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MARKCTERPCTBO rocmna soccifickol SETEPAIH
JAPETHCTPHUPOBAHO
Perucrpaumonnsii N &ZZZ
or Q& za.

MHHHCTEPCTBO CEJIbCKOT'O XO3SIICTBA
POCCHICKO ®EJIEPALIAN

®EJEPAJIBHAS CIYXBA ITO BETEPHHAPHOMY
A PUTOCAHUTAPHOMY HAJI30PY
(PocceanX03HaA30p)

IIPUKA3

Z

or 10 aBrycra Q022 roima 1198

MockBa

06 yrBepkaeHuH (OPMEI OLIEHOYHOTO JIHCTA, COAEPKALIETO CITHCOK
KOHTPOJIbHBIX BOIPOCOB, OTBEThI HA KOTOPbIE J0JKHbI CBHAETEIHCTBOBATE O
COOTBETCTBHH COHCKATEJIS JIHI[EH3HH, JHIEH3HATA JHIEH3HOHHBIM
Tpe6GoBaHHUAM, HPeIbABJIseMbIM IPH OCYIIECTBICHHH dapmaneBTHYECKOI
AeATeIbHOCTH B cdepe oOGpamieHHs JEKAPCTBEHHBIX CPEACTB A1
BETEePHHAPHOIO NPHMEHEHHsI

B cooTBeTcTBMM ¢ uacThio 8 crateu 19.1 @epepanbHOrO 3aKOHA
ot 4 Mast 2011 1. Ne 99-03 «O nuneH3upOoBaHUH OTACIBHBIX BUI0B ACATCIBHOCTI
(CobpaHue 3aKOHOAATEIIBCTBA Poccuiickoii Penepanun, 2011, Ne 19, cr. 2716;
2021, Ne 24, c1. 4188), moanmynkroM 5.2.(1).5 mynkra 5 I1osoxeHHs 0 ®denepanbHOU
cnyx6e IO BeTeprHapHOMY M (UTOCAHUTapPHOMY HA[30pY, YTBEPAACHHOTO
noctanosienreM IlpaButenscta Poccuiickoit ®epepauun oT 30 HIOHS 2004 r.
Ne 327 (Poccmiickas razera, 2004, Ne 150; CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoii ®enepauun, 2006, Ne 52, cr. 5587), U TOAIYHKTOM «B» IyHKTa 3
IMonoxenus 0  JIMIEH3WpPOBaHUU dapMalieBTUIECKOH  JIeATeTBHOCTH,
yTBEpJEHHOTO TOCTaHOBIeHUEM IIpaBHUTENBCTBA Poccuiickoii ®engepanuu OT
31 mapra 2022 1. Ne 547 (Cobpanue 3aKOHOATENBCTBA Poccuiickoii Denepanum,
2022, Ne 15, ¢1.2469), nipu K a3 bl Balo:

1. YrBepauth GopMy OLEHOYHOTO JIMCTA, COASPKAIIEro CIIUCOK KOHTPOIBHBIX
BOIPOCOB, OTBEThI HA KOTOPBIE JOJDKHBI CBHACTENBCTBOBaTh O COOTBETCTBHH
COHCKATEs JIALIEH3HH, JIMILIEH3HhaTa JIALEH3UOHHBIM TpeOOBaHHAM,
IpeqbABIAEMBIM MIPH OCYLIECTBICHUH dapMalieBTU4eCKOH JEATEIbHOCTH B chepe
o6panieHus JIEKapCTBEHHBIX CPEICTB Il BETEPHHAPHOrO NPHMEHEHHUS COTJIACHO
IPHJIOKEHUIO K HACTOSIIEMY IPHKa3y.




2. IlpusHate  yTpaTMBIIMM  CWiIy  npuka3  Poccensxo3Haazopa
oT 22 ¢espansa 2022 r. Ne 275 «O6 yrBepxaeHuH (GOPMBI OLIEHOYHOTO JIHCTA,
COEPIKAIET0 CIUCOK KOHTPOIBHBIX BOIPOCOB, OTBETHI Ha KOTOpBIE JIOJDKHBI
CBUJIECTENILCTBOBATh O COOTBETCTBHHM COMCKATels JIAIEH3WH, JIMIEH3HMaTa
JMULEH3UOHHBIM  TpeOOBaHMSAM, TPEIBABIAEMBIM INPH  OCYIIECTBICHUH
bapManeBTUIECKOH IEATENHHOCTH B cepe oOpallleHHs JIeKapCTBEHHBIX CPEICTB
Il BETEpUHAPHOrO TNpHMEHeHUs» (3aperucTpupoBaH Munioctom Poccrn
ot 25 denpans 2022 r., peructpanuoHHbIi Ne 67478).

3. KoHTponb 3a HCHOJHEHHEM HACTOSILETO IpHKa3a BO3JIOXKUTH Ha
3amectutens PykoBogurens Poccenbxo3nanzopa K.A. CaBeHkoBa.

PyxoBogutens C.A. laakBepT



YTBepxaeHa

npukazoM PexnepanbHON
CIyOBbI 110 BETEPUHAPHOMY

U PUTOCAHUTAPHOMY HAA30PY
ot 11 aBrycra 2022 r. No 1198

®opma

®EJIEPAJIBHAS CIIYXBA ITO BETEPHUHAPHOMY
U ®UTOCAHUTAPHOMY HAJI30PY

(HaUMEeHOBaHKe TEPPUTOPHANBHOTO opraHa PesepanbHOH €y kOBl
TI0 BeTEPHHAPHOMY H (PHTOCAHUTAPHOMY Hax30py (B CIIydae NPOBENEHHs OLEHKH TEPPUTOPHAIBHBIM OPraHOM)

OLIEHOYHBIN JIUCT,
conepx(amnﬁ CITHCOK KOHTpOIIBHBIX BOHpOCOB, OTBCTHI HA KOTOpHC JOJIXKHBI CBUACTCIIBCTBOBATD
O COOTBETCTBUU COUCKATEIA JTUIICH3NH, JIMIIEH3HAaTa JTHICH3UOHHBIM TpCGOBaHI/IﬂM,
NMpPeaBIBIIEMBIM IIPH OCYIICCTBICHUHI dapManeBTHUECKOI IEATENLHOCTH B cdhepe
oOpalleHus JIEKAPCTBEHHBIX CPEJICTB JUIsl BETCPUHAPHOTO IIPUMEHCHUA

Ne « » 20 r.

npuka3 PoccenpxosHanzopa ot Ne
(PeKBU3UTHI HOPMATHBHOTO TPABOBOTO aKTa 00 YTBEPKAEHHH POPMBI OLEHOYHOTO JIHCTA)

Ha ocHoBanum 3asdBjieHHUS O HPEIOCTABJICHHH JIMICH3UU (O BHECEHHM CBEICHUN B peecTIp

JHIIEH3MI) OT «__ » 20 r. Ne , IOCTYIHBIIETO
OT COUCKATeIIs JTULICH3MHI/ TMIEH3HaTa (HyXXHOE OTYEPKHYTh),
o pereHuio Poccenbxo3Hanzopa oT « » 20 r. Ne
JOJDKHOCTHBIM JIHIIOM (JOJDKHOCTHBIMHU JIHIIAMH):

1.

2.

((l)aMI/IJ'[I/Iﬂ, M, OTYECTBO (HpI/I HaJ'IPI‘II/II/I) Jidla, NPOBOANBHICTO OLICHKY H 3alIOJIHCHUC OHCHOYHOTO JII/ICTa)

B IIPUCYTCTBHH CIACAYIOMHX JIHIL

(pammas, ¥Ms, 0TYeCTBO (PH HANTHYHM), JODKHOCT NIPEACTABUTEIS FOPHANUECKOTO JIHLIA, PEKBU3UTHI
JIOKyMEHTa, TIOATBEP K AAIOLIETO TOTHOMOYHS NPEICTABUTEIIS)

NpoBE/ieHa OLIEHKa COOTBETCTBHA JIMIEH3HOHHBIM TpeGoBaHuAM', TpPEABSBIIEMBIM IIPH
OCYIIECTBICHHH (hapMaLleBTHYECKOH NeATEILHOCTH B chepe 00palieHus IeKapCTBEHHBIX CPEJICTB
JJIs BETEPHHAPHOTO IPHMEHEHHS,

1Yacrp 3 cratsi 19.1 GenepansHoro 3akoHa oT 4 Mad 2011 r. Ne 99-@3 «O JMLeH3APOBAHUH OTACNBHbIX BUOB
nestenbHOCTHY (Cobpanue 3akoHoaTenbCcTBa Poccuiickoit ®enepary, 2011, Ne 19, ct. 2716; 2021, Ne 24, cT.
4188) (nanee - Genepanshblii 3akoH Ne 99-D3).
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€ B QopMe BHIE3THOMN OIIEHKH B JUCTAHIHOHHOM (hopMaTe ¢ MpUMEHEHHEM POTOCHEMKH H
(unM) BUACO3AMNCH;

€ B ¢opme BbIe3THO# OrIeHKH 6€3 (POTOCHEMKH H (MIIH) BUACO3AIIUCH;

€ B (opMe BbIE3THOM OLICHKH ¢ BeeHHEM (OTOCHEMKH U (HIIM) BHICO3AMUCH (MaTEPHAIIbI
TPUJIAraloTcs K aKTy).

CIIEIYIOIET0 COMCKATEIS JINIIEH3UU (JIUIICH3HATa):

(1oNHOE HAMMEHOBAHKE FOPUIMYECKOro JIHNA/paMUNKA, UMS, 0TYECTBO (IIPH HAJIMYUHK) HHIUBUIYABHOTO
NpeAIPUHHMATENSA)

(VHH/OT'PH (O PUIT)

(ampec B mpefieNax MecTa HaXOXAEHUs IOPHAMIECKOTO JHIA (ero GUIHANOB, NPEACTABATENLCTB, 000COOICHHBIX
CTPYKTYDHBIX [O/pa3eNennit)/afpec PeruCTPaLyH [0 MECTY JKHTENECTBA HHAMBU/YAILHOTO MPeANPUHAMATEIS)

(HoMep Tene(oHa, aIpec SIEKTPOHHON NOYTH (IPH HATHYHH) IOPHIMYECKOro THLQA/MHAMBUIY AJIBHOTO
Mpe ANPHHUMATENA)

110 ajipecy MecTa (MECT) OCYIIECTBIICHHS JIMLECH3UPYEMOTo BHIa NEATETBHOCTH:

(MeCTO nponenemm OLICHKH COOTBETCTBUSA COMCKATEJIA JIMLICH3UH, TULICH3NATa JTUICH3HOHHBIM TpCﬁOBaHI/IﬂM C
3aMOJJHCHHEM OLCHOYHOIO .]'IHCTa)

BH/(B! pabOT, COCTABISIONIHE THIEH3HPYEMBIH BUI AESTENbHOCTH :

Coucok KOHTPOJIBHBIX BOIIPOCOB, OTBETBI Ha KOTOPBIC JAOJLKHBI CBUICTECIIBCTBOBATh O
COOTBETCTBHH COHUCKATEIS JIMICH3UH, JTHICH3AATA JIMIICH3MOHHbIM TpeﬁOBaHI/ISIM42

Ne n/n KoHTpoNbHbIE BOIIPOCHI, PexBu3uTHI OTBeTbl Ha BONPOCHI,
OTpaxaroLINe COAEePKaHUE HOPMAaTHBHBIX OTpaXXaloIKe COAePIKaHHE
JIMLEH3HOHHBIX TpeOOBaHuii MpPaBOBBIX AKTOB € JTULIEH3UOHHBIX TpeOoBaHuMH
yKa3aHHEM
CTPYKTYPHBIX SIVHHL,
KOTOPBIMH

«aa» «HET» | «HCIPH | «IpUM
MCHHM | CHaHUE
o» »

YCTaHOBJIEHBI
JIMLEH3HOHHBIE
TpeboBaHMA

2 Tlynkr 8 cratsu 3 @enepanbHoro 3akoHa Ne 99-@3.

3 INepeueHn BHIMONHAEMBIX PaGOT, OKa3bIBAEMBIX YCIIYT, COCTABIIAIOWMX (HapMaLieBTHIECKYIO AEATENLHOCTD B cepe
00palleHns JIEKAPCTBEHHBIX CPEACTB JUIA BETEPHHAPHOTO TPHMEHEHHs, COJEPKAIMACA B MPUIOKEHHH
Kk TloNoXeHMIO © JHMIEH3HpOBaHMH (PapMaleBTUIECKOH IEATENBHOCTH, YTBEPXKACHHOMY MOCTAHOBJICHUEM
Ipasurensctsa Poccuiickoii ®enepauuy ot 31 mapra 2022 Ne 547 (CoGpanue 3aKOHOAATENLCTBA Poccuiickoit
®enepamn, 2022, Ne 15, c1. 2469) (manee - Tonoxenue). Cpok AeHcTBUA TOKyMEHTa OrpaHHteH 10 1 ceHTAOps
2028 r.

4 ITynxr 3 crathu 8 @eaepansuoro 3akoHa Ne 99-03 u nyHKTHI 4 u 6 [TosoxeHnA.




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

HiMeroTes Jin y COMCKaTesIsl AULICH3HH
1o MeECTy OCYILIECTRICHHSA
(hapMaleBTHYECKOH  JEATENLHOCTH,
WHAIeKAILE € Ha aBe
mp My m [MoanyHKTeI «6», €T,
COOCTBEHHOCTH HIM HA  HMHOM
1. «I», «ey MyHKTa 4
33aKOHHOM OCHOBaHMH,

[Monoxenus
peIyCMaTPHBAOLLIEM npaBo
BJIaJICHHA M IpaBo MOJb30BAHUS, H
HEOOXOOUMBbIE 11 BBINOIHEHHA
3asBJIAEMBIX paboT:

APOU3BOJACTBCHHBIA OOBEKT  HIH
OOBEKTHI:

1.1.

1.1.1. |nomewenua?

1.1.2. [3nanmna?

1.1.3. |coopyxerua?

1.2. oGopynosanue?

COOTBETCTBYIOT JIM Y COHCKaTens
JHIEH3MH TPeOOBaHUAM CTaThH 54
DenepanbHOro 3aKOHa or
12 anpena 2010 r. «O6 obpaiennu
JIEKapCTBEHHBIX CPEACTBY» (Haiee —
®enepancueiii 3akoH Ne 61-03), -
Uit opraau3ailuii ONTOBOM
TOPrOBIH JIeKapCTBEHHBIMH
CpeACTBaMH AN BETEPHHAPHOTO
[IPHMEHEHH:

TMoarmyHKT «6» MyHKTa

NpOM3BOACTBEHHbIE OOBEKT WA 4 lonoxeHus

OOBEKTHI:

2.1.

2.1.1. |nomerenun?

2.1.2. {3nauua?

2.1.3. |coopyxenus?

2.2, oGopynoBanue?

COOTBETICTRYIOT JI1 Y COMCKaTens
nuuensun  TpebopamisiM  Ilpasun
XpaHEeHHUsI JIeKapCTBEHHBIX CPEACTB
3. JUIA  BEeTEpUHAPHOTO  INPHMEHEHWS,
YTBEPKIEHHBIX MPUKa30M
Muncenbxo3a Poccrmm ot 29.07.2020
Ne 4268 (nanee — [Tpasiuta XpaHeH¥s):

TToAmyHKTBI «O», «I»,
«I» U «e» MyHKTa 4
[Tonoxenus

IPOM3BOACTBEHHBIE OOBEKT  HIM
OOBEKTHI:

3.1.

5 Co6panue 3akoHofaTenbcTBa Pocculickoi Menepalmi, 2010, Ne 16, ct. 1815; 2022, No 13, cT. 1953.
¢ 3apernctpuposan Musioctom Pocchu 29 oxta6ps 2020 r., perncTpallOHHbIH Ne 60648.
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3.2. noMeIeHus?
33. 34aHUA?
34, COOpYXeHHSA?
3.5. oGopynosanue?

COOTBETCTBYIOT M Y COHMCKATeNs
JHICH3MH TpeOOBaHUAM CTaTbH 55
@enepanpHoro 3akosa Ne 61-03, -

4, Ins  OpraHM3alMil  pO3HHMYHOMN
TOPrOBITH JIEKapCTBEHHBIMH
npenapaTaMd ¥ WHIUBHIYanbHOIo
OpeanprHAMATENA:
41 ngomnoz'[cmemme OOBEKT WM TIOAMYHKTHI € H «I»
OOBEKTRIL: nynkta 4 TTonoxenus
4.2, noMeImeHua?
4.3. 31aHusA?

44. COoOpYyKeHH:?

4.5. oGopynosanue?

COOTBETCTBYIOT 1M Yy COMCKAaTeA
aviemsun  TpeGoBanHmwiM  [lpaBun
HaUIeKameil anTeyHOH TIPAKTHKH
JIEKapCTBEHHBIX IPEHaparoB s

BETEPHHAPHOTO TIpUMEHEHUs,
YTBEPKACHHBIX MPUKA30M
5. MuHcenbXo3a Poccun or

21 centabpa 2020 r. Ne 5557 (nasee
- Mpasuia anTeyHo NMPAaKTUKH), -
OIS OpraHu3aliii  PO3HMYHOU

TOPTOBJIH NeKapCTBOHHBIMH |
NpenapaTaMH M HHIMBUAYatbHoro | | CAYHKTBL «r»,:n» "
MPEATPHHAMATEJIS: «e» IMyHKTa

ITosoxeHns

51 TNMPOU3BOACTBCHHBIC 00BeKT WIH

O0BEKTBI:
5.2, noMemeHun?
5.3. 3maHnA?
5.4. COOpyXeHHA?
5.5. oGopynosanue?
6. CoOTBeTCTBYIOT M y couckaTens | [ToAMyHKT «e» MyHKTa

TMIEH3UK TPeGOBaHWIM CTaTbH 56 4 TlonoxeHus

7 3apeructpuposan MumroctoM Poccuu 19 okta6ps 2020 r., perucTpalMOHHbIHA Ne 60453. Cpok aelicTBHA JOKYMEHTa
orpanuuer no 1 mapra 2027 1.




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

denepanproro 3akona Ne 61-93, -
A1 OpraHM3auMi  pO3HUYHOM
TOPrOBIH JICKapCTBCHHBIMH
npenaparaMd H HHIUBUAYaIbHOTO
npeANpHHUMATENS:

[pOU3BOJACTBEHHBIE OOBEKT MM
OOBEKTHI: :

6.1.

6.2. fioMeeHun?

6.3. 3naHus?

6.4, COOpYKEHHSA?

6.5. o6opynosanue?

COOTBETCTBYIOT JIU Y COMCKaTens
nuuensud  TpeboBaHuaM  [IpaBun
H3rOTOBJICHHA H OTITyCKa
JIEKApCTBEHHBIX MPENapaToB  JUIA
BETEPUHAPHOTO MPHAMEHECHUA
BETEPHHAPHBIMHU anTeyHbIMHA
OpraHU3aLAMH,
HWHUBHYaJIbHBIMH
TpeANPHHAMATEAMY, HUMEIOIIUMH
JHUEH3HI0 Ha (hapMaLEBTHUECKYIO
IeATEeIbHOCTD, YTBEP)KAECHHBIX
npukazoM MuHcensxo3a Poccuu oT
29 wonst 2021 1. Ne 423® (nanee — | [IOAIYHKT «€» MyHKTa
[TpaBuia M3rOTOBJICHYS H OTITYCKa): 4 Tonoxenus

MPOU3BOACTBCHHBIC 00BEeKT WIH

7.1. OOBEKTHI:

7.2. MOMeLEHNA?

7.3. 3nanua’?

7.4. COOpyxeHHA?

7.5. o6opynoBaHue?

HMeetrcs i y WHAMBHIYATbHOTO
HOpeanpUHAMATENs  BhICIIES MK
cpenHee (hapMaLeBTHYECKOE
obpazoBanue, a Takxe ceprudukar | [loAmyHKT «u» MyHKTa
8. creLManucTa WM npoligeHHas | 4 M MOMITYHKT «M»
aKKpeAMTalus crienuancra jubo | myHkra 6 [lonoxeHus
BBICILIEE WM CpelHEe BETEPHHAPHOE
o0pasoBaHue, a TaKxke ceprHdurar
cnerpanucTa?

Umeerca iy  couckaTend | ITOAMyHKT «I» MyHKTa
JIMLEH3NY, JMICH3MATa pabOTHHK,| 4 M MOAMYHKT KO

8 3aperucrpuposan Mumioctom Poccun 2 centsdps 2021 r., perucrpaunoHHblit Ne 64852. Cpok AeiCTBHA JOKYMEHTa
orpanmdet 10 1 maprta 2028 r.




1. 2. 3.
JIeATeNIbHOCTh kotoporo | myHkTa 6 [Tomoxenus
HEMOCPENCTBEHHO  CBf3aHa  C
onToBO# TOproBieH

JICKapCTBEHHBIMU CPEACTBAMH JLIA
BETEPUHAPHOTO MNPUMEHEHMS, HX
XpaHeHHeM W (WiIM) pPO3HUYHOMH

TOpropie NeKapCTBCHHBIMH
npemapataMd Uil BETEPUHApPHOTO
NpUMEHEHUS, HX OTIIYCKOM,
XpaHEHUEM, HepeBo3KOM u

H3roTOBJICHHUEM, UMCHOILIUAC:

TPYAOBBIC AOTOBOPBI, 3aK/IKOYE€HHBIC

9.1.
€ COMCKaTeleM JIMLEeH3HU?
BBICIIEE HIH cpenHee
dapMmaneBTHUECKOE 00pa3oBaHue, a
TAKKE CepTHPHUKAT CHELHATHCTA
92 WIK TPOHACHHYI0 aKKpeIUuTaliHio
- cmelpandcTa JU6o BhbICIIEE HIIH
cpenHee BETEpUHapHOE
o0pasoBaHue, a TaKkKe cepTUdUKAT
crenuaiucra?
HmeroTcs 1 y AMIEH3UaTa IO
MecTy OCYIICCTBIICHUSA
(apMalLeBTHYECKOH AeATEIbHOCTH
NpHHaIEeKAIlHe €My Ha MpaBe
10 COOCTBEHHOCTH HIM Ha HHOM
’ 3aKOHHOM OCHOBAaHWH,
[peAyCMATPHBAIOIIEM TpaBo
BJaJCHUA W MPaBo IOJIL30BAHMA, H
HeOOXOAMMbIE i1  BBIIOJIHEHHA
3aABIIAEMBIX PaGoT: TMoAmyHKTBI «6» B «B»
nmyHkTa 6 [TonoxeHus
10.1 [POM3BOACTBEHHbIE OOBEKT HIH
""" | oOBEKTHI:
10.2. |momewenus?
10.3. |3panma?
10.4. |coopyxenus?
10.5. |oGopynosanue?
1 COOTBETCTBYIOT JIH y JHIEH3MATa
) yCTaHOBJIEHHBIM TPEOOBAHUAM:
11.1 TPOU3BOJCTBEHHbIE OOBEKT  HIIH
7" | OOBEKTHL:
11.2. |momemenus? TToAMYHKTBI «O» U «B»
myHkTa 6 [Tonoxenus
11.3. (3nmanuma?
11.4. |coopyxeHus?
11.5. |o6opyznopanue?




