs, CPEACTB H3MEPEHHiA,
peaKkTHBOB?

103.5.

o0mas Macca WM 00BeM
NIEKapCTBEHHOrO Mpenapara, YhCiIo
037

103.6.

CTCTICHb pa3BeAeHUs
roMeonaTuiecKoro HCXOJHOTO
ChIpbi (B CiydYae HCIONb30OBAHUNA
HCXOHOrO roOMeOoNaTH4eCKOro
ChIpbA)?

103.7.

Macca OTAENbHBIX JO3HUPOBAHHBIX
C€IMHAN M HX KOIU4YeCcTBO (TpH
U3TOTOBJIEHHH MOpPOLIKOB "
CYMIO3UTOpHUEB)?

103.8.

KOHUeHTpauusas 4 obpeM (Macca)
J00aBNCHHOTO  M30TOHHPYIOIIErO
BellecTBA (MpM  A00aBIECHWHM B
IMasHble KalulM, pacTBOPHI UIA
WHbeKIMiH U HHY3uit)?

103.9.

COCTaB, KOHLEHTpaUus H 00beM
KOHLEHTPUPOBAaHHBIX  PacTBOPOB
(pu HCHONB30BaHHH s

IMyskr 75 [IpaBun
H3TOTOBJICHHA U
OTITyCKa
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U3rOTOBJIEHUSA JIEKapCTBEHHBIX
npenaparos)?

103.10.

UCTONB30BaHHBIE OPH  pacyeTe
K03(pHIHEHTE  BOAONOIOUICHHS
ans PacTHTENBLHOTO ChHIPb,
HCTONb3YEMOTO TPU H3TOTOBEHHUH
JIeKapCTBEHHOrO npenapara?

103.11.

MCTIONIb30BAHHBIE HPH  pacyere
k03¢ pULIHEHTHI YBEJIUYESHHS
o6neMa BOIOHBIX pacTBOPOB MNPH
PacTBOPEHUY BELIECTB, BXOMALLMX B
COCTaB JIEKapCTBEHHOTO TMpernapaTa?

103.12.

llaTa U3rOTOBJICHUA JIEKAPCTBEHHOTO
npenapara?

103.13.

HOMeP 3alIMCH B JKypHase KOHTPONA |

H3TOTOBJICHHBIX  JIEKAPCTBEHHBIX
TIpenapaTtoB?

103.14.

GbaMwing, uMsA, OT4ecTBO (TpH
HAIAYHH) M TOAMHCH aNTeYHOTO
paGoTHuKa, W3rOTOBHBULIETO
JeKapcTBEHHBI  mpemapar, H
aNTEeYHOTO paboTHHKa 2017}
OTBETCTBEHHOTO TIHLIA,
OCYIIECTBHBIIETO BHYTPHUAMTEYHBIH
KOHTpOJIh H3TOTOBJICHHOTO
JIEKapCTBEHHOTO Mpemnapara?

104.

XpaHATCS 1M MCXOAHOE ChIphbE
nocne BCKPBITHA MEPBUYHOM
YIAKOBKH B MPOMIEAIINX OYHUCTKY
EeMKOCTAX C co6moneHHeM CPOKOB
XpaHEHMsI YKA3aHHOrO ChIPbS BO
BCKpBITOH ynakoBke?

ITynkr 47 IlpaBun
H3rOTOBIICHHUA U
OTHyCKa

105.

Yka3aHbl JTH HA 3THKETKaX EMKOCTEH
C MCXOIHBIM CLIPBEM ClieIyIoLIas
uHbOpMaLu:

105.1.

HAaUMCHOBAHHUE UCXOOHOIO CLIpLﬂ?

105.2.

YCI0BHs XpaHeHUsA?

105.3.

Jata BCKpbITHSA YTIAaKOBKH
HUCXOIHOTO ChIPbA?

105.4.

JiaTa 3aMoJIHEHUA EMKOCTH?

105.5.

tbamMuwma, uMA, OT4ecTBO (MpU
HAIMYHM) anTeyHoro paboTHHKa,
3allOIHMBLIETO eMKOCTH?

105.6.

NOANHKCH  AlTCYHOro paﬁomm(a,
3aMONMHMBLIETO €MKOCTH?

IMynkr 48 ITpaBun
U3TOTOBJICHUS H
OTIyCKa
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106.

Vka3aHa i1 Ha ITHKETKaX eMKocTell
¢ INPOMEXYTOYHBIMA TNPOAYKTaMH
clieAyIonnas HHpOpMaLKs:

106.1.

HalMEHOBaHHE  NPOMEXYTOYHOI'0
nponykra?

106.2.

coJiepxanHe JIeHCTBYIOLIETO
BEIIIECTBA (s pacTBOpOB
YKa3bIBAETCH KOHUEHTpaLus)?

106.3.

JlaTa U3rOTOBJICHUSA?

106.4.

CpOK rogHocTH?

106.5.

YCIIOBUS XpaHEeHUA?

106.6.

¢damunma, uMsA, orTuectBo (Tpu
HAJIMYMM) anTevyHOro paboTHHKa,
H3TOTOBHBHIETO  MPOMEXYTOYHbIH
MpOaYKT?

106.7.

TOANKCh anmTedyHoro paboTHHKa,
W3TOTOBUBLIETO  IPOMEKYTOYHBIH

MPORYKT?

106.8.

tbammnus, wumsa, oruectBo (TpH
HAIMMKKM) anTe4yHoro paboTHHKa
WA OTBETCTBEHHOTO JuLa,
OCYILECTBHBILETO BHYTPHAITTCYHbIMH
KOHTPOJIb?

106.9.

MOAITHCH ANTCYHOIO paﬁomnxa 581854
OTBETCTBEHHOTO JM1a,
OCYILECTBHBLIETO BHYTpHANTEYHBIH
KOHTpOJIb?

ITynkr 49 Ipasusn
U3rOTOBNEHUA H
oTmycKka

107.

WMEIOT I €MKOCTH C MCXOIHBIM
CHIPBEM, yNaKOBOYHBIMHE
MaTepHaiaMi H IPOMEXYTOUHbIMH
POLYKTaMH Cle Y IONIYIO
MapKHpPOBKY:

107.1.

«OcymecTBiseTcs
BHYTpHAITEYHbIi KOHTPOIb»?

107.2.

«Pa3pelneHo HCnoab30BaTh»?

107.3.

«3anpenieHo UCIoNb30BaTh)?

107.4.

«3abpakoBaHO  NPH  BXOJHOM
(npreMOYHOM) KOHTpOJIE»?

IMynxr 50 IMpaBun
H3TOTOBJICHHA H
OTIIyCKa

108.

Ipoxogur 1  naboparopHas
NOCyZa, KOTOpas UCMONB3YETCS TIPH
H3rOTOBJICHHH JIeKapCTBEHHBIX
[penaparos, O4YUCTKY?

IMynkr 51 IMpaBun
H3rOTOBJICHHA H
oTiycKa

109.

Crepunusyercs Jin J1aGopaTopHas

rlyﬂm 51 ITpaBun




2.

3.

nocyzna, KoTopas HCNOJb3YeTCA MpU

U3rOTOBJICHUH JIEKapCTBEHHBIX
[penaparoB, B COOTBEICTBHM CO
CTaHJapTHOIA ofnepalMOHHOH
npouexypoi?

W3rOTOBJIEHHUS
OTITyCKa

110.

3akynopuBaeTca Ny jaboparopHas
nocyna, KoTopas HCIOMb3YeTCH TPH
W3TOTOBJICHHH JIeKapCTBEHHBIX
npenapaTtos?

ITynxr 51 IlpaBun
H3FOTOBJICHMA U
OTIyCKa

111.

Xpanurcs i 1aboparopHas nocyna,
KoTOpas HCTIONB3YeTCH npu
H3rOTORJIECHAU JIEKapCTBEHHBIX
NpenapaTos, B 3aKphITHIX IKapax?

ITynxr 51 IpaBun
H3TOTOBNEHHA U
OTMycKa

Colbmofaercs 1M CPOK XpaHECHHSA
cTepIbHOlM n1abopaTopHoii nocypl,

ITynxr 52 IlpaBun
KoTOpas HCTIONB3yeTCA npH
112. H3rOTOBJICHHS
V3TOTOBJICHAH HECTEPHIHHBIX
OTHyCKa
JICKAPCTBEHHBIX MPENapaToB, He
6onee Tpex cyTok?
Cobnomaercs M CPOK XpaHEHHS
cTepwibHOI 1abopaTopHO#M MoCy b,
KOTOpas HCIOJNB3yeTCA )7
P Y UPH|  Yfysir 52 [Tpasun
H3TOTOBJIEHHH CTEpHIIBHBIX
113, H3TOTOBNEHHA H
JICKAPCTBEHHBIX MPENapaToB - He
OTIIyCKa
Oosee CYTOK c MOMEHTa
CTEPHIH3ALAH JiaGopaTopHoii
nocyasi?
TToanexnt b {71 MOBTOPHO#H
CTepWIH3aLUHN naboparopnas | Ilynkr 52 IlpaBun
114. focyza, B Caydae €ciii B CPOK He M3rOTOBNEHHA ¥
fonee cyrok oHa He Obuia OTITyCKa
UCIonb30BaHa?
3anpemaercs M OJHOBPEMEHHOE
H3TOTOBJICHHE Ha OIHOM paGoueM
MecCTe HECKONbKHX DPacTBOPOB i
unbekimit ¥ nexapctBeHHBIX | Ilynkr 53 IpaBun
115. HpenapaTos, colepKainx H3TOTOBJICHHS H
BELICCTBA c pasIHIHBIMH OTITyCKa
HaNMECHOBaHWAMH WJIH BCIIECTBa
OJHOrO HAaUMEHOBaHHA, HO B
pa3nMYHBIX KOHLCHTPALHAX?
OcyluecTBIAETCA JTH CTEPHIIN3
ac);]l]:o OB HE MO3HEE Tepx qa:::z Mywucr 54 [pasin
116. p P Tpe W3TOTOBJIEHUS U
Hayajla MX H3TOTOBJICHHS, 3a
OTITyCKa
HCKJIIOYEHHEM PaCTBOPOB INIIOKO3bI?
Ocywectpaserca nm crepwmmsamma | ITynkr 55 Tlpasun
117. PacTBOPOB IIIIOKO3BI Cpa3y xke nocie M3rOTOBJIEHUSA
HX U3rOTOBICHHA? OTITyCKa
118 3anpeineHa b1t nosropHas |  Ilynkr 56 IIpaBun

CTCpWIH3ALUMWI HHBEKUHOHHBIX H

H3roTOBJICHUA H
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HH(}Y3HOHHbIX PacTBOpPOB?

OTITyCKa

119.

Hcnons3yroT M A4 M3rOTOBIEHHA
NapEeHTePATLHBIX  JIEKAPCTBEHHBIX
NpenapaToB, KOTOPbIE HE MOA/IEKAT
TEPMUYECKON CTepHIM3alMil H B
H3TOTOBJICHHH KOTOPHIX B KauecTBe
pacTBOpHUTENS HCTONB3YETCA BOJIA,
TONBbKO BOTY JUI MHbEKLHA?

Iynxkr 57 [paBun
H3TOTOBJICHHS U
OTHycKa

120.

Mposogar nu A M3roTOBIEHMSA
NAPECHTEPANIbHBIX  JIEKAPCTBEHHbBIX
NPETapaToB, KOTOPHIC He TOMIEkKAT
TEPMHYECKOH CTepHIM3allud U B
H3TOTOBIEHHH KOTODBIX B KauecTBe
pacTBOpHUTENs MCMONB3yeTCA BOJA,
(GUHATIBHYIO CTEPHIM3ALMIO MyTeM
GWIbTpalMK B JIAMMHADHOM IIOTOKE
BO3/TyXa ¢ NMOMOMIBIO MeMOPaHHBIX
¢uibTpOB c HOMHHAIBHEIM
pa3MepoM mop He Gonee 0,22 MKM?

