Mpukas PenepanbHoOm Cryx0Obl N0 BETEpUHApPHOMY 1 doutocaHuTapHomy Haasopy oT 10 asrycra 2022 r. N 1198

Mpukas ®egepanbHOM CrnyX6bl N0 BeTepUHaApPHOMY U hpuTocaHUTapHOMY Haa3sopy oT 10
aBrycTta 2022 r. N 1198 "O6 yTBepxxaeHun oopMbl OLLEHOYHOTO JIUCTa, cCoAepXallero cnmcok
KOHTPOJIbHbIX BOMPOCOB, OTBETbI HA KOTOpPbIe AOMKHbI CBUAETENbCTBOBaTbL O COOTBETCTBUM

couckKaTens NUuUeH3uu, NnuueH3naTa NMUEeH3NOHHbIM TPpeboBaHUAM, NpeabABNSeMbIM NPU
ocyuiecTBrieHMU (hapmaLeBTUYECKON AeATeNbLHOCTU B cdhepe obpalleHUs NnekapCcTBEHHbIX
cpencTB Ansi BeTepUHAPHOro npuMeHeHus" (C USAMEeHEHUAMU U AONOSTHEHUSIMM)

C n3MeHeHUSIMHU H JOIOJTHEHUSIMH OT:

C U3MEHEHUSIMU U JIOTIOJTHEHUSIMH OT:
12 centsopst 2023 1.

B cootBerctBum ¢ Yacteto 8 ctateu 19.1 denepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JTUIIEH3UPOBAHUN OTJENBHBIX BUAOB jaearenpHOcTH" (CoOpaHue 3akoHomarenbcTBa Poccuiickoit Deneparum,
2011, N 19, c1. 2716; 2021, N 24, c1. 4188), nognyHkTom 5.2.(1).5 nyHkta 5 Tlonoxenust o DenepaibHO
ciryx0e 10 BeTepUHAPHOMY U (DUTOCAHUTAPHOMY HaJ[30PYy, YTBEPKICHHOTO NOCTaHOBIeHeM [lpaBurenbcTBa
Poccuiickoii ®eneparuu ot 30 wrons 2004 r. N 327 (Poccuiickas razera, 2004, N 150; CoOpanue
3akoHozaTebeTBa Poccuiickoit Meneparnu, 2006, N 52, ct. 5587), u nognyHkTom "B" nyHkTa 3 TlomoxeHws
0 JIMIICH3MPOBAHUU (hapMaIEBTHUCCKON IEATEIBLHOCTH, YTBEPXKJACHHOrO MOCTaHOBIeHneM IlpaBurenbcTBa
Poccuiickoii deneparnu ot 31 mapta 2022 r. N 547 (CobOpanue 3akoHomatenbcTBa Poccuiickoit denepariyu,
2022, N 15, ct. 2469), npuka3siBaro:

1. Y1BepauTs (hopMy OIIEHOYHOTO JIMCTA, COACPIKAIIETO CHHCOK KOHTPOIBHBIX BOIIPOCOB, OTBETHI Ha
KOTOpBIE€ JTOJDKHBI CBHJIETEILCTBOBATH O COOTBETCTBUHM COWMCKATENS JIMIICH3WH, JHUICH3MATa JTUIEH3UOHHBIM
TpeOOBaHHSAM, MPENBSIBISEMBIM MIPH OCYIIECTBICHUH (hapMalleBTUIECKOH AesTeThHOCTH B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB JISl BETEPUHAPHOTO MMPUMEHEHHS COTJIACHO MPUNOXEHNIO K HACTOSIIIIEMY MTPHKA3y.

2. llpu3Hath yTpaTHBIIMM cuiy MNpukas Poccenpxo3Hanzopa ot 22 despans 2022 r. N 275 "O6
YTBEPXACHUU (DOPMBI OIIEHOYHOTO JIUCTA, COJEPHKAIIETO CIIMCOK KOHTPOJIBHBIX BOIPOCOB, OTBETHI HA KOTOPHIC
JIOJDKHBI ~ CBHJICTCIILCTBOBATh O COOTBETCTBUHM COMCKATENS JIUICH3WM, JIMIICH3MATa JIUI[CH3UOHHBIM
TpeOOBaHMSM, MPEABABISICMBIM MIPH OCYIISCTBICHUH (hapMalleBTUYECKOHN JCSITeIbHOCTH B chepe oOparieHus
JIEKapCTBEHHBIX CPEICTB JJsl BETEpUHAPHOTOo NpuMeHeHMs" (3apeructpupoBaH MwuHioctoM Poccum ot 25
¢despans 2022 r., peructpanuonssiii N 67478).