1. 2. 3.
Cobarogaer M AMUSHSHAT | 17 er 1 MYHKTA
12. TpeboBanus CTaThH 53 ngOJ'IO)KeHI/I)}/I
denepanbHoro 3akona Ne 61-03?
Cobmonaet M JMUCHSHAT | [y kT« IYHKTA
13. TpefoBaHus CTaThH 54 ngOJIO)KeHrI[/I};I
deepansHoOro 3akoHa Ne 61-03?
CoGmonaet b THUCHSHAT | [y kT <y TIYHKTA
14. TpeGOBaHUsA CTaThH 58 ngOHO)KeHIII/I}}II
MenepanbHoro 3akona Ne 61-03?
CobmogaeT am JIALICH3HAT
[MoammyHKT «1» MyHKTa
15. TpeGoBaHuUs CTaThbu 57 6 TonosKenns
®enepanbHoro 3axoHa Ne 61-03?
IToMITy HKTBI «I), OK»
CobmoaaeT nu nuexsuaT Ipasuna Ay %, ’
16. «K» ITyHKTa 6
XpaHeHHusA?
[Tonoxenus
17 Cob6mogaet iy nuiensuat [IpaBuia | [ToAMyHKT «K» MyHKTa
) anTevHoM npakTHKu? 6 HonoxeHus
18 Co6monaet au nuuensuar [pasuna | TToamyHKT «3» IyHKTa
) W3rOTOBJIEHHA ¥ OTITyCKa? 6 [MonoxxeHus
TMoBHIMAIOT JIH  KBAITH(DHKALMIO
19 cnenuanucTel ¢ papmauepTraeckuM | [loamyHKT «m» MyHKTa
) WK BETEPHHAPHBIM 00pa3oBaHHEM 6 Honoxenus
He pexe 1 pasa B 5 jer?
Ipemocrasnser M BeTepHHApHASA
anTeyHas opraHmu3anus,
HHAUBUIYAJIbHBIA
npeanpHEAMATENb WA
BETEepUHApHAs opraHu3aLys
PHHAp p ’ [Tynkr 2 [IpaBun
20. peanmsyomasn JieKapCTBECHHBIE "
anTeyHo MPaKkTHUKH
npenaparsl noTpeduTenM (aanee -
CyOBEKT PO3HUYHON TOProOBIH),
MOTpeOHTENAM KaueCTBECHHBIE,
spdextusHple H  OesomacHble
JIEKApCTBEHHbIE TIPENapaThi?
MpenocraBaser m cyOBeKT
O3HMYHO}M TOProBMH IO NpockGe
p P P ITynxr 2 IIpasun
21. notpebutens  HHPOPMALMIO O o
anTevHO! MPAaKTUKH
cnocobax NpUMEHEHH
JIEKApCTBEHHbIX NPETIapaToB?
TNoanepxuBaet M cyObexT
22. PO3HMYHOM TOProBIH B paGoyem
COCTOSTHHH:
30aHHsA s OCYLIECTBICHHA
22.1. A ek ?yIH Iynxkr 3 Tpasun
PO3HAYHOM TOPTOBJIH] >
anTeyHO! MPaKTHKH
229 MOMEIIEHHA OJIA  OCYIIECTBIICHHUA
*“* | pO3HH4HOI{ TOPTOBJIH?
22.3. |mecra, OTBEJCHHbIE s




1 2 3 4. 5 6
OCYIUECTBIIEHHSA PO3HUYHOH
TOProBau?

CpencTBa TPYHAd, CBA3AHHBIE C

22.4. |MecTOM OCYLIECTBICHHUS PO3HUYHON
TOPTroBaH?

obopyznoBaHie s

225 MPOM3BOACTBEHHBIX NPOLIECCOB

| (TexHHYECKHE, NpOrpaMMHLIE
cpencrsa)?

[Tpoxoaar i cpeacTBa W3MEPEHHUS,

KOTOpBI€ MCHOJB3YIOTCSA CyOBEKTOM

pO3HWYHOI TOProOBJIH,

23 METPONOTHYECKYI0  TIOBEPKY B [MyHkr 4 [paBun
cootBercTBid ¢ DeaepanbHBIM | anTeyHOM NMPAKTHKU
3aKOHOM OT 26 mioHsA 2008 r. Ne 102-

O3 «O6 ofecreueHun €AMHCTBA
M3MEPEHUI»’?
24 ObecnieunBacT N PyKOBOAMTEND
) cy0beKTa pOSHUYHO TOPrOBAH:
coOnroieHne TpeGoBaHui K
KBaIM(UKALWY, CTaXy paboThl H
HOBBIIIEHUIO KBaTHpuKaLHH
pykoBoauTeNs Cy0beKTa PO3HMYHOI
541, |ToproBms u ero pabOTHHKOB,
IeATENLHOCTD KOTOPBIX
HETIOCPEICTBEHHO  CBA3aHa  C
pO3HHUYHOHN TOproeiueci
JieKapCTBEHHBIMU npenapaTamMmu
(nanee - arrreunbie paGOTHUKH)?
OCYIIECTBJICHHE 3aKyTOK
JIEKApCTBEHHBIX MpENapaToB, He
JOMyCKaloLee YMBILLJIEHHOE
945 |pacnpoctpanenme Iynxr 5 TlpaBua
= | ambcupUIIPOBAHHBIX, anTe4HoH NPaKTHKH
He100pOKaYeCTBEHHBIX,
KOHTpadakTHBIX  JICKADCTBEHHBIX
npenaparoB?
BeJIcHAE BHYTPEHHEH TEXHHUYECKOM
743, |AOKyMeHTaUMK (manee -
CTaHJApTHBIC OIEPalOHHbIE
NpOLEypHl)
Haj4ue obopynoBaHu,
nOMelleHu#t ¥ JOKYMEHTalluH,
MOATBEPKAAIOIEH cobmoaenue
24.4 CyOBEKTOM PpO3HHUHONH TOProBiH

" | TpeCoBaHuii, YCTaHOBJICHHBIX
3aKOHOJATENbCTBOM  Poccuiickoi
denepaliyd 0  NULIEH3UPOBAHHH
OT/IE/IbHbIX BHAOB JAEATENbHOCTH?

9 Co6panne 3akoHOnarescTa Poccuiickoit denepanuu, 2008, Ne 26, cr. 3021;2019, Ne 52, cT. 7814.




2.

245.

UH(POPMUPOBAHHE anTe4YHbIX
paloTHMKOB 00  H3MEHEHMAX
BETEPHHAPHOIO 3aKOHOJATENIbCTBA
Poccuiickoi denepaunu 7t
3aKOHOAATENLCTBA Poccuiickoi
®enepauuu 06 obGparennu
JIeKapCTBEHHBIX CPeaCTB?

24.6.

MOHMTOPUHT uHpopMAaLUH,
Kacatouierics MPUOCTAHOBICHHA
(BO306HOBIIEHU) peanu3aLyH
JIeKapCTBEHHBIX npenaparos,
oT3biBa (M3bATHS) W3 OOpalleHHs
JIEKapCTBEHHBIX NpenapaTos?

24.7.

MOHUTOPHHT wHpopMauuy,
Kacalolelcs BbIABICHHA CIIy4acB
obparieHus
He3apeTHCTPHPOBAHHBIX
JIEKAPCTBEHHBIX MPENapaToB?

24.8.

MOHHTOPUHT uHpOpMaLuH,
Kacarouietica BBLABJICHHSA
danbcnpUIMpOBaHHEIX,
KOHTpa)aKkTHBIX H
HeI0OpOKaueCTBEHHBIX
JICKAPCTBEHHBIX NPENapaToB?

25.

IIpoBOAUT NI PYKOBOAWTEINb
cy0bekTa pPO3ZHHYHOH TOPTOBIH
(60 YNONHOMOYEHHOE UM JIHLO)
JUI8 BHOBL HPHUHATHIX aNTEYHbIX
palOTHUKOB  HMHCTPYKT2XK  TO
ClIeAYIOIIUM BOMPOCaM:

25.1.

coOmoaeHus TpeGoBaHuMi
BETEPHHAPHOTO  3aKOHOJATENbCTBA
Poccuiickoit ®enepanuu?

25.2.

cobmoneHns TpeGoBaHUi
3aKOHOJATEIIBCTBA Poccutickoi
®deaepanuu 06 o0pailieHHH
JIEKAPCTBEHHBIX CPEACTB, BKIIOYAA
TpeGoBaHKs K POSHHYHON TOProBie
JEKapCTBEHHBIMH TIpeniapaTamMu?

25.3.

npeJocTaBieHus 1o TpeGoBaHuIo
notpeburens  UHOOPMALMH O
B3aMMO3aMEHAEMBIX
JIEKapCTBEHHBIX Mperaparax, HX
CTOUMOCTH H HAJUYHHM, O HOBBIX
JIEKapCTBEHHBIX npenaparax,
JIEKApCTBEHHBIX ¢dopmax
JIEKAPCTBEHHBIX Npenaparos,
MOKa3aHHAX K MPUMEHEHUIO
JEKApCTBEHHbIX MPENapaTos?

25.4.

TPELOCTaBIICHHS JOCTyNa
noTpeGuTeNo Mo ero TpebOBaHHIO K

ITynxr 6 TIpasun
anTeyHOW NPaKTHKU
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1. 2. 3.
uudopmaLuy, Ccomepxalleiics B
HHCTPYKLUH IO BETEPUHAPHOMY
MPUMEHEHHIO JIEKApCTBEHHOTO
npenapara?

HampasieHus B Pocce/ibxo3Han3op
uHpoOpMaly, TONYYEHHOH  OF
noTpebuTene, Kacarouieics
NpHMEHEHUA JIEKAPCTBEHHBIX
NpenapaToB, a TAKKE O BHIABICHHBIX
B Ipouecce HX  MpUMEHEHHA
MOGOYHBIX JIEHCTBHAX,
HeXeNaTeIbHbIX peaKuix,
255 | CePbesHbIX HE)KellaTeNnbHbIX
peakiusix, HemnpeABUIEHHBIX
HexeJaTeIbHbIX peaKuusx,
HHIUBHIYaJIbHON
HETIePEHOCHMOCTH, OTCYTCTBUM
3(ppeXTHBHOCTH  JIEKAPCTBEHHBIX
npenaparoB, a Talke 00 HHBIX
takTtax " 00CTOATENBCTBAX,
MpEeACTABIAIOINNX YIPO3y JKH3HH
WIH 30POBBIO )KHBOTHOTO?
BeigeeHsl JIW B IOMEIUEHHAX,
26 HCTIONB3YEMBIX cyObeKTaMu
) PO3HHYHOM TOPTOBIIH, 30HBI U (HJI¥)
KOMHATHI, IIpeIHa3HAYCHHbIC [IA:
26.1 TOPTOBIN JIeKapCTBEHHBIMH
" | npenaparamu?
26.2 TPHEMKH JIeKapCTBEHHBIX
" | mpenmapaToB?
XpaHeHHs JIeKapCTBEHHBIX
MpenapaTtoB C HCTEKIIHM CPOKOM
TOJHOCTH, B MOBPEXACHHOH
YIAaKOBKe, HENOOPOKAYECTBEHHBIX, Iynkr 8 Ipasun
¢danscuUIUPOBaHHEIX WIH | anTeyHOM NPaKTHKH
26.3 KOHTPadakTHBIX  JICKApCTBEHHBIX
*  |mpemapatoB (B  cimy4ae  ecnH
PYKOBOAUTENEM cyObexTa
PO3HUMHON TOPrOBIH HE NpPHHSITO
pellicHHe O  XPaHEHHM  TaKHX
JEKapCTBEHHBIX ~ NPEnapaTtoB B
OT/JENBLHOM KOHTelHepe)?
XpaHeHHs1 ONEXIbl PabOTHMKOB H
XO034HCTBEHHbIX MaTepHAIOB,
26.4 UHBEHTaps, MOIOINMX, YHCTAIMX H

** | ne3UH(ULUPYIOIHX CPeACTB s
yGOpKH ¥ 06pabOTKH HOMEIIEHHA U
obopynoBaHmi?

HomyckaeTcst I Joctyn
27 norpebureneli K JIeKapCTBEHHBIM [ynxr 9 [TpaBun

npenaparam TOJIbKO MPH PO3HHYHON
TOproBie JIEKapCTBEHHBIMH

anTeYHOW NPaKTUKU
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2.

npenaparami, OTITyCKaeMbIMH Ge3
peuenta?

28.

O6opymoBaHa 11 30Ha JOCTyHa K
JIEKapCTBEHHBIM npenaparam
BUTPUHAMH, cTeJIaXaMH,
00ecTnieunBaOMUMU  BO3MOXHOCTD
o030pa JIeKapCTBEHHBIX
NpEnaparos, peanu3yeMbixX
CyOBEKTOM PO3HUIHON TOProBiIu?

[Tynxr 9 Ilpasun
anTe4HOH NPaKTHKH

29.

PasMemiatoTcss JiM JIEKApCTBEHHBIE
mpenaparbl,  OTIyckaemble — 0e3
pelienTa Ha BUTPUHAX (CTe/Iaxax)
y4ETOM YCIIOBHH XpaHEeHH,
NPeLyCMOTPEHHBIX HMHCTPYKIMAMH
[0 BETEPUHAPHOMY NPHUMEHEHHIO
JIEKAPCTBEHHBIX MPETIAPATOB M (MNIH)
HA  YMAKOBKAaX  JIEKAPCTBEHHbBIX
npenaparos?

[Mynxr 10 IIpasun
anTe4HON NPaKTHKH

30.

PasMmelnaiotcsi JIM JIEKAPCTBEHHbIE
npemapatel,  OTNYCKaeMble IO
peLenTy, anTeyHbiM pabOTHHKOM B
3QKPBITHIX BUTPHHAX M CTEKIISHHBIX
mkagax €  Y4eToM  YCIOBHiA
XpaHeHHA, IpeTyCMOTPEHHBIX
UHCTPYKUHAMM 10 BETEPUHAPHOMY
TIPUMEHEHHIO JIEKApCTBEHHBIX
npenapatoB H (WIH) Ha yNaKOBKaX
JICKAPCTBEHHBIX MPENapaToB?

IMynkr 10 ITpasun
anTe4HOMN NPaKTHKY

31.

Pasmemalorcs 1M J€KapCTBCHHBIE
mpenaparel,  OTMyCKaempie IO
peLenry, OTACIEHO oT
JIEKapCTBEHHBIX Tpenaparos.,
otmyckaeMpix 0e3  penenra, C
OTMETKOH  «I0  pelenty  Ha
JIeKapCTBEHHBI Ipemnapar»,
HaHECEHHOH Ha TOJIKY HWiH 1Kad, B
KOTOPBIX pasMeLIeHEI TaKue
JIeKapCTBEHHBIE MPENnapaThi?

Iynkr 11 ITpasun
anTeyHOM MPaKTHKH

32.

PasMemaorcs 1M JIEKapCTBEHHEBIC
npenapaTtel, B TOM YHCIe B 30HE
JOCTyNa, OTHAENBHO OT JApYrHX
TOBApOB, peayiu3yeMbiX CYOBEKTOM
PO3HHYHOM TOProBIH?

Iynkr 12 IpaBun
anTevHOM MPaKTHKH

33.

Pasmemaercs Jin MHpOpMAIHUA O
HAalMEHOBaHHH U CTOMMOCTH
JeKapCTBEHHOTO  Mpemaparta  3a
€/MHHMIy TOBapa Ha LIEHHHKE
JIEKapCTBEHHOTO NpernapaTa?

[Mynkr 13 TpaBun
anTe4yHON MPaKTHKH

34.

O6ecnieueH0 JH PYKOBOJMTENIEM
cyObeKkTa PO3HMYHOH  TOPrOBIH
BelcHWe HAa OyMaXKHOM HOCHTele
WIH B 3lIEKTPOHHOM BHJIE:

Nynxr 14 Ilpasun
aInTe4HON NPaKTHKH
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34.1.

JOOKYMEHTOB, coZiepKaInx
CBE/ICHHS O CTPYKTYPE M KaApOoBOM
cocraBe  cyObekTa  pO3HUUHOH
TOPrOBAM, BKJIOYAsd TNpHKa3bl H
pacropshkeHHs, CBEZICHHA 0
KOJIMYECTBE IUTATHBIX €AMHUL, a
TAKKe JODKHOCTHBIX HHCTPYKIMH C
OTMETKOM 00 03HaKOMJICHHH C HUIMH
paboTHUKOB?

34.2.

JOKYMEHTOB, COZlepKaILNX
uHpopManmioc 0  COOMOACHUH
CYObEKTOM PpO3HUYHOH TOPrOBIH
TpeboBaHuii 3aKOHOJATENbCTBA
Poccmiickoiit  Pepepay  1pH
OCYLIECTBIEHHH [OCYAAPCTBEHHOIO
KOHTpOJIA (Hag3opa),
MYyHHIMIAISHOTO KOHTPOJNA (aKTh
IIPOBEPOK  CYOBEKTa PO3HHYHOM
TOPTOBJIH JOJDKHOCTHBIMH JIMLAMH
OpraHoB roCyIapCTBEHHOIO
KOHTpOJIi  (Ham3opa), OpraHoB
MYHHLMNAILHOTO KOHTPOJLA)?

34.3.

XypHaIa yueTa perenTos?

35.

VTBepkaeHH M CyOBEKTOM
PO3HMYHOH TOProBAM CTaHIAPTHBIE
onepalMoOHHbIC TIpOLEAYPHI,
ONHKCHIBAIOLINE NOPATOK
OCYIIECTBIICHUS " ydeTa
CIIEAYIOINNX ACHCTBHIA:

35.1.

BeIOOpa OpraHu3aLyH,
OCYIIECTBIIIOMEH HOCTaBKY
JIEKAPCTBEHHBIX TpenapaToB (fanee
- MMOCTaBLIHK)?

35.2.

TpHEMKH NIeKapCTBEHHBIX
npenapaTtoB?

35.3.

U3BATHA u3 o0paiieHus
tdanbcuuUUpOBaHHDIX,
HeZ00pOKaueCTBEHHDIX,
KOHTPa)akTHBIX  J€KapCTBEHHBIX
[penapaToB W YHUYTOXKEHHS TaKUX
npenaparos?

354.

paccMOTpEeHHs Kanob "
npeLioxkeHui notTpeGurenci?

IMynxr 15 TlpaBun
anTe4HOH! IPaKTHUKH

36.

OmucaHsl /¥ B  CTaHAAPTHBIX
OTIEPALMOHHBIX MPOLEAYPax:

36.1.

yd4eT [JaHHBIX TIPH BBHIMOIHEHAU
CTaHAAPTHBIX ornepaLOHHbIX
npouedyp (BKIOYas COCTABIICHHE
aKTOB, BeeHUE XypHaI0B)?

[Tynkt 16 IIpasun
anTe4HoM NPaKTHKH
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1. 2. 3.
OCYIIECTBIICHHE aHanmu3a
36.2. |craHmapTHBIX ONepalUuOHHbIX
npouexyp?
YCTAaHOBJICHHE NPHUUH HAPYLUCHHUS
36.3. |craHmapTHBIX OTEpPALMOHHBIX
npoueayp?
ObecnieunBaeT JIM  CTaHAApTHas
37 OfepalHoHHasl npoLexypa
) NpoBepKY CyOBEKTOM pPO3HUYHOI
TOpPTOBIH:
HaMYUA y MOCTaBIIUKA NHLEH3UH
Ha OCYIIECTBIEHHE
¢apMalleBTHIECKOI EATENbHOCTH B
ciepe oOpallieHUs] JIEKAPCTBEHHBIX
CpeAcTB  UIA  BETEPHHAPHOrO
371 NpHMeHEHUA c yKa3aHHeM
""" | BBINOJNHAEMBIX paboT, OKa3bIBaEMBIX
yeIyr WIH JHNECH3HU Ha| Ilynxt 17 IIpaBun
HPOH3BOACTBO JIEKApCTBEHHBIX | aNTEYHON NPAKTHKH
cpeacTB I BETEPHHAPHOrO
NpHMEHEHUA C YKa3aHHEM MEpeYHs
pabot?
coOMmoNeHHs HOCTABILHKOM CPOKOB
" ycrnoBui MOCTaBKH
JIEKapCTBEHHBIX TIPEMNApaToOB, B TOM
37, |MHCTE ycoBmii XpaHeHUuA
" | neKapCTBEHHBIX Mpenaparos,
YCTAHOBIEHHBIX HHCTPYKLHAMH HO
BETEPHHAPHOMY TIPHMEHEHHIO
JIEKapCTBEHHBIX IIPENapaToB?
IpenycMaTpuBaeT MU CTaHAApTHas
38 OMepallHOHHAs  mpouenypa Mo
) IIpHEMKE JIeKapCTBEHHBIX
IpenapaToB:
NPOBEPKY KOJINYECTBA
38.1. |mocraBneHHBIX JIEKAPCTBEHHBIX
mpenapatoB?
NpPOBEepKY HaNWYUA  JIOKYMEHTa,
NOOTBEPXKAAIOIIETO  KAaYeCTBO U
6e30macHOCTb nekapctBeHHOro | Ilynkr 18 Ilpasun
38.2. |mpemapara, BBIIABAEMOTO |  aNTEYHOM MPAKTUKH
TIPOM3BOAMTENEM  JIEKaPCTBEHHOTO
npenapaTa, WM KOIUH YKa3aHHOTO
OOKyMeHTa?
[IPOBEPKY COOTBETCTBHA
JIEKapCTBEHHBIX IpenapaToB
38.3. |cBemeHusM, YKa3aHHBIM B
TPAHCIIOPTHBIX 7|
CONPOBOUTENBHBIX JOKYMEHTaX?
38.4. |ocyuiecTBneHne MPHEMKH
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2.

JIEKapCTBEHHBIX NPENapaToB JIUIIOM,
YIIOJHOMOYEHHBIM cyOBeKTOM
PO3HIYHOH TOProBIM?

39.

3akmoyacTcs JiM  NPHEMOYHbIMH
KOHTPOIb B HpoBepke
NOCTY HAFOLIHX JIEKapPCTBEHHBIX
OpenapaToB MyTeM  BH3YalbHON
OLIEHKH:

39.1.

HauMCHOBAHNA H KOJIM1ICCTBA
JICKApPCTBCHHBIX npenapaTOB?

39.2.

BHEIUHEro BHIA, LBETa, 3amaxa
(ecnu mpUMeHUMO)?

39.3.

HEeJIOCTHOCTH }’HaKOBKH?

394.

COOTBETCTBHSA MapKUPOBKH
JIEKapCTBEHHBIX TpenaparoB
TpeGOBaHUAM, YCTaHOBJIEHHBIM
3aKOHOJATENECTBOM  Poccuiickoit
OGenepauun 00 obpalneHn#
JIEKAPCTBEHHBIX CPeCTB?

39.5.

CpoKa TONHOCTH JIEKAPCTBEHHBIX
npenaparos?

39.6.

HATHYMA JOKyMEHTa,
HOATBEPKAAOILETO  KayecTBO M
6€e30IMacHOCTb JIEKapCTBEHHOTO
mpenapara, BBIIaBaEMOTO
TPOM3BOIUTENEM JIEKAPCTBEHHOTO
npenapara, WiK KOIMUH YKa3aHHOTO
JOKyMeHTa?

IMynkr 19 I1pasun
anTevyHOMN IPaKTUKH

40.

[Ipoxoasar JH  JIEKAPCTBEHHBIE
mperiapaTsl 40 HOJa4¥ B 30HY H
(nm) TIOMELLEHHE,
npeJHa3HAYEHHBIE JUIA TOPTOBIIH
JIeKapCTBEHHBIMU NpenapaTaMu:

40.1.

pacnakoBKy?

40.2.

PaccOpPTHUPOBKY?

40.3.

ocMoTp?

40.4.

IPOBEPKY KadecTBa JEKapCTBEHHBIX
MpenapaToB (mo BHELIHUM
npu3HaKam)?

40.5.

HPOBEPKY uHpOpMayH 0
MOCTABLIMKE U NPOU3BOAMTENEC?

[Mynxr 20 IIpaBun
anTeYHoM NPaKTHKH

41.