IynxTt 57 Ipasun
H3rOTOBJICHHS H
OTIycCKa

121.

Hcnone3yior nu ns u3roToBICHUS
FIa3HBIX  Kanenb, KOTOphIE He
noznexar AdaipHeHmel
TEPMHUYECKOH cTepHnu3alluy, BOAY
JUIsl MHbEKLIMHI?

Hynkr 58 IIpasun
H3TOTOBNEHUA H
OTIIyCKa

122

HpoBoaar 1u 1A H3rOTOBJICHHSA
[Aa3HBIX Kamedb, KOTOpHIE He
MoJyIexar JanbHelmeH
TepMHUYECKOH CTEpUITH3ALIUH,
(GHHANBHYIO CTEpHIM3ALMIO IIyTEM
(pHWIbTpaLMH B TAMHHAPHOM IIOTOKE
BO3JyXa C NMOMOIIBIO MeMOpaHHBIX
¢duwisTpOB c HOMHHAJIbHBIM
pa3MepoM mnop He Gonee 0,22 MkM?

ITyskr 58 IlpaBun
H3TOTOBJIEHUA H
OTITyCKa

123.

Benercs 11 B BeTepHHApHOH anTeke
XKypHal  PErHCTpalMH  pexuma
cTepuM3anuu’?

ITynxr 59 IIpasun
H3TOTOBNEHHUA H
OTITyCKa

124.

BHocsaTca b7 B
perucTpanvu
CTEPUITU3ALIHH
CBEJEHHUA:

KypHAJI
pexuma

ClIeayromue

124.1.

Jata ¥ TOPARKOBBIH
NPOBEACHUA CTEPHIM3ALUU?

HOMep

124.2,

HAaUMCHOBAaHHUC HCXOAHOTO Cblpbﬂ?

124.3.

KOJUYIECTBO UCXOAHOTO CBIpLSl?

124.4.

HAaUMCHOBAHHC H3rOTOBRJICHHBIX

JIEKapCTBEHHBIX?

124.5.

KOJIMYECTBO H3rOTOBJIEHHBIX
JIeKapCTBeHHbIX MpenapaToB?

ITynkr 59 IIpaBun
H3FOTOBJICHHUA H
OTIyCKa
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124.6.

HaUMEHOBaHHUE naGopartopHoi
TOCyAbl M MPOYHX MaTEpHaIoB,
HOLIEKAILMX CTEPHIH3ALMH?

124.7.

KOJIMYECTBO JJaGOpaTopHOi nocy bt
7} ApOYHX MaTepHaos,
AOANIeKAIHUX CTepHIU3ALHMU?

124.8.

yCIOBHS CTEPUITU3ALIHH
(TeMneparypa, Bpems)?

124.9.

pe3ynbTaThl TEpMOTECTa?

124.10.

NOAIUACh anTCYHoOTo paﬁonmxa,
MPOBOJUBIIETO crepmnaaumo?

125.

OcymecTBnsercs am BBIOOD
YNAKOBKH M YKYTIOPOYHBIX CPEACTB
B 3aBHCHMOCTH OT  CBOICTB,
Ha3HAYCHHS U KOJIMYeCTBa
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
Ipernapara B COOTBETCTBHH C
TpeboBaHUAMH  (apMakoneHHbIX
crarei?

ITynkr 60 IIpaBun
H3TOTOBJICHNUS H
OTIyCKa

126.

VnakoBaHsI CTEpHIIbHbBIE
JIEKapCTBEHHBIC  MpenapaTtl B
CTEPWIBLHYIO YTIAKOBKY?

JIH

Iynxr 61 [IpaBun
H3TOTOBJICHUA H
OTHyCKa

127.

YnakoBaHbl JIH ° I€KapCTBEHHbIE
npenaparsl, TpeOyIolHe 3aluIUThl OT
IEHCTBHA CBETa, B CBETO3ALIUTHbIE
€MKOCTH?

HMynkr 62 Ipasun
H3TOTOBJICHHUS U
OTITyCKa

128.

VnakoBaHel JIH  J€KAPCTBEHHBIE
npenapatsl, COAEpXanye JeTyuue
BEIIECTBa, TpeOyloline 3allUThl OT
yIeTyYHBaHUsA, TMIPOCKOIIMUHbIE
BCHIECTBA M BEIIECTBA, KOTOpBIE
OKHCJISIOTCS CAEAYIOIIM 00pa3om:

128.1.

€MKOCTH u3

AN
BEIICCTB

B repMETHYHBIE
HENPOHULIAEMBIX
COOTBETCTBYIOLHHX
MaTepHaioB?

128.2.

YKYMIOpPEHHbIe HABHHYHBAOLIAMHUCA
KOJIauKaMHM WJIH KpBILIKAaMHA B
KOMIUIEKTE C mnpoOkaMH i
NpOKIafKaMH C YIJIOTHAIOLIMMH
3JIeMEeHTaMHu?

Hynkr 63 IIpasun
M3TOTOBJCHHUS H
OTIycKa

129.

OcyuiecTpaserca ynaxkoBKa
JIEKapCTBEHHbBIX Npenaparos,
ColepKalluX JIETyYHe BEILECTBa,
TpebytoLine 3aHIMTHI oT
YACTYYHBAHHA, WIM BEIECTBA C
3alaxoM, OTAENbHO OT YMAaKOBKH

JIH

ApYyrux JICKAPCTBEHHBIX

Iynxt 64 IlpaBun
H3TOTOBJIEHUA H
OTIyCKa
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npemnapaTos?

130.

Hanecensl 1M Ha  YNakOBKY
H3rOTOBNIEHHBIX  JIEKADCTBEHHBIX
MpenapaToB 3TUKETKH, COAEPKAIIUE
CJIeIYIOIY0 HHpOpMaIHIO:

130.1.

HOMeEp pelenTa Ha JEKapCTBEHHBIH
npenapat?

130.2.

€OCTaB JIEKAPCTBEHHOTO Mpenapara?

130.3.

Haamuch «J{ns  BeTepHHApHOro
NpAMEHEHHS»?

130.4.

J1aTa H3roTOBJIEHHS?

130.5.

cnoco® TPUMEHEHNsA
JIEKapCTBEHHOTO npemnapara
(BHyTpeHHEE,  HapyKHOe,  IA
HHbEKIHH)?

130.6.

CPOK roOAHOCTH (TOAICH JI0 )?

130.7.

YCIIOBHS XpaHeHHsA?

130.8.

npeaocTepexxeHne  «XpaHHTE B
HEJOCTYIIHOM AIA JeTei MecTen?

130.9.

i1 CTEPWIBHBIX JICKapCTBEHHBIX
($hOpM TOTIONHUTENBHO YKa3bIBACTCA
«CrepunbHO»?

IMynkr 65 [IpaBun
H3TOTOBIICHHS U
OTITycKa

131.

‘Vka3pIBaeTCs JIH B 3aBHCHMOCTH OT
cocTaBa H3rOTOBJICHHOTO
JIEKApCTBEHHOTO Npenapara 4 €ro
CBOICTB IONOMHUTEIbHASA
uHpopMaIms:

131.1.

«bepeus oT OTHA» (ms
JIErKOBOCIUIAMEHAIOLLIHXCS 7|
JICTKOTOPIOYHX JICKapCTBEHHBIX
npenaparos)?

131.2.

«O6pamatecs OCTOPOXKHO!» (i
B3PHIBOONACHBIX  JIEKAPCTBEHHBIX
npenaparos)?

131.3.

«[lepen MPUMEHEHNEM
p36anTeBaTh» (WA JE€KapCTBEHHBIX
npernaparos, Opd  XpaHeHHH
KOTOpbIX 06pa3syercs ocafiok)?

ITyskr 65 ITpaBmi
M3TOTOBJICHHA U
OTHycKa

132.

OdopmieHsl 1M JOKYMEHTAILHO
AeiicTBYSA, NOATBEPXAAIOLIME, UTO
yKa3aHHble METOJ MWK MpOLECC
COOTBETCTBYIOT TpeGOBaHUAM
(apMmaxoneHbIx cratei B
OTHOLIEHWH CHEAYIOMMX METOI0B

Iysxr 67 IpaBun
H3TOTOBJIEHHSA U
OTILYCKa
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KOHTPOJIA:

132.1.

KOHTPOJIA HCXOAHOTO Cblpbﬂ?

132.2.

MPOMEXYTOYHBIX TIPOAYKTOB?

132.3.

H3TOTOBICHHBIX  JIEKAPCTBEHHBIX
npenapaTos?

132.4.

IPOLIECCOB H3TOTOBJICHHA
JIeKapCTBEHHBIX MPENApaToB?

133.

Ioasepraotcd NI MOCTYNAKOUIHE
HCXOJHOE CHIPhe H YNaKOBOYHEIE
MaTepHabl BXOJJHOMY
(npHEMOYHOMY) KOHTPOJIO?

ITynkr 68 Ipasun
H3TOTORJICHUS
OTIycKa

134.

OcymecTBigeTcs JIH NPH BXOXHOM
(IpUeMOYHOM) KOHTpOIe
HCXOJHOFO ChIPbS M YNAKOBOYHBIX
MaTepHAJIOB  CAEAYIOIHE  BHABI
MPOBEPOK:

134.1.

NPOBEPKa BHELIHero Buaa?

134.2.

INIPOBEPKa arperatHoro COCTOAHUA?

134.3.

1gera?

134.4.

[IPOBEPKa KOHCHCTEHLIMHA?

134.5.

npoBepka OZTHOPOIHOCTH
CMeHIMBaHuA?

134.6.

OTCYTCTBHA HIH HaJIM4AA
MEXaHHYECKUX BITIOYEHHUI?

134.7.

BH3yaJbHa1 OLICHKAa LEJIOCTHOCTH
YIaKOBKH?

134.8.

COOTBETCTBHA MapKHPOBKH
(hapmaneBTHYECKHX Cy6CcTaHIMIA?

134.9.

MapKHPOBKM 3apEerHCTPHPOBAHHBIX
NeKapCTBEHHBIX MpenapaToB?

134.10.

npoBepka NPaBUILHOCTH
oOpMIICHHA  COMPOBOMHTENBHBIX
JOKyMEHTOB?

134.11.

HaAJIH4YUA JOKYMCHTOB
IIPOU3BOAUTENSA, NOATBEPXKAAIOIIHAX
COOTBETCTBHEC HMCXOAHOI'O CBHIPbA H
YNIAKOBOYHBIX Marepuajio
MoKasaresiaM KauecTBa?

ITynkr 69 IlpaBun
HU3TrOTOBJICHHA H
oTIycKa

135.

BHOCATCSL 1M B JKYpHaJl BXOJHOTO
(mpuemoyHOro) KOHTPOJIA
CIIEAYIOIHE CBEACHUA:

IMynxr 70 IMpasun
H3rOTOBJICHHA U
OTIyCKa
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2.

135.1.

MOPAAKOBBIA HOMEp 3amuCH?

135.2.

HaUMEHOBAHHC MCXOOHOI0 ChIpbs
WA YITAKOBOYHBIX MaTepna.noa?

135.3.

JaTa  MOCTYIUIEHMA  HCXOJHOTO
CHIpbA WIH YTIaKOBOYHBIX
Marepuanos?

135.4.

Jlata ¥ HOMEP CONpPOBOAMTEILHOIO
JIOKyMeHTa?

135.5.

HOMED 3allUCH B TOCYAapCTBEHHOM
peecTpe JICKapCTBEHHbIX CPEACTB
AJis BETEpHHAPHOTO MPHUMEHEHHUS (B
crydae MOCTYILTEHUA
thapMaLeBTHYCCKHX CYOCTaHIMit B
Ka4yecTBe HCXOJHOTO ChIpbs)?

135.6.