3. KoHTposib 3a HUCHOJHEHHEM HACTOSIIETO IMpHKa3a BO3JOXKUTH Ha 3aMecTHTeNs PykoBomuTens
Poccenpxosznamzopa K.A. CaBenkosa.

Hupopmayus 06 usmenenusx: Ipukaz oOononnen nynkmom 4 ¢ 31 Odexabps 2023 o - [lpukas
Poccenvxosnaozopa om 12 cenmsabps 2023 2. N 1121

4. Hacrosmuit mpukas aeiictByet 0 1 centsiops 2028 r.
PykoBonutens C.A. JlankBepT

3apeructpupoano B Munrocte P® 8 centsiops 2022 r.
Peructpammonnsiit N 69999

Hupopmayus 06  usmenenusix:Oyenounvii  aucm usmenen ¢ 31 oOexabpa 2023 2. - [lpukas
Poccenvxosnaozopa om 12 cenmsaops 2023 2. N 1121
Cm. npedbidywyto pedakyuro

YTBepxaeHa

npukaszom denepanbHOn

cnyx6bl N0 BeTepUHapHOMY

n huTocaHMTapHOMY Hafa3opy

ot 11 aBrycta 2022 r. N 1198

(c nsmeHeHnsAMM oT 12 ceHTAGPA 2023 r.)

T'APAHT: [To-BuamMoMy, B TEKCTE IIPEeObIAYIIEro ad3ama JOIMyIIeHa onedarka. JlaTy Ha3BaHHOTO TpHKa3a
caenyet untath Kak "10 aBrycra 2022 r."

dopma
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Mpuka3 ®enepansbHOM cnyx6bl MO BETEPUHAPHOMY UM chUTOCaHUTapHoOMy Haasopy ot 10 aBrycta 2022 r. N 1198

denepanpHaa ciyxba IO BEeTEPMHAPHOMY
U QMTOCAHMTAPHOMY HAaI30py

(HaMMeHOBaHME TEepPUTOPMAJILHOTO opraHa demepalibHOM CJIyXOB 10 BEeTEPUMHAPHOMY
1 OUTOCAHMTAPHOMY HAaI30Py (B Cillydae NPOBEHNEeHMS OLEeHKM
TEPPUTOPUATILHEIM OPTaHOM)

OLIEHOUHHIM JIUCT,
comepxXammuy CIMUCOK KOHTPOJIbHBIX BOINPOCOB, OTBETH Ha KOTOPHE JOJDKHEL
CBUIETEJILCTBOBATL O COOTBETCTBUM COMCKATEJA JIMUIEeH3UM, JIMIeH3uaTa
JIMUEH3VOHHEIM TPpebOoBaHMAM, IPeldbsaBJISEMEIM IIPU OCYUIECTBJIECHUM
bapMalLleBTMUECKOM IOeSaTeJIbHOCTU B Ccbhepe oOpalleHMs JIeKapCTBEHHEBIX
CPeICTB HOJi1 BETEPMHAPHOTO NIPMMEHEHMUS

N " " 20 .

npmukas Poccemnbxo3Hanmsopa OT N
(PEKBUBUTE HOPMATMBHOI'O NPaBOBOT'O aKTa
06 yTBepxXOeHUM OGOPMBEl OLIEHOUWHOT'O JIMCTa)

Ha ocHOBaHUM 3BasBJIEHUS O NPEelOCTAaBJIEHUM JIMLEeH3UMM (O BHECEHUM CBeIOeHUMN B
peecTp JauueHsum) ot " " 200 . N , TIOCTYNIMBUIETO
OT coMcCKaTesd JMUeH3uu/auueH3muara (HyXHOe MONUEPKHYTH),
10 pemeHuio Poccenbxo3Han3opa oT " " 20 r. N
OOJDKHOCTHEIM JIMLIOM (IOJDKHOCTHBEIMM JIMLIAMM) :

1.

2.