Ocymecreasercs M OTHYCK
JECKApCTBEHHOTO  Ipemapara B
TIEpPBUYHOM " BTOPUYHOM
(moTpeGuTeNnbCKOl) ynakoBkax?

Iynxr 21 ITpasun
anTeyHON NPaKTHKH
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42.

3ampemiaercs M HapylieHWe
TIEPBUYHOHN YIaKOBKH
JIeKapCTBEHHOTO Ipenapara npu ero
otmycke?

Mynkr 21 [Ipasun
ANTEYHON MPAKTUKH

43.

Jlomyckaiotcs  JI4  HapyILEHHe
BTOPUYHOM (moTpebuTenbeKoit)
YTIAKOBKH JIeKapCTBEHHOIO
npenapara u OTIYCK
JIeKapCTBEHHOTO0  Mpemapara B
NepBHYHON YTAKOBKE B CiIydae,
ecd KOJNMYECTBO JIEKapPCTBEHHOTO
mperiapata, yka3aHHOE B peleInTe
wIM  HeoGXomuMoe TOTpeOHTEIo
(lpd  OTIycke  JIEKApCTBEHHOTO
npenapara 6e3 pelienTa), MEHbIIE
KOJIUYECTBA JIEKapCTBEHHOTO
npenapara, COACPXKAWIErocas  BO
BTOPHYHOM (noTpeburenbekoit)
ynakoBke?

[ynkr 21 [pasun
anTeyHo! NMPaKTHKH

44.

IpegocTraBnsieTcss JIK HMHCTPYKLMA
0 BETEPHHAPHOMY MPHMEHEHHUIO
JIeKapCTBEHHOTO Mpelapara Wil €e
Komha, B Clydae HapylIeHuA
BTOPUYHOM (otpeburenbcKoi)
YIIAKOBKH JIEKapCTBEHHOTO
mpenapara " OTIIyCKa
JIEKapCTBEHHOTO  Tpemapara B
nepBUYHON yriakoBke?

IMynxkr 21 TlpaBun
alTeYHOH MPaKTHKH

45.

UndopmupyeT 1M anTeyYHBIH
paboOTHHK pU OTITyCKE
JIEKapCTBEHHOTO — Mpenapara Mo
npocs0e NoTpeOUTENs O pPeXHMe U
no3ax IpHeMa  JIEKApCTBEHHOTO
mpernapara, YCJIOBHAX XpaHEHHs,
B3aMMOJEWCTBHH €  JPYIUMH
JIEKapCTBEHHBIMHY IIpenapaTaMu?

[Mynkr 22 TIpasun
anTeqHOM NPaKTHKH

46.

IpenocTaBisieT M NpPH OTILyCKe
JIEKapCTBEHHOTO npenapaTa
anTeyHslii paboTHUK HHOOPMALHIO
0 HAJIMYHH JIeKapCTBEHHBIX
npenapaToB?

[Mynkr 23 TIpasun
anTe4yHOMH NPaKTHKH

47.

[MpenocraBnder U  anTe4HbIA
paboTHHK TI0 TpockOe ToTpebuTeNs
HHGOOPMALHIO 0 HaJIUIUH
JIeKapCTBEHHBIX npenapaTos,
HAMEIOMUX OJHHAKOBOE
MEXIyHapOoAHOe HENaTeHTOBAHHOE
HAUMEHOBAHHE, B TOM 4HCIE O
HAJIM4MH JIEKapCTBEHHBIX
npenaparos, HMelomyx  Ooree

HU3KYIO LeHy?

IMynkr 23 Ilpasun
anTe4HOM NPaKTHKU

48.

OcymecTBnsiercds T OTIYCK
JEKApCTBEHHBIX ~ IIPenaparoB IO

Iynkr 25 Tlpasmn
arTe4yHoH NPaKTHKH
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pelienTy B TEYEHHE YKa3aHHOIo B
pelienTe cpoKa ero JACHCTBHA B
KOJMUYECTBAX, YKa3aHHBIX B
peuernTe?

OOecneuuBaeT JHM CTaHOapTHaA
olepallMOHHass  Tpoliedypa IO
U3BATHIO u3 obpateHus
¢anscudUIUPOBAHHBIX,
HEM0OPOKAYECTBEHHBIX,
KOHTpadakTHBIX  JEKapCTBEHHEBIX
IpENnapaToB U YHHUTOXKEHHIO TaKHMX
MpenapaTos:

49.

HACHTHQUKALMIO  JIEKAPCTBEHHbBIX
TPENapaToB, He COOTBETCTBYIOLIMX
49.1. |TtpeboBaHHAM HOPMaTHBHOTO
AOKYMEHTa, B Hensx
HpEeAOTRpALIeHHUS UX IPOaKu?

cobmonenne TpeGoBaHMH TpaBHA
XpaHeHUs JIeKapCTBEHHBIX CPENCTB
B 4acTH XpaHEHHs
49.2. | danbcudHIMPOBAHHBIX,
He00pOKaueCTBEHHBIX,
KOHTPa()akTHBIX  JI€KapCTBEHHBIX
npenapaTos?

IMynkr 26 IlpaBun
anTeYyHOH NPaKTHKH

co0ymoaeHue NopsAaKa AeHCTBHH IO
W3pATHIO W3 ofpalieHus o
YHHYTOKEHHUIO

49.3. |danscudpuIEpOBaHHLIX,
HeH00POKaYeCTBEHHBIX,
KOHTpaakTHBIX  JIEKAPCTBEHHBIX
npenaparos'??

yCTaHOBJICHHE IpUYHH
NOCTYIUIEHHUS, XpaHeHUs 17}
peanu3aluy CyOBEKTOM PO3HHYHOMN
TOProB/iM  HeJOOPOKAYCCTBEHHBIX,
KOHTpa(aKTHBIX,
danscupUHUpOBaHHBIX
JEKAPCTBEHHBIX  TNPENApaToB M
HPUHATHE NpeLyNpPekAA0IHIX Mep?

49.4.

ObecneunBaer JIM  CTaHJAapTHas
onmepaLMoHHas — Mpomeaypa 1o
PaccMOTPEHHIO xanod u| [lyskr 27 IpaBmn
MpeII0KEeHHIH noTpebuTeneii | anTeUHON NPaKTHKH
paccMOTpeHHe Kanol, UX aHanu3
TPHHATHE 110 HUM PEIICHUA

50.

OcyiecTBAAETCA M H3TOTOBJICHUE ITynkr 1 IIpaBun
JEeKapCTBEHHBIX MpenaparoB  JUid U3TOTOBJICHUA H

51.

19 TIpaBuiia yHHYTOXKEHHA H3bATHIX PaTbCHQHUIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HeJ00pOKaueCTBEHHEIX
JIeKApCTBEHHBIX CPEACTB U KOHTPa(aKTHLIX IEKAPCTBEHHBIX CPEACTB, YTBEPKICHHBIX [IOCTAHOBICHHEM
TpaButenscTBa Poccuiickoii ®enepauuu ot 15 centsabps 2020 r. Ne 1447 (Cobpanue 3aKOHOAATENbCTBA
Poccuiickoii ®enepanui, 2020, Ne 39, c1. 6039). Cpok 1eHCTBHs JOKYMEHTA OTPaHH'CH 110 1 auBaps 2027 1.
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1. 2. 3.
BETEPHHAPHOTO HpUMEHEHH OTHycKa
BETEPHHAPHBIMHU anTeYHbIMH
OpraHU3aLUAMHY,

HHIMBH/1yaTbHBIMH

npeanpUHUMATESIMY, HMMEIOIUMU
JMIEH3HI0 Ha (hapMaleBTHYECKYIO
JIeATeNbHOCTD c paBoOM
H3TOTOBJACHHUSA JIEKapCTBEHHBIX
[peTiapaToB (Aanee - BETepUHApHbIC
anTeku)?

52.

CoOTBETCTBYET  JIM  Ka4yecTBO
NeKapCTBEHHOTO npemnapara,
H3FOTOBJIEHHOTO BETEPUHAPHOH
anTeKol, TpeGoBaHUAM
(apmMakoneitHoit ctatbd nHGO B
ciTydae ee OTCYTCTBHSA
HOPMATHBHOTO JOKyMeHTa?

[Tynkr 3 [TpaBun
M3rOTOBNEHHUS H
OTIyCKa

53.

IMpowm U CpecTBa H3MEPEHMH,
KOTOpbIE HCNOJb3YIOTCS
BEeTEpUHApHOH  anTeKoi pH
H3TOTOBJICHUH JIEKAPCTBEHHBIX
HperapaTos, METpPOJIOTHYECKYIO
MOBEPKY?

ITynkr 4 ITpaBun
W3TOTOBJICHUS H
OTIyCKa

54.

OcyecTBIAI0T M npu
W3rOTOBIEHUH B  BETEPUHApHOM
anTeke JICKAPCTBEHHBIX MPENAPaTOB
ClIeAYIOIINE BUABI KOHTPOJISA:

54.1.

KOHTpOITb (dapManeBTHIECKUX
cyOcraHIyi,  BKIIOYEHHBIX B
roCyAapCTBEHHBIH peectp
JeKapCTBEHHBIX  CPEACTB A
BETEPUHAPHOTO PUMEHEHHA?

54.2.

KOHTPOJIb  3apErHCTPHPOBAHHBIX
JeKapCTBEHHBIX IIPeNapaToB?

54.3.

KOHTpOJIb BCIIOMOTATENBHBIX
BeIecTB?

54.4.

KOHTPOJTh YIIaKOBOYHBIX
MaTtepraios?

54.5.

KOHTPOJb MPOAYKTOB, MOMy4aeMbIX
u3 HCXOJHOTO CBIPBSA
HU3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenaparos?

[MTynxkT 6 Ilpasun
U3rOTOBIICHMSA H
OTIIyCKa

55.

OcyuiecTpasercs m
BHYTPHANTEUHBIH KOHTPOJIb
paboTHHKaMH BETEpHUHAPHOM
anTeKkH, JAeATeNbHOCTh KOTOPBIX
HENOCPEACTBEHHO  CBA3aHa €
W3rOTOBIEHHEM  JIeKAPCTBEHHBIX
npenaparoB (fanee - alTEYHbIC
paGoTHUKH), M (WAM) JIHLOM,

Iyuxkr 6 Ipasun
W3TOTOBJICHHS H
OTITyCKa
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OTBETCTBEHHBIM 3a
BHYTPHANITEUHBIH KOHTPOJIb (A€ -
OTBETCTBEHHOE JIULIO)?

56.

OcyimecTBaseTCs i
BHYTpUANTEUHbIi  KOHTPOJIb B
COOTBETCTBHU c MeTOoaMu
KOHTPOJIA, PEeAyCMOTPEHHBIMU
(apmakoneiiHoit cratbeli, oOumiei
(apMakomneiiHoli cTatbeil (nanee -
(dapmakorneiiiple  CTaThu) A
JIEKapCTBEHHBIX dopm
W3TOTABIHMBAEMBIX JIEKAPCTBEHHBIX
npenapaTos?

[Mynkr 7 Ipasun
H3TOTOBJICHUS H
OTITyCKa

57.

Bxmouaer )07 B cebst
BHYTPHANTETHbIHA KOHTpOJIb
CIeMYIOMIME BUIBI KOHTPOJS:

57.1.

BXOJHOH (IpHEMOYHBIIT) KOHTPOB?

57.2.

MPOMEKYTOYHBIH KOHTpOJb
APOMEYTOYHBIX HPOTYKTOB?

57.3.

KOHTPOITH H3rOTOBICHHBIX
JIEKAPCTBEHHBIX IIPENapaToB?

57.4.

KOHTPOJIb IIpH OTITyCKE
M3FOTOBNEHHBIX  JIEKAPCTBEHHBIX
npenaparos?

[Tynkr 7 Ipasun
U3TOTOBJIEHHA H
OTIyCKa

58.

Brmouaer ju B ceba BXoAHOM
(npreMOYHSIit) KOHTPOJIb
cleIyIoIue BUAB KOHTPOJIA:

58.1.

KOHTPOITb (apMaileBTHIECKHX

cybcraHumit?

58.2.

KOHTPOJIb HCXOHOTO Cblpl:ﬂ?

58.3.

KOHTpOJIb
MarepuanoB?

YyNaKOBOYHBIX

ITynkr 7 [IpaBun
H3TOTOBIEHHS H
OTITyCKa

59.

OfecneyeHo 1M B BETCPHHAPHOM
anTeKe BHITIONHEHHE CIEOYIOIMX
TpeGOBaHMIL:

59.1.

cobmopaenue TpeboBaHui K
KBanu(UKaUKH, CTaXy paboTel H
TIOBBIICHUIO KBaTH(pUKALUH
PYKOBOIHUTENSA BeTepHHApHOH
aNTeKH U alTeYHbIX paGOTHHKOB?

59.2.

BEJCHHE BHYTPEHHEU TEXHHUECKON
AOKyMEHTAIMH (aJiee CTaHIAPTHBIC
OllepalHOHHbIE POHEXYPEI)?

59.3.

Hanuiue 060pyIOBaHHA?

[MTynkr 8 Ipasun
H3rOTOBJIEHUA H
OTITyCKa
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2.

59.4.

HAIMYHE TIOMELIIEHHHA?

59.5.

HAIUYHE JOKYMEHTaLUH,
HOATBEPXKAAIOMWEH co0noaeHne
BETEPUHAPHOH anrTexoi
JIMLIEH3HOHHBIX TPpeOOBaHUH?

59.6.

o OpraHm3aLug paboTsl
BETEPUHAPHON anTeKy?

59.7.

K YCHOBMSM JUIA  BBIIOJHEHHSA
BHYTPHAITEYHOTO KOHTPOJIA?

59.8.

XpaHeHHe BCIIOMOTATENbHbBIX
BELIECTB %} YIIaKOBOYHBIX
MarepHaiOB B COOTBETCTBHH €
TpeGOBaHHAMH, YCTaHOBJIECHHBIMU
UX npomsBoauTeneM (B ciyyae MX
HaJIMYus), U TpeOOBaHUAMH
(apmaxonedHbIX cTaTei?

60.

VTBepKIOeHBl JIH  CTAHAAPTHBIE
OrepaLOHHbIe TIPOLEAyPhI?

IMynkr 9 [IpaBun
U3TOTOBICHKA U
OTIycKa

6l.

Onucanpl N B CTaHIAPTHBIX
OIepalOHHBIX npoueaypax
npoLeypa oCymeCTRICHUA H yieTa
ClIe TYIOILUX OMepaiiuii:

61.1.

BbIOOpa OpraHH3alMy,
OCyIIECTBISIIOIIEH MOCTaBKy
HCXOAHOTO  Chipbsi  (mamee -
MOCTABHINK)?

61.2.

H3rOTOBNEHUS MPOMEXKYTOYHBIX
MPOXYKTOB?

61.3.

H3rOTOBJICHHA JIeKapCTBEHHBIX
npenaparoB?

61.4.

YIIaKOBKH U tacoBku
JIEKApPCTBEHHbIX HpenapaTos?

61.5.

MPOLIECCOB CTCpUIIN3ALIHHU
HCXOIHOTO ChIPbS ¥ M3IOTOBJIEHHBIX
JIEKApCTBEHHBIX MPETNapaTos?

61.6.

OCYIIECTBIIEHUsT BHYTPHANTEYHOTO
KOHTpOJIA?

61.7.

oTmycKa W3rOTOBJIEHHBIX
JIEKAPCTBEHHBIX MpenapaTos?

61.8.

orfopa mnpo6 I NPOBEACHHA
MHKPOGHOIOTHIECKOTO KOHTPOJIS?

61.9.

OYHMCTKH u Ie3nHpeKIHH
o6opynoBaHs?

Hynxr 9 IIpasun
U3rOTOBNCHHS U
OTITyCKa
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61.10.

OYUCTKH U CTepHITH3ALIY
nabopaTopHOH NOCY 1B,
HCMONTb3yeMOll NMpH M3rOTOBICHHH
JIEKApCTBEHHBIX TpenapaToB?

61.11.

y6opkH 7 ne3uHpexuu
nomeleHui?

61.12.

NpoBeAEHUS pacciefoBaHHH IpH
o0HapyXeHHU
HeZ0OpOKaueCTBEHHBIX,
KOHTpa(aKTHBIX,
tdabcHPULHPOBAaHHBIX
JIeKapCTBEHHBIX NMpenapaTos?

61.13.

MPUMEHEHHA KOPPEKTHPYIOLIUX H
(vm) MpeAyNPEX JAOLIHX
nedcTBUi 1o pesypTaTaM
paccieaoBaHuii?

62.

Ommcansl JM B CTAHZApPTHBIX
OTIEPALIMOHHBIX npoLexypax
CleyFOIINe TIPOLEYPhI:

62.1.

y4eT JaHHBIX TIpH BBINOIHEHAN
CTaHIapPTHBIX OTepalOHHbBIX
npouenyp (BKIOYas COCTaBJICHHE
aKTOB, BeJICHHE )XYpHAJIOB)?

62.2.

OCYIUCCTBJICHUE aHalIn3a
CTaHAAPTHBIX ONepalOHHBIX

npoueayp?

62.3.

YCTaHOBJICHHEC NPHYHMH HapyLICHHA
CTaHIAPTHBIX ONCpaLHOHHBIX

npouenyp?

Iynkr 10 ITpaBun
W3TOTOBIIEHUS U
OTHyCKa

63.

O6ecnieunBaeT JIM  CTaHAApTHAsA
orepanoHHas Mpoleqypa BbIOopa
MOCTABIIHAKA cobmoeHne
MOCTaBLIMKOM CleIYIOIIUX
TpeGoBaHHMiL:

63.1.

CPOKOB  IIOCTaBKM  HCXOJHOTO
ChIpbA?

63.2.

YCIOBHM  TOCTaBKM  MCXOLHOTO
ChIpba?

63.3.

IPOBEPKY BETEPUHAPHOH anTeKoi
HAIMYUA y TOCTaBINMKA JIHLECH3HU
Ha OCYHIECTBIICHHE
¢dapManeBTHUECKOM JEATEILHOCTH B
ctepe oOpalieHUs JIEKAPCTBEHHBIX
CpeACTB Juis BETEPHHAPHOTO
MPUMEHEHHS c yKa3aHHEM
BBITIOTHAEMBIX paboT, OKa3EIBAEMBIX
ycuyr WIH TULIEH3HH Ha
MIPOU3BOJCTBO JIEKapCTBEHHBIX

[Mynkr 11 TIpaBun
H3TOTOBJCHHSA U
OTIyCKa
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CPeACTB  JUIL  BETEPHHAPHOTO
NPUMEHEHUS C YKa3aHHEM ITEpeYHst
pabot?

63.4.

CpOKOB HOCTaBKU
3aperucTpUpPOBAHHBIX

JEKapCTBEHHBIX  NpenapaTtoB H
¢apmMarieBTHYECKHX CyOCTaHUMA?

63.5.

yCJIoBHH MIOCTAaBKH
3aperucTpUPOBAHHBIX

JICKapCTBEHHBIX ~ TpenapaTtoB |
tapmaneBTHYECKUX CyOCTAHIMIH?

63.6.

YCIIOBHIA XpaHEHHs
3aperucTPUPOBAHHBIX
JIeKapCTBEHHBIX [Ipenaparos,
YCTAHOBJIEHHBIX WHCTPYKLIUSAMH IO
BETEpUHAPHOMY NPAMCHEHUIO
JIeKapCTBEHHBIX  NPENapaToB, H
ycnosuii XpaHEHHS
¢dapmaueBTHYeCKHX  CyGCTaHIMM,
KOTOpBIE coAepxaTca B
rocyapCTBEHHOM peectpe
JIEKapCTBEHHBIX ~ CPEACTB A
BETEPUHAPHOTO MPHMEHEHHA?

64.

IpexycMaTpuBaeT iU CTaHAApTHAs
orepalMoHHas npoueaypa
H3TOTOBJICHUS NPOMEKYTOYHBIX
NPOAYKTOB  MOCIENOBATEABHOCTD
JeicTBUil  anTevyHbIX PaOOTHUKOB
HWIH OTBETCTBEHHOrO JIHLA TpH
U3TOTOBJICHHH HPOMEXKYTOYHBIX
NPOAYKTOB?

Tlynxr 12 TlpaBun
H3rOTOBJICHHS H
OTHyCKa

65.

TpexycMaTpuBaeT M CTaHAApTHAs
ornepalMoHHas mpoueaypa
H3rOTOBNIEHHA JIeKapCTBEHHBIX
ApenapaToB  IOCIEHOBATENBHOCTD
AeicTBUil  aNTevyHBIX pPaGOTHUKOB
HWIH OTBETCTBEHHOrO IJIHIA IIpH
H3rOTOBIEHUH JIEKapCTBEHHBIX
npenaparos?

Iynkr 13 I1paBun
H3TrOTOBJICHHS U
OTIyCKa

66.

[penycMaTpuBaeT M CTaHAapTHas
orepaliOHHas npoueaypa
YHaKOBKH " ¢dacoBku
JIEKapCTBEHHBIX TpenapaTos
TOCJIEJOBATENILHOCTh neficTBuil
anTeYHbIX paGOTHUKOB WA
OTBETCTBEHHOTO JINLIA NIPH YMAKOBKe
H tacoBke JIEKapCTBEHHBIX
mpenaparos?

ITynkt 14 [paswn
H3TOTOBJIEHHA U
OTIIycKa

67.

IMpeaycMarpuBaeT JH CTaHapTHaA
ofnepaLoHHas IpoLEeAypa
TIPOLIECCOB CTEPUIH3ALMA
HCXOIHOTO CBIPBA, U3TOTOBICHHBIX

Mynkr 15 IIpaBun
H3TOTOBJIEHHSA H
OTILyCKa
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JICKapCTBEHHBIX TIpenapaToB
MOCIEI0BATENEHOCTD AckcTBHi
anTeYHbIX pabOTHUKOB Win
OTBETCTBEHHOI'O niua npH
CTEPWIM3ALMH MCXOJHOI0 ChIphA,
U3rOTOBIICHHBIX  JICKApPCTBEHHBIX
npenaparoB?

68.

[MpenycMatpuBaeT JU cTaHAapTHAsA
oliepalMOHHasA npoueaypa
OCYIIECTBIIEHAA BHYTPHAIITEUHOIO
KOHTPOJIl HPOBEPKY COOTBETCTBUS
H3TOTOBJICHHBIX  JIEKAPCTBEHHBIX
npenaparoB TpeGoBaHUIM
(apmaxoneiHpIx cTaTei?

ITynkr 16 ITpaBun
U3TOTOBJICHHS
OTITyCKa

69.

IpeaycMaTpuBaeT U CTaHAAPTHAs
onepalioOHHas Tpolexypa oTbopa
npod bilii} poBeJECHUS
MUKPOOHOJIOFHIECKOr0  KOHTPOILA
MOC/IEIOBATENBHOCTh netictuit
anTeYHbIX pabOTHUKOB 1700
OTBETCTBEHHOTO JUIa NpH oTbope
npo6?

IMynkr 18 ITpaBun
H3rOTOBJICHHS U
OTIyCKa

70.

IpeaycmaTpuBaeT MU CTaHAApTHas
onepaloHHas MpoLEeaypa OYNCTKH
H nesuHdexuun 0GOpYOBaHHA,
ACTIONBE3yeMOTO MPH H3TOTOBJICHHH
JIEKapCTBEHHBIX Tpenaparos,
1I0CJIEIOBATENLHOCTD IeHcTBUM
anTeYHBIX paboOTHHKOB HIH
OTBETCTBEHHOTO JINLA 10 OUHCTKE H
nesuHpekuun o6opyaoBaHMA?

IMysxr 19 IIpaBun
H3TOTOBJIEHHA U
OTIyCKa

71.