HOMED PErHCTPAaLOHHOTO
YAOCTOBEPCHHA Ha JICKapCTBEHHBIN
npenapar (B ciaydae HOCTYILUICHHA
3apeTUCTPHPOBAHHBIX
NEKApCTBCHHBIX  MpenapaTtoB B
KaueCTBE UCXOJHOIO ChIpbs)?

135.7.

Pe3yJIbTATH _ BXOJHOTO
(npueMOYHOTO)  KOHTPOJIi  Ha
COOTBETCTBHE TI0Ka3aTelaM
Ka4yecTBa, yKa3aHHBIM B
(apmakoneliHoi cTaThe
(«coOTBETCTBYET» 7] «HE
COOTBETCTBYET»)?

135.8.

¢daMunusg, wuMs, OT4ecTBO (IpH
HQJIMYHH) anTeyHoro paboTHUKa,
OCYIECTBUBIIETO BXOJHOM
(pueMoYHbIf)  KOHTpONb, WM
OTBETCTBEHHOrO JIMLA?

135.9.

HOANKCH aNTeYHOro paboTHUKA,
OCYHIECTBHBLIETO BXOJHOM
(npueMouHsI)  KOHTpONb, WIH
OTBETCTBEHHOTO JIMLIA?

136.

Hampasnstores  au o6pasips!
HCXOIHOro ChIpbA 751}
YNAaKOBOYHBIX  MaTepUAIOB IS
HCCNenoBaHuA  (MCOBITaHMA) B
71a6opaToOpHIO NPH BO3HHUKHOBEHHH
B paMKax OpraHOJENTHYECKOTO
KOHTPOJIL HCXOAHOTO CHIpbS H
YNAaKOBOYHEIX MaTepHaloB  IpHU
BXOJHOM (NPHUEMOYHOM) KOHTpOJIC
COMHEHHi! B KayecTBe HCXOIHOrO
CBIpbA WIH YNaKOBOYHBIX
Mmarepuanon?

Iynkr 71 IlpaBun
M3IOTOBJICHUA H
OTITyCKa

137.

XpaHATCA I HCXOAHOE ChIpbE WIH

ITynxr 71 ITpaBun
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2.

YNAaKOBOYHBIE  MaTepHaisl, B
KayecTBe KOTOPbIX €CTh COMHEHMUS, ¢
MapkupoBkoif «3abpakoBaHO IpH
BXOZHOM (TIPHEMOYHOM) KOHTPOJIEN
B BeTepHUHApHOH anrexe
W30JIHPOBAHHO [0  TOJYy4YEeHHA
NPOTOKOJIA HCIILITAHHUIA u3
sabopatopun?

H3TOTOBJICHMA U
oTITycKa

Ilognexar am HUCTIONIL30BAHHUIO
HCXOJHOE CBHIPb¢ WJIH YIIAKOBOYHbIC
Marepuasel, B C1yvae MomyICeHHs U3

IMyuxr 71 [pasun

138. nabopaTopuu HIPOTOKONA H3TOTOBNEHHUA U
HCOBITAHUM,  TIOATBEPXKAAIOMIETO OTIycKa
Ka4eCTBO MCXOJHOTO CHIPbA WM
yNaKOBOYHBIX MaTepHaIOB?
3anpemieHs! I K HCIONb30BAHUIO
HCXO/JHOE CHIPhE HIIH YIIAKOBOYHbIE
Mmarepuanbl, B Ciiydae MONy4YCHHS U3
P i i Iynkr 71 Ipasun
nabopaTopuH OpOTOKOA
139, U3TOTOBJICHHA H
HCTILITAHUM, KOTOPBIM YCTAHOBJICHO
OTHYyCKa
HECOOTBETCTBUE KayecTBa
HCXOJHOTO CHIpBA Wi
yIAaKOBOYHBIX MaTEPHAIOB?
OcymiecTBaseTCs b npu
NPOMEXYTOUHOM KOHTpOJIE
OMEKYTOUHBIX OQyKTOB, B
P Tpozy ’ Iynxr 73 [Ipasun
COOTBETCTBUM €  TpeGOBaHHUAMH
140. . . H3rOTOBJIEHHA U
¢apMakoneiiHpIx ~ CcTaTedr A
o OTITycKa
JIEKapCTBECHHOM bopMeI
JIEKapCTBEHHOTO npernapara,
onpeaeneHue:
140.1. |dusuyeckux nokasateneit?
140.2. |xumpdeckux nokasareneit?
KOJIM4ECTBa JCHCTBYIOLIECTO
140.3.
BemecTBa?
TIOJJTUHHOCTH JEHCTBYIOIIErO
140.4.
BeIecTsa?
OcymecTBiaseTcs In 1pH
TIPOMEXYTOYHOM kourpone | Ilynkr 73 IlpaBun
141. POMEXKYTOYHBIX NpOAYKTOB H3TOTOBJICHHA U
MHKpOOHONTOTHIeCKHH  KOHTpOJb OTITyCKa
HPOMEXYTOYHBIX TPOXYKTOB?
BHocsarcs M B KypHal
142 TPOMEKYTOYHOTO KOHTpONA
’ TPOMEXYTOYHBIX NpoAyKTOB
clielyloLye CBEACHUA: Mysxr 74 IIpasin
H3TOTOBJICHHSA U
TITyCK
142.1. |nopsaaxoBsiit HOMEp 3aHCH? ormycka
142.2. | nara H3rOTOBNEHHA
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2.

TIPOMEXYTOYHOro NpoayKkra?

142.3.

CPOK XpaHEHHA MNPOMEXYTOYHOro
npoaykra?

142.4.

OnUCaHHe MPOMEXYTOTHOIO
npoaykTa (OMHCAHHE BHEIIHEro
BUJA, arperarHoro  COCTOAHHSA,
1BE€Ta, KOHCUCTEHIIH)?

142.5.

AaTta Havajla MPOBEACHHUA KOHTPOJIA
NPOMCXKYTOYHOIO IMNpoOAyKTa IIO
MoKas3aTensaM KadecTBa?

142.6.

JaTa  OKOHYaHUA  MPOBEAECHHA
KOHTPOJIA MPOMEXKYTOYHOTO
NpOIyKTa no MOKa3aTe/IaM
KauecTBa?

142.7.

HaUMEHOBaHUA nokasaresnei
KayecTBa (c yKazaHHEM
HOPDMAaTHBHHIX H  HOJYyYEHHBIX
3HavyeHHUl nokasareneii kauecTea)?

142.8.

pe3yJIbTaThI TIPOMEXYTOYHOTO
KOHTpOJIA Ha COOTBETCTBHE
NoKa3artesaM KayecTa
(«coOTBETCTBYET» UM «He
COOTBETCTBYET»)?

142.9.

bamMunma, umg, OT4eCTBO (TMpH
HalMYuM) anreqHoro paboTHuKa
HIH OTBETCTBEHHOT'O JHIa,
OCYILECTBUBIIETO MPOMEKYTOUHBIH
KOHTpPOJIB?

142.10.

HOJNHKCH anTeYHOro paboTHHKA WiIH
OTBETCTBEHHOTO nvna,
OCYILECTBUBILECTO MPOMEKYTOUHbIH
KOHTPOJIb?

143.

OcylecTBSETCA JIA PH KOHTPOJIE
H3TOTOBJIEHHOTO  JIEKapPCTBEHHOTO
npenapara, B COOTBETCTBHH C
TpeGoRaHUAMH  (dapMaKomnelHHBIX
CTaTeid, CeNyIoIHe NPOBEPKH:

143.1.

TIPOBEPKa BHEIIHETO BUAA?

143.2.

npoBepka usera?

143.3.

npoBepKa OZTHOPOTHOCTH
CMenuBaHus?

143.4.

MPOBEPKA OTCYTCTBHA WIH HATHYUA
MEXaHHYECKUX BIJIIOYCHHIH?

143.5.

npoBepka KauyecTBa YKYNOPHBaHHA
H3TOTOB/ICHHOTO  JIEKAPCTBEHHOIO

ITynxt 76 ITpaBun
H3TOTOBJICHUA H
OTITyCKa
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npenapara?

143.6.

npoBepka obiiel Macch! wix oobeMa
H3TOTOBIEHHOTO  JIEKapCTBEHHOTO
npenapara?

143.7.

npoBepka KonmuecTsa, obbema H
MacChl OTACNBHBIX JO3HPOBAaHHBIX
eIHHHL?

143.8.

IIpOBepKa BOXOPOAHOIO OKa3aTeld,
TUIOTHOCTH?

143.9.

TipOBepKa BA3KOCTH?

143.10.

poBepKa MaccoBoit omu Biaaru?

143.11.

poBepKa Ha NOAJIMHHOCTD
JeHCTBYIOILUX BEIECTB?

143.12.

onpeacicHHe KOJIH4ECTBEHHOIO
coepXKaHus AeHCTBYIOMMX
BEILIECTB, KOTOPBIE BXOIAT B COCTaB
JIEKapCTBEHHOTO Npenapara’?

143.13.

MHKpOOHONOTHUECKHH  KOHTPOIb
H3rOTOBNEHHOTO  JIEKAPCTBEHHOTO
npemnaparta?

144.

OcymecTBnseTcA JH aNTECUHBIM
paboTHHKOM | (unn)
OTBETCTBEHHBIM JIMLOM HpPOBEPKA
CeyIOmuX ACHCTBHIA:

144.1.

3an0JIHEHUA AcNOPTa MUCBMEHHOTO
KOHTPOJIL HEMOCPEICTBEHHO MOCIe
H3rOTOBJICHHA JIEKapCTBEHHOTO
npenapara?

144.2.

3QMOJIHEHUA JKYPHAIOB BXOJHOrO
(MpHEeMOYHOTO) M MPOMEXYTOYHOTO
BHYTPHATITEYHOrO KOHTPOJIA?

144.3.

COOTBETCTBHA 3amuceil B macmopre
HNHCEMEHHOrO KOHTpOJIA H peuente?

144 4.

[PaBIUIBHOCTH MpOBe ICHHBIX
pacyeToB  NPH  HM3TOTOBJICHHMH
JIeKapCTBEHHOTO Mpenapara?

Iynxr 76 [pasun
W3TOTOBJIEHHA U
OTITyCKa

145.

Bepmer nu OTBETCTBCHHOE JIHLO H
(wn) anTevHbIH pabOTHUK,
NPOBOIMBIUKI HCC/ICHOBaHUA HpH
KOHTpOJIE Ka4eCTBA H3rOTOBJICHHOTO
JIEKapCTBEHHOTO npenapara,
KOHTPOJIbHbIH THCT?

ITyukT 76 ITpaBun
W3TOTOBJICHHA U
OTITyCKa

146.

BKTIOYAIOTCA M B KOHTPOJBHBIMH
JIUCT CNIELYIOLIHE CBEACHHA.

Iynxr 77 Ipasun
H3rOTOBJICHHS H
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2.

3.

146.1.

JaTa Havana TpOBeA€HUA
HCClIeIOBaHMI 7 JaTa HX
OKOHYaHuA?

146.2.

uHpopMauua 00 HU3rOTOBICHHOM
JIEKApCTBCHHOM npenapare
(HauMeHOBaHHE, HOMEp pelenTa
WIM TpeGOBaHUS BETEPHHAPHOIA
oprasuzauum)?

146.3.

HaUMEHOBaHHE WM HOMEp
METORHKH HCIBITAHUH, B
COOTBETCTBHH c KoTOpo#
NIPOBOAATCA  HMCCHACIOBaHMA IIpH
OCYIUECTBJICHHY BHYTPHANTEYHOro
KOHTpoMA?

146.4.

pacHeTsl IpH NPOBEAEHUU KOHTPOJISA
Kayecrsa?

146.5.

Macca B3ATHIX HaBECOK, Pa3BEACHUA
(Tpy HanMYMM) OpU IPOBEICHUM
KOHTpOIA KauecTBa?