(baMmnva, mMsa, OTUECTBO (IpM HaJIMUMM) JiMlla, OPOBOIMUBIIETO OLIEHKY
¥ BalrioJIHEHME OLIEHOUHOTO JIMCTa)
B IPUCYTCTBUM CJIEOYWMX JIMIIL:

(baMmnva, mMsa, OTUECTBO (IPM HaAJIMUMM) , OOJDKHOCTL MNPEeICTaBUTENA
OPUINYECKOTO JiMlla, PEKBUIUTH HOOKYMEHTa, IOIOTBEPXIAIeIO
IIOJIHOMOUMSA NPeICTaBUTEJIS)
IpOoBeeHa OlLleHKa COOTBETCTBMSA JIMIEH3MOHHBEM TpeboraHuaM (1), IpenbaBJlgeMbIM

npu oCcyleCcTBJIeHUN bapMalLeBTMUECKOM IesaTeJIbLHOCTU B chepe obpaleHmsa
JIEKAPCTBEHHEIX CPEeNCTB IJiS BETEPUHAPHOTO INPUMEeHEHUSd,

- B bopMe BHIE3OHOM OLIEHKM B OMCTaHLMOHHOM dopMaTe C IIpUMeHEeHUEM
doTOCHEMKM U (MJIM) BUOEO3AIIUCH;

- B bopmMe BHE3OHOU OlleHKU 0es doToCcwHeMKM U (MIIM) BUOEO3AIUCHU;

- B bopmMe BHIE3OHOM OLEHKM C BeleHreM QOTOCHEMKM M (Min) BUOEO3aNMcCu

(MaTepmanm npmjiaranTcd K aKTy).

cremyplero COMcCKaTeNd JIMLeH3UM (IMleH3MaTra) :

(moslHOe HaMMeHOBaHUE PEMINYeCKOI'o ﬂMHa/@aMMHMH, mmM4a, OTUeCTBO
(HpM HaJIM4duUlM) VMHIOVIBUIOYAJIBHOI'O HpeHHpMHMMaTeHH)

(VHH/OT'PH (OT'PMII)

(ampec B mnpenejylax MeCTa HaXOXIEHMS OPUIMUYECKOTO Jjmia (ero ¢ouimasos,
NpelnCcTaBUTEeSILCTE, OBOCOOJIEHHHX CTPYKTYPHEIX MOOpas3lesieHuit) /adpec
perncrTpauumy o MeCTy XMUTEJIbCTBa MHIMBUIYAJIBHOTO IPENIPMHMMATEJIS)

(HoMep TesyedpoHa, ampecC BJEKTPOHHOM IOUTH (IPpM HAJIM4UMM) OPUMAMYECKOTO
Juua/MHOANBUAOYAJbEHOTO NPEeNNIPUHMMATEIIS)
o agpecy MecTa (MecT) OCYWeCTBJIEHMA JIMLEH3MPYeMOT'O BuIa IOeATeJIbHOCTM (2) :

(MeCTO IIPpOBEOEHMA OLEHKM COOTBETCTBMA COMCKATEJA JIMUEH3UM, JIMIEeH3MaTa
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Mpuka3 ®enepansbHOM cnyx6bl MO BETEPUHAPHOMY UM chUTOCaHUTapHoOMy Haasopy ot 10 aBrycta 2022 r. N 1198

JIMLIEH3MOHHBEIM TPeOOBaHMAM C BalOJIHEHMEM OLIEHOYHOTO JMCTA)
BMuOE paboT, COCTABJIAKIME JMLEH3MPYEMBI BUI OeATEJIbHOCTM (3) @

COMCOK KOHTPOJIBHEIX BOIPOCOB, OTBETH Ha KOTOPHE IOJIKHE CBUIETEJLCTBOBATH O
COOTBETCTBUM COMUCKATEJS JIMLEH3UM, JIMIIeH3MaTa JIMLIEeH3UMOHHEM TpeboBaHUAM (4) @
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Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

N /o

KOHTpOJ'ILHBIG BOIIPOCHI, OTPAXKAIOIIHEC
COACPIKAHUC JIMLICH3UOHHBIX Tpe60BaHHfI

PeKBH3HUTBI HOPMATHUBHBIX
MPABOBBIX AKTOB C YKa3aHUEM
CTPYKTYPHBIX €AUHUII, KOTOPBIMH
YCTaHOBJICHBI JIMIIEH3UOHHBIC
TpeOOBaHHS

OTBeTHI HA BOIIPOCHI, OTPAXKAKOIIHUE COACPKAaHUC

JIMIICH3MOHHBIX TpC6OBaHI/Iﬁ

"Henmpume-
HAMO"

"mpuMedyaHue
"

HNmeroTcss M y COMCKATeNs JIMIEH3UH 10 MECTY
OCYIIIECTBIICHUS (hapMareBTHIECKOM
NEeSTeNFHOCTH, TpPUHAAJIeKANINe eMy Ha TIpaBe
COOCTBEHHOCTH WJIM Ha  HMHOM  3aKOHHOM
OCHOBaHUH, MpelyCMaTPHBAIOIIEM paBo
BIIQJICHUSI U TIPABO IOJIB30BAHUS, U HEOOXOIMMBIS
JUTSL BBITIOJTHEHUS 3asBIISIEMBIX PaboT:

I_IoﬂrlyHKTbl ll6ll’ llrll, llﬂ| , el|
nyHkta 4 IMonoxxeHust

1.1.