IIpenycmaTtpuBaeT JiM CTaHAApTHAs
oTiepalOHHas MpOLENyPa OYHCTKH
H CTepHIM3aluH  JabopaTopHOit
ToCyAbl, HCTIONIB3YEMOH pH
M3TOTOBJICHUH JIEKapCTBEHHBIX
MpenapaToB, IOCIEI0BATEILHOCTD
JeACTBHUIi anTeuyHBIX paGOTHHKOB
WIM OTBETCTBEHHOTO JHIA IO
OUHCTKE H CTEPHITH3ALHH
nabopaTopHO# nocyaml?

Ilynkr 19 IlpaBun
H3TOTOBJICHMA U
OTIyCKa

72.

TpexycmaTpuBaeT JH CTaHAApTHaA
olepalOHHas NpoLexypa yoopku U
Jae3uHpexmn MoMeILeHU
TI0C/Ie AOBATENLHOCTh nefictBuit
anTeYHBIX pabOTHHKOB WIN
OTBETCTBEHHOTO JIFLla IpH y6opke U
Je3uHeKLIH TOMeeHUH?

[MTynkr 20 ITpaBun
H3TOTOBJIEHUSA H
OTIyCKa

73.

TlpeaycmarpuBaer JId CTaHIapTHAsA
onepaLuoHHasA npoueaypa
[poBeICHUA paccieoBaHuit
yCTaHOBJICHHE OTBETCTBEHHBIM
JHIOOM  WIH  pYKOBOZHTEIEM

IMynxr 21 TIpaBun
H3rOTOBNEHUS U
OTIyCKa
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2.

BETEPUHAPHOI anTek CledyoILHX
HpHYHH!

73.1.

NIOCTYTITEHUS
HeI0OPOKauEeCTBEHHBIX
JIEKapCTBEHHBIX TIpenapaToB?

73.2.

NOCTYIUIEHUA KOHTPa(aKTHBIX
JieKapcTBEHHBIX penaparos?

73.3.

HOCTYILIEHHA
tanscuhHIHpOBaHHBIX
JIEKAPCTREHHBIX TipenapaTos?

73.4.

XpaHeHHs BeTEPHHAPHOH amTeKOMH
HeNo6pOKaueCTBEHHBIX
JeKapCTBEHHBIX MpenapaTos?

73.5.

XpaHeHHs BETEpMHApHOH aNTeKoH
KOHTpa)akTHBIX, JIEKAPCTBEHHBIX
npenaparoB?

73.6.

XpaHeHUs BETEPHHApHOH anTeKoi
tdanscupuIUpOBaHHBIX
JIEKapPCTBEHHBIX MPENapaTos?

74.

IpeaycmaTpuBaeT JH CTaHAapTHas
oTieparoHHas nporexypa
npoBeIeHHA paccinexoBaHUi
HPHHATHE Tpe Iy NpPeX AKX Mep?

IMTynxr 21 IIpasun
H3TOTOBJIECHHS H
OTITyCKa

75.

IMpexycMmaTpuBaeT TH CTaHZApTHAA
oTiepaIuoHHas npouexypa
NPUMECHEHUS KOPPEKTHPYIOIIHX M
(nn) npe Iy npex JalomuX
nelicTBui o pe3ynbTaTam
paccie10BaHui omnpeaeneHue
OTBETCTBEHHbBIM JIMLIOM WIH
PYKOBOAUTEIEM BETEpHHAPHO
anTekH repeyuHeit KoppeKTHPYIOIIHX
U (i) npeaynpexAatoInX
JOEHCTBHN M CPOKOB MCIIOTHCHUA
Takux AedcTBHA?

IMynxr 22 TIpasun
W3TOTOBIICHHA U
OTITyCKa

76.

VTBepXKIEHH JH HM3MEHEHHA B
CTaHJapTHBIE OIepalMOHHbIC
NpOLIEAYPHl C YKa3aHMEM NPHIHH
BHOCHMBIX H3MEHEeHUH U
npunaratbcsi K JIOKyMEHTaMm,
KOTOPBIMH YTBEPKACHBI
COOTBETCTBYIOIIME  CTaHIAPTHbLIC
OllepaiHOHHbIe NPOLELYPHI?

[MTynxr 23 IIpaBun
M3TOTOBJICHHS
OTHYyCKa

77.

OpraHu30BaHO JIH B BETEPUHAPHON
anTexe  XpaHeHHe  CIEdYIOMUX
JOKYMEHTOB:

717.1.

aKToB?

[MynxT 24 IIpaBun
H3TOTOBJICHUA U
OTIIyCKa




717.2.

KypHaJIOB?

77.3.

pPeUCnTOB WIH UX KOpeIJ.IKOB?

77.4.

TpeboBanuit
OopraHu3aiuii?

BETEPHHAPHBIX

71.5.

COTIPOBOAMTENBHBIX JOKyMEHTOB Ha
HCXOHOE ChIpbe?

77.6.

COMPOBOAUTENBHBIX JOKYMEHTOB Ha
YIIaKOBOYHBIE MATEPHANIBI?

717.7.

JOKYMEHTOB TPOU3BOUTEITS,
MOATBEPXKAAIOLMX  COOTBETCTBHE
KauyecTBa HCXOIHOTO ChIPhA?

71.8.

JIOKYMEHTOB HPOU3BOIUTEIS,
NOATBEPXNKAAIOIIUX  COOTBETCTBHE
KauecTBa YIIaKOBOYHBIX MATEPHAIIOB
(B cnyyae ux Hanuuus)?

78.

VYcTaHOBIEH JIM CPOK XpaHEHUA
JOKYMEHTALMH BETEpHHAPHOHM
anTeKoil He MeHee TpeX JeT?

ITynxT 25 TIpaBun
H3TOTOBJICHHSA U
OTIyCKa

79.

VcTaHOBNEHB JIM TOJHOMOYUA U
0043aHHOCTH anTEYHbIX
pabOTHHKOB, B  TOM  YHCIE
OTBETCTBEHHOTO nHna,
JOJKHOCTHBIME HHCTPYKLUAMH?

ITynkT 26 IIpasun
H3TrOTOBICHHS H
OTIIyCKa

80.

OCYHMIECTBASIOT  JIH  ANTEYHBIE
pabOTHUKM BHABl BHYTPHANTEYHOTO
KOHTPOJIf, OmNpeJeNeHHbE B HX
JOJDKHOCTHBIX MHCTPYKLIMAX?

ITynkr 27 IIpaBun
H3rOTOBJIEHHUA U
OTITyCKa

81.

OcyecTaseT Jid OTBETCTBEHHOE
JIMIIO, Ha3HAYSHHOE PYKOBOAUTEIEM
BETEpPHHApHON aITekH,
BHYTPHANTEYHLIH KOHTPOIB?

ITynkr 27 IlpaBun
U3TOTOBJIEHHS U
OTITyCKa

82.

ObecneunBaeT U PYKOBOJHUTEND
BETEPHHAPHOM anTeKd WIH €ro
3aMeCTHTENb BBITNIOJIHEHHE
BHYTPHAIITEYHOTO  KOHTpOAiL B
Clyuae  OTCYTCTBHA  alTCYHOro
paboTHHKA ¥ OTBETCTBEHHOTO JHIIa?

IMynkr 27 TIpasun
H3TOTOBNEHHA H
OTITyCKa

83.

Ocy1iecTBAAIOTCS JIH B
nabopaTopui, aKKpeAUTOBAaHHOH B
HALMOHAJIBHO I CHCTEME
aKKpeIUTaluy, B ciyuae
OTCYTCTBHSA B BETCPUHAPHOI anTeke
YCIIOBHMH 1S MPOBEAEHUS KOHTPOJIA,
CHeIyIOIUe BUABLI KOHTPOJIS:

83.1.

(pU3UKO-XUMHUECKOTO KOHTpOIA?

IMynkr 28 ITpaBun
H3TrOTOBJICHHSA U
OTIyCKa




25

83.2.

ONpEJICNiCHHE CTEPUILHOCTH ISt
CTEPHIBHBIX HPOMEXYTOYHBIX
NpOaYKTOB AN
MHKPOOHONOTHIECKON YACTOTHI AJIs
HECTEPUIIBHBIX  MPOMEXYTOUHBIX
MPOAYKTOB (manee -
MHKPOOHOIOTHYECKHH  KOHTPOIIb
NPOMEKYTOUHBIX PORYKTOB)?

83.3.

ONpelAeNeHNe CTEPHIBHOCTH IS
CTEPUIBHBIX H3rOTOBIIEHHBIX
JIEKapCTBEHHBIX TIPENapaToB?

83.4.

MHKPOOHONIOTMYECKON YHCTOTHI I
HECTEPHIBHBIX H3rOTOBJEHHBIX
JIEKapCTBEHHbIX TpenapaTos?

83.5.

NHUPOT€HHOCTH /Il MHBEKIMOHHBIX
pacTeopoB?

83.6.

HAIHYUA GakTepHaIbHBIX
SHAOTOKCHHOB st
[apeHTEPAIbHBIX  JIEKaPCTBEHHBIX
NpernapaToB U IPYTHX MoKa3aTeeit
B COOTBETCTBMH C TpeGOBAaHUAMH
(papmaxoneiiHbIx craTeii?

83.7.

MHKpPOGHONOTHYECKOTO KOHTPOJIA?

84.

O6ecmeunBaeTcs )i B
BETEPHHAPHOI afnTeKe JOCTYIHOCT
o0opyHoBaHHS A OYHCTKH C
HEJBIO IpeAOTBPAILEHHUS
KOHTaMHHALMH H3IOTOBJIEHHBIX
JIEKapCTBEHHEBIX MpenaparoB?

IMynxr 29 IIpaBun
W3rOTOBNCHHUA H
OTITycKa

85.

OO0opynoBaHsl JH  HOMEILCHHUA
BETCPHHAPHOH anTeKu, B KOTOPBIX
OCYIIECTBIIIETCS H3TOTOBIICHUE
JICKAPCTBEHHBIX TIpenaparos,
[PUTOYHO-BBITSHKHOM
BEHTWIIALUCH?

ITynkr 30 ITpaBun
H3TOTOBJICHAA U
OTIyCKa

86.

ObecreyeHsl M NOMELICHUS
BETEPUHAPHOM anTeku, B KOTOPHIX
OCYHIECTBIIAETCA H3rOTOBJICHHE
TIeKapCTBEHHBIX Mpenaparos,
CIEeyIOmuM 000pyIOBaHHEM ISt
H3TOTOBJICHHS JIeKapCTBEHHBIX
TIpenapaToB:

86.1.

CPENICTBAMH H3MEPEHHMi, B TOM
YUCNie TEXHUYECKHMH CpENCTBAMH
ans TIOCTOAHHOTO KOHTPOISA
TEMIEPATYPHI U BIIAXKHOCTH?

86.2.

nabopatopHoii mocyaoii?

86.3.

mkadamu (cTeaxamu)?

ITynkr 30 IMpaswun
U3TOTOBJIEHUSA H
OTITyCKa
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2.

86.4.

XOJIOJMIIEHAKAMH, eci
H3TOTOBJIEHHE JIEKQPCTBEHHOTO
npenapara Tpedyer coOar0AeHHUs
TeMIEPATYPHbIX PEKUMOB?

87.

3anpelleH JH JOCTYN MOCTOPOHHHUX
JIMI[ B TIOMEIUEHUsS BETEPHHAPHOMN
anTeKH, 3a HCKITIOUEHHEM
NOMELLEHUH, B KOTOPBIX
OCYLIECTBIAETCA OTITYCK
H3TOTOBJIICHHBIX  JEKAPCTBEHHBIX
npenaparoB?

Iynkr 31 INpasun
W3TOTOBJICHHUS U
OTIyCKa

88.

HmeroT I MOMEIICHAA
BETEpPHHAPHO# arnTeKH,
OCYIUECTBJIIOUIECH  HM3TOTOBJICHHE
HECTEPHJIBHBIX JIEeKapCTBEHHBIX
[pEeNnapaToB, CIEAYIOLIIE 30HBI:

88.1.

30Ha Iist H3TOTOBJICHHS
JIEKAPCTBEHHBIX MPENapaTor?

88.2.

30Ha Ui MOWKH U CTEepIIH3aLHu
nabopaTopHO# MOCyABI?

88.3.

30Ha A1 XpaHeHHs HCXOIHOTO
CBIPbA?

88.4.

30Ha Il XpaHEHHS U U3TOTOBIICHHS
IIPOMEXKYTOYHBIX TPOAYKTOB?

88.5.

30HA U1 XpaHeHHA U U3TOTOBJICHHUA
peaKkTUBOB?

88.6.

30Ha UM XpaHEeHUS W3TOTOBICHHBIX
NIEKapCTBEHHBIX MpPEnapaTos?

88.7.

30Ha U1 XpaHEHUA YIIAKOBOYHBIX
MarepHaoB, BCIOMOTATENbHBIX
MAaTepHANoB, Tapbi?

88.8.

30Ha JJIs1 KOHTPOJIbHOM MapKHUPOBKH
M TEPMETHYHOIO YKYNOPHBaHUA
H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenaparos?

88.9.

30Ha JUTA YNaKOBKH M3TOTOBJIEHHEIX
JIEKApCTBEHHbIX TIPenapaToB?

88.10.

30HA  OTMYCKAa  JIEKAPCTBEHHBIX
MpenapaToB MOTPeOUTENAM?

88.11.

30HY JUIA  MOAYYEHHA  BOABI
OYHILICHHOMH, B ciry4ae
HEOO0XOIMMOCTH TOJIy4€HHUS BOIbI
OYMIIECHHOH?

ITynxr 32 ITpaBun
U3TOTOBJICHUS U
OTHyCKa

89.

HckmoueHsbl M Npy pacioioKeHHH
30H BETEPHHAPHOIH anTeku
BCTPEUHBIE WIH  IEPEKPECTHBIE

Ilynkr 33 IlpaBun
M3TOTOBJIEHUS U
OTIyCKa
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HOTOKHM  HCXOZHOTO  Cbipb M
H3rOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenaparos?

90.

Pacnonaraercss nu pabouee MeCTO
anTe4yHoro paboTHHuKa,
3aHUMAIOIIETOC  U3rOTOBJICHUEM
JIEKapCTBEHHBIX MPENapaToB U (WiH)
OCYILECTBIIAIOIIETO
BHYTPHANTEYHBII  KOHTPOJIb, B
MOMEILCHUH, B KOTOpOM
W3rOTaBNMBAKOTCA  JICKAPCTBEHHBIC
npemnaparbi?

TyHkt 34 IpaBun
U3rOTOBICHHUS U
OTIIycka

91.

3ar1pemeHo JIJA B MOMCUICHHUAX, B
KOTOPBIX H3roTaBJIHUBAIOTCA
JEKApCTBCHHLIC npenaparhl,
OCYIICCTBIIATD:

91.1.

XpaHeHHe  XO34liCTBEHHOro W
ApYTOTO HHBEHTaps?

91.2.

XpaHEHHEe HE HCHOJIb3YEMOrO IIpH
W3rOTOBIICHUH JIEKApPCTBEHHBIX
npenaparos?

91.3.

XPaHCHUC OACKIBL paﬁornuxos?

91.4.

pa3MelieHe
npuemMa numu?

30HBI OTABIX2a H

91.5.

OCYyLIECTBICHHE TOPrOBIH
JIEKAPCTBEHHBIMY TIpETIapaTamMu?

Iynkr 35 IlpaBun
W3TOTOBJIEHUSA H
OTITyCKa

92.

VMeeT N BeTepHHapHas anTexa,
OCYWIECTBIAIOMAs  U3TOTOBJICHHE
CTEPUIbHBIX JIEKapCTBEHHBIX
OpenaparoB B ACENTHYECKHX
YCIOBHAX, aceNTHYECKHI 6710K?

Iynkr 36 ITpaBun
H3TOTOBJIEHUA H
OTIIyCKa

93.

BrmouaeT M acentaueckuii 6ok
Clre AyIOIHe MOMEIICHHS:

93.1.

ILTO3L I Pa0OTHAKOB IIPH BXOJE
B aCENTHYECKHIA OJIOK,

93.2.

LUTO3BI s MOCTYHAIOUINAX
HCXOJHOTO ChIpbsl M YNaKOBOYHBIX
MAaTepuaioB, KOTOpbie 3aLIMIHAIOT
BO3ZIYX noMeteHna ans
H3rOTOBJICHHA JIeKapCTBEHHBIX
TIpenaparoB OT KOHTAMHHALMA?

93.3.

ILTKO3bI pinjet nepeaaqu
H3TOTOBACHHBIX JIEKapCTBCHHbIX
npenaparoB, KOTOPBHIC 3aIMINAIOT
BO3OYX NOMCIICHUA s
H3roTOBJICHHUA JICKAPCTBECHHBIX
npenapaTroB OT KOHTaMHHaIuu?

Iynxr 36 IIpaBun
H3TOTOBJIEHMS H
OTHyCKa
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MOMEIIEHUE /IS MONyYeHHS BOMBI
U1 MHbEeKIHii?

noMelneHue Ui W3TOTOBJICHUSA
JIEKapCTBEHHBIX Mpenaparos,
obopyznoBaHHOe JTAMHHAPHBIM
6oxcom?

[NOMEIIEHWEe [ CTepHIH3aLUH
H3TOTOBJICHHBIX  JIEKapCTBEHHBIX
npenapartoB  (HeoOA3aTeNnbHO A
BETEPUHAPHbIX anTex,
OCYILECTBIIIOMIMX H3rOTOBJICHHE B
ACENTHYECKUX YCJIOBHAX  TOJBKO
TJ1a3HBIX Kameb)?

NOMEIIEHUEe 1A KOHTPOJIBHOM
MapKupOBKH M  TepMETHYHOrO
YKYHOpHBaHUsA H3TOTOBJICHHBIX
JEKapCTBEHHBIX NpenapaToB
(HeoOs3aTeNIbHO AT BETEPHHAPHBIX
anTex, OCYLIECTBIAOLIUX
H3TOTOBJIEHHE B  aceNTHYecKHX
YCIIOBHAX TOJIBKO IJIa3HBIX Kanesb)?

MOMelleHHe Jst YIIAaKOBKU
H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npenaparo?

HMeroT nu JocTyn B acenTH4eckuit
6ok TOJBKO pabOTHHKH,
OIPEACIICHHBIE IIpUKa30M
PYKOBORHTETIS BETEpUHAPHOMH
anTexu?

ITynkr 37 Ilpasun
U3TOTOBJICHUS U
OTIyCKa

IpoBoauTCcs JTH B aceNTHIECKOM
61oke nepen Ha4yaJoM
H3rOTOBJIEHHUS JeKapCTBEHHbIX
npenapaToB MHKPOOGHONOTHYECKHit
KOHTpOJIb CJIEAYIOMHX 00BEKTOB:

BO37yxa?

BOJbl OYHIIEHHON M BOABI AJIA
WHBEKIHI?

obopyaoBaHus?

nabopaTopHOi mocyapt?

pyK M OHeXObl  anTe4YHbIX
paGOTHHKOB, HENOCPEACTBEHHO
3a/IeliCTBOBAHHBIX B H3TOTOBJICHHH
JIEKapPCTBEHHBIX TIPENapaTos?

ITynkr 39 IlpaBun
H3TOTOBJICHUA U
OTITyCKa

ITpoBoauTes m
MUKPOOUONOTHYECKHI KOHTPONIb B
MOMELLECHUAX BETCPHHAPHOMN
anTexwy, 3a HCKIIOYECHUEM

IMynxr 39 IIpaBun
H3TOTOBJICHHs U
OTIyCKa
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TIOMELIEHUS s OTHycCKa
JIEKapCTBEHHBIX npenapaToB
NOTpeOUTENsAM, HE DEXE OIHOIo
pasa B kBapTain?

97.

CoOTBETCTBYIOT m
BCIIOMOTATENbHbIE BELLECTBA,
HCTIONB3yeMble TPH HM3TOTOBICHUM
JIEKApCTBEHHbIX npenaparos,
TpeGoBaHHUAM tapMaxoneiHbIx
crareif (BcrioMoraTtenbHbIe
BELIECTBA, ofnucaHHbIE B
rocyaapcTBeHHOMN (apMaKonee) WiH
TpeGOBaHHAM, YCTAHOBJEHHBIM HX
NPOU3BOAUTENEM
(BcmoMorartenbHbIEe BEILECTBA, HE
ONMMCaHHble B [OCYJAPCTBEHHOM
dpapmakonee)?

ITynxt 41 [TpaBun
H3TOTOBJICHUA H
OTIyCKa

98.

3anpelaeTcs JId IPH U3TOTOBICHHH
JIEKapCTBEHHBIX IpernapaToB
HCIOB30BAaHAE HAPKOTUYECKHX M
TCUXOTPOIHBIX BEILECTB, a TaKke
61ONOrHuecKoro Marepuana
JKHUBOTHBIX %} IITaMMBbl
MHKpPOOPraHu3MOB?

IMynkr 42 TlpaBun
M3rOTOBNICHUS H
OTIyCKa

99.

3ampemieH0 M H3TOTOBJICHHE
BeTePUHAPHBIMU anTexamu
JIEKapCTBEHHBIX Mpenaparos,
3aperucTpUpoBaHHbiX B Poccuiickoii

®eepanun?

[Mynkr 43 T1paBun
W3rOTOBJICHUSA U
OTILyCKa

100.

Hcnons3yrored M
3aperucTpUPOBaHHbIE
JA€KapCcTBEHHBIC TpenapaTel  IIPU
H3TOTOBJICHHH JIeKapCTBEHHBIX
IperiapaToB Uil MpHeMa BHYTPb M
OIS Hapy)XHOro  TpHMCHEHMA
TOJIBKO B CJIy4ae, €CJIM ITO yKa3aHo
CHEUATHCTOM B obnactn
BeTEPHHApDUH B peLeNnTe MWid B
TpeGoBaHUH BETEpUHAPHOH
OpraHM3allii M  COOTBETCTBYET
HHCTPYKIMH TI0 BETEPUHAPHOMY
MIPUMEHEHHUIO
3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO Mpenapara?

[MyHkT 44 IIpaBun
H3TOTOBTICHAS H
OTITyCKa

101.

3anpelaeTcs Jid PX U3rOTOBIICHHH
JIEKApCTBEHHBIX npenapaToB
HCTOb30BaTh JIEKApCTBEHHBIE
nperaparsl, BKJTIOYSHHBIE B
nepedYeHb JIeKapCTBEHHEBIX
TIpeTIapaToB, TIpeJHa3HAYEHHBIX Ik
JIeYeHHA WH(EKLHOHHBIX u
napa3uTapHbIX Gonesnei
KUBOTHBIX, BBI3BIBAEMBIX
NAaTOTEHHBIMH MHKPOOPTaHU3MaMH

ITynxr 45 TIpaBun
H3TOTOBIEHMSA H
OTIIyCKa
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H YCIOBHO-TIATOTE HHBIMHU
MHKpPOOPraHU3MaMy, B OTHOHICHUH
KOTOPBIX BBOJATCS OrPaHWYEHUS Ha
IpUMEHEHUE B JICUeOHBIX LEIAX, B
TOM YHUCIe s JICUEeHUA
CeIbCKOXO03AMCTBEHHBIX
KHABOTHBIX?

102.

3amonuHseTcs JM B MIpomecce
M3TOTOBJIEHUS JIEKapCTBEHHOTO
npenapara anTe4yHbiM paGOTHUKOM,
M3TOTABJIMBAIOIIUM JIEKAPCTBEHHbII
npenapar, NachopT MHCEMEHHOTO
KOHTpons?

Ilynkt 46 IpaBun
H3TOTOBJIEHUS U
OTITyCKa

103.

BHocsatcs hit B IIacnopT
[UCbMEHHOTO KOHTPOJIA
CIIEYIOIHE CBEICHUA:

103.1.