146.6.

uaeHTH(pUKALHOHHBIE HoMepa?

146.7.

HanMCHOBAHHEC, napmx?

146.8.

H3pacxoa0BaHHOC KOJIUYECTBO?

146.9.

CPOK FrOgHOCTH?

146.10.

TeMIiepaTtypa HHKyOupoBaHusa (Uit
IUTATENbHBIX cpen)?

146.11.

uHbpopMaUA O  CTaHAAPTHBIX
oOpasnax, pacTBOpax, peaKTHBax,
HUTaTeTbHBIX cpezax,
OUarHocTHYeckmX HaGopax, TecT-
CHCTEMAX, TNPHMEHAEMBIX  IIpH
HPOBEAEHHH HCCIEAOBAHHA?

146.12.

nonpaBogHbl  kKo3dduuueHtT (Uit
THTPOBaHHBIX PacTBOPOB)?

146.13.

JdarTa CMCHbBl IapTUH, B <CiIydaec
CMCHBI napTuu HUCIIOJIB3YyEMOro
peakTuBa WIH CTaHIIapTHOFO
obpasiia B XOAe IPOBEACHM:A
HCCIIeIOBAHHIA?

146.14.

(akTHUECKHE pe3yJIbTaThI
TIPOBEXCHHBIX HCCJIENOBaHUN IpU
KOHTpOje KauecTBa (MO KaXAOMy
OIPEACIFIEMOMY NOKa3aTeNo
KauecTBa yKa3bIBaeTCs
COOTBETCTBHE (hapmaxoneHHpIM
CTaThAM: «COOTBETCTBYET» WIH «HE
COOTBETCTBYET»)?

OTIyCKa
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1. 2. 3.
IIpoBonuTCst JIM  KOHTPOIb "
p HTP P [Tynxr 78 [TpaBun
OTIyCKE B OTHOLUEHUHU
147. H3rOTOBJICHHA H
W3TOTOBJICHHBIX  JI€KapCTBEHHbIX
o OTHYCKa
npenaparos?
OcymecTeaseTcs  JOM  OTIIYCK
JIEKAPCTBEHHBIX MPENApaToB TONBKO
no peuemy Hap neia CTBEHHbI [lynxr 2 Mpasun
148. p P H3rOTOBNEHHSA U
npenapar (#ajiee - peLienT) WIH 10
o OTIycKa
TpeOOBaHHUIO BETEPHHApPHOH
opranu3aiun?
IMpeaycMaTpuBaeT MM CTaHAApTHAS
OTiepallHOHHaA TPOLEeRypa OTIyCKa
H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
eMnapaToB OTITYCK JIEKApCTBEHHBIX
mpertap Ty P IMynkT 2 [IpaBun
npenapatoB B COOTBETCTBHM C
149. M3TOTOBJIEHUS H
peilerrroM WA TpeGoBaHHEM oTIIVCKa
BeTepUHApHOI OpTraHH3aIMH, 4
3anojiHEHMe KOpeIlka peuenTa,
[PHIIAraéMoOr0 K H3TOTOBICHHOMY
JIeKapCTBEHHOMY Tpenapary?
IIpoBoaurcs U KOHTPOIb H
POBOLL p ITynkr 78 Ipasun
OTIyCKE B OTHOIUCHHH
150. M3TOTORJEHHS
W3TOTOBNEHHBIX  JIEKAPCTBEHHBIX
OTIIycKa
npenaparos?
151 3akmouaeTcad JH KOHTpONb IHpH
’ OTIIyCKe B IPOBEPKE:
HIPOBEpKE YTaKOBKH
151.1. |nmexapctBeHHOro mpemapaTa Ha
Le0CTHOCTH?
IIPOBEPKE yIIaKOBKH
151.2. |nexapcTBeHHOro Ipemapara Ha
FePMETHYHOCTH? Hynxr 78 ITpaBmt
H3rOTOBJICHHA H
TIpOBEpKE YIaKOBKH OTITyCKa
151.3. |nexapcTBeHHOro mpemapata Ha
YUCTOTY?
151.4, |MaPKMpOBKH JeKapCTBEHHOTO
"7 | npemapara?
uHdopMalmy, cozmepxamielica B
151.5. |peuente 175)1] TpeGoBaHUK
BeTEpUHAPHO OpraHu3aLu?
3anoNHACT M anTe4HbIH paGoTHHK,
H3rOTOBHBIIHIH JIEKapCTBEHHBIA
nperiapar, anTeuHbii paGoTHHK Wi
OTBETCTBEHHOE nuuo, | Ilynkr 79 IlpaBun
152. OCYLIECTBHBIIHE KOHTPOJIb H3rOTOBJEHUS H
H3TOTOBJICHHOTO  JIEKAPCTBEHHOIO OTITyCKa
nipenapaTta, TOC]i€ H3TOTOBJEHHUS
JIeKapCTBEHHOTO  mpemapata U

OKOHYAaHHA TIPOBEACHHA KOHTPOJIA




44

M3rOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara KOpEWIOK penenrta B
COOTBETCTBHH c dbopmoit
peLenTypHOro 6nanka Ha
JIeKapCTBEHHBI  TipemapaT i
BETEPHHAPHOrO MPUMEHEHHA?

153.

TloapmuceiBaeT b1 aIrTeYHbIN
paGOTHUK WM OTBETCTBEHHOE JIHIIO,
OCYLIECTBHBIINE OTIIyCK
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara, KOpemioK perienrta?

[Mynxr 80 ITpasun
H3TOTOBJICHHUA U
OTIIyCKa

154.

VKa3eiBaeT JiM anTeyHbii pabOTHHK
wid OTBETCTBEHHOE JIMIIO,
OCYLIECTBUBILINE OTITyCK
U3rOTOBJCHHOTO  JIEKapCTBEHHOrO
npernapaTta, Ha KOpeLIKe perenta
CBOM (DAMMITHIO, UM, OTIECTBO (TIPH
HaTH4uH)?

IMyuxr 80 IlpaBun
H3TOTOBNIEHHUS H
OTITyCKa

155.

VKa3BIBaeT JIM arreyHbIii pabOTHHK
Wik OTBETCTBCHHOE JIHLIO,
OCYIIECTBHBIINE OTITYCK
H3rOTOBACHHOTO  JIEKAPCTBEHHOIO
mpeniapata, Ha KOpEIIKe peLenta
nary ormycka?

ITynxr 80 [pasun
H3TOTOBJICHHS U
OTITyCKa

156.

BHOCHT M anTeuHbIi paGOTHHK WK
OTBETCTBEHHOE JMIIO,
OCYIICCTRUBIINE OTIyCK
H3TOTOBJCHHOTO  JICKAPCTBEHHOrO
npenapara, COOTBETCTBYIOIIHE
3alMCH B )KypHal  KOHTPOJA
H3TOTOBNEHHBIX  JIEKAPCTBEHHBIX
npenaparoB?

IMynxr 80 ITpasuin
H3TOTOBJICHH: H
OTIycKa

157.

Buocsarcs b))’ | alTeYHBIM
pabcOTHHKOM WIH OTBETCTBEHHBIM
JHIOM B KypHaln  KOHTPOJIA
HM3TOTOBJICHHBIX JIEKapCTBEHHBIX
NpenaparoB CleAyiouue CBeACHHS:

157.1.

NOPANKOBEIN HOMEp 3amACH?

157.2.

HoMep H AaTa ohOpMIICHHS peLienTa
wid TpeGoBaHWA BETEPUHAPHOMN
OpraHu3aluu?

157.3.

HMs, OT4YECTBO (MpH
HaIM4uM)  (QU3MUECKoro  JMLa
BJIafieNibua JKHBOTHOTO WIH
HAMMEHOBaHHE IOPHAHYECKOro JILa
- BNIafieIbLA dXHBOTHOTO?

damunp,

157.4.

KOJIH4ECTBO
HCXOOHOrO

HaWMEHOBaHME M
HCTIONIb30BAHHOTO
ChIpbA?

IMynxr 81 IpaBun
H3rOTOBJICHHA H
OTHyCKa
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157.5.

JIeKapCTBEHHAs , ¢popma
H3FOTOBJICHHOTO  JIEKApCTBEHHOIO
npenapara?

157.6.

JIaTa M3rOTOBJICHHA JEKaPCTBEHHOTO
npenapara’?

157.7.

CPOK XpaHeHMsi H3FOTOBJICHHOTO
JIeKapCTBEHHOTO Npenapata?

157.8.

[aTa Ha4aja MpoBeICHUS KOHTPOJA
KayecTsa U3rOTOBNEHHOTO
JeKapCTBEHHOTO npenapata?

157.9.

JaTa  OKOHYAHWS  NPOBENCHHA
KOHTPOJISL KAY€CTBA W3rOTOBJICHHOTO
JIEKapCTBEHHOTO Npenapata?

157.10.

ONHCaHue H3TOTOBIEHHOTO
JIEKapCTBEHHOTO npenapara
(omcanue BHEILHETO BH]A,
arperaTHOro COCTOAHHUsA, ILIBETa,
KOHCHCTEHLMM)?

157.11.

HOMepa (hapMaKoNECHHBIX CTATEIH, 110
KOTOPBIM OCYLIECTBIIAJICA KOHTPOIb
KauecTBa H3TOTOBJIEHHOTO
JIEKApCTBEHHOTO NpenapaTa?

157.12.

HaHMEHOBaHHE nokasarenei
Ka4ecTBa, o KOTOPBIM
OCYLIECTBISUICA KOHTPOJib Ka4eCTBa
W3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapaTa (c yKa3aHHEM
HOPMaTHBHOTO W  NOJY4YEHHOTO
3HAYEHMI IOKa3aTe KauecTBa)?

157.13.

OaTbl W HOMEpa MPOTOKOJIOB
HCTILITAHUH B ciryyae
OCYIHIECTBIIEHHA ¢dusuKo-
XHMUYECKOTO,
MHKPOGHOJIOTHMECKOr0  KOHTPOJIA
H3FOTOBJIEHHOTO  JIEKAPCTBEHHOTO
Tpenapara B JlabopatopHu?

157.14.

pe3yasTaThl  KOHTPOJA KayecTsa
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npermapata  Ha  COOTBETCTBHE
(apMakoneiHbIM CTaThiAM
(«cOOTBETCTBYET» 751} «He
COOTBETCTBYET»)?

157.15.

jara  OTIOyCKa  M3TOTOBJIEHHOTO
JIeKapCTBEHHOTO Npenapara?

157.16.

dammnus, uMs, oTdecTtBo (NpPH
HAIMYAM) anTedHoro pabOTHHKA,
M3TOTOBMBIIETO  JICKAPCTBEHHBIN
npenapar, anTe4Horo paGoTHHUKA U
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2.

(M1H)  OTBETCTBEHHOTO
OCYIIECTBHBILErO KOHTPOJb
H3rOTOBJICHHOIO  JIEKapCTBEHHOTO
npernapara, anTeyHoro paboTHHKa,
OCYIIECTBHBILETO OTIYCK
H3TOTORJIEHHOTO  JIEKAPCTBEHHOTO
npemnapara?

JIMLa,

157.17.

MOANKCH anTeYHoro paboTHUKA,
H3rOTOBUBHIETO JieKapCTBEHHbIH
fpernapar, anTe4yHoro pabOTHHKA U
(wn) OTBETCTBEHHOTO  JIMLA,
OCYIHECTBHBILETO KOHTpOJb
H3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
TiperniapaTa, anTeYyHOro pabOTHHUKA,
OCYIIECTBUBILIETO OTITYCK
H3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara?

158.

3amnpeineH m OTITYCK
U3TOTOBNIEHHBIX  JIEKAPCTBEHHBIX
NpenaparoB, KayecTBO KOTOPHIX IO
pe3yabTaTam MIPOBEEHHOTO
BHYTPUANITEYHOTO KOHTPOJA He
COOTBETCTBYET TpeGoBaHMAM
¢apmakoneiitbix crareii?