TIPOU3BOACTBECHHBIA 0OBEKT U OOBEKTHI:

1.1.1.

HOMeIleHusA?

1.1.2.

3maHua?

1.1.3.

coopy>keHus?

1.2.

obopynoBaHue?

COOTBETCTBYIOT JIM Y COHCKATENs JIMICH3HUU
TpeOoBaHusIM CTaTbl 54 demepanbHOro 3aKOHA OT
12 ampens 2010 1. "O6  oOpameHun

JIEKapCTBEHHBIX cpenctp"’ (mamee -
Oenepanpapiii  3akoH N 61-D3), -  mua
OpraHu3anuil ONTOBOM TOPTOBIH JICKAPCTBEHHBIMU
CpEeICTBAMH JJIsl BETEPUHAPHOTO MPUMEHCHUS:

2.1.

MMPOU3BOJCTBCHHBIC 00BEKT U OOBEKTEL:

2.1.1.

TIOMEILEHN?

2.1.2.

3qanua?

2.1.3.

coopyKeHus?

2.2.

obopynoBanue?

MoanyHkT "6" nyHkTa 4
ITonoxenus

15.02.2024

CoOTBETCTBYIOT JH Yy COHWCKaTeNns JHUICH3UH
TpeboBaHusiM [1paBUIT XpaHEHHs JIEKapCTBEHHBIX

MognyHkTel "6", "r", """ u "e"
nyHkTa 4 IMonoxeHnus

Cuctema FTAPAHT
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Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

CPEeICTB  JUISI  BETEPHHAPHOTO  IPUMEHEHWS,
YTBEPKACHHBIX MPUKa3oM Muncensxo3a Poccun

or 29.07.2020 N 426°(nanee - Ilpasuma

XpaHEeHUs):
3.1. MIPOU3BOJCTBEHHBIE OOBEKT MIIN OOBEKTHI:
3.2. oMeleHusa?
3.3. 31aHus?
34. coopy>keHus?
3.5. obopynosanme?
4. CoOTBeTCTBYIOT JIM y couckarens JmneHsuu | [loanyHkTel "'t u A" nyHkra 4
TpeboBaHUsIM CTaTby 55 DenepanbHOro 3akoHa [Tonoxxenus
N 61-@3, - nyg opranu3auuii pO3HUYHON TOPrOBIN
JIEKapCTBECHHBIMHU npenapaTamu u

WHIAUBUAYAJIBHOT'O MPEANIPUHUMATCIIA:

4.1. MIPOU3BOACTBECHHBIC 00BEKT UITH OOBEKTHI:

4.2. HoMeleHusa?

4.3. 3naHus?

4.4. COOpY>KEHU:A?

4.5. obopynoBaHue?

5. COOTBETCTBYIOT JH Y COWCKATeNs JHUICH3UH MognyHkTel "r", "a" u "e"
TpeboBanusiM [1paBuUIl  Hamiexamiel anTeYHoOH nyHkta 4 IMomoxxeHus

NPaKTUKH  JICKAPCTBEHHBIX  IPEMapaToB  AJiA
BETCPUHAPHOIO  NPUMEHEHHUS, YTBEPKICHHBIX
npukasom Muncenbpxo3a Poccun ot 21 ceHTsA0ps

2020 r. N 555’ (manee - IlpaBuna anTedHOW
MPaKTHKH), - Ui OpraHu3aluil PO3HUYHOMN
TOPrOBJIM  JICKAPCTBEHHBIMU  TpenaparaMu |
WHIUBUYABHOTO TIPEIIIPUHIMATEIIS:

5.1 MIPOU3BOACTBEHHBIC OOBEKT U OOBEKTHI:
5.2. TOMEIICHH?
5.3. 3maHus’?

15.02.2024 Cuctema FTAPAHT
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Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

5.4. coopy>keHus?

5.5. obopynoBanme?