HOMEP U Aata oopMiIeHus peLenTa,
TpeboBaHus BETEPHHAPHOMN
oprasHuzauuu?

103.2.

HAUMEHOBAaHHE H  KOJMYECTBO
KCTIONb30BaHHOTO HCXOJHOTO
ChIpba?

103.3.

NOPAJOK BBEAEHHSA BELIECTB M
nepeveHb TEXHOJIOTHYECKHUX
onepauuii?

103.4.

HaNMEHOBAHUA HCMOJIb3YEMBIX
060pya0BaHHUsA, CPEICTB H3MEPEHHIA,
peaKkTUBOB?

103.5.

oOmas macca WIH o0BeM
JIEKAPCTBEHHOTO TIPeTiapara, 4HCIIO
J103?

103.6.

CTeneHb pasBeieHUsA
TOMEOIATHYECKOTO HCXOJHOI'O
Chipbsi (B clydae HCMOJb30BAHHUSA
HCXOJHOTO FOMEOIIATHYECKOTO
CBIPBA)?

103.7.

Macca OTIENbHBIX HO3HPOBAHHBIX
€AVHHIl M HX KOonm4ecTBo (Tpu
U3TOTOBJIEHHH MOPOILKOB %}
CyNNo3uTopueB)?

103.8.

KOHUEHTpauusi H o0beM (Macca)
J00aBNEHHOTO  W30TOHHPYIOIIErO
BemlecTBa (mpd  AoGaBieHHWH B
TIa3Hble  Kalulh, pacTBOpbl JUIA
WHBEKLNH 1 HHPY3HIT)?

103.9.

COCTaB, KOHHCHTpALHA H 00beM
KOHLICHTPHPOBAHHBIX pPacTBOPOB
(IIpPI HCHOJAB30BaHHH pinyb¢

ITynkr 75 IlpaBun
HM3TOTOBJICHUS U
OTITyCKa
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H3rOTOBNEHHUS JIEKapCTBEHHBIX
npenaparoB)?

103.10.

UCTIOB30BAHHBIE  NPH  pacueTe
K03(ppULMEHTH  BOJOMOIIOIIEHHS
Ans PacTHTENBHOTO ChHIpBS,
ACTHONb3YEMOTO MPH H3rOTOBJIEHHH
JIeKapCTBEHHOTO mpernapata?

103.11.

HCMONMBb30BAHHBIE TIPH  pacyeTe
K03 PULHEHTHI YBEJIUUEHHUS
o0beMa BONHBIX pPacTBOPOB MpH
PacTBOPEHHH BEILECTB, BXOJALINX B
COCTaB JIEKapCTBEHHOTO Mpemapara’?

103.12.

Jlata H3[OTOBJICHHSA JIEKAPCTBEHHOTO
npenapara?

103.13.

HOMEp 3alMCH B XXypHaJIe KOHTpPOJIs
M3TOTOBIICHHBIX  JIEKApPCTBEHHBIX
npenaparos?

103.14.

tamMunmda, uMd, oryecTBO (TpH
HalM4MH) W TIOAMHCH ANTEYHOrO
paboTHHKa, U3rOTOBHBIIETO
JEKapcTBEHHbI  mpemapaTr, ©
aNTE4YHOTO paboTHuKa 20171
OTBETCTBEHHOTO JHLa,
OCYIIECTBUBILETO BHYTPHANTEYHBII
KOHTpOJIb H3TOTOBJIEHHOTO
JIEKapCTBEHHOTO Mpemnapara?

104.

XpaHuUTCS 1M HMCXOJHOE ChIpbe
nociue BCKPBITHSA MEpBUYHOI
YIIAKOBKH B MpOILUEIIIMX OYHCTKY
€MKOCTAX ¢ COOMIOZEHNEM CPOKOB
XpaHEHHs YKA3aHHOTO ChIPbS BO
BCKPBITOI ynakoBke?

IMynkr 47 IlpaBun
H3TOTOBJICHUA U
OTIIyCKa

105.

YKka3aHbl 11 Ha 3THKETKaX €EMKOCTEHH
C HCXOJHBIM CBIPEEM CIEAYIOLIAs
HH(pOpMaLH:

105.1.

HAUMCHOBAaHHEC HCXOTHOIO CLIpL}I?

105.2.

YCIIOBUSI XpaHeHHs?

105.3.

Jara BCKDBITHS YIIAaKOBKH
HUCXOMHOTO ChIPhA?

105.4.

JiaTa 3aroJIHeHUA eMKOCTH?

105.5.

tdamunus, uma, oryecTBo (MpH
HQJIMYMM) anTedyHoro paboTHHKA,
3al0JHUBILIETO EMKOCTH?

105.6.

NoANHUChH anTCYHOro paﬁoTHnKa,
3aNO0JHHUBIIETO EMKOCTE?

Iynkr 48 IIpasun
U3TOTOBNIEHUS 1
OTHYyCKa




32

2.

106.

VkazaHa JId Ha ’TUKETKaX €MKOCTEMH
¢ TPOMEXYTOYHBIMH TPOIYKTaMH
crieAyronas HHpOpMaLus:

106.1.

HalNMEHOBAHHE  MIPOMEKYTOUHOIO
nponykra?

106.2.

cosepkaHue IeHCTBYIOIETO
BELLECTBA (ans PacTBOpOB
YKa3bIBaeTCA KOHLEHTpaLus)?

106.3.

JlaTa U3rOTOBJICHUA?

106.4.

CPOK rOgHOCTH?

106.5.

YCIOBHS XpaHeHUs?

106.6.

¢daMuuA, UMsA, OTYECTBO (IpH
HQJIMYUM) anTeqyHoro paboTHHKA,
H3TOTOBHMBILETO  HPOMEXYTOYHbIH
MPOXYKT?

106.7.

TNOANKCH anTeyHoro paboTHHKA,
W3TOTOBHBLIETO  IIPOMEXKYTOYHBIH

MPORYKT?

106.8.

tdaMunus, uMsa, OT4YeCTBO (TIpH
HUIMYHH) anteqyHoro paboTHHKA
WA OTBETCTBEHHOTO nuia,
OCYILIECTBHUBILIETO BHYTPHANTEYHBIH
KOHTPOJIb?

106.9.

HOAIKCH aNTeYHOro paboTHAKA HITH
OTBETCTBEHHOTO JMIa,
OCYIIECTBHBILETO BHYTPHANTEUHBIIH
KOHTPOJIB?

ITynkr 49 IIpaBun
U3rOTOBNEHUA U
OTHycKa

107.

HMeT M eMKOCTH C HCXOIHBIM
CHIPBEM, YNMAKOBOYHBIMHU
MaTepHalaMid H MPOMEKYTOIHBIMH
POXYKTaMH CNEeAYIOUIYIO
MapKHPOBKY:

107.1.

«OcymecTBseTcs
BHYTpHAITEIHbIA KOHTPOIb»?

107.2.

«PaspeiieHo UCIOAb30BaTH»?

107.3.

«3anpemnieHo UCIoIb30BaTh)?

107.4.

«3abpakoBaHO NP4 BXOJHOM
(npreMOYHOM) KOHTpONIE»?

IMynkr 50 IIpaBun
U3rOTORIEHMS H
OTITyCKa

108.

IMpoxomur  ynu  naboparopHas
nocyna, KoTopas HCHOJb3YeTCA IpH
H3TOTOBJIEHUH JIeKapCTBEHHBIX
MpenapaToB, OYUCTKY?

ITynkr 51 IMpaBun
U3rOTOBJICHNSA H
OTITyCKa

109.

Crepunuzyercs Jii JaboparopHas

HyHKT 51 IIpapun




nocyaa, KoTopas UCHOJb3yeTCA MpH

W3TOTOBIEHUH JIEKAPCTBEHHBIX
NpenapaToB, B COOTBETCTBHM CO
CTaHIAPTHOI OTepaLMOHHON

npouexypoi?

W3rOTOBIIEHHS
OTITyCKa

110.

3akynopusaercd Jd jnaboparopHas
HOCYJa, KOTOpas HCIONb3YETCs TpH
W3rOTOBIEHUU JeKapCTBEHHBIX
npenapatos?

[Mynxr 51 HpaBun
U3TOTOBJICHAA U
OTITyCKa

111

Xpanutcs i naboparopHas nocyza,
KoTOpas HCTIONB3YeTCH npu
H3rOTOBJICHAU JeKapCTBEHHBIX
HperapaToB, B 3aKPHITHIX MKa(ax?

ITynkt 51 IIpaBun
H3TOTOBJEHUA U

oTmycka

Cobmopaercs 4 CPOK XpaHEHUs
cTepuIIbHOI 1abopaTopHOit mocyIbl,

ITynxr 52 TIpaBun
KOTOpas HCIIONB3YETCA npu
112. M3rOTOBICHHS H
W3TOTOBJICHAH HECTEPIIIBHBIX
OTITyCKa
JICKapCTBEHHBIX [MpErnapaTroB, He
6onee Tpex cyToK?
Cofmomaercst JM CPOK XpaHEHHS
cTepunbHOM TaGopaTopHoit mocyIbl,
KoTOpas HCTIONB3yeTCA /7§
p 4 P ITynkr 52 ITpaBun
M3TrOTOBJIEHHH CTePUIIbHBIX
113, H3TOTOBNEHHS U
JIEKapCTBEHHBIX MpENaparoB - He
OTITyCKa
6onee CYTOK c MOMEHTa
CTEpHIH3ALNA nabopaTopHOH
nocyapi?
TMonmexut B 171 MOBTOPHO
CTEpUIH3ALUA naboparopHas | Ilynkr 52 IlpaBun
114. fnocyaa, B CIy4ae €Clii B CPOK He H3TOTOBNEHHUS
fonee cyrok oHa He Obula OTITyCKa
HCIIoNB30BaHa?
3ampemaercs JH OIHOBPEMEHHOE
H3rOTOBJCHHE HAa OIHOM pabouem
MeCcTe HECKOJIbKHMX DPacTBOPOB [Jis
UHbeKIM M nekapcrBeHHBIX | [lyHkrt 53 IlpaBun
115. HpenapaTos, coJepKaLINX H3TOTOBJICHHUS H
BEILECTBA c pasIMIHBIMU OTITyCKa
HaNMEHOBAaHMAMH M BeLIECTBA
OHOTO HAUMEHOBaHWA, HO B
Pa3IMYHBIX KOHLCHTpauuix?
OcylecTBRAETCA JIH CTEPUIM3ALUS
ac}::o OB HE M037IHEE IZx qacoB ¢ Myuir 54 Ipagin
116. p p P U3TOTOBJIEHUS H
Hayaja MX M3TOTOBJICHHUA, 34
OTITyCKa
HCKJIFOYECHHEM pacTBOPOB [TIFOKO3bI?
Ocywectpiaserca a1 crepwinzauua | [Iyukt 55 TlpaBun
117. PacTBOPOB [JTIOKO3bI Cpa3y ke Mocie W3rOTOBJICHHS U
HX HU3FOTOBJIECHHA? OTIyCKa
118 3amnpenieHa nm nosropHas | Ilynkr 56 I1paBun

cCTepwiin3anyd HWHBEKIIHOHHBIX H

H3roTOBJICHUA U
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2.

HH(}Y3HOHHBIX PacTBOPOB?

OTIycKa

119.

Hcnonb3yoT M 11 U3TOTORICHHUA
MapeHTePATbHBIX  JIeKAPCTBEHHBIX
NpenapaToB, KOTOpble He MOIEeKaT
TEPMUYECKOH CTEPHIM3AUMH H B
H3TOTOBJIEHHM KOTOPbIX B KAYeCTBE
pacTBOpHUTENS HCHONB3YETCS BOJA,
TOJIBKO BOJY JUIS MHBEKLIMIA?

ITynkr 57 [paBun
H3TOTOBJICHHUS Y
OTIyCKa

120.

[MpoBogatr s s W3TOTOBJICHUS
MIAPEHTEPANIbHBIX  JICKApPCTBEHHBIX
OpEnapaToB, KOTOPbIE HE TOMIEKAT
TEPMHYECKOH CTepunM3alul U B
H3TOTOBJIEHMH KOTOPBIX B KAaU€CTBE
pacTBOpHTEN MCMOJb3yeTCs BOA,
GHHATIBHYIO CTEpWIM3ALMIO ITyTeM
¢hWILTpalyuy B JJAMUHAPHOM TOTOKE
BO3[lyXa € MOMOIIBI0 MEeMOpaHHBIX
¢$uibTpOB c HOMUHAIBEHBIM
pa3Mepom nop He bonee 0,22 MKM?

ITynkt 57 TlpaBun
U3rOTOBIICHHUA
OTIycKa

121.

Hcnonb3yror i s W3roTOBJICHHA
[Ja3HbIX  Kanenb, KOTOphiE He
noanexar JanbHedmen
TEPMHUYECKOH CTEPHIM3ALNU, BOIY
JiIS AHBEKIIA?

ITynxr 58 IlpaBun
U3FOTOBNEHUS U
OTIIyCKa

122

IMpoBoaaTr iU [nA HW3rOTOBJCHHUA
[Ta3HBIX Kalenb, KOTOpble He
MmoJyIexar JanbHelmeit
TEpMUYECKO CTEPUIIN3ALIAY,
(UHANBHYIO CTEPUIM3ALMIO ITyTeM
(uIbTpauyy B JAMUHAPHOM MOTOKE
BO3yXa C IOMOLIBI0 MeMOpaHHBIX
ObwisTpoB c HOMUHAJIbHBIM
pa3MepoM rop He Gonee 0,22 MKM?

ITynkr 58 IIpaBun
H3TOTOBNEHUA U
OTIyCcKa

123.

Benetcs 11 B BeTEpHHAPHOI anTeke
KypHall  PErucTpalMyd  pexuMa
cTepuaH3anumn?

ITynkr 59 ITpasun
U3TOTOBJICHUA U
OTIIyCKa

124.

Brocarca amn B
perucTpanyu
CTEpPUIU3ALIUM
CBEJCHHA:

AypHAI
pexuMa

ClIeoyomue

124.1.

aara u HOpﬂI[KOBLIﬁ
NPOBEICHHUA CTepI/IJ'II/BaLIPII/I?

HOMep

124.2.

HAUMCHOBaHHC UCXOOHOI0O CLIpB}I?

124.3.

KOJTMYECTBO HCXOHOIO CI:IpLSI?

124.4.

HAaUMCHOBAHHUC H3rOTOBJACHHBIX

JIeKapCTBEHHBIX?

124.5.

KOJIMYECTBO H3TOTOBJIEHHBIX
JIEKapCTBEHHBIX Npenaparos?

ITynkT 59 TIpaBun
U3rOTOBNIEHHUS 1
OTIIyCKa
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124.6.

HaNMCHOBaHME naboparopHoit
NOCYABI M TNPOYHX MATEPHAJIOB,
HOIIEKAIMX CTePHITH3alnu?

124.7.

KOJIMYECTBO TabOPaTOPHO MOCY bl
7| APOYUX MaTepHa’oB,
MOMIeKAIMHUX CTEPUTH3ALIN?

124.8.

yCIOBUS CTEpUWIN3ALUH
(Temneparypa, Bpems)?

124.9.

pe3YNbTaTHl TEPMOTECTA?

124.10.

HOAMHCh  ANTEYHOTO PpaboTHHKA,
NPOBOAMBILETO CTEPHIU3ALHUIO?

125.

OcymecTBisercs M BBIGOp
YIIAaKOBKH M YKYTIOPOYHBIX CpPeICTB
B 3aBHCUMOCTH OT  CBOIICTB,
Ha3zHAYCHUS u KOJIMYeCTBa
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npernapara B COOTBETCTBHH €
Tpe6oBaHMsIMH  (apMaKomeHbIX
cTatei?

ITynkr 60 IIpaBun
W3TOTOBJICHUA H
OTIyCKa

126.

VhnakoBaHel CTEpHIIbHBIE
JICKapCTBEHHBIE  IIpenapaThl B
CTEPWIBHYIO YTIAKOBKY?

ITynkr 61 TIpaBun
H3TOTOBNEHUA H
OTHYCKA

127.

VYHakoBaHbl JIM ' JIEKapCTBEHHbIE
npenaparsi, TpeOyromue 3alluThl OT
JEHCTBUA CBETA, B CBETO3AINUTHBLIE
€MKOCTH?

ITynkT 62 IlpaBun
W3TOTOBJICHUA U
OTIyCKa

128.

VnakoBaHel JM  JIEKAPCTBEHHEBIE
NpenapaTsl, COAEpXKaIIHe JIeTyuHe
BEIIECTBA, TpeOyIoLue 3aKThl OT
VICTYYHBAHUS, TUTPOCKOTIMYHEIE
BEIIECTBA M BEIIECTBA, KOTOpbIE
OKHCIIIOTCA CeAyIoLuM 06pazoM:

128.1.

B TEPMETHYHBIE €MKOCTH U3
HENPOHULIAEMBIX At
COOTBETCTBYIOLIUX BEILECTB
MaTepHaios?

128.2.

YKYMOPEHHbIE HABHHYMBAIOLIAMUCS
KOJMAYKaMH HJIM  KpPBIIUKAaMH B
KOMIUIEKTE C mnpo0KaMH  HIH
NpoKIafkaMu ¢  YIUIOTHAIOLIMMHU
3jIeMeHTaMHu?

Hynkr 63 IIpasun
M3TOTOBIEHUS U
OTITyCKa

129.

OcymiecTBasercs JH  YHaKOBKa
JIEKapCTBEHHBIX Tpenaparos,
collepKallUX JICTYYHe BEIIeCTBa,
TpebyroLiye 3aHIUTHI oT
yIEeTYYHBaHUA, WIH BeImECTBA C
3alaxoM, OTHEIBHO OT YMAaKOBKH
IpYrux JIeKapCTBEHHBIX

Ilynkr 64 IlpaBun
W3FOTOBNEHUA U
OTIyCKa
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npenaparoB?

130.

Hanecenel' M Ha  YHDAKoOBKY
W3rOTOBIEHHBIX  JIEKAPCTBEHHBIX
TNpenaparoB ITUKETKH, COACPKAILHE
CJIeYIOMIY0 HHGOPMALIHIO:

130.1.

HOMEp peLienTa Ha JEKapCTBEHHbIH
npenapar?

130.2.

COCTaB JIEKAPCTBEHHOTO Mpenapara’?

130.3.

Haamich  «Jlns  BeTepHHApPHOIO
NPUMEHEHUAN?

1304.

JaTa U3rOTOBJICHHS?

130.5.

cnocob NMpUMEHEHUs
JIeKapCTBEHHOTO npenapara
(BHyTpeHHee,  Hapy»kHoe, 4
HHbEKIHIA)?

130.6.

CpPOK TOJHOCTH (TOJEH 10 )?

130.7.

YCIOBHS XpaHeHHA?

130.8.

npemocTepexxeHue  «XpaHHTh B
HENOCTYITHOM J14 fieTeif MecTen?

130.9.

U1 CTEPIIBHBIX JICKApCTBEHHBIX
($opM IOMONHUTENBHO YKa3bIBACTCS
«CtepunbHO»?

Mynkr 65 IIpaBun
U3rOTOBJIEHHA H
OTITyCKa

131.

Vka3sIBaeTcs JIH B 3aBUCHMOCTH OT
cocTaBa H3rOTOBIEHHOTO
JIEKAPCTBEHHOTO TMpenapaTa M €ro
CBOICTB OOTIONHUTEIbHAS
uHpOpMAaLH:

131.1.

«bepeub oT OTHS» (ans
JIerKOBOCILIAMEHSIOLIUXCS )|
JIETKOrOPIOYHX JIEKapCTBEHHBIX
npemnaparos)?

131.2.

«O6pamiatecs  OCTOpOXHO!» (A4
B3PBIBOOTIACHBIX  JIEKAPCTBEHHBIX
npenaparos)?

131.3.

«[lepen TPUMEHEHHUEM
B30ANTHIBATE» (WIS JTEKAPCTBEHHBIX
Mpenaparos, npH XpaHEHHH
KOTOpBIX 00pasyeTcs 0cafokK)?

[Tynkr 65 ITpaBun
H3TOTOBINCHHA 1
oTHycKa

132

OdopmieHsl 1 JAOKYMEHTAJIBHO
JOeHCTBUA, MOATBEPXKIAIOIIHNE, UTO
yKa3aHHble METOJ WiK IPOLECC
COOTBETCTBYIOT TpeGoBaHUAM
(apMaxoneHHbIX crarel B
OTHOILEHUH CIEAYIOIMMX METOIOB

IMTynkr 67 IIpaBun
H3TOTOBJICHHA H
OTIyCKa
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KOHTPOJIA:

132.1.

KOHTPOJIAL UHCXOOHOI0 CLIpbﬂ?

132.2.

MIPOMEXXYTOYHBIX MPOAYKTOB?

132.3.

U3TOTOBJICHHBIX  JIEKADCTBEHHBIX
npenaparoB?

132.4.

TNpOLECCOB H3rOTOBICHHUS
JIEKapCTBEHHbIX MpeNapaTos?

133.

IoasepraioTcs 1u NOCTYMAIOIINE
HCXOJHOE ChIpb€ H YNAKOBOYHEIE
MaTepHaTbI BXOJHOMY
(IpHEMOYHOMY) KOHTPOJIO?

ITynkr 68 IIpasun
M3rOTOBNEHUA H
OTITyCKa

134.

OcyliecTBNSETCA JIH NMPH BXOJHOM
(IpUeMOYHOM) KOHTpOIIe
HCXOJHOIO ChIPbS U YNAaKOBOYHEBIX
MaTepuanoB  CleIyIOmHe  BHABI
IPOBEPOK:

134.1.

MpoBEpPKa BHEIIHEro Buaa?

134.2.

NOPOBEPKA arperaTHoro COCTOIHUA?

134.3.

1pera?

134.4.

NpoBepKa KOHCHCTEHLUU?

134.5.

npoBepKa OJTHOPOIHOCTH
cMenIuBaHua?

134.6.

OTCYTCTBUA WA HaJIH4InA
MEXaHUUECKHX BKJIKOYEHHIH?

134.7.

BU3yajbHass OLEHKA LEJIOCTHOCTH
YIIaKOBKH?

134.8.

COOTBETCTBHUA MapKHMpPOBKH
(apMaLieBTHUECKHX CYGCTaHLMIA?

134.9.

MapKHPOBKH 3aperHCTPHPOBAHHBIX
NIeKapCTBEHHBIX MpenapaTos?

134.10.

npoBepKa NpaBUIBHOCTH
ohopMIEHHA  COTPOBOIMTENBHBIX
JOKyMEHTOB?

134.11.

HaJIU4uAa JOKYMEHTOB
NPOU3BOOUTENA, HOATBCPXKAAOIIHUX
COOTBETCTBHC HCXOAHOT'O CBIPbA H
YIIAKOBOYHBIX MarepruaioB
MOKa3aTesaM KauecTpa?

ITynkT 69 IlpaBun
HU3roTOBJICHUA U
OTHyCKa

135.

BHOCATCSL M B JKypHal BXOIHOTO
(npueMo4HOrO) KOHTPOJIA
CIeYIOLIME CBEICHUS:

ITynkr 70 ITpaBun
H3TOTOBNEHUS H
OTNyCKa
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2.

135.1.

NOpSAKOBBIi HOMep 3amuch?

135.2.

HaUMECHOBAHHUC HCXOOHOTO Chipbi
WA YNIAKOBOYHBIX MaTepHa.nos?

135.3.

Jata  TOCTYIUIEHH  HCXOAHOTO
ChIpbA WK YNaKOBOYHBIX
Marepuanop?

135.4.

JlaTa ¥ HOMEP COIPOBOAUTENLHOIO
JIOKyMeHTa?