Iynxr 82 [pasun
M3TOTOBNEHHA H
OTITycKa

159.

VHIYTOXAIOTCS TH H3TOTOBJICHHBIC
JIeKapCTBEHHbIE Tpenaparsl,
KayeCTBO KOTOPHIX MO pe3ynbTaTaM
MPOBEAEHHOTO  BHYTPHANITEUHOTO
KOHTpOJNA  He  COOTBETCTBYET
TpeGoBaHUAM ¢dapmakoneiHbIX
crareif?

Iyskr 82 [Npasun
U3TOTOBJICHHUA H
OTIyCKa

160.

OTmyckaeT i1 anTe4Hblii padoTHHK,
OCYIIECTBIIOMMUH OTITYCK
H3rOTOBJICHHOTO  JIEKapCTBEHHOTO
Tpernapara, NIeKapCTBEHHBIH
npernapar ¢ BBIAaYeH Braaenbily
XHBOTHOTO 3AMIOJHEHHOTO KOpEMKa
peuenta?

IlynkT 84 IlpaBun
H3TOTOBJICHHUA H
oTITycKa

161.

3anpemaercs m OTIyCKaTh
JIEKAPCTBEHHbIE  MpemapaTtel MO
peLienTaM ¢ HCTEKHIMM CPOKOM
IeHcTBHS PELIEITTa, 338 HCKIIOYEHHEM
ClIy4aeB, €CIM CpOK JeiCTBHA
peLenTa HCTeK B IIEPHOA  €ro
HU3rOTOBJICHHA?

IMynxr 85 INpasun
H3rOTOBNIEHUS H
OTIyCKa

162.

Undopmupyer M anTeyHbIH
paboTHMK npu OTIyCKe
JIEKapCTBEHHOTO  MpernapaTta Mo
npockbe noTpebuTENd O peXHME H
o3ax MpHeMa JI€KapCTBEHHOrO
npenapara, YCIOBHAX XPaHEHHs,
B3aUMOACHCTBUH c ApYTHMH
JIeKapCTBEHHBIMU TIpenapaTamu?

IMynkr 86 [TpaBun
H3TOTOBJICHHSA H
OTITyCcKa
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2.

163.

OcyiuecTBasercs )11 OTITyCK
JIEKapCTBEHHbIX ~ NpPENapaToB 110
peLenTy B KOJIMYECTBAX, YKa3aHHBIX
B peuente?

[Mynkr 87 IpaBun
U3TOTOBJIEHUSA H
OTITyCKa

164.

3anpemaercs b7 OTIYCK
(hanbcudULPOBAHHBIX,
Hea00poKayeCcTBEHHBIX 7}
KOHTpa)aKTHBIX  JIEKAPCTBEHHBIX
npenaparos?

ITynxkr 88 IIpasun
W3TOTOBJNEHHS U
OTITyCKa

165.

Tonyckaior  JM BHYTPEHHUE
MOBEPXHOCTH OTpaOXAAIOLIHX
KOHCTPYKIHit (CTCHbI, IEPETOPOIKH,
MOTOJIKH) B  TOMELIEHUAX AN
XpaHEeHHA NEKapCTBEHHBIX CPEACTB
BO3MOXHOCTE IIPOBEACHHA BIAXKHOM
y6opku?

nyHKT 4 Ilpasun
XpaHEHHA

166.

Hmeer 1 cyObekt oOpamieHus
JIEKapCTBEHHBIX CpencTB B
MOMEIIeHUsAX  AJi XpaHCHHS
JIeKapCTBEHHBIX CPEICTB MOJBI, HE
HMero1me IepeBAHHBIX
HEOKpAIEHHbIX NOBEPXHOCTEH, a
TaKke oOTBepcTifi W AeeKTOB,
HapyIIaloIKX LENOCTHOCTD
NOKpHITHA?

myHKT 4 I1paBmn
XpaHCHHUS

167.

OcymecTBrseT m cyOBeKT
obpaieHHs JIEKapCTBEHHBIX
CpPEJCTB XPaHEHHE JIEKAPCTBEHHBIX
CpeICTB B~ COOTBETCTBHM  C
YCIIOBHAMM XpaHEHHs,
NpeyCMOTPEHHBIMH
HHCTPYKUUAMH 10 IPHMEHECHHIO
JICKApCTBEHHBIX MpPENAapaToB Uit
BETEPHHAPHOTO IPHUMEHEHHA (Janee
- HHCTpYKIusA)?

myHKT 5 [Ipasmn
XpaHeHHs

168.

OcHalleHsi M Yy  CyObekra
obpawmeHust JIEKapCTBEHHBIX
CPEICTB MOMEILEHHS U XPaHCHHUS
JIEKapCTBEHHbIX CPEACTB!

168.1.

CHCTEMOI 3TeKTpoCcHabXeHH?

168.2.

CHCTEMOM OTOILIEHHA?

168.3.

CHCTEMOH NpPUHYIHTCILHOH WIH
€CTECTBEHHOMH BEHTHIIALIUU?

myHKT 6 [IpaBun
XpaHEeHUA

169.

anpemeno 1My  cybbekra
obpaleHus JIEKapCTBEHHBIX
CpencTB 000rpeBaHNe NOMEIICHHI

169.1.

ra3oBLIMH NPUGOPaMHU € OTKPBITHIM
wiaMeHeM?

myHKT 6 [paBun
XpaHeHUA
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2.

169.2.

3NIeKTPOHArpeBaTeabHEIMU
npubopamu c OTKpPBITOH
ANEKTPOCTIHPAIIBIO?

170.

OGopygosansl 1M y CyObekta
obpamteHus JIeKapCTBEHHBIX
CPEACTB MOMEILIECHHA Uil XpaHEHUsA
JIEKapCTBEHHBIX CPENCTB:

170.1.

creutaxamu?

170.2.

mikagpamu?

170.3.

HOAAOHAMH (IOATOBAPHUKAMH)?

nyskt 7 IlpaBun
XpaHEeHUs!

171.

3ampemeno  aM
cyb6BexTa obpameHus
JIeKapCTBEHHBIX CpencTs
JIEKapCTBEHHBIX CpPEJCTB Ha MOy
6e3 moanona?

XpaHeHHe Y

nyHKT 7 IIpaBun
XpaHeHMs

172.

Pacnoaraiorcs Uy cyObekTa
oOpamieHns JIeKapCTBEHHBIX
CPEACTB TIOIOHBI:

172.1.

Ha TOJTy B OMMH pan?

172.2.

Ha CTeJU1aXKaxX B HCCKOJIBKO ADYCOB B
3aBHCHMOCTH OT BBICOTHI CTeJ/U1axa?

A63an 2 myHkra 7
IpaBun xpaneHus

173.

3anpemeno J y  cybpekTa
obpateHus NeXapcTBEHHBIX
CPEeACTB pa3MeIleHHe MNOJOHOB C
JIEKapCTBEHHBIMH  CPEICTBaMH B
HECKOJIbKO DPANOB IO BhicoTe 6€3
HCTIONB30BAHMS CTeJLIaXeH?

myHKT 7 [IpaBun
XpaHeHHs

174,

iy cyOmekta
oOpateHus JICKapCTBEHHBIX
CpeICTB B  MOMEMICHHMAX  JId
XpaHeHus JeKapCTBEHHBIX CPEACTB
creanaxyu (mkadb) M IOAMOHBI
(moxToBapHHKH) TakMM 006pa3oM,
4yTo0Bl  O0ecreyHTh  CBOGOMHBIMH
Joctyn K JeKapCTBEHHBIM
CpeACTBAaM TEpcoHaia M MpH
HE00XOIMMOCTH TIOTPY304HBIX
yctpoiicTB?

VcTaHOBIEHBI

myHkT 8 [paBun
XpaHEeHHsA

175.

Cobomopalorcs 4 cyObeKTOM
obpaueHus JIEKapCTBEHHBIX
CPEACTB B  TOMELIEHHAX Ui
XpaHeHHs JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHHA  JZOCTYNHOCTH  JUId
y6opku

175.1.

crennaxeii (kagpos)?

175.2.

cTen?

nyHKT 8 [IpaBun
XpaHEeHUs
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175.3.

mona?

176.

VcraHoBneHsl JM Yy cyOmekTa
obpaitieHus JIEKapCTBEHHBIX
CPEACTB CTE/LUTAXH IJIA XpaHECHUA
JIeKapCTBEHHBIX CPEACTB B
NOMEILEHHAX IIomwanso Gonee 10
m? criepyrommum o6pasom:

176.1.

paccTOsHUE 10 HApY>KHBIX CTEH - HE
meHee 0,6 M?

176.2.

paccTosHHE 0 TOTOJIKA - HE MEHee
0,5 m?

176.3.

paccTosHUe OT nona - He MeHee 0,25
M?

176.4.

TPOXOIbl MEXIY CTeJUIaXaMHu - He
menee 0,75 m?

myHKT 8 IlpaBrn
XpaHeHUS

177.

ITponymMepoBaHbI "
MpOMapKHpOBaHsl JH y CyOnekTa
ofpamenus JeKapCTBEHHBIX
CPEACTB  MNpEAHa3HA4YCHHBIE  UIA
XpaHeHUs JISKAPCTBEHHBIX CPENICTB:

177.1.

cTeuTaxu?

177.2.

mxadsi?

177.3.

MOJIKH B mikadax?

nyHKT 9 [TpaBun
XpaHEHHA

178.

ITpoMapkupoBaHbI
(npoHyMepoBaHbI) 1M y cybnpexTa
obpalleHns JIEKapCTBEHHBIX
CpelcTB MOIIOHS! (OATOBAPHHUKH),
NpefHa3HAYCHHbIE [UIsI XPaHCHHA
JIEKapCTBEHHbIX CPEACTB?

nyHKT 9 [IpaBun
XpaHeHust

179.

IMpukpermiena 5y CyObekTa
obpalienus JIeKapCTBEHHBIX
CPEACTB Ha cTe/maxax H mKkadax
CTeJUIaXKHas KapTa ¢ yKa3aHHeM:

179.1.

HAUMEHOBAHMIA JIEKapCTBEHHBIX
cpeAcTB?

179.2.

HoOMepa cepHuu?

179.3.

CpoKa rogHocTH?

179.4,

KOJTH4YCCTBa CAHHHALY XpaHeHHﬂ?

oyHKT 12 [Tpasun
XpaHeHus

180.

Hcnone3ytorcs s CyOBEKTOM
obpamieHus JIEKapCTBEHHBIX
CPencTB HH()OpMALHOHHBIE
TEXHOJIOTHM B LEJISX MAapKHPOBKH
(uyMmepanuu) crewiaxel, wkagos,

nyHkT 12 [Ipasun
XpaHeHuUA
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TOJIOK, NOJIOHOB
(moaToBapHUKOB)?

181.

Xpanarcs a4y cyObekrta
obpamenns JIEKapCTBEHHBIX
CpPEACTB JIEKapCTBEHHBIE MpenapaThi
BO BTOpUYHOH (MOTpeOUTENLCKOI)
YIaKOBKe, ¢dapManeBTHIECKHE
CyGCTaHIMH B ICPBUYHON YNIaKOBKE
3TUKeTKOH (MapKUPOBKOH) HapyxKy:

181.1.

B wkadax?

181.2.

Ha cTenaxax?

181.3.

Ha noJikax?

nyHKT 14 TlpaBun
XpaHeHHs

182.

OcHainedst 1My  cybbekra
obpamenus JIeKapCTBEHHBIX
CPEACTB NOMEIICHHA N XpaHEHHUA
JICKapCTBEHHBIX CpPEACTB,
Tpebyromux 3alMThHI oT
BO3ACHCTBHA TIOBBIINECHHOH
TEMIIEPaTypHI, XONOHIBHBIM
obopynoBaHHeM,
YKOMIUIEKTOBaHHBIM  IpuOOpaMH
IUIS H3MEPEHMA TeMIIEpaTypbi?

myHKT 15 ITpaBun
XpaHeHUs

183.