6. COOTBEeTCTBYIOT JIM Yy COHCKaTess JIMLECH3UU MoanyHKT "e" nyHkTa 4
TpeboBanusiM CTaTby 56 depepanbHOro 3akoHa [Nonoxenus
N 61-@3, - nyg opranu3auuii pO3HUYHON TOProOBIN
JIEKapCTBECHHBIMHU npenapaTamu u

WHIAWBUAYAJIBHOTO MPEANIPUHUMATCIIA:

6.1. MIPOU3BOACTBECHHBIC 00BEKT WITH OOBEKTHI:

6.2. TOMEIICHH?

6.3. 3naHus?

6.4. COOpY>KEHUsA?

6.5. obopynoBaHue?

7. COOTBETCTBYIOT JH Y COWCKATeNs JHUICH3UH MoanyHKT "e" nyHkTa 4
TpeboBanusiM [1paBUIT M3rOTOBICHHUS U OTITyCKa IMonoxenus
JIEKAPCTBEHHBIX IIPEMapaToB MJs BETEPUHAPHOTO
MPUMEHEHUS BETEPUHAPHBIMU anTeYHBIMU
OpTraHM3alusMH, HMEIOIIMMH  JIMIEH3WI0  Ha
(hapMareBTHYECKYIO JICSTEILHOCTD,

YTBEPXKJEHHBIX MNPUKa3oM MuHcensxo3a Poccun

ot 10 ampens 2023 r. N 353" (nanee - IlpaBuna
M3TOTOBJICHUS U OTITYCKA):

7.1. MIPOU3BOACTBEHHBIC O0BEKT UITH OOBEKTHI:

7.2. HOMeIeHusa?

7.3. 3naHus?

7.4. coopy>keHus?

7.5. obopynoBaHue?

8. Umeetcs T y WHIUBUIYaJTbHOTO MognyHKT "n" NyHKTa 4 u
MpeNNpUHAMATENsST  BBICIIEE WM  CpelHee NoanyHKT "M" NyHKTa 6
(apmaneBTHUECKOE  O0pa3oBaHWE, a  TaKKe [onoxxenus

cepTuduKaT  CHeNUaTUCTa WIA  T[POWJICHHAS
aKKpEAUTAIUs CIIEIUANCTa JTHOO BHICIICE WIIH
CpelHee BETEpUHApHOE OOpa3oBaHME, a TaKXKe

15.02.2024 Cuctema FTAPAHT
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Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

cepTuduKaT creruancTa?

9. Nmeercst i y couckaTens JTUICH3UH, JTHIIEH3UATA MognyHKT "n" nyHkTa 4 u
PabOTHUK, JIeSITeILHOCTh KOTOPOTO NoanyHKT "o" NyHKTa 6
HETOCPEICTBEHHO CBsI3aHa C OINTOBOW TOProBJeH ITonoxenus

JIEKAPCTBEHHBIMU CPEJICTBAMU JUIsI BETEPUHAPHOIO
MPUMEHEHUS, UX XpaHEeHHeM W (W) PO3HUYHOU
TOPrOBJIE€H JIEKApCTBEHHBIMU IIpenapaTaMy JUist
BETEPUHAPHOIO  INPUMEHEHUs, MUX  OTILyCKOM,
XpaHEHHEM, IIEPEBO3KOM M M3TOTOBIICHHEM,
MMEOIIHNE:

9.1. TPYAOBBIC JIOTOBOPBI, 3aKJIFOUCHHbBIE c
COMCKaTENeM JTULEH3UN?

9.2. BBICIIEE  WJIM  cpemHee  (hapMaleBTHYECKOE
o0Opa3oBaHne, a TaKke CepTHU(HUKAT CIEIHaTNCTa
WIA TPOUACHHYIO aKKPEIUTAIMI0 CIHEeNHaINCTa
nubo BhICIIEE WM  CpelHee BETCPHHAPHOE
o0pa3oBaHue, a TaAKKe CepTUPHKAT crienranucTa’?

10. Wmetotcs sy JuneHsuarta no - mecty | [lognyHkTel "6" u "B" nyHkTa 6
OCYIIECTBJICHUS (hapMalleBTUYCCKOMN JICATEIIBHOCTH ITonoxenus
MpUHAUIeKAIMEe €My Ha IpaBe COOCTBEHHOCTH
W Ha VHOM 3aKOHHOM OCHOBAHMH,

MpeIyCMaTPUBAIOIIEM MPaBO BJAJCHUS U IPABO
MOJIb30BaHUs, U HEOOXOJUMBIC ISl BBIMONHEHUS
3aABJISEMBIX PaboT:

10.1. MPOU3BOJCTBEHHBIE OOBEKT WM OOBEKTHI:

10.2. HoMeIeHusa?

10.3. 3/1aHUs?