135.5.

HOMEp 3alHCH B ToCyIapCTBEHHOM
peecTpe IEKapCTBEHHBIX CPeICTB
A7 BETEPHHAPHOTO MpHMeHeHHs (B
clIy4ae HOCTYILIEHHA
thapmaLeBTHYECKHX CcyOcTaHIM B
Ka4eCcTBE HCXOAHOTO CHIPHS)?

135.6.

HOMED PErHCTPALIOHHOTO
YXOCTOBEPEHHS HA JIEKapCTBEHHBIH
npenapar (B ciydae HOCTYILICHHA
3aperUCTPUPOBAHHbIX
JEKapCcTBEHHBIX  MpeNapaTtoB B
Ka4eCTBE HCXOAHOTO CHIPbs)?

135.7.

Ppe3yNbTaTH ‘ BXOJIHOTO
(npueMOYHOro)  KOHTpOJIS  Ha
COOTBETCTBHE HoKa3aTeaaM
Ka4yecTBa, yKa3aHHBIM B
(dapmakomneiHoi CTaThe
(«cooTBETCTBYETY 1701 «HE
COOTBETCTBYET»)?

135.8.

¢bamwinsg, wWMdA, OTYECTBO (mpH
HQJIMYNH) anTeyHoro paboTHUKA,
OCYILECTBHUBLIETO BXOJIHOM
(pueMoYHBI)  KOHTpOJb, WM
OTBETCTBEHHOI0 Mua?

135.9.

HOJNHCh aNTeYHOTo pabOTHHKA,
OCYIIECTBUBIIETO BXOJHOM
(npueMoYHBI)  KOHTPOJb,  WJIH
OTBETCTBEHHOTO JULa?

136.

Hanpaginstorcs JH o0pasipl
HCXOIHOTO ChIpBA Wik
YNAKOBOYHBIX  MAaTEpPUAIOB  JUIA
HCCNieROBaHUA  (MCOBITAHHA) B
J1abopaTopHi0 IPH BO3SHUKHOBEHHH
B paMKax OpraHOJENTHYECKOro
KOHTPOJII HUCXOJHOIO ChIpbS H
YNIAKOBOYHBIX  MATepHAIIOB  IpU
BXOJHOM (IPUEMOYHOM) KOHTpOJIE
COMHEHUH B KauyecTBE HCXOHAHOTO
ChIpBA WIH YNaKOBOYHBIX
Marepuaios?

Iynkr 71 IlpaBun
H3TOTOBJIEHUS H
OTITyCKa

137.

XpaHATCSA M UCXOIHOE ChIphE WIH

ITynkr 71 Ipasun




39

yOAaKOBOYHBIE  MaTepHalbl, B
KayecTBe KOTOPBIX €CTh COMHEHHUA, C
MmapkupoBkoif «3abpakoBaHo mpH
BXOIHOM (IIPHEMOYHOM) KOHTDPOJIE»
B BETEpUHAPHOMH anTexe
M30JIUPOBAHHO O  TOJyYeHHA
IpPOTOKONA HCTIBITAHHI 3
nabopatopun?

W3rOTOBIEHHUA U
OTIyCKa

Ilognexar am UCTIOJIb30BAHHUIO
HCXOAHOE ChIpbe WM YIIAaKOBOYHbIC
MarepHuaibl, B Ciy4ae II0JyICHHA U3

[Myukr 71 TlpaBun

138. nabopaTopuu NIPOTOKONA M3TOTOBJICHUA U
UCTIBITAHHH,  TOATBEPHKIAIOMIETO OTITYCKa
Ka4eCTBO HCXOJIHOTO ChIpbI WM
yMaKOBOYHBIX MaTepHasos?
3anpeleHsl 4 K HCIONb30BAHUIO
HCXOJIHOE CHIPHE WM YIAKOBOUHbIE
MaTepHaiibl, B ciiydae HOTy4eHHs U3
naﬁopaTo 1;1/1 ! OTOKOJIa Mynkr 71 Ipasun
139. paTopt P U3TOTOBJIEHHUS H
UCIIBITAaHHAMN, KOTOPHIM YCTaHOBJICHO
OTHOYCKa
HECOOTBETCTBUE Ka4yecTBa
HCXOIHOTO ChIPBA WIH
yIAKOBOYHEIX MaTePHAJIOB?
OcymecTBisieTcs au pH
[IPOMEXYTOTHOM KOHTpOJIe
OMEXKYTOYHBIX ~ HPOAYKTOB, B
p poay ’ [Mynxr 73 IIpasun
COOTBETCTBHM C  TPeOOBaHHAMH
140. . ., H3rOTOBJICHUSA U
dapMmakonefiHpix ~ cratedl  wA
o OTIIyCKa
JICKapCTBEHHOM ¢$bopMEI
JIEKAPCTBEHHOTO npemnapara,
onpeJeeHHe:
140.1. | dusuyeckux mokasareneii?
140.2. |xuMudeckux nokasatenei?
KOJIM4EeCTBA IEHCTBYIOIIETO
140.3.
BemecTBa?
MO AIMHHOCTH JelCTBYIONIETO
140.4.
BemmecTBa?
OcymiectBnseTcsa M npa
MPOMEXYTOYHOM kourpone | IlyHkr 73 Ilpasui
141. HPOMEXYTOUHBIX IIPOLYKTOB U3TOTOBJIEHHS U
MHKPOGHONOTHYECKHH  KOHTpOIb OTITyCKa
HPOMEKYTOUHBIX MPOTYKTOB?
BHocarcs hil B KypHal
142 POMEXYTOUHOTO KOHTpOJIA
) TPOMEXYTOUHbIX HPOLYKTOB
T
CNEMYIONINE CBEACHHS: Mynxr 74 [pazun
H3TOTOBNICHUS H
" TITYCK
142.1. |nopaaxoBbiii HOMEP 3AUCH? oTIycka
142.2. |para H3rOTOBIEHASA
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2.

MPOMEKYTORHOrO POAYKTa?

142.3.

CPOK XpaHEHHA MPOMEXYTOUHOIOo
npoayKra?

142.4.

OfHCaHKe MPOMEKYTOYIHOIO
nponykra (OHHCAaHHME BHEIIHErO
BHIA, arperaTHOr0  COCTOSHHS,
BETa, KOHCHCTEHIHH)?

142.5.

AaTa Hadajla NpPOBECACHUA KOHTPOA
IIPOMEKYTOUYHOI'0O  MPOAYKTAa IO
MoKa3aTeisaM KayecTBa?

142.6.

JaTa  OKOHYaHUs  NpPOBEJCHHUA
KOHTPOJIS TPOMEXYTOYHOTO
NPOLYKTa 1o MOKa3aTeIsaM
KauecTBa?

142.7.

HAWMEHOBaHHUA noka3zareseit
KayecTBa (c yKazaHHeM
HOPMAaTHBHBIX W  HOJyYeHHBIX
3HAaYEHHH NoKa3aTeneh kauecTra)?

142.8.

pe3yJIbTaThI TIPOMEXYTOYHOIO
KOHTpOJA Ha COOTBETCTBHE
NOKa3aTesAM KayecTBa
(«coOTBETCTBYET» UM «He
COOTBETCTBYET»)?

142.9.

tbammnus, WM&, OTYECTBO (IpH
HAAMYMHK) aNTeyHOro paboTHHKA
WM OTBETCTBEHHOTO nMLa,
OCYLIECTBUBLIET0 MPOMEXYTOUHBIN
KOHTPOIB?

142.10.

HOAIHKCH ANTEYHOTo paboTHHKA WIH
OTBETCTBEHHOTO nMua,
OCYIIECTBHUBLIEr0 MPOMEXYTOUHBIH
KOHTPOJIB?

143.

OcyIecTBIAETCA JTH MPH KOHTPOJIE
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara, B COOTBETCTBHH C
TpeOoBaHUAMH  (papMaKoTIeHHBIX
cTareii, cneyolKe NPOBEPKHU:

143.1.

NIPOBEPKa BHEIIHETO BUaa?

143.2.

MpoBepKa 1BeTa?

143.3.

[poBepKa OJHOPOJHOCTH
CMeuIMBaHusA?

143.4.

MPOBEPKA OTCYTCTBHUA WJIU HAUTUIUA
MEXaHHUYECKHX BKJIIOYCHHIA?

143.5.

NpoBepKa KadecTBAa YKYNMOPHBAHUA
H3TOTOBJEHHOTO  JICKAPCTBEHHOTO

ITynxT 76 TIpaBun
H3TOTOBICHUSA U
OTIycCKa
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npemnaparta?

143.6.

npoBepka o61ieit Macch! WK 06bema
H3TOTOBJICHHOTO  JIEKAPCTBEHHOTO
npenapara?

143.7.

NpoBepka KoiudecTBa, ofbeMa U
MAacchl OTHACJIBHBIX JO3UPOBAHHBIX
(31013170104

143.8.

IpOBepka BOLOPOAHOTO NOKa3aTeN,
IUIOTHOCTH?

143.9.

IPOBEPKa BA3KOCTH?

143.10.

poBEpKa MacCOBOH J0MH Biaru?

143.11.

poBepKa Ha HOTHHHOCTD
JeHCTBYIOIMX BEMIECTB?

143.12.

OMpeACICHAE KOJINYECTBEHHOTO
collepXaHus JefcTBYIOIMX
BEILIECTB, KOTOPbIE BXOMAT B COCTaB
JIEKApCTBEHHOTO TIpenapara’?

143.13.

MHKpOOUONOTHYECKHH  KOHTPOJIb
H3rOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npernapara?

144.

OcyliecTBNA€TCA JH  aNTEYHBIM
pabOTHHKOM H (unn)
OTBETCTBEHHBIM JIMLIOM MpPOBEPKA
CleNYIOMUX ACHCTBHIA:

144.1.

3aM0JiHEHHA NACTIOPTa NHChMEHHOTO
KOHTPOJIL HEMOCPEACTBEHHO IIOCIIE
H3TOTOBICHHUA JIeKapCTBEHHOTO
npemnapara?

144.2.

3alOJIHEHHA JKYPHAJIOB BXOJHOIO
(TIpUEMOYHOT0) M NPOMEXKYTOIHOIO
BHYTPHANITEYHOT0 KOHTpoNA?

144.3.

COOTBETCTBHA 3amuceii B nacnopre
NUCBMCHHOI'O KOHTPOJIA H peuerrre?

144.4.

HPaBWIBHOCTH NPOBeJEHHBIX
pacyeToB  NpPH  H3TOTOBJIEHHH
JieKapCTBEHHOTO npenapara?

ITynxr 76 [lpasun
W3rOTOBJIECHHUA U
OTIyCKa

145.

Bener I OTBETCTBEHHOE JIHLIO H
(mnn) anTeqHbIH paboOTHUK,
IPOBOAMBINKN HCCAEHOBAHHA MPH
KOHTpOJIE KaueCTBA U3rOTOBJICHHOTO
JIEKapCTBEHHOTO npernapara,
KOHTpPOJIBHBIH JTUCT?

IMynkr 76 IlpaBun
H3TOTOBJICHHA U
OTITyCKa

146.

BKmoYyaroTcAd AH B KOHTPOJIBHBIN
JIUCT CIERYIOLIHE CBEACHHS:

ITynkr 77 IlpaBui
H3FOTOBJICHHSA H
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146.1.

JaTa Hayvaja TpoBeAeHUA
HCCIeI0BaHHIHA " JaTa HX
OKOHYaHuA?

146.2.

uHpopManus 00 H3rOTOBICHHOM
JIEKapCTBCHHOM npenapare
(HauMeHOBaHHE, HOMEp perenTa
WIH TpeOOBaHUS BETEPUHAPHOM
oprasuzaun)?

146.3.

HaUMEHOBaHHE WiH HOMep
METOIUKH UCMBITAHUH, B
COOTBETCTBHH c KOTOPOi
NPOBOJATCA ~ HCCIACHOBAHHA  IIPH
OCYILUECTBIIEHHH BHYTPHANTEYHOrO
KOHTponA?

146.4.

pacueTsl U MPOBEICHUH KOHTPOIA
KayecTBa?

146.5.

Macca B3ATHIX HABECOK, pasBeleHHA
(Ipy  HaNWMYMK) OpU IIPOBEICHUH
KOHTpOJIS KauecTBa?

146.6.

uaeHTH(UKALMOHHBIE HoMepa?

146.7.

HaAanMCHOBAHHE, napmx?

146.8.

H3pacxoJ0BaHHOC KOJIMY€CTBO?

146.9.

CPOK TOAHOCTH?

146.10.

TeMIeparypa HHKyOupoBaHus (s
NUTATENbHBIX cpen)?

146.11.

uHdopManUs O  CTaHAAPTHBIX
o0pasnax, pacTBOpax, peaKTUBaXx,
MUTaTeTbHBIX cpezax,
IHAarHOCTHYeCKHX Habopax, TecT-
CHCTEMaX, NPHUMEHAEMBIX  IIpH
HPOBeNEHUH MCCIET0BAHUA?

146.12.

HonpaBodHblil K03 duuMeHT (I
THTPOBAHHBIX PACTBOPOB)?

146.13.

Jata CMEHBl MapTuHM, B ciydae
CMEHbl MapTHM  MCMOJb3yeMOro
peaxkTuBa WIH CTaHIAPTHOIO
obpasia B XoJe [pOBEACHUA
HCClIe TOBaHMIA?

146.14.

takTHIECKHe pe3yIbTaThl
NPOBEIEHHBIX HCCENOBAaHUI IPU
KOHTpoOJie KauecTBa (IO KaxAoMy
OIpeEIIEMOMY MOKa3aTeNo
KayecTBa YKa3bIBaeTCA
COOTBETCTBHE tbapmakoneHHEIM
CTaThAM: «COOTBETCTBYET» HWIH «HE
COOTBETCTBYET»)?

OTITycCKa
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1. 2. 3.
IlpoBogutcss U  KOHTPONIb "
P ™ 1P [Tynxr 78 IlpaBun
OTITyCKe B OTHOLLEHUH
147. H3TOTOBJICHHUS H
H3TOTOBIEHHBIX  JIEKAPCTBEHHBIX
OTHYyCKa
npenaparos?
OcyuiecTBisgeTcss M OTIYCK
JIEKAPCTBEHHBIX MPENapaToB TOILKO
P perap M [TynkT 2 Ipasun
MO peuenty Ha JEeKapcTBEHHbIH
148. H3TOTOBJEHHS U
rpenapar (fanee - peLenT) Wik 10
o OTIIyCKa
TpeOOBaHUIO BETEpHHAPHO
opraHuzanuu?
IMpenycMaTpuBaeT U CTaHAapTHas
onepaliOHHaA MpolieAypa OTIyCKa
H3rOTOBJEHHBIX  JIEKapCTBEHHBIX
€IIapaToB OTITYCK JIEKAPCTBEHHBIX
npertap y p [MynxT 2 Hpasun
npenapaToB B  COOTBETCTBMM €
149, H3TOTOBJICHHUS 1
pellenToM WM TpeboBaHUEM oTIIVCKa
BeTepUHApHOH OpraHH3aLuy, 4
3aloJIHCHHE  KOpellka  pelenTa,
MPUIAraeMoro K H3rOTOBICHHOMY
JleKapCTBEHHOMY Ipenapary?
IIpoBonuTcs JI  KOHTIPOIb H
poBoIl P P ITynxr 78 TTpasun
OTITyCKE B OTHOLUECHHH
150. H3rOTOBJEHHS H
H3rOTOBNEHHBIX  JIEKAPCTBEHHBIX
OTILyCKa
npenaparoB?
151 3aximoyaeTcs M KOHTpONb IPH
’ OTILyCKE B IIPOBEPKE:
HIpOBEPKE YIaKOBKH
151.1. |nexapcteeHHOro mpemapaTa Ha
LIeJIOCTHOCTB?
HpOBEpKeE YIIAaKOBKH
151.2. |nmexapcTBeHHOro Ipemapara Ha
FePMETHYHOCTH? Hynkr 78 IIpaBun
H3TOTOBJICHUA H
NpOBepKe YIIaKOBKH OTITyCKa
151.3. |nexkapcTBeHHOro mpemapara Ha
YUCTOTY?
151.4, |MapKupoBKH JIEKapCTBEHHOTO
*"* | npenapara?
uHpopMalM, cofepxamielics B
151.5. |peuente 170)13] TpeGoBaHHU
BeTepUHAPHO} opraHu3auu?
3anoNHsET K anTevHslil paOTHHK,
H3rOTOBHBUIMH JIeKapCTBEHHBIN
npernapar, anTe4Hblii paoTHHK WK
OTBETCTBEHHOE quuo, | [Mynxrt 79 Ilpasun
152. OCYIIIECTBUBIIIHE KOHTPOJb H3rOTOBJIEHUA H
H3TOTOBJICHHOTO  JIEKApPCTBEHHOTO OTIYCKa
npenapara, HOCJI€ H3TOTOBJICHHA

JICKapPCTBCHHOTO npenapara H
OKOHYAaHHA TNPOBEACHHUA KOHTPOJIA
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H3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
nperapara KOPELIOK peuenta B
COOTBETCTBHU c dopmoit
PELIENTYPHOrO 6naHka Ha
JEKAapCTBEHHBIM  Ipemapar i
BETEPHHAPHOTO MPHMEHEHNA?

153.

TlognuceiBaet b 14 anTe4YHbId
paGOTHUK WK OTBETCTBEHHOE JIULIO,
OCYyLIECTBHBIIINE OTITyCK
M3OTOBJIEHHOTO  JIEKAPCTBEHHOIO
npenapara, KOpemoK peuernra?

[Mynkt 80 ITpaBun
H3rOTOBJICHUA U
OTITyCKa

154.

VKa3bIBaeT JIM anTeuHblit pabOTHHK
W OTBETCTBEHHOE JIHLO,
OCYIIIECTBUBIIHE OTHYyCK
H3rOTOBJICHHOTO  JIEKAPCTBEHHOTO
mperapara, Ha KOpELIKE pelenta
cBOY (PaAMHUJIHIO, UM, OTIECTBO (TIPH
Hammaum)?

ITynxr 80 IlpaBun
U3TOTOBJIEHUA U
OTITyCKa

155.

VKa3bIBaeT JIM anTeuHblil paboTHHUK
Wi OTBETCTBEHHOE JIMLO,
OCYIIECTBUBIINE OTHYCK
H3rOTOBIIEHHOTO  JIEKaPCTBEHHOTO
mpenapara, Ha KOpEIIKE pewLenta
Jaty otmycka?

[Mynkt 80 IIpasun
H3rOTOBJICHUA U
OTITyCKa

156.

BHoCUT 14 anTeyHbIN pabOTHUK HITH
OTBETCTBEHHOE JIMILO,
OCYIIECTBHBIINE OTITyCK
H3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara, COOTBETCTBYIOIIHE
3alIMCM B OKYpHI  KOHTpOJA
H3TOTOBJIEHHBIX  JIEKAPCTBEHHBIX
npernaparos?

IMynkr 80 ITpaBun
H3TOTOBJICHHS U
OTIyCKa

157.

Buocarcst ™ anTe4HbIM
paGOTHUKOM WIH OTBETCTBEHHBIM
JHINOM B JKypHaJl  KOHTPOJA
HM3TOTOBJICHHBIX JIeKapCTBEHHBIX
IpenapaToB CIEAYIOIME CBEACHHU:

157.1.

HOPAIKOBBIN HOMEp 3aMHCH?

157.2.

HoMep H Jara 0OpMIICHHA pellenTa
wia  TpeGoBaHHMA BETEPUHAPHON
opraHu3anuu?

157.3.

uMs, OT4ecTBO (TpH
Hanuuuy)  GHU3WUECKOTO  JIMLA
BIIaieNbLa ’KHBOTHOTO WIH
HAMMEHOBAHUE IOPHAHIECCKOTO JIMLA
- BIIaZIeNbIIa )KUBOTHOT0?

dbamunms,

157.4.

KOJINYCCTBO
HCXOAHOTO

HAaMMEHOBaHWE U
HCTIONb30BaHHOIO
CHIpbA?

[Mynkr 81 IpaBun
H3TOTOBJICHUA U
OTIyCKa
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157.5.

JIEKapCTBEHHAA (popma
U3rOTOBJICHHOTO  JIEKAPCTBEHHOIO
npenapara?

157.6.

JIaTa H3rOTOBJEHMA JEKAPCTBEHHOTO
npenapara?

157.7.

CPOK XpaHeHHs H3FOTOBIEHHOIO
JIeKapCTBEHHOTO Mpenapara?

157.8.

JaTa Hayaja MPOBCACHUSA KOHTPOJIA
KaJecTBa U3I'OTOBIICHHOTO
JICKapCTBCHHOI'O npenapaTa?

157.9.

JaTa  OKOHYaHWi  TPOBEACHHA
KOHTpOJIS KA4eCTBA H3TOTOBJICHHOTO
JIEKapCTBEHHOTO Npenapata?

157.10.

ONHNCaHUE H3TOTOBJICHHOTO
JIEKAPCTBEHHOTO npernapara
(onucaHue BHEIIHETO BHUJA,
arperaTHOr0  COCTOSHMS, [BETa,
KOHCHCTECHLHM)?

157.11.

Homepa dapMaKoneHHBIX CTaTel, 110
KOTOPBIM OCYIIECTBIIANICA KOHTPOJb
Ka4yecTBa H3TOTOBJIEHHOTO
JIEKapCTBEHHOTO Mpenapata?

157.12.

HaUMEHOBAHHE nokasarenei
KauecTBa, o KOTOPHIM
OCYLIECTBISUICS KOHTPOIh KaYecTBa
M3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara (c yKa3aHUEM
HOPMAaTHBHOTO H  MOJYYEHHOTO
3HAUCHHMI MoKa3aTesd KauyecTsa)?

157.13.

Jathl ¥ HOMEpa MpPOTOKOJOB
HCNBITAaHUHI B ciyqae
OCYIIECTBIICHNA ¢du3uko-
XMMUYECKOTO,
MHKPOOHOJIOTHIECKOTO0  KOHTPOJIA
H3FOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npenapara B labopaTtopHu?

157.14.

pe3ynbTaThl KOHTPOJIA  KauecTsa
U3rOTOBJIEHHOTO  JIEKapCTBEHHOrO
fpemapata  Ha  COOTBETCTBHE
(hapmakoneiHbIM CTaThAM
{«COOTBETCTBYET WIH «He
COOTBETCTBYET»)?

157.15.

Jata  OTIyCKa  M3TOTOBJCHHOTO
JIeKapCTBEHHOTO Tpenapara?

157.16.

dammins, uMsA, OT4eCTBO (IpH
HaAW4YMK) anTeyHoro pabOTHHKA,
M3TOTOBMBLIETO  JIEKAPCTBEHHBIA
npenapar, anTeyHoro palOTHUKA U
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(vnu) OTBETCTBCHHOTO
OCYIIECTBHUBILETO KOHTPOJIb
U3rOTOBJICHHOFO  JIEKAPCTBEHHOTO
nperapara, anTedHoro paboTHHKa,
OCYIIECTBUBLIETO OTITyCK
H3TOTORJIEHHOTO  JIEKAPCTBEHHOTO
npenapata?

JIAIIA,

157.17.

MOANKCH AaNTeYyHOro paboTHHKA,
H3rOTOBHBIICTO JIeKapCTBEHHBIH
npemnapar, anTe4yHoro pabOTHHKA H
(win) OTBETCTBEHHOr0  JIMIA,
OCYIHECTBHUBLIETO KOHTpOITb
W3TOTOBJIEHHOTO  JIEKAPCTBEHHOTO
npeniapaTa, anTe4yHoro pabOTHHKA,
OCYIIECTBUBLIETO OTIYCK
H3TOTOBJIEHHOTO  JIEKAPCTBEHHOIO
npenapara?