OcHameHsl 1M y  cybbekra
ofbparieHus NIeKapCTBEHHBIX
CpelCTB MOMEHIEHHS Ul XPaHEHHs
JIeKapCTBEHHbIX CpencTB
npubopaMu il v} H3MEpEeHHA
TeMAepaTyphl U BIAXHOCTH BO3yXa
B MeECTaX, MHOCTYNHBIX Ui
CUHTHIBAHHA yKa3aHHbIX
noxasaresei?

nyHKT 16 IIpaBun
XpaHeHHA

184.

Pasmemiatorcss M CyObekTOM
obpatnexus JIEKapCTBEHHBIX
CPeACTB B  NOMELICHMAX  A1d
XpaHEeHus JIeKapCTBEHHBIX CPEACTB
IUIOIA b0 6onee 10 M2
U3MEPHTENbHBIE YacTH NpHOOPOB
H3MEpEHHA TeMnepaTypsbl H
BJIQXXHOCTH BO3AyXa Ha PaCCTOSHHH
He MeHee 3 M OT fBepeil, OKOH H
OTOMHUTENbHBIX NPUGOPOB?

nyHKT 16 IIpaBun
XpaHeHHs

185.

Cobnmiofalorcas 1 cyOBeKTOM
obpareHus JIEKapCTBEHHBIX
CpeACTB TpeGoBaHms A
perucTpalHy MapamMeTpoB Bo3ayXa 2
paza B IeHb B XXypHaie (kapre)
PErrucTpalMy NapaMeTpoB BO3AyXa
Ha OyMaXXKHOM HOCHTEJle WIH B
3NIEKTPOHHOM BHJE?

nyHKT 17 [IpaBun
XpaHEHHA

186.

Xpanutes Juy  cybbekra

nyHKT 17 I1paBun
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1. 2. 3. 4. 5. 6.

obpaleHus JIEKapCTBEHHBIX XpaHeHus
cpeacts KypHai (xapta)
PEruCcTpaluM napamMeTpa BO3LyXa B
TEYEHHE YETHIPEX JIET, CICHYIOMHUX
3a TOXOM BEIEHHA KypHaia
(xapThi)?

Umerorcs sy  cyObekrta
obpameHus NeKapCTBEHHBIX
187. cpencte  Ha  mpHOOpH  ANA
perucTpauMy MapameTpoB BO3AyXa
JOOKYMEHTHI O cepTHduKanuu?

myHKT 17 ITpasun
XpaHEeHus

Hmetorcs 1y  cyObekta
oGpanieHus JICKapCTBEHHbBIX
188. cpencte  Ha  mpuGopel A
PETHCTpallii TapaMeTpoB BO3LyXa
IOKYMEHTHI 0 KainbpoBke?

myHkT 17 Tpasun
XpaHeHHs

Hmerorcs sy  cybmexra
obpamenua JICKaPCTBEHHBIX
cpeactB Ha  ApHOOpEL A
PErHCTpalii TapaMeTpoB BO3AyXa
189. NOKYMEHTH O  TOBepke B
COOTBETCTBMM ¢  PelepanbHbiM
3aKOHOM OT 26 moHd 2008 r. Ne 102-
©3 «O6 olecriedeHHH €IUHCTBA
m3Mepenuii»'?

myHKT 17 ITpaBun
XpaHEHHs

Ucrons3zytotcs . y cybbekra
o6pamenus JIeKapCTBEHHBIX
190. CPeACTB  ClEAyloIye  CIocoObl
CHCTEMATH3ALMM  JIEKapPCTBEHHBIX
[penaparop s BETEPHHAPHOIO
IIPHMEHEHUA:

190.1. |mo dapmakonorudeckuM rpynnam?

no crnocofy ApUMEHEHHA,
yKa3aHHOMY B MHCTPYKIUMAX HIH Ha
YTAaKOBKAX JIEKapCTBEHHBIX CPEACTB
(nanee - ynakoBka)?

nyHKT 11 IpaBin
XpaHeHHus

190.2.

110 afipecaM Ha3Ha4YeHus (Wid uenei
HanpaBJIeHHI KOHKpPETHOMY
190.3. |ropuauyeckoMy WIH (QUIHIECKOMY
JHILY, HHAMBHTYaTIbHOMY
npeanpUHUMaTeno)?

190.4. |B andasurHOM nopsaxe?

OcymecTBisieTcs J y cyObekra
obpameHus JieKapCTBEHHBIX
CPEACTB Y4YeT H CHCTEMAaTH3aLuA nyHKT 9 [paBun
NeKapCTBEHHBIX CpeICTB Ha XpaHEHHA
OyMaXHOM HOCHTENEe WIH B
ANEKTPOHHOM BHAE?

191.

1 CoBpannue 3akononaresnsctsa Poccuiickoit ®eneparun, 2008, Ne 26, ct. 3021; 2020, Ne 50, cr. 8074.
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2.

192.

OcylecTBiseTcd J1H y CyObekTa
obpaueHus JIeKapCTBEHHBIX
CPeICTB  yYeT  JIEKapCTBEHHBIX
CPENCTB, CPOK TOJHOCTH KOTOPBIX
COCTABJSIET MeHee OTHOW TpeTH OT
BCETO CpOKa TOAHOCTH, C YKa3aHHEM
HAaMMEHOBAHMS,  CEpHHU,  CPOKa
rOIHOCTH JIEKAPCTBEHHOTO CPEACTBA
C HCIIONIB30BAHUEM XKYPHATIOB YU€Ta
Ha OyMaXXHOM HOCHTENE  HIH
AHGOPMALIMOHHBIX TEXHOTOTHH?

myHKT 13 [IpaBut
XpaHEeHHA

193.

Xpamsitcda My  CyObekTa
ofpamieHUs JIEKapCTBEHHBIX
Cpe/CTB NIeKapCTBEHHbIE CPEICTBA C
HCTEKIIUM CPOKOM TFOIHOCTH, B
MOBPEKICHHO I YHaKOBKe,
Hel00pOKaYECTBEHHBIE,
danscnpUIEPOBaHHBIX WIH
KOHTpad)akTHEIE  JIEKapCTBEHHbIE
cpencTea:

193.1.

OTHENBHO OT JpYrHX  IpymIl
JIeKapCTBEHHBIX CPeacTB?

193.2.

B CHEIHAILHO BbIJICIICHHON 30HE?

193.3.

B OTAEJILHOM KoHTeliHepe?

193.4.

He GoJee 6 MecAueB?

nyHKT 19 [Tpasmin
XpaHeHMsA

194.

OcymecTaserca JH Yy cyObekTa
obpameHus JIEKapCTBEHHBIX
cpelcTB BiaxHad yOOpka mojna B
TOMEMIEHIAX ans XpaHEeHHUA
JIEKapCTBEHHBIX CPEICTB EXETHEBHO
B nHu paGoTel oOpraHuzaludM H
HHIVBHIYanbHOTO

npeanpHHUMaTena?

myHkKT 20 Ipasun
XpaHeHus

195.

OcyuiecTBisercs 1M y CyGbekra
obpammeHusa JIEKapCTBEHHBIX
cpeacTB BiaxHai ybopka MOJIOB,
mKapoB, CTENIAKEH B TOMEIICHUAX
IS XpaHeHWA  JICKapCTBEHHBIX
CpenCTB c HCNOJIb30BAHHEM
JNe3uHGUUUpYIOIMX CPENCTB  HE
pexe OITHOTO pa3a B HEIEN0?

nyHKT 20 ITpaBmn
XpaHeHAA

196.

OcyuecTBnserca nH y CyObekra
o0paieHus JIeKapCTBEHHBIX
CpEeACTB Ba)XHas y6opka
NOMeIeHHH U obopynosaHua AN
XpaHEHHs JIEKapCTBEHHBIX CPEACTB,
BKJIFOYAIOIAs MBITBE CTeH,
IIEPErOPOAOK, TOTOJKOB, MOJIOB,
TUIHHTYCOB, IMOJOKOHHHKOB, OKOH,
npepeil, wkadoB,  CTeJUIaKeH,
TMIOJIIOHOB, HOrpy304HBIX

nyHKT 20 IpaBun
XpaHEHHA
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YCTPOMCTB, €  HCMONb30BAHUEM
JNe3UHONLMPYIOIHX  CPENCTB  HE
peKe OOHOTO pa3a B rox?

197.

3anpeulaetcs JMy CyOBbekTa
oOpaiieHus JIEKapCTBEHHBIX
CPEACTB NOCTYI NOCTOPOHHMX JIULL K
MECTaM XpaHEeHHs JEKaPCTBEHHBIX
npenapartos?

myHKT 22 [Ipasun
XpaHeHHus

198.

Ocyuiectpiiserca JH y CyObekTa
obpainenus NeKapCTBEHHBIX
CpE/ICTB XpaHEHHE JIeKapCTBEHHBIX
CpeACTB, B MHCTPYKLHMAX WIM Ha
yMAaKoBKaX KOTOPHIX CONEPKHUTCA
uHOOpMalMA O HAIMYHH Y HHX
TOXXapPOB3PLIBOOTIACHBIX WA
TIOXAPOONAaCHBIX CBOICTB, B
COOTBETCTBHM C TpeGOBaHHAMH,
YCTaHOBJICHHBIMH
3aKOHOAATENLCTBOM  Poccuiickoi
@epcpanmu o TIOXKApHOM
6e3onacHoCTH?

myHkT 23 TIpaBun
XpaHeHus

199.

OcyniecTBiseTcss 1M y CyObekra
obparieHus JIeKapCTBEHHBIX
CpE/CTB XpaHEHHE JNEKAPCTBEHHBIX
CPEACTB, B HHCTPYKIHAX HIH Ha
yMaKOBKaX KOTOPHIX COAEPIKHUTCH
uH(opMalKA 0 HEOOXOTUMOCTH X
3alMTBl OT JEHCTBHMA CBETa B
OOMELICHHAX WIH  CIELHAILHO
000pyJ0BaHHBIX MECTax,
ofecrneunBalOMKUX  3a0IATy  OT
€CTECTBEHHOTO H HCKYCCTBEHHOTO
ocBeleHns?

nyHKT 24 IpaBun
XpaHEHHs

200.

OcyuiecTisercs M y cCyObexra
obpalueHHs JIeKapCTBEHHBIX
cpencts XpaHeHHe
¢apmaneBTHUCCKHX ~ CyOCTaHIHH,
TpeOyIomyX 3aMMTE OT AeHCTBHA
CBETa, B Tape M3 CBETO3ALIMTHBIX
MarepuaioB?

nyHKT 25 I1paBuin
XpaHCHHA

201.

OcymecTBisiercas i y CyObekra
obpamieHus JIeKapCTBEHHBIX
CpPEACTB XPaHECHHE JIEKApCTBEHHBIX
npenaparoB, TpeOYIOIIKX 3aIUUTHI
OT JIeliCTBHA CBETa, YNAKOBAHHBIX B
NepBUUHYIO " BTOPHUHYIO
(noTpebuTenbCcKyl0) YNMakoBKy, B
mwxadax WAM Ha CTeJUlaXaX NpH
YCIOBHM TpPHUHATHA  Mep A
NpenoTBpALCHU [OMajaHus Ha
yKa3zaHHbIE JIeKapCTBEHHBIE
npenaparsl IPAMOTO  CONHEYHOro
CBETA WIM HMHOTO HAMpaBjeHHOro
ceeta?

myHKT 26 ITpaswi
XpaHeHHA
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2.

3.