10.4. coopy>KeHus?

10.5. obopynoBanwue?

11. COOTBETCTBYIOT JIM Y JMIIEH3WATa YCTaHOBIACHHBIM | [1ognyHKTel "0" u "B" nyHKTa 6
TpeOOBaHUSIM: ITonoxenus

11.1. MIPOU3BOACTBECHHBIC 00BEKT WITH OOBEKTHI:

11.2. HoMeleHusa?
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11.3. 31aHus?

11.4. coopyKeHus?

11.5. obopyznoBanue?

12. Cobmofiaet 1 TMIEH3UAT TpeOoBaHus CTaTbU 53 MoanyHkT "A" nyHkTa 6
OenepanpHOro 3aKkoHa N 61-D37? ITonoxenus

13. Cobnrofiaet i TMIeH3UAaT TpeOoBaHus CTaTbh 54 MognyHKT "A" nyHkTa 6
®enepanpHOro 3akoHa N 61-D37? [Tonoxxenns

14. Cobmofiaet i TMIEH3UAaT TpeOoBaHus CTaTby 58 MoanyHkT "A" nyHkTa 6
OenepanpHOro 3aKkoHa N 61-D37? ITonoxenus

15. Cobnroiaet 1 TMIEH3UAaT TpeOoBaHus CTaTbh 57 MognyHKT "n" nyHKTa 6
®enepanpHOro 3akoHa N 61-D37? [Tonoxxenns

16. CooOmonaet nu nuien3uar [ lpaBuna xpanenus? MognyHkTel "g", "x", "K"

nyHkTa 6 IMonoxenus

17. Cobmromaer M nuieH3uar [1paBuiia anTedHoM MognyHKT "X" nyHkTa 6
MIPAKTUKH? [Tonoxxenuns

18. Cobmionaer hiot JIUIIEH3UAT [MpaBuna MoanyHKT "3" nyHKTa 6
W3TOTOBJICHHUS U OTITyCKa? [Honoxxenus

19. TToBBIIAIOT JTM KBATU(PHUKAIMIO CHEIUATUCTBI C MognyHKT "N" NyHKTa 6
(apManeBTHIEeCKUM WIn BETEPUHAPHBIM [onoxenus
obpazoBaHueM He pexe 1 paza B 5 net?

20. [IpenocraBnser U  BeTepuHApHAs  aNTEYHAs [MyHKT 2 TpaBui ante4HOM
OpTaHu3aIsl, HHAUBUIYTbHBIH MPaKTUKU
npeanpUHAMATENb 1701041 BeTEpHUHApHAL
OpraHu3alys, peanusyiomias  JIeKapCTBEHHBIE
mmpenaparsl  moTpeduTeNnsaM (mainee - CyOBeKT
PO3HUYHOU TOPTOBIIN), OTpeOUTENSIM
KadeCcTBeHHBIE, J(PQPeKkTHBHBIE © Oe30IacHbIC
JIEKapCTBEHHBIE MPEnapaThl?

21. [IpenocTaBnser 11 CyObEKT PO3HUYHOW TOPTOBIU [MyHKT 2 IpaBui antedHO#
no mpockbe morpedurens HHPOPMALUIO O TIPAKTHKHU
crnocobax MIpUMEHEHUS JIEKapCTBEHHBIX
npenaparoB?

22. [HonnepxuBaer v cyOBEKT pO3HUIHOMN TOPTOBIH B [MyHKT 3 TpaBun antedHon

15.02.2024
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pabodeM COCTOSTHHH: MIPAKTHKH
22.1. 31aHUA ISl OCYIIECTBICHUS PO3HUYHON TOPrOBIU?
22.2. MOMEIIECHHUS] JJIA OCYIIECTBIEHUS PO3HUYHOU
TOPTOBIH?
22.3. MecTa, OTBEJICHHBIE TS OCYLIECTBIICHUS
PO3HUYHOU TOPTOBIH?
22.4. CpeiAcTBa  Tpyda,  CBSI3aHHBIE C  MECTOM
OCYIIECTBJICHUS PO3ZHUYHOUN TOPTOBIIH?
22.5. o0opymoBaHME 7SI TPOU3BOACTBEHHBIX MPOIECCOB
(TexHMUYECKHUe, MPOrpaMMHBIE CPeICTBa)?
23. [IpoxonsaT nu cpeacTBa U3MEpEeHHs, KOTOpPHIE [MyHKT 4 TlpaBui ante4HOM
HCIOJIB3YIOTCS CYOBEKTOM PO3HUYHON TOPTOBIIH, MPAKTHKHU

METPOJIOTHYECKYIO TIOBEPKY B COOTBETCTBHH C
®depnepanbHbIM 3aKOHOM ot 26 wuroHs 2008 1.
N 102-®3 "O6 obecneueHNH  €QUHCTBA

u3MepeHnii"’?