158.

3amnpereH m OTIYCK
H3TOTOBIIEHHBIX  JIEKAPCTBEHHBIX
MpenapaToB, Ka4ecTBO KOTOPBIX IO
pesynbTaTam MPOBEICHHOTO
BHYTPUANTEYHOTO KOHTpOJA HE
COOTBETCTBYET TpeGoBaHUAM
(apmaxoneiHbix ctaTei?

Mynxr 82 IpaBun
H3TOTOBJIEHUA U
OTITyCKa

159.

VHHYTOXAIOTCA JI U3TOTOBJICHHbBIC
JIeKapCTBEHHbIE TIpemnapaTsl,
KayecTBO KOTOPBIX TIO pe3ynbTaTaM
[POBEIEHHOTO  BHYTPHANTEHHOTO
KOHTPONA  HE  COOTBETCTBYET
TpeGOBaHUAM dapmakonelHbIX
cTatei?

ITynkr 82 IlpaBun
H3TOTOBJICHUSA U
OTITyCKa

160.

OTmyckaeT JIM anTeyHbli paboTHHK,
OCYLIECTBIIAIOIMH OTIyCK
H3rOTOBJIEHHOTO  JIEKapCTBEHHOTO
Tpemnapara, JieKapCTBEHHBII
npemapar ¢ Bbladedl BAAAENbIlY
XHMBOTHOTO 3aI0JHEHHOTO KOPEIIKa
peuenTa?

ITynkr 84 IlpaBun
H3TOTOBJICHUA U
OTITyCKa

161.

3anpemaetcs b1 OTIIyCKaTb
JIEKapCTBEHHbIE  MpemapaTtel MO
peLentaM ¢ HCTEKIIHM CPOKOM
IeHCTBHA PELIENTa, 33 HCKIIIOYECHHEM
ClTy4aeB, €CIM CpPOK JeHCTBHA
peLenTa HCTEK B IIEPUOA  €TO
W3rOTOBJICHHA?

ITynxr 85 Ilpasun
W3TOTOBJICHHS H
OTHYyCKa

162.

HUudopmupyeT 1M anTedHBIA
paboTHUK npH OTITyCKe
JIEKapCTBEHHOTO  Npemapara Mo
npockbe NOTpeOuTENs O pexuMe U
I03ax MpHeMa JIEeKapCTBEHHOTO
mpemaparta, YCIOBHSX XpaHEHWs,
B3aUMOJEHCTBUH € JPYTHMH
JIEKapCTBEHHBIMH NpenapaTaMu?

[Mynkr 86 I1paBun
M3TOTOBRIEHHMS U
OTIIyCKa
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2.

163.

OcyuiecTBisercs  JU  OTIIyCK
JIEKApCTBEHHbIX MpEmNapaToB 1o
peLieNnTy B KOIHYECTBAX, yKa3aHHBIX
B periente?

[ynxr 87 IlpaBun
H3TOTOBJIEHUS U
OTITyCKa

164.

3anpemaercs b7} OTIyCK
thanbcupULHUPOBAHHBIX,
HenoOpOKauYeCTBEHHBIX "
KOHTpa)aKTHBIX  JIEKAPCTBEHHBIX
npenaparos?

ITynkr 88 IlpaBun
H3TOTOBJICHUS U
OTITyCKa

165.

Jonyckator nm BHYTpEHHHE
HOBEPXHOCTH OrpaXkAaIOLIHX
KOHCTPYKLHIA (CTEHBI, IEPETOPOIKH,
NOTOJIKA) B TOMELICHUAX A
XpaHEHHA JIEKapCTBEHHBIX CPEICTB
BO3MOXKHOCTB IPOBEAEHHUS BIAKHOM
y6opku?

nyHKT 4 IIpasun
XpaHeHus

166.

Hmeer sm cyOpekT oOpameHus
JIeKapCTBEHHBIX CpencTB B
MOMEILEHUAX I XpaHECHUs
JIEKApCTBEHHBIX CPEACTB MOJbI, HE
AMerole IepeBIHHBIX
HEOKpalIeHHBIX MOBEPXHOCTEH, a
TaKkKe oOTBepcTHil M Je(EeKTOB,
HapyMaloIMIX [EOCTHOCTD
NOKpBITHA?

myHKT 4 [IpaBun
XpaHeHUs

167.

OcymecTBiseT m cyOBeKT
obpateHus JIEKapCTBEHHBIX
CpEeACTB XpaHEHHUE JIEKApPCTBEHHBIX
CpeNcTB B COOTBETCTBMM  C
YCIOBHAMHU XpaHeHHs,
[peIyCMOTPEHHBIMH
HHCTPYKLHAMU 110 MPHMCHEHHIO
JIEKAPCTBEHHBIX IPENapaToB Uil
BETEpHHAPHOTO NPUMEHEHN (Janee
- HHCTPYKLUA)?

nyHKT 5 [IpaBun
XpaHEHHs

168.

OcHameHsl 1My  cy0Obekra
obpameHus JIeKapCTBEHHBIX
CPEACTB MOMEIUEHHA AA XPaHCHUA
JIEKApCTBEHHBIX CPEJCTB:

168.1.

CHCTEMO HEKTPOCHA0KEHHA?

168.2.

CHUCTEMOI OTOILIEHHA?

168.3.

CHCTEMOM TNpPUHYAWUTENBHOH HWIH
€CTECTBEHHOM BEHTWIALIMH?

myHKT 6 [IpaBun
XpaHeHus

169.

3anpemeno aH y  cybbekTa
ofOpaleHus JIEKapCTBEHHBIX
cpencTs oGorpeBaHue NOMEIICHHMH

169.1.

ra3oBsIMH NpHOOpaMU € OTKPHITEIM
TaMeHeM?

MyHKT 6 [IpaBun
XpaHeHHA
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169.2.

3JIEKTPOHATPEBATENLHBIMH
npubopamu c OTKPBITOH
AMEKTPOCHUPATBIO?

170.

Ob6opymoBaHel 1My  cyObekTa
obpatueHus JIeKapCTBEHHBIX
CPeAcTB MOMEINEHHA TSl XpaHEHHA
JIEKAPCTBEHHBIX CPEICTB:

170.1.

creaKaMn?

170.2.

mkadamu?

170.3.

HOAZOHAMH (MOATOBAPHUKAaMH)?

myHKT 7 IIpaBuin
XpaHEeHUs

171.

3anpelieH0 M XpaHEHHE Y
cybBexTa obpamenus
JIeKapCTBEHHBIX CpencTB
JIEKapCTBEHHBIX CPEJICTB HA MOy

6e3 nognoHa?

myHKT 7 IlpaBun
XpaHeHUA

172.

Pacnonarajotcs JM y CyOBeKTa
oOpaiieHns JIEKapCTBEHHBIX
CPEACTB HOJJIOHBL:

172.1.

Ha MOJIy B OIWH psa?

172.2.

Ha CTe¢JUTaXKaxX B HECKONBKO ApYCOB B
3aBHCHMOCTH OT BBICOTHI CTelaxa?

Ao63an 2 myHkTa 7
ITpaBun xpaHeHHs

173.

3anpemeno Jm y  cyOwekra
oOpatieHus JieKapCTBEHHBIX
CpeicTB pasMeINeHHe IOJJTOHOB C
JIEKapCTBEHHBIMH  CPEACTBAMH B
HECKOJIBKO pANOB TIO BbicoTe 6e3
HCTIOb30BaHUS CTe/IaxeH?

myHKT 7 [IpaBun
XpaHeHus

174.

a1y cyObekTa
ofparenus JIeKapCTBEHHBIX
cpelCTB B [OMEWICHWAX  JUId
XpaHEHUs JIeKapCTBEHHBIX CPEICTB
creaxd  (wxadb) M MOAJOHBI
(moxToBapHHKY) TakuMm 00pa3oMm,
4yroGEl  00ecTieYdTh  CBOOOMHBII
J0oCTyn K JAEeKapCTBEHHBIM
cpeIcTBaM TiepcoHala M MpH
HE00X0AMMOCTH MOTPY304HBIX
ycrpoiicTB?

VcTaHOBIEHBI

myHkT 8 [TpaBun
XpaHEeHUs

175.

CoGmopatorcs  JH  cyOBbeKTOM
obpaienns JIEKAPCTBEHHBIX
cpencTe B TIOMEUIEHUAX Ui
XpaHeHHA JICKapCTBEHHBIX CPEACTB
TpebOBaHUA  JOCTYMHOCTH Ul
yb6opku

175.1.

creutaxeit (mkados)?

175.2.

cTeH?

nyHKT 8 [IpaBun
XpaHeHUs!
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175.3.

nona?

176.

VcraHoBieHbl Uy  cybObekTa
oOpaitieHus JIEKapCTBEHHBIX
CPEACTB CTEJUIAXH A1 XPaHCHWA
NeKapCTBEHHBIX CPEACTB B
[OMELIEHHAX Iioanapo Ooee 10
M2 CIEAYIOIIHM 00pa3oM:

176.1.

PAcCTOSHUE [0 HAPYIKHBIX CTCH - HE
menee 0,6 m?

176.2.

paccTosHHE IO TOTOJIKA - HE MeHee
0,5 m?

176.3.

paccrosiHue OT noina - He MeHee 0,25
M?

176.4.

MPOXOIBI MEXIY CTeJUIaKaMH - He
menee 0,75 m?

nyHKT 8 [IpaBrn
XpaHeHHs

177.

ITporymepoBaHbl 3|
MPOMapKHPOBaHbl JIM Yy CyObekTa
obpanieHus JIEKapCTBEHHBIX
CpencTs HpeJHAa3HAUCHHBIC  AJA
XpaHeHHs JEKapCTBEHHBIX CPEICTB:

177.1.

CTEJUTaXH?

177.2.

mKagpbi?

177.3.

MOJIKH B Kadax?

myHKT 9 [TpaBun
XpaHEeHHA

178.

ITpoMapkupoBaHb!
(npoHyMepoBaHbl) U y cyObeKTa
obparueHus JIEKapCTBEHHBIX
CpelcTB HOMIOHH! (TIOATOBapHUKH),
npeJHa3HAYeHHblE M1 XPaHEHHUA
JIeKapCTBEHHBIX CPEACTB?

myHKT 9 IIpaBun
XpaHeHus

179.

IMpukpemiesa 1 y cyObekra
oOpatueHus JEKapCTBEHHBIX
CPEACTB Ha CTeJuaxax M mKadax
CTeJUIaXKHAs KapTa ¢ yKa3aHHeM:

179.1.

HanMeHOBaHHH
cpeAcTB?

JICKapCTBCHHBIX

179.2.

HOMepa cepuH?

179.3.

CpOKa TOgHOCTU?

179.4.

KOJH4YCCTBA CAUHHNI] XpaHeHI/Iﬂ?

myHKT 12 [TpaBun
XpaHeHus

180.

Hcnonesytorcss 1M cyOBeKkTOM
obpaleHus JIEKapCTBEHHBIX
CpeAcTB UH(OPMALUOHHBIE
TEXHOJIOTHM B IIEJIIX MapKHPOBKH
(uyMepauum) cTejutaxell, wkados,

myHkT 12 [pasun
XpaHEHUA
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HOJIOK, HOJIOHOB
(noaroBapHUKOB)?

181.

XpaHares My cybObekTa
oOpammenus JEKAPCTBEHHbIX
CPE/CTB JIEKapCTBEHHBIE TIPenapaTh
BO BTOpUYHOH (MOTpeOUTENbCKOIH)
YIIaKOBKE, bapMaLeBTHIECKHE
cyGcTaHHUM B IEPBUYHOMN YNaKOBKe
ITUKETKON (MapKUPOBKO#) HAPYKY:

181.1.

B IKagax?

181.2.

Ha CTeanaxax?

181.3.

Ha MOJIKax?

myHKT 14 IIpasun
XpaHeHHA

182.

OcHamledt 0y  cybbekra
obparteHus JIEKapCTBEHHBIX
CpEeICTB MOMEWIEHHS A XpaHEeHUs
JIEKapCTBEHHBIX CpeICTB,
Tpebyroumx 3aIHTHI oT
BO3JCHCTBHUA MTOBHIIIEHHON
TeMIIepaTyphl, XOJIOAUBHBIM
006opynoBaHHUEM,
YKOMIUIEKTOBaHHBIM  TIpuOopaMu
IUIsl U3MEPEHUs TEMIIEpaTyphl?

myHkT 15 IIpaBun
XpaHCeHHA

183.

OcHamieHbl JU y  cyObekra
obpareHus JIeKapCTBEHHBIX
CPEICTB MOMEHICHUA IS XPaHeHUs
JIEKapCTBEHHBIX CpeacTB
npubopamu st H3MEpeHUs
TEMIIEPaTyphI ¥ BIAKHOCTH BO3IyXa
B MeCTax, [OCTYNHBIX Ui
CUHTHIBAHHA yKa3aHHbIX
mokazaTteneii?

nyHKT 16 ITpaBun
XpaHeHus

184.

Pasmemiatorcs 11 CyOBEKTOM
oOpaienus JIEKapCTBEHHBIX
CpelCTB B HOMEHICHHAX  [UIA
XpaHeHHd JIeKapCTBEHHBIX CpPEICTB
TUIOLIAJbIO 6onee 10 M2
U3MEpHTENbHBIE HacTH NpUOOpOB
M3MEPEHHA TEMIIEpaTyphl U
BJIQXKHOCTH BO3AyXa Ha PACCTOSHUI
He MeHee 3 M OT JaBepel, OKOH H
OTOMHUTEbHBIX PUOOPOB?

nyHKT 16 IIpasun
XpaHeHus

185.

Cobniojatotcs 11 CyOBEKTOM
obparieHus JIeKapCTBEHHBIX
CpeIcTB TpeGoBaHus i
perucTpaluy napaMeTpoB BO3Ayxa 2
paza B JeHbp B XypHaje (Kapre)
perucTpaIyy IapamMeTpoB BO3AYXa
Ha OyMaxxHOM HOCHTeJle WIH B
3JIEKTPOHHOM BHJIE?

nyHKT 17 TTpaBun
XpaHeHHA

186.

Xpauutcs 1My  cyObekTa

myHKT 17 I1paBun
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obpareHus JIEKapCTBEHHBIX XpaHeHHs
CpeicTB KypHa (xapTa)
pErucTpalHy napamMeTpa Bo3gyXa B
TEUEHHE YETBIPEX JIET, ClELYIOLMX
32 TOXOM BEICHHA OKypHaJIa
{(xapTsi)?

Umetorcs .y cyObekTa
obpanieHus NEKapCTBEHHBIX
187. cpeacts  Ha  npubopel Ui
perucTpauyyi NapaMeTpoB BO3yXa
IOKyMEHTbI 0 cepTUdHKALUH?

myHKkT 17 [Tpasun
XpaHeHus

Hmetorcs sy  cyObekra
oOpalieHus JIEKapCTBEHHBIX
188. cpencts  Ha  npubopel Ui
PErucTpalMi MapaMeTpoB BO3AyXa
JOKYMEHTBI O kauGpoBKke?

myHKT 17 lpaBun
XpaHeHHs

HUmerotcs sy  cyObekTa
obpateHus JIeKapCTBEHHBIX
cpencte  Ha  npuOopbl  Aid
PETHCTpALlMH NapamMeTpoB BO3AyXa
189. JNOKYMEHTHI O  IOBepKe B
coorBeTcTBHH ¢ DeaepalbHbIM
3aKOHOM OT 26 rmoHa 2008 r. Ne 102-
®3 «O6 ofecrieyeHUH €AMHCTBA
n3MepeHuiin!1?

myHKT 17 IlpaBun
XpaHEeHUs

Ucnonp3ytotrcs sy cybbekra
obpaitenns JeKapCTBEHHBIX
CpeicTB  chenyoomme  crocoOsl
CHCTEMaTH3alUX  JICKapCTBEHHBIX
MpernapatoB JAjd BETEPHHAPHOTO
HPUMEHEHHUS:

190.

190.1. |mo dapmakonormueckuM rpynmam?

o cnocoly MPUMEHEHHN,
yKa3aHHOMY B MHCTPYKIUSAX WIH Ha
YMakoBKaX JIEKapCTBEHHBIX CPEACTB
(manee - ynakoBka)?

myHKT 11 ITpasun
XpaHeHust

190.2.

0 ajpecaM HasHaueHud (WA uenei
HanpaBIeHNs KOHKPETHOMY
190.3. |ropuauueckoMy WIH (GHIHIECKOMY
JMLLY, HHANBHAYabHOMY
NpeANpHHIMATENO)?

190.4. | angasurHoM nopsanxe?

OcyuiectisieTcss 1M Yy CyOBeKTa
oOpalieHus JIeKapCTBEHHBIX
CpeAcTB Y4YeT H CHCTeMaTH3auus myHKT 9 ITpasun
TIeKapCTBEHHBIX CpelcTB Ha XpaHEeHus
OyMa)KHOM  HOCHTENe HWIH B
3NEKTPOHHOM BUIE?

191.

11 Co6panmue 3akoHomatenbcTBa Poccuiickoi ®eneparnuu, 2008, Ne 26, cr. 3021; 2020, Ne 50, ct. 8074.
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2.

192.

OcyluecTageTca 1u y cyObekra
oOparenus JIEKaPCTBEHHBIX
CpeJCTB  Y4Y€T  JIEKapCTBEHHBIX
CpencTB, CPOK TOAHOCTH KOTOPHIX
COCTaBJIfCT MeHee OXHOH TpeTH OT
BCEr0 CpOKa FOAHOCTH, C YKa3aHHEM
HAMMCHOBAHHA,  CEpHH,  CpPOKa
rOJHOCTH JIEKAPCTBEHHOTO CPECTBA
C HCIIONB30BaHHEM JKYPHANOB Y4YeTa
Ha OyMaXXHOM HOCHTENE WITH
MH(OPMALIHOHHBIX TEXHOIOTHIH?

myHKT 13 TIpaBun
XpaHeHus

193.

Xpamsateds Jmy  cyObekra
obpameHus JIEKapCTBEHHBIX
CPEACTB JEKapCTBEHHBIE CPEACTBRA €
UCTEKIIHM CPOKOM TOJHOCTH, B
TOBPEIKAEHHOH yTIaKOBKE,
HeA00pOKaueCTBEHHBIE,
danbcuduuUpoBaHHBIX HWIH
KOHTpadakTHBlE  JI€KapPCTBEHHBIE
cpencTaa:

193.1.

OTAENBHO OT  JAPYIMX  Ipymil
JEKapCTBEHHBIX CPEACTB?

193.2.

B CHELHAIBHO BICICHHOMN 30He?

193.3.

B OTHENLHOM KOHTeliHepe?

193.4.

He Gosiee 6 MecAUEB?

myHKT 19 IIpaBun
XpaHEeHUs

194.

Ocymecteaserca nu y cybGbekra
obpameHus JIEKapCTBEHHBIX
CpeACTB BiaXkHa1 yOopka monia B
MOMEMIECHUAX ans XpaHEeHHs
JIEKapCTBEHHBIX CPECTB €XKEIHEBHO
B guu paboThl oOpraHMsaluud H
HHIMBUIYaIbHOIO

npeanpAHAMAaTens?

myHKT 20 TIpaBmn
XpaHEeHH:A

195.

OcyuecTBiaseTcs Ju y CyGbekra
oOparueHust JIEKapCTBEHHBIX
CpeACTB BIaXHas yOOpKa TMOJOB,
mkadoB, cTe/uIakei B TOMEIICHUAX
IS XpaHeHHS  JIEKapCTBEHHBIX
CpencTs c HCIIOJIb30BaHUEM
AE3MHQHUIMPYIOINX CPEACTB  HE
pere OIHOTO pa3a B HEENO?

myHKT 20 TIpaBun
XpaHeHHs

196.

OcymecTBisieTcs 1My CyObekTa
obpatueHus JIeKapCTBEHHBIX
CpeACTB BAAXKHAA y6opka
noMemennii U oGopyloBaHuA A
XPaHEeHHs JIEKAPCTBEHHBIX CPEICTB,
BKJIIOYAromas MBITbE CTEH,
HIEPETOpPOJIOK, TOTOJIKOB, TOJOB,
[UIHHTYCOB, MOJOKOHHHKOB, OKOH,
npepeit, wkadoB,  cTeJUaXed,
MOJIOHOB, HOTPY304HBIX

nyHkT 20 IpaBun
XpaHEeHHA
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YCTPOHCTB, C  HCIOJIb30BAHUEM
Ae3UHGULMPYIOINNX  CPENCTB  HE
pesKe OHOTO pa3a B roa?

197.

Bampemraercs My  cybmexra
oOpawieHus JIEKApCTBEHHBIX
CPECTB IOCTYI IOCTOPOHHKX JIALL K
MECTaM XpaHeHHs JEeKapCTBEHHBIX
npenaparos?

myHKT 22 IIpasun
XpaHeHH!

198.

OcyuiecTeigeTca JH y cyObekra
oOpatienus JIeKapCTBEHHBIX
CPEeICTB XpaHCHME JICKAPCTBEHHBIX
CpencTB, B MHCTPYKUMAX HIH Ha
yMAKOBKAaX KOTOPBIX COHNEPXKHTCA
HHGOpMAIMd O HAIMYHMM Yy HHX
N0XXapOB3PHIBOOIIACHBIX WA
MOXAPOOHAaCHBIX CBOMCTB, B
COOTBETCTBHH ¢ TpeOOBaHMAMH,
YCTaHOBJICHHBIMH
3aKOHOJATENLCTBOM  PoccuiicKoi
®enepalin o AOXapHOU
6ezomacHocTH?

myHKT 23 [IpaBun
XpaHEeHHs

199.

OcyulecTigeTcs JH y cyObexra
obpalteHus JIEKapCTBEHHBIX
CPEACTB XpaHEHHE JEKAPCTBEHHBIX
CpPeACTB, B HHCTPYKIMAX WIH Ha
YIAKOBKaX KOTOPBIX CONEPKHUTCH
uHpopMalKa 0 HEOOXONUMOCTH UX
3allATBl OT JeMCTBHA CBETa B
NOMELIEHHAX WIH  CICLHAILHO
000py0BaHHBIX MecTax,
ofecneyMBarOIUX  3aLIMTy  OT
€CTECTBEHHOTO H HCKYCCTBEHHOTO
ocBeleHns?

nyHKT 24 TIpaBun
XpaHeHus

200.

OcymiectBisieTcss 1My CyObekra
obpalneHus JIEKapCTBEHHBIX
CpencTB XpaHeHue
(apManeBTHIECKUX  CyOCTaHLMM,
TpeGYIOIUX 3AMMTEl OT ASHCTBHA
CBET4, B Tape W3 CBETO3ALIMTHBIX
MaTepHazoB?

myHKT 25 TIpaBun
XpaHeHUs

201.

OcymecTBaseTcs 1y CyObekra
obparmens JIeKapCTBEHHBIX
CpPEACTB XpaHEHHE JIEKAPCTBEHHBIX
npenaparoB, TPeOYIOIMX 3aIlUTHI
OT JeiicTBHSA CBETA, YIIAKOBAHHBIX B
NEePBUUHYIO 7] BTOPUYHYIO
(nOTPeOHUTENLCKYIO) YNAKOBKY, B
mKagax WAH Ha CTeUIAXax Mpd
YCIOBMM  TIPHUHATHA  Mep A
NpenoTBpallieHUss [ONajaHus Ha
yKa3aHHbIE JIeKapCTBEHHbIE
npenaparbl NPAMOTO  COJHEYHOTO
CBETA WM HMHOTO HANpPaBJICHHOTO
ceera?

nyHKT 26 IIpaBwn
XpaHeHus
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2.

202.