202,

OcywecTsnsercs a4 y cybbekra
obpateHus JIEKapCTBEHHBIX
CpPeAcCTB XPaHCHHE JIEKAPCTBEHHBIX
CPEeACTB, B MHCTPYKLUWSX HIH Ha
YIAaKOBKaX KOTOPBIX COAEPKHTCA
uHpopMams 0 HEOOXOAMMOCTH HX
3alMTEl OT BO3AEMCTBHMA BNard, B
COOTBETCTBHH c YCIOBHAMHU
XpaHeHU, npeAyCMOTPEHHBIMU
HHCTPYKIMAMH WIH YKa3aHHBIMH Ha
yN4KOBKax, B FEPMETHYHOH Tape M3
MaTepUalioB, HEMPOHHLAEMBIX LA
IapOB BOJBI WIH B CTEKISHHOH Tape
C FepMETHYHOM KphINIKOH?

nyHkT 27 [paBun
XpaHEeHHA

203.

Ocymectaisercd 1M y cy6nekra
obpamieHus JIEKapCTBEHHBIX

CPeACTB XPaHCHHC JICKAPCTBEHHBIX'

CPEeNCTB, B HMHCTPYKLWAX WM Ha
yMaKOBKaX KOTOPBIX COIEPKHTCA
AHdopMaLli 0 HEOOXOMMMOCTH HX
3aMATHl  OT YyNETYYMBAaHHI M
BBICHIXaHHS, B TEPMETHYHON Tape H3

HETPOHULAEMBIX il
yJIeTyqHBaIOIHXCSA BELIECTB
MaTepHaoB B COOTBETCTBHH C
YCIOBHAMH XpaHeHus,
NpeLyCMOTPEHHBIMH

HHCTPYKIMAMH IIH YKa3aHHBIMH Ha
yrnakoBKax?

nyHkT 28 ITpaBun
XpaHeHHA

204.

OcymecTBisercs N4 Yy CyObekTa
obpaineHus JIeKapCTBEHHBIX
CpEeAcTB XpaHEeHHUe
(dapMmalieBTHUECKHX CyOCTaHLMi, B
HHCTPYKIHAX WIH Ha YNakoBKax
KOTOPBIX COAEPKHUTCI HHGOPMALHs
O HAIMYHA B UX COCTaBe
KPUCTAJUTH3AUHOHHO!  BOMBL, B
MOMENIEHHH €  TEMIEpaTypoi
Bo3fyxa He Bbime +15 °C npwm
OTHOCHTEJIBHOM BIIAXKHOCTH BO3AYXa
50 - 65% (ecim wHOE HE

NpeLycCMOTPEHO HHCTPYKUMAMH K
HE YKa3aHO Ha yNaKoBKax)?

myHKT 29 TlpaBmin
XpaHEeHHA

205.

OcyuecTrisieTcds MM Yy cybnekra
obpainesus JIeKapCTBEHHBIX
CPEACTB XpaHeHHEe OHONOTMYECKHX
JIEKapCTBEHHBIX MPETNapaToB OHOrO
1 TOTO )K€ HAUMEHOBAHHA 110 CEPHAM
C YYETOM CPOKa HX TOJXHOCTH?

myHKT 30 IIpaBun
XpaHeHHA

206.

3anpemeso My  cyObekra
obpaueHus JIEKapCTBEHHbIX
CPEeACTB XpaHEHHE OHONOTHYECKHX
JICKapCTBEHHBIX ~ NPENapaToB  Ha
BHYTpEHHE#H CTOpOHE ABEPH
XONOAUIBHAKA?

myHKT 30 INpasun
XPaHCHUA
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2.

3.

207.

OcyuecTBiseTcs M y cyObekTa
oOpaieHust JIEKApCTBEHHBIX
CPEeICTB XpaHeHHE JICKapCTBEHHEBIX
fipenaparoB, B MHCTPYKLMAX WM Ha
yNaKOBKaX KOTOPBIX CONEPKHTCH
uHpopMamUs O TOM, HYTO OHH
npeJHa3sHayeHbl Uil JICYECHMS
MHPEKIMOHHBIX M TMApasUTapHBIX
Oone3Hel KUBOTHBIX, BbI3bIBAEMBIX
[IATOT€HHBIMH  MHKPOOPraHU3MaMu
u YCJIOBHO-TIATOT¢HHBIMH
MHKPOOPraHU3MaMH, B YIIAKOBKE
OpH KoMmHaTHOM Temmepatype (20
+/- 2 °C) (ecnu HHOE HE
MpeayCMOTPEHO UHCTPYKLMAMH HIIH
HEe YKa3aHo Ha yNaKoBKax)?

nyHKT 31 IpaBun
XpaHeHus

208.

OcywecTBiseTca M y cyOBekra
obpaweHus JICKapCTBEHHBIX
CPEACTB XPaHCHHWE JIEKapPCTBEHHBIX
IpenapaToB, MOJYYCHHbIX H3 KPOBH,
TUTa3MBl KPOBH, U3 OPraHOB, TKaHeH
opraHu3Ma qeNoBeKa Win
KHBOTHOTO, B 3aIUUIIEHHOM OT
cBeTa, CYXOM  MecTe  IIpH
teMmmeparype ot 0 mo +15 °C (eciu
HHOE HE IPEAYCMOTPEHO
HHCTPYKIMAMH WM He YKa3aHO Ha
ynaxKoBKax)?

myHKT 32 TpaBun
XpaHeHus

209.

OcymectBnseTcs aM y cybnekra
obpalteHus JIeKapCTBEHHBIX
CPEICTB XpaHEHHE JIEKAPCTBEHHBIX
IpenapaToB, B MHCTPYKLWAX MIIM HA
YNaKOBKaX KOTOPHIX COREPKUTCA
uHpopMamus O HAIMYMM B MX
COCTaBE Macell WIM )KHPOB, IIpH
TeMmIieparype ot +4 1o +12 °C (ecnu
HHOE He TIpeyCMOTPEHO
HUHCTPYKIMAMH WIH HE YKa3aHO Ha
yNaKoBKax)?

oyHKT 33 [paBun
XpaHeHHA

210.

OcymiecTBaseTca NH y cyObekTa
obpaiLieHus JIEKapCTBEHHBIX
CPeCTB XpaHEHHE JEKAPCTBEHHBIX
CPeNCTB, B HHCTPYKLHMAX HIM Ha
YNAKOBKaX KOTOPBIX CONEPXKHUTCA
uHopManms 0 HEOOXOAMMOCTH HMX
3allMTBl OT BO3JCHCTBHA Ira3oB,
HAXOOAIMMXCA B  OKPYXKAIOIICH
cpele, B TEPMETHYECKH 3aKpHITOM
Tape u3 MAaTepHaJIoB,
HEMPOHHLIAEMBIX AjiA ra3oB?

nyHKT 34 ITpasun
XpaHEHHs

211.

Ocywectpisercs Ju y CyObekra
obpamenns JIEKapCTBEHHbIX
CPEACTB XpaHEHHE JICKAPCTBEHHBIX
CPEACTB C 3a1axoM, KOTOPBIH MOXeT
HOBJTHATH Ha BO3MOXHOCTb

nyHKT 35 ITpaBuin
XpaHeHUs
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2.

NpUMEHeHHS Y Pa3MYHbIX BMJIOB
*KMBOTHBIX, B repPMETUYECKH
3aKpBITOM Tape paslieNnbHo Mo
HaUuMEHOBAHHAM?

212.

OcyuiecTBisiercd 1d y cyObekTa
ofbparieHns JIeKapCTBEHHBIX
CPENCTB XpaHEHHE JIEKAPCTBEHHOTO
PaCTHTENBHOTO CHIpbS
(npenBapHTENEHO BRICYIIEHHOE) B
CYXOM, XODOHIO BEHTHJIHDYEMOM
MOMEIICHHH B  TepPMETHYECKH
3aKpbITO# Tape?

myHKT 36 ITpaBun
XpaHeHUsA

213.

OcymiecTBisieTcs 1My cyOpexTa
obpareHus JIEKapCTBEHHBIX
CPEICTB XpaHEHHE TEeKApCTBEHHOro
PacTUTENIbHOTO ChIPbA, COAEPIKaIIee
s¢upHBIE Macia, B OTACIBHOH
repMeTHIECKH 3aKphITOH Tape?

myHKT 37 [paBun
XpaHeHHA

214.

iy cyObekra

JIEKapCTBEHHBIX

JIEKapCTBEHHOE
pacTuTeNBHOE ChIpBE
NEPHOAMYECKOMY  KOHTPOMO B
dopme OLIEHKH o
OpTaHONEeNTHYECKUM NOKa3aTeIAM?

IMonsepraercs
ofpameHns
CPEACTB

nyHkT 38 TIpaBun
XpaHEeHHA

215.

OcymectBiseTca JH y CyObexra
obpaleHus JIEKapPCTBEHHBIX
CpelCTB  XpaHEHHE  €MKOCTeH
obbeMoM Oonee 5 JIMIPOB ¢
JIETKOBOCIUIAMEHAIOLIMMHACS "
JerKOTOPIOYHMH  JI€KapCTBCHHBIMH
CpeACTBaMH Ha IOJIKaX CTesuiaxei B
OIMH PAA MO0 BBICOTE?

myHKT 40 [IpaBun
XpaHEHUs

216.

OcyumectBisercs nu y cybbekra
obpameHus JIEKapCTBEHHBIX
cpeacTB XpaHeHMe OyTbuled ¢
JIETKOBOCIUIAMEHAIOIMMHCS 71
JETKOTOPIOYMMH  JIEKapCTBEHHBIMH
CpenCcTBAMH B Tape,
TIpEAOXpaHsIoICH OT yAapoB WIH
ONpOKHUABIBAHUA, B ONHH psin?

nyHKT 41 IlpaBun
XpaHEHHUA

217.

Homyckaerca Ju y cyOBbekra
obpalueHHs JIEKApCTBEHHBIX
CpEICTB XpaHeHHe
JIETKOBOCIIIAMEHAIOLLIXCA Hu
JIETKOTOPIOYUX JIEKapCTBEHHBIX
CPEACTB B MOJHOCTBIO 3aNOJTHEHHOM
Tape?

myHKT 42 ITpaBui
XpaHEeHUs

218.

OcywecTisgeTcs JH y cCyObekTa
obpaiueHus JIEKapCTBEHHBIX
CpeaCTB XpaHEHHE CHHPTOB B
obbeme OGonee S5 JHTpOB B

nyHKT 42 [Tpasun
XpaHeHHA
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METALTHUECKHX eMKOCTSX,
3anoHIeMbIX He 6onee yeM Ha 75%
o0bema?

219.

Jonyckaercss Jm y cyObekTa
obpameHus JIEKapCTBEHHBIX
CPENCTB  COBMECTHOE  XPaHCHHE
JIETKOBOCTUIaMEHAIOIUXCA
JIeKapCTBEHHBIX CPenCTB c
MUHEPATLHBIMA KHCJIOTaMH,
CKATBIMH H CXKIDKEHHBIMHU a3aMu,
JIErKOTOPIOYHMH BEIIECTBAMH,
EN0YaMHy, a TaKKe c
HEOpraHMIeCKUMHA COJISIMH,
KOTOpble  MpPH  KOHTakTe C
OpraHHYEeCKHMH BeIIeCTBaMHU
06pa3yioT B3pEIBOONACHBIE cMecH?

myHKT 43 IlpaBun
XpaHeHus

220.

OcymecTBnseTcs JiM y CyObeKTa
oOpameHus JIeKapCTBEHHBIX
CpeAcTB XpaHeHMe 3¢upa i
Hapko3a B TNOMCHIEHMH  C
TeMIepaTypoli BO3IyXa HE BBHINIE
+15 °C B 3aiIMIIEHHOM OT CBETa
MecTe Ha PacCTOAHHMH He MeHee 1 M
OT OTONHUTENBHBIX NPHOOPOB?

myHKT 44 Ipasun
XpaHeHWs

221.