24. ObGecrieunBaeT M PYKOBOJUTENh  CyOBEKTa [MyHKT 5 TIpaBun antedHon
PO3HUYHON TOPTOBIIH: NPaKTUKU

24.1. coOroieHue TpeOOBaHU K KBATU(UKAIIUH, CTAXKY
paboThl u MOBBIIICHHIO KBanuuKaum
pPYKOBOJHTENS CyObEeKTa PO3HHYHON TOPTOBIU W
ero  paOOTHHMKOB,  JEATENBHOCTH  KOTOPBIX
HETIOCPEACTBEHHO  CBA3aHa  C  PO3HUYHOM
TOPrOBJIEH JIEKapCTBEHHBIMHU HperapaTaMu (Jajee
- anTevHble pabOTHUKH)?

24.2. OCYIIECTBJICHHE 3aKyIOK JIEKapCTBEHHBIX
IpernapaToB, HE JOMYyCKAIOIlee yMBIIUICHHOE
pacmpocTpaHeHne (banbCUPHUIINPOBAHHBIX,
HEeT0OPOKAYECTBCHHBIX, KOHTpadakTHBIX

JIEKapCTBEHHBIX MpenapaToB?

24.3. BEJICHNE BHYTPEHHEN TEXHUUYECKOW TOKyMEHTAIlUU
(manee - cragAapTHBIE ONEPALIMOHHBIE TIPOLIEAYPHI)

24 4. HaJInyne obopymoBaHmus, TMOMEIIEHUH n
TOKyMEHTAINH, TIOATBEP)KIAONMe COOIOICHHE

15.02.2024 Cuctema FTAPAHT
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CyOBEKTOM pO3HHYHOI TOPrOBIM TpeOOBaHUIA,
YCTaHOBJIEHHBIX 3aKkoHo4aTernsCTBOM
Poccuiickoii  ®expepanii 0 JUIEH3UPOBAHUU
OTAETBbHBIX BUIIOB JCATEIBHOCTH?

245.

WHPOPMUPOBAaHHE ANTEYHbIX PaOOTHHKOB 00
M3MEHEHHAX BETEPMHAPHOro
3akoHodaTenbcTBa Poccuiickoii Penepauuu u
3akoHopaTernbcTBa Poccuiickoit deneparuu 00
oOpallleHIH JICKApCTBEHHBIX CPEICTB?

24.6.

MOHHUTOPHHT UHPOPMAITHH, Kacaroreics
MPUOCTAHOBJICHUA (BO30OHOBIEHHS) pealu3aluu
JICKaPCTBEHHBIX MPENapaToB, OT3bIBA (U3BATHS) U3
oOpalleHusl ICKapCTBEHHBIX MpernapaToB?

24.7.

MOHUTOPUHT nHpOpMaIyH, Kacarouieucs
BBISIBJICHUS ClIyyaeB 0OpaleHust
HE3aperuCTpUpPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB?

24.8.

MOHUTOPHHT UHpOPMALH, Kacaroleics
BBISIBIICHUS (danbCcuPUIIPOBAHHBIX,
KOHTpa(aKTHBIX u He00OpOKaueCTBEHHBIX
JIEKapCTBEHHBIX MpenapaToB?

25.

[IpoBoauT M PpyKOBOIUTENH CYObEKTa PO3ZHUIHOM
TOPTOBIN (JINOO YITOJTHOMOYECHHOE WM JIUIIO) IS
BHOBb  TPUHATHIX  aNTEYHBIX  PaOOTHHUKOB
WHCTPYKTAX MO CIETYIOIINM BOTIPOCAM:

25.1.

coOmroIeHNs TpeOOBaHMIA BETEPUHAPHOTO
3akoHoaTenbeTBa Poccuiickoit @enepannn?

25.2.

coOmonmeHuss  TpeOOBaHWH  3aKOHOMATEIHCTBA
Poccuiickoit Oenepannn 00 oOpateHnn
JIEKapPCTBEHHBIX CPEICTB, BKIIOYas TPeOOBaHHUSA K
PO3HUYHOM TOPTOBIIE JIEKapCTBEHHBIMU
npenaparamu’?

25.3.