Ocymecteasercd 11U y CyObekTa
obpameHus JIEKapCTBEHHBIX
CpencTs XpaHEHHE JICKapCTBEHHBIX
CPEACTB, B HMHCTPYKIHAX MHIA Ha
YIOAaKOBKAaX KOTOPBIX COAEPKHUTCA
urpoOpMaIHs 0 HEOOXOAUMOCTH HX
3aIMTBL OT BO3JCHCTBUS Biard, B
COOTBETCTBHU c YCHOBHAMH
XpaHCHUA, npeyCMOTPEHHBIMH
HAHCTPYKIMAMH UM YKa3aHHBIMU Ha
yMaKOBKaX, B FepPMETHYHOM Tape U3
MaTepHajioB, HETPOHHIAEMBIX s
[apoB BOJIbI WK B CTEKIITHHOH Tape
¢ repMeTHIHOH KphIMIKOH?

nyHKT 27 IIpasun
XpaHeHus

203.

OcymecTisercss TH Yy CyOBeKTa
oOpateHus JIeKapCTBEHHBIX

CpeACTB XpaHCHHE JICKaPpCTBEHHBIX

CpeICTB, B HHCTPYKUMAX HIH Ha
YMaKOBKaX KOTOPBIX COJAEPHHTCH
AHhopMaLUsa 0 HeOOXOAUMOCTH MX
3alATBl OT  YJETy4MBAHUA M
BBICHIXaHHA, B TEpMETHUHOH Tape H3

HENPOHUIIAEMBIX TSt
yIEeTYYHBAIOIHIXCS BEILECTB
MaTepHaioB B COOTBETCTBHH C
YCIOBHAMHE XpaHeHu,
peayCMOTPEHHBIMH

HHCTPYKLMAMH WM YKa3aHHBIMH Ha
ymnaxkoBKax?

nyHKT 28 [TpaBun
XpaHeHHs

204.

OcymectpiiseTcs nH Yy cyObekra
obpaieHus JIeKapCTBEHHBIX
CpeICTB XpaHeHHE
(apMaLeBTHYECKIX CyOCTaHLHMA, B
HHCTPYKIWSIX WM Ha YNaKOBKax
KOTOPBIX COIepXuTca MHGOpManus
O HalWyud B HX  COCTaBe
KPUCTAJUTH3AUMOHHON  BOABI, B
MOMEINEHMH € TEeMIepaTypoi
Bo3myxa He Bbime +15 °C mpu
OTHOCHTENBHOM BIaXKHOCTHU BO3AyXa
50 - 65% (ecnm HHOE HE
IPENyCMOTPEHO HHCTPYKLHAMY HITH
HE YKa3aHO Ha YMaKoBKax)?

myHKT 29 [TpaBun
XpaHEeHHs

205.

OcyuiecTeisieTcs M Yy CyOBekTa
oOpauerns NieKapCTBEHHBIX
CPENCTB XpaHEHHe OGHONOrHIEeCKHX
JIEKAPCTBEHHBIX NPENapaToB OTHOTO
1 TOTO k€ HAUMEHOBAHHA I10 CEPUAM
C YYETOM CpOKa MX rofHOCTH?

myHKT 30 [TpaBun
XpaHEeHUs

206.

3anpemeno Jm y  cybbekra
obpareHus JIEKapCTBEHHBIX
CpeACTB XpaHEeHHEe OHONOTHYECKHX
JIEKApCTBEHHBIX TpenapaToB  Ha
BHYTpEHHeH CTOpOHE JBEPH
XONOIHIBHHKA?

myHKT 30 IIpaBun
XpaHeHUs
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2.

3.

207.

OcyuiectBisiercss JTH Yy CyOBeKTa
obparueHus JIeKapCTBEHHBIX
CpEICTB XpaHEHUE JICKAPCTBEHHBIX
NpenaparoB, B UHCTPYKIMAX WU Ha
YTAaKOBKAX KOTOPBIX CONEPXKHUTCA
uHpOpMaAUs © TOM, 4YTO OHH
npegHa3’HaueHbl U JIeYeHHs
MHQEKLUOHHBIX M Mapa3sHTapHBIX
Oone3Hell KHMBOTHBIX, BbI3bIBAEMEIX
MATOr€HHBIMU MHKpOOPTraHU3MaMHu
U YCIIOBHO-TNIATOTE€HHBIMH
MHKpPOOpraHU3MaMH, B YIIAKOBKE
npH KoMHaTHOW TeMmmepatype (20
+/- 2 °C) (ecnm HHOE HE
MpeXyCMOTPEHO HHCTPYKLUAMU HIIH
HE YKa3aHO Ha yNakoBKax)?

nyHKT 31 IIpaBun
XpaHeHus

208.

OcyiecTpigeTcs JH y CyOBeKTa
obpamenus JIEKApCTBEHHBIX
CPEICTB XpaHEHUE JIEKapCTBEHHBIX
NpenapaToB, HOJyYE€HHbIX H3 KPOBH,
TUTa3MBI KPOBH, U3 OpraHOB, TKaHEH
opraHuszma qenoBeKa WiH
KHABOTHOTO, B 3aIlHUILEHHOM OT
CBeTa, CyXOM  MecTe  IIpH
TeMneparype ot 0 1o +15 °C (ecnmu
HHO® He IpenyCMOTPEHO
HHCTPYKUMAMH WIH HE YKa3aHO Ha
ynakoBKax)?

nyHKT 32 TIpaBun
XpaHeHUs

209.

Ocymectensercs My cyObeKTa
obpaleHus JIeKapCTBEHHBIX
CpencTs XpaHEHHE JIeKapCTBEHHBIX
MpenapaToB, B MHCTPYKLMAX WIIA Ha
YIIAKOBKAaX KOTOPBHIX COAECPKHTCA
uHGOpMaIKs © HAIMYMM B MX
COCTaBE Macel WIH KHPOB, IIPH
TeMmIieparype ot +4 a0 +12 °C (ecnu
UHOe He TpeLyCMOTPEHO
HHCTPYKLHAMH WM HE YKa3aHO Ha
YMaKoOBKax)?

nyHKT 33 IlpaBun
XpaHeHus

210.

OcymecteisieTcs My cyObekTa
obparenus JIEKapCTBEHHBIX
CPEACTB XpaHEHHME JIEKAPCTBEHHBIX
CPEACTB, B WHCTPYKIMSAX WIM HA
YyNaKkOBKaX KOTOPBIX COJEPKHTCA
AHGOpMALES 0 HEOOXOAUMOCTH UX
3aIMTBl OT BO3ACHCTBHA Ta3os,
HAXOMAIMAXCA B  OKPYMKAMOMEH
cpele, B TEPMETHUECKH 3aKpBITOMH
Tape u3 MaTepHaJIoB,
HEMPOHHULIAEMBIX 1 ra3oB?

myHKT 34 TlpaBmn
XpaHeHus

211.

OcymiecTBisieTcs AUy cyOBekra
obpawmeHus JIEKapCTBEHHBIX
CPEICTB XPAHEHHE JEKaPCTBEHHBIX
CPeICTB C 3a1aX0M, KOTOPBIH MOXKET
HOBJIHATH Ha BO3MOXKHOCTb

myHKT 35 I1paBun
XpaHeHus
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NpPUMEHEHHs Y PasiHYHbIX BH/IOB
KHBOTHBIX, B repPMETUUYECKH
3aKphITON Tape pas3lenbHo 1o
HaUMEHOBAaHHAM?

212,

Ocywecteasercs a4 y CyObekra
obpatienus JIEKapCTBEHHBIX
CPEACTB XpaHeHHE JIEKapCTBEHHOTO
PacTUTEILHOTO CBIPBS
(upeABapuUTENHHO BBICYIIEHHOE) B
CYXOM, XOpOIIO BEHTHIUPYEMOM
NMOMELIEHHH B  TEPMETHYECKH
3aKpbITOH Tape?

MyHKT 36 IIpaBun
XpaHeHUs1

213.

OcymecTeasercss JTH Yy CyOBbeKTa
obpameHus JIEKapCTBEHHBIX
CPEACTB XpaHEHHE JEKApCTBEHHOIO
PacTUTERBLHOIO ChIPBA, COACPXKalIIee
sQUpHBIE Macja, B OTAECJILHOM
repMeTHIECKH 3aKpbiToif Tape?

myHKT 37 IIpaBmin
XpaHeHHs!

214.

oMy cy0Obekra

JIEKapCTBEHHBIX

JIEKApCTBEHHOE
pacTHTEIEHOE ChIpbE
NEPHOAHIECKOMY  KOHIPONIO B
¢dopme OLIEHKH o
OPTaHONENTHIECKHM NOKa3aTe/AM?

ITomsepraercs
obpameHns
CpeacTs

nyHKT 38 IIpasmn
XpaHeHuA

215.

Ocymecrpiserca iy CyObekTa
obpalLeHus JIEKapCTBEHHBIX
CpeNCTB  XpaHECHHE  €MKOCTei
oobemoM OGonee 5 JMIPOB ¢
JIETKOBOCIUIAMEHAIOILIUMHUCS "
JIETKOTOPIOYHMH  JIEKAPCTBEHHBIMU
CpEACTBaMHU Ha IOJNKaX CTeIaxeH B
OJIHH PAJ 110 BBICOTE?

myHKT 40 ITpaBun
XpaHeHus

216.

Ocymectensercss MM Yy CyObeKTa
o0pameHus JIeKapCTBEHHBIX
CpeAcTB XpaHeHHe OyThuleH ¢
JIErKOBOCTUTAMEHIOIMMHCS u
JIETKOTOPIOYMMH  JIekapCTBEHHBIMHU
CpeacTBaMHU B Tape,
npeAoxpaHAoleil 0T ylapoB HId
OTPOKUABIBAHNSA, B OAUH psa?

nyHkT 41 ITpasun
XpaHeHus

217.

JTlomyckaercs Ju y cyObekra
obpareHus JIEKapCTBEHHBIX
CpencTB XpaHeHHe
JIErKOBOCILIaMEHAOLINXCA 17}
JIErKOTOPIOYHX JIeKapCTBEHHBIX
CpPeICTB B MONHOCTBIO 3aMOJHEHHON
Tape?

myHKT 42 [IpaBun
XpaHEeHHs

218.

OcymecTiseTcs JH Yy CyObeKTa
oOpateHns JIEKapCTBEHHBIX
CpeACTB XpaHEHHE CIMPTOB B
obbeme Oomee S5 JIHMTPOB B

MyHKT 42 IIpaBun
XpaHeHus
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METAUTHIECKHX E€MKOCTIX,
3anoJHseMbIX He 6onee yeM Ha 75%
o0bema?

Homyckaetcs 1My cyObekra
obpamenus JIEKapCTBEHHBIX
CPEACTB  COBMECTHOE  XpaHCHUE
JIErKOBOCIUIAMEHAIOIIUXCS

JIeKapCTBEHHBIX CpeacTs c
MUHEPAILHBIMA KUCITOTaMH,
219. CKATBIMM H CKIDKEHHBIMH [asaMH,| o or 43 Mpagun
XpaHeHus
JIETKOTOPIOYHUMH BELICCTBAMH,
en04YamH, a TaKXKe c
HEOpPraHMYeCKUMH COJISIMH,
KOTOpbIE  MPH  KOHTaKTe ¢
OpTaHUYECKAMH BEILIECTBAMH
00pa3yloT B3pHIBOONACHbIC CMECH?
Ocymectpasercs M y CyObeKkTa
oOpalueHns JIeKapCTBEHHBIX
CpeACTB XpaHeHHEe J¢mupa LI
270. Hapkosa B MOMEIIEHHH c MyHKT 44 [IpaBui
TEeMIEepaTypoil BO3AyXa HE BhIIIE XpaHeHus
+15 °C B 3auIUMIIEHHOM OT CBETa
MeCTe Ha pacCTOAHHH He MeHee 1 M
OT OTONHUTENBHBIX MPHOOPOB?
OcymecTeasercss JTH y CyObekTa ImyHKT 48 TIpaBun
obpameHus JIEKapCTBEHHBIX XpaHEeHHs
CpelCTB XpaHEHHE HAPKOTHYECKHX H
ICUXOTPOIHBIX JIeKapCTBEHHBIX
CpelCTB OTAENBHO OT APYTHX IPYII
NIeKapCTBEHHBIX CpeacTB B
OpraHu3aliiAX B H3OITHPOBAHHEIX
HOMEUICHHAX, CrelHaibHO
221. 00OpYIOBaHHbLIX HHXEHEPHBIMH H
TEXHHIECKHMH CpeACTBaMHU
OXpaHbl, 1 B MECTax BPEMEHHOTO
XpaHeHUs c COOIII0ICHHEM
TpeGoBaHUH, YCTaHOBJIEHHBIX
TpaBHIaMH XpaHEeHUs
HapPKOTHYECKUX CpencTB,
IICHXOTPONHBIX  BEIECTB M MX
MPEKypcopoB?
Ocymecteasercs JH Yy CyObekTa nyHKT 50 ITpasun
obpamenus JIeKapCTBEHHBIX XpaHeHus
CpencTB XpaHeHHe
CHJIBHOJEHCTBYIOIIHX M SJOBHTHIX
JeKapCTBEHHbBIX CpencTB B
27, CrenuanbHo 00opya0BaHHBIX
HOMELICHUX, OCHALIEHHBIX
HIDKEHEPHBIMA W TEXHUYECKUMH
CpeACTBaMH OXpaHbl OOBEKTOB U
TIOMELIECHHH, MpeAHA3HAYEHHBIX JJIsA
XpaHeHUs] CWIBHOACHCTBYIOMNX H
STIOBHTHIX JIEKAPCTBEHHBIX CPeaCTB?
223, nyHKT 55 TIpaBun

Ocyniectiasiercs JH Yy CyObekTa
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obpaleHus JIeKapCTBEHHBIX XpaHeHUs
CpEICTB XpaHeHue
CHIbHOJCHCTBYIOIUX H AJOBHTBIX
JIEKapCTBEHHBIX CpeacTB B
KpynHOrabapuTHo# Tape B
HOMEMICHUAX, 060pyA0BaHHBIX
TIPUTOYHO-BHITSKHONW BEHTHIIALMEH,
NIEpBUYHBIMU CpeACTBaMHK
TI0XKAPOTYIICHHA U CUTHANTH3ALHUH?

myHKT 48 IlpaBun

OcyniecTBagseTca JU cyObeKTa
Yy yoo XpaHCHHUA

obpamenus JIEKapCTBEHHBIX
224. CPENCTB XpaHCHHE HAPKOTHUECKHUX U
HCHXOTPOMHBIX JIEKapCTBEHHBIX
CPEJICTB:

OTAENBHO OT  JPYrHX  Ipymnn

2241, ,
JI€KapCTBCHHBIX CPEACTB!

224.2. |B W3OJMPOBAHHBIX HOMEMIEHUAX?

B TMOMEMICHHWAX,  CHECHHUATBHO
000pYyIOBaHHBIX HIDKCHEPHBIMH H
TEXHHYECKUMH CpeacTBaMu
OXpaHbl?

224.3.

B MeCTaX BPEMEHHOTO XPAHEHMS, C
cobmoaeHneM YCIIOBHH,
yCTaHOBIEHHBIX TpaBunamu
XpaHeHHs] HApPKOTHUECKHUX,
224.4. |nCHXOTPOMNHBIX BELIECTB M HX
HPEKYpCopoB, YTBEPKIECHHBIX
nocraHoBienueM  [IpaBuTenbcTBa
Poccuiickoit Denepaunu oT
30 anpens 2022 r. Ne 809'2

nyHKT 50 [TpaBun

OcylIecTBAAETCA JH cyObeKTa
yi y ooy XpaHeHHd:

obpareHus JIeKApCTBEHHbIX
225, CpeacTs XpaHeHue
CHIBHOJEHCTBYIOINX M SOOBHTBIX
JIEKAPCTBEHHBIX CPEACTB:

B CIOEHHATBHO  00OpYAOBaHHBIX
[IOMeIEeHHAX?

225.1.

B TOMEIUCHHAX, OCHAIICHHBIX
HEDKEHEPHBIMH M TEXHHYECKHMH
CPEACTBAMH OXpaHbl OOBEKTOB H
HOMelleH i, PeTHA3HAYeHHBIX U1
XpaHEHHsT CHIBHOASHCTBYIOIMX H
SIOBUTBIX JEKAPCTBEHHBIX CPEICTB?

225.2.

Cobnromatotcss Jid  y cyObekra
226. obOpauteHus JIEKAPCTBEHHBIX
CPEACTB MEpbl MPEeNOCTOPOKHOCTH

nmyHKT 51 IIpaBun
XpaHEHUs

12 Cobpanue 3akoHOoaTebCTBA Poccuiickoit ®enepammu, 2022, Ne 19, cr. 3224.
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npu XpaHEHHU
CHJIBHONEACTBYIOIMX U AAOBUTBIX
JIeKApCTBEHHBIX CpeCTB,
yKa3aHHble B HHCTPYKLMAX M Ha
yrakoBKax?

227.

OcymecTeaseTca i y cybbekra
oOpatenus JIEKapCTBEHHBIX
CPEeACTB  XpaHEHHE  AIOBHTHIX
JIeKapCTBEHHBIX cpexncTs B
OTIENBHOM TTOMEMIEHHU?

myHKT 52 [IpaBun
XpaHEeHUs

228.

OcyuiecTsercss JTH Yy CYOBeKTa
obparieHnsa JIEKapCTBEHHBIX
CpencTB XpaHeHHUe
CHIIBHOJEHCTBYIOLINX
JIeKapCTBEHHBIX CpeACTB B
OTAENBHBIX MIKkadax, OCHAIICHHBIX
3arlOpHBIMH YCTPOHCTBAMH, B OTHOM
noMeumieHdM ¢ ApyruMu  (He
CHJILHOAEHCTBYIOLIMMM)
JeKapCTBEHHBLIMYU CpeaACTBaMHU?

myHKT 53 IIpaBun
XpaHCHHA

229.

OcyuiecTpisieTcs JH Yy CyOBeKTa
obparenys JIEKapCTBEHHBIX
CpeACTB XpaHEHHE
CWIbHOACUCTBYIOLMX H SAOBHTHIX
JICKapCTBEHHBIX CpeacTB B
CTieHMAIBHO BBIAENCHHBIX IS ITOH
LEITH:

229.1.

ceitdax?

229.2.

META/UIMYECKMX  HWIH  OOGHTHIX
XKeNe30M [epeBsIHHBIX MKadax?

229.3.

AMAKAX [OJ] 3aMKOM?

MyHKT 54 [IpaBun
XpaHeHus

230.

HMeeTcst T HA BHEIIHEH CTOPOHE
aeepu ceiida (mkada, AMHKE) LA
XpaHeHHUs  CHIbHOJACHCTBYIOIINX
JIEKApCTBEHHBIX CPEICTB HAAIHKCH
«CunpHOAEHCTBYIOIIHE
JIEKapCTBEHHbIE CPEACTBA»?

MyHKT 54 TIpaBun
XpaHeHus

231.

HMeetcs i Ha BHYTPEHHEH CTOPOHE
neepu ceiida (mkada, AMMKA)
TIPUKPETLUICHHBIH CIHCOK
XpaHALIMXCA B HEM
CHJILHOJIEHC TBYIOIIMX
JIEKAPCTBEHHBIX CPECTB?

myHKT 54 IIpaBun
XpaHeHus

232.

HMeeTcs 1 Ha BHEIIHEH CTOPOHE
nBepH ceiida (wkada, AMUKa) LA
XpaHeHHsA AIOBHTHIX
JIeKapCTBEHHbIX CPEACTB HANHCH
«Sposutoie JIEKAPCTBEHHBIE
cpencrsa»?

HyHKT 54 ITpaBmi
XPaHEeHHt
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2.

233.

HMeeTcs v Ha BHYTPEHHEH CTOPOHE
aeepn  ceiipa (wkada, sALKKa)
NPHKPENICHHBIH CIHCOK
XpaHALIMXCA B HEM sAJOBHUTHIX
SIEKapCTBEHHBIX CPEACTB?

nyHKT 54 [Ipasun
XpaHCHHU

234.

OcyiecTeisieTcs TH Yy CyObekTa
oOpatleHus JIEKapCTBEHHBIX
CpeacTs XpaHeHue
CHIBHOIEHCTBYIOWINX W SIOBHUTBIX
JIEKapCTBEHHBIX cpencTs B
KkpynHoraGapHTHOH Tape:

234.1.

B TOMEIIEHHAX, O00OpYIOBaHHBIX
TIPUTOYHO-BBITSKHON
BEHTHISALIMEH?

234.2.

B MOMEMIEHHAX, O00OpyI0BaHHBIX
CpEICTBaMHU NOKAPOTYIIEHHA?

2343.

B [OMEHIEHHUAX,
CHUTHAIH3anMeH?

060pyIOBaHHBIX

nyHkT 55 [IpaBun
XpaHeHus

235.

OcyuiecTBiseTcs nU y cyObekTa
obpaiuenus JIEKapCTBEHHBIX
CpencTB XpaHeHHe
CHNBHOAEHCTBYIOIHUX U SAOBHTBIX
JIEKapCTBEHHBIX CPeJCTB pasAenbHO
IO TpyIIIaM HA OTAEABHBIX TOJKaX
mkagoB (celihoB) B 3aBUCHMOCTH OT
crnocoba ux npuMeHeHHA?

TmyHKT 56 IIpaBun
XpaHeHus

236.

3andpaiorcs My cyObekra
obpaieHus JIeKapCTBEHHBIX
CpeiacTB OTBETCTBEHHBIM  JIMLIOM
nocne OKOHYaHusA pabodyero AHA Ha
3aMOK IIKadbl, celidbl, SMMKH H
TOMEINEHNs, B KOTOPBIX XPaHATCH
ATOBHTHIE JIeKapCTBEHHBIE
cpencrsa?

nyHKT 57 [IpaBun
XpaHeHHA

237.

Ocymecteasercs JU Yy CcyObekTa
oOpaieHus JIEKapCTBEHHBIX
CpeacTB onevaThiBaHUE u
IUIOMOHMpPOBaHHE  OTBETCTBEHHBIM
JUUoM mxados, cefidos, AMMKOB B
NOMEIEHHH, B KOTOPBIX XpaHATCS
SIOBUTEIE JIeKapCTBEHHBIC
cpeactea?

nyHKT 57 IIpaBun
XpaHEeHHA

238.

XpaHATCs M KIIOYH, TUIOMOHD st
omneyarbiBaHus, MIOMOHMpaTop Yy
JIHLIQ, OTBETCTBEHHOTO 33 XpAHEHHE,
yuer u OTITYCK
CHILHOAESHCTBYIONMX U SHOBHTBIX
JIEKaPCTBEHHbBIX CPEACTB?

myHKT 57 IlpaBun
XpaHeHUA

239.

Hmeercs nu y cybbekTa oOpalieHus
JIEKAPCTBEHHBIX CPEACTB JOKYMEHT

myHKT 58 [Tpasun
XpaHeHus




61

0 TOPsIKe NOCTyNa B MOMELICHHUSA
IUISt XpaHEeHUs
CHNLHOACHCTBYIOINX U ANOBUTBIX
BEIIECTB  TOJBKO  JNA  JIMIA,
OTBETCTBEHHOTO 32 XpAaHEHHE, yueT
A OTIYCK CHJIBHOAEHCTBYIOIMX H
SIOBHTHIX JIEKAPCTBEHHBIX CPEICTB,
U A JMI, HENOCPEICTBEHHO
paboTaroiuX ¢ HUMH?

IMoamnycu AOHKHOCTHBIX JIMIY

(noxnuce)  (paciuidppoBKa MOAMKCH)

(noanuce)  (pacmuppoBKa IOATICH)