OcymecTBusercs JH y CyOBeKTa
obpamenus JIEKapCTBEHHBIX
CpelCTB XpaHEHNE HAPKOTHIECKHX H
MICHXOTPOIHBIX NeKapCTBEHHBIX
CpeJICTB OTAENBHO OT APYFUX IPYyM
JeKapCTBEHHBIX CpenCTB B
OpraHMsalMsix B H30IHPOBAHHBIX
HIOMELICHMIX, CTIELAAILHO
060pyIOBaHHBIX HHXEHEPHBIMH H
TEXHHUYECKAMH cpeacTBaMu
OXpaHbl, H B Me€CTaX BPEMCHHOro
XpaHeHUs c cobiofeHueM
TpeGoBanuii, YCTaHOBJIEHHBIX
npaBHIaMH XpaHeHUs
HapKOTHYECKUX cpencTs,
IICUXOTPOMHBIX BeIECT8 H MX

peKypcopoB?

myHKT 48 Tlpasun
XpaHEeHHs

222,

OcyuiecTBisercs 1M Yy CyObekTa
obpaitieHus JIEKApCTBEHHBIX
CpeACTB XpaHeHHe
CHNBHOACHCTBYIOIMX H SIOBHMTHIX
JeKapCTBEHHBIX CPEeACTB B
creuranbHo 06opynoBaHHBIX
NOMELICHUAX, OCHALEHHBIX
HHXEHEPHLIMH H  TeXHWYECKMMHM
CPEeACTBAMH OXpaHbl OOBEKTOB M
TOMEUIEeHUIA, MpeAHa3HAYCHHBIX IS
XpaHeHHs CIJIBHONCHCTBYIOUIMX H
SZIOBHTBIX JIEKAPCTBEHHBIX CPEACTB?

nyHkT 50 [IpaBun
XpaHEeHUA

223,

OcymecTeisercs ad y cybnekra

myHKT 55 IlpaBun
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1. 2. 3. 4.

obpalteHns JleKapCTBEHHBIX XpaHeHUs
CpencTs XpaHEeHHE
CWIbHOAECUCTBYIOIIMX M SIOBUTHIX
JIEKapCTBEHHbBIX CpeacTB B
KpymHOrabapuTHOH Tape B
MOMEMEHUSAX, 000py10BaHHBIX
TIPUTOYHO-BBITA)KHON BEHTHIALHEH,
NEpBUYHBIMU CpeACTBaMH
TIOXKAPOTYIICHHA ¥ CHTHAJIM3AINH?

myHKT 48 [paBun

OcyuiecTBiseTcs JM cyObekTa
yu y oy XpaHCHUA

o0pameHus1 JIEKapCTBEHHBIX
224. CPEACTB XpaHCHHE HAPKOTHYECKHX H
IICUXOTPOIHBIX JIEKapCTBEHHBIX
CPEeACTB:

OTAENLHO OT JpYTHX  rpynn

2241, ,
JICKapCTBCHHBIX CPEACTB !

224.2. |B ¥30JMPOBAHHBIX IIOMEIEHMAX?

B MOMEIEHHAX,  CHEIMAIbHO
000pyIOBaHHBIX HMHXEHEPHBIMH M
TEXHHYECKUMH cpeacTBaMu
OXpaHbl?

224.3.

B MECTaX BPEMEHHOTO XPaHEHHd, C
cobmozneHneM yCJIOBHIA,
YCTAHOBJICHHBIX IMpaBunamu
XpaHeHHs HApPKOTHUECKHUX,
224.4. |nCHXOTPONHBIX BemECTB W HX
HIPEKYPCOPOB, YTBEPXAEHHBIX
noctaHoBiaenneM [IpaButenncTea
Poccuiickoit Oenepauuu oT
30 anpens 2022 r. Ne 809'2

ryHKT 50 ITpaBun

OcylmecTBIsgETCA JIH cyOBekTa
Y y oy XpaHeHus

obpareHus JIEKapCTBEHHBIX
225. CPEACTB XpaHeHne
CHWIBHONEUCTBYIOIMX H ANOBHTHIX
JIEKapPCTBEHHBIX CPEACTB:

B CIEeHHalbHO  060pYIOBaHHBIX
NoMemeHuIX?

225.1.

B TOMELICHUAX, OCHAIICHHBIX
UIDKEHEPHBIMH M TEXHMYECKHMH
CpPeACcTBaMU OXpaHbl OOBEKTOB H
HOMEILEHHMH, TpeTHa3HA4YEeHHBIX LIS
XpaHeHus CHIbHOAEHCTBYIOHIMX H
ANOBUTHIX JIEKAPCTBEHHBIX CPEACTB?

225.2.

Cobarogarotcss oMy cybwekra
226. obpawmesus JIEKaPCTBEHHBIX
CPEeACTB MEpBI NPEAOCTOPOXKHOCTH

nyHKT 51 IIpaBua
XpaHEHHA

12 Cobpanue 3akononarenncTa Poccuiickoit ®enepauun, 2022, Ne 19, cr. 3224.
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npu XpaHeHHH
CHIBHOAEHCTBYIOWNX M SAOBHTBIX
JIEKapCTBEHHBIX CpEACTB,
yKa3aHHble B HHCTPYKLUAX H Ha
ynakoBkax?

227.

OcymiecTBnsieTcas Ju y cybbekra
obpatueHus JIEKapCTBEHHBIX
CpeacTB  XpaHEHHE  SANOBHTBIX
NIeKapCTBEHHbIX CpeIcTB B
OTAENBHOM [IOMELICHHH?

myHKT 52 [IpaBun
XpaHCHHA

228.

OcyuiecTBiseTca NH y cyObekTa
obparieHus JIEKapCTBEHHBIX
CpencTB XpaHeH#e
CHJIbHOJICHCTBYIOLIMX
JIEKapCTBEHHBIX CpencTs B
OTHeNbHBIX IIKadax, OCHAIICHHBIX
3aIIOpHBIMH yCTPOIHCTBaMH, B OTHOM
NOMEmEHHH ¢  JOpyruMH  (He
CHILHOAEHCTBYIOIIHMH)
JIEKapPCTBEHHBIMH CPeICTBAMHU?

myHKT 53 IlpaBun
XpaHCHHA

229.

| nexapcTBEHHBIX

Ocymecrsiusgercs JH y cyOpekra
obpatneHus JIEKapCTBEHHBIX
CpeacTB XpaHeHHe
CHJILHOACHCTBYIOMMX U SAOBHTHIX
CPEACTB B
CrielHATBLHO BHIJCTICHHBIX I 3TOH
LEJH:

229.1.

ceiidax?

229.2.

META/UIHYECKUX  WiIH  OOHTBIX
XKeNie30M HepeBIHHBIX MKadax?

229.3.

AIAKAX [OJ 3aMKOM?

nyHKT 54 [TpaBua
XpaHeHusA

230.

HMeeTca nM Ha BHEHIHEH CTOpPOHE
asepu ceiida (mkada, AMMKa) LA
XpaHeHHs  CHIbHOACHCTBYIOIIUX
JICKApCTBEHHBIX CPEACTB HANIHCH
«CHIBHOAEHCTBYIOMHE
JIeKapCTBEHHBbIE CPEACTBa»?

myHKT 54 [TpaBmt
XpaHeHHUs

231.

HMeerca N4 Ha BHYTPEHHE CTOPOHE
neepu  ceiiba (mxada, sAmmKa)
TIPUKPETUICHHBIH CHHCOK
XpaHAMMXCA B HEM
CIJILHOJEHCTBYIOIHUX
JIEKAPCTBEHHBIX CPENCTB?

myHKT 54 [Ipasmi
XpaHeHHs

232.

Wmeercsa a1 Ha BHeLIHel CTOpOHE
neepH ceiida- (wkada, smuka) wis
XpaHEeHHA ANOBHTBIX
JIEKapCTBEHHBIX CPEACTB HAANHCh
«lpoBuThIE JIeKapCTBEHHBIE
cpencTea»?

myHKT 54 TTpaBun
XpaHeHHA
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2.

233.

HMeeTca 11 Ha BHYTPEHHEH CTOPOHE
nsepu  ceiipa (wkada, AHKa)
NPHKPEIUICHHbIH CIUCOK
XpaHwillMXcs B HEM  AJOBHTHIX
NeKapCTBEHHBIX CPeaCTB?

nyHKT 54 [TpaBun
XpaHECHHs

234.

OcymiecTaisieTcs 1My cyObekra
oOpatLeHus JIeKapCTBEHHbIX
cpeacTs XpaHeHHe
CHILHOACHUCTBYIOWIHUX Y AAOBHUTHIX
JI€KapCTBEHHBIX cpeacTs B
KpynHorabapuTHo#i Tape:

234.1.

B TIOMEMEHUsX, 00OpYNOBaHHBIX
TIPUTOYHO-BBITSDKHOM
BEHTHIALME?

2342

B TOMEIIECHUAX, OGOPYAOBaHHBIX
CPEACTBAMH MOXaPOTYIICHHA?

2343.

B TMOMEHICHUAX,
cur"anmsanueii?

06opyIOBaHHBIX

myHKT 55 [MpaBun
XpaHeHHUs

235.

OcymecTBiseTcds aM y cybbekra
obpareHua JIEKapCTBEHHBIX
CPEACTB XpaHCHHE
CHIIBHOZICHCTBYIOIMNX M SAOBHTBIX
JIEKapCTBEHHBIX CPEJCTB pa3lenbHO
N0 IpymiaM Ha OTACNIBHBIX MOAKAX
mkados (celidoB) B 3a8BUCHMOCTH OT
cnoco6a ux mpUMeHeHuA?

myHKT 56 Ipasmn
XpaHeHus

236.

anupaioTcs JHM Yy  cyObekTa
obpariieHu JIeKapCTBEHHBIX
CPEACTB OTBETCTBEHHBIM  JIMHOM
nocne okoH4aHuA pabouero NAHA Ha
samok mKadel, celidpl, AMMKH H
TIOMELIeHHs, B KOTOPBIX XPAHATCA
AJIOBHUTHIE JIEKapCTBEHHbIE
cpeacrea?

nyHKT 57 [pasun
XpaHEHUs

237.

Ocymectuserca Ju y cyObekra
o0paineHus JIEKapCTBEHHBIX
CpeAcTB oreuaThIBaHHE U
WIOMOUPOBaHHE  OTBETCTBEHHBIM
JuuoM mkados, cefidos, ANUKOB H
HOMELICHHH, B KOTOPHIX XPaHATCH
SAOBHTHIE JIeKapCTBEHHBIE
cpexnctea?

myHKT 57 Ipasun
XpaHeHHUs

238.

XpaHATCS M KIIOYH, TNIOMOUp i
onevyaThiBaHWA, IUIOMOHpaTtop Yy
JIMLIA, OTBETCTBEHHOTO 3@ XPaHEHHE,
yder H OTITyCK
CWILHOEHCTBYIOMMX H SZOBHTHIX
JeKapCTBEHHBIX CPEACTB?

myHKT 57 ITpaBun
XpaHeHus

239.

Umeercs aH y cy6bekTa oOpanieHus
JIEKAPCTBEHHBIX CPEACTB JAOKYMEHT

nyHKT 58 [Tpasun
XpaHeHus
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1. 2. 3.

0 TNopsiKe AOCTYNa B NOMEILCHUA
st XpaHEeHHs
CUNbHONCHCTBYIOMUX U SXOBHTHIX
BELIECTB  TOJBKO  JUIA  JIHMIA,
OTBETCTBEHHOTO 32 XpaHEHHUE, y4eT
M OTIYCK CHJIbHOACHCTBYIOIMX H
SZIOBUTBIX JIEKAPCTBEHHBIX CPEACTB,
M JUIA  JIKL, HEeTNOCPEICTBEHHO
paboTarimux ¢ HUMH?

TMoamyucy KOHKHOCTHBIX JIHL

(momnucs)  (pacmnpoOBKa MOANKCH)

(noanucs) (pacmmppoBKa OATIHCH)