15.02.2024

MPEIOCTaBICHHUSI 10 TPEeOOBAHUIO TMOTPEOUTENS
nH(pOpMaIIH 0 B3alMO3aMEHSIEMBbIX
JICKapCTBEHHBIX TMperaparaXx, WX CTOUMOCTH U

[MyHKT 6 TlpaBun antedHon
HPaKTHKA

Cuctema FTAPAHT
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HaJIMYUH, O HOBBIX JIEKAPCTBEHHBIX IIperaparax,
JIEKapPCTBEHHBIX (hopmax JIEKapCTBEHHBIX
penaparoB,  IMOKa3aHUSIX K  [PUMEHEHUIO
JIEKapCTBEHHBIX IpenapaToB?

25.4.

MPEIOCTABICHHS JIOCTyIa TOTPEOUTEN0 IO ero
TpeOOBaHMIO K WH(OpMAIUU, COJEPXKAIICHCS B
MHCTPYKIIUM 110 BETCPUHAPHOMY HPUMEHCHHIO
JISKaPCTBEHHOTO Ipernapara’?

25.5.

HanpasiieHuss B Poccenbxo3Hanzop uHpopmanu,
MONlyYeHHOW OT TMOTpeOWTenel, Kacaromencs
MIPUMEHEHUS JIEKapCTBEHHBIX NPENAapaToOB, a TAKKE
O BBIABICHHBIX B IIpollecc€ HX NPUMEHEHHA
MOOOYHBIX ACHCTBHAX, HEXKETAaTEIbHBIX PEaKIHsiX,
CEpPhE3HBIX HEeXeNaTeIbHbIX peaxusx,
HENpPEeIBUACHHBIX  HEXENaTeNbHBIX  PEaKIMsX,
WHIUBUIYAJIbHOU

HETMIEPEHOCUMOCTH, OTCYTCTBUH 3()(HEeKTUBHOCTH
JIEKApCTBEHHBIX MpenapaTroB, a TaKke 00 HHBIX
¢dakTax u OOCTOSTENbCTBAX, MPEACTABIISFOIINX
YIpo3y *KHU3HHU UITH 310POBBIO KUBOTHOTO?

26.

Beigenensl M B TOMEMICHHSAX, HCIIOIb3YEMbIX
CyObEKTaMH PO3HMYHOW TOPTOBIIH, 30HBI U (WIIH)
KOMHATBI, IPeTHa3HAYCHHBIC JIJISL:

26.1.

TOPIroBJIN JICKAPCTBECHHBIMU npenapaTaMM?

26.2.

MIPUEMKH JICKAPCTBEHHBIX MIPEnapaToB?

26.3.

XpaHEeHUs]  JIGKapCTBEHHBIX  MpEmapaTtoB ¢
HCTEKIIMM CPOKOM TOJHOCTH, B IOBPEKICHHOU
YIaKOBKe, He1oOpOKavYeCTBEHHBIX,
GbanbcuUIMPOBAHHBIX WM  KOHTpa(aKTHBIX
JIEKApCTBEHHBIX ~TpenaparoB (B cly4yae eciu
PYKOBOJHTENEM CYOheKTa PO3HUYHOMN TOPTOBIIN HE
NPUHATO  pelleHHe O  XPaHGHUH  TaKuX
JICKApPCTBCHHBIX ~ MPEMapatoB B  OTACIHHOM
KOHTeiHepe)?

26.4.

15.02.2024

XPaHEHUS OJICK bl PAOOTHUKOB U XO35SHCTBEHHBIX
MaTepUalioB, WHBEHTaps, MOIOIIUX, YUCTALUIUX U

[MyHKT 8 TlpaBun antedHon
HPaKTUKA

Cuctema FTAPAHT
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Ne3UHOGUIMPYIOIUX  CPEACTB Uit  yOOpKH |
00pabOTKH MOMEIEHIH 1 000pyTOBaHHSA?

27.

Honyckaercs Jid  JOCTYNl — MOTpeOuTene K
JIEKapCTBEHHBIM  MpenaparaM  TOJBKO  TPH
PO3HUYHON TOpPTOBJIE JIeKapCTBEHHBIMHU
npenapaTaMmu, OTIlyCKaeMbIMU 0Oe3 perienTa?

MyHKT 9 IpaBuin antedHOM
HPaKTHKH

28.

O6opymoBaHa JIi 30Ha JOCTYIIa K JICKQPCTBEHHBIM

mpernaparam BUTPHHAMH, CTeITaKaMH,
00ecTeunBaIOIMH BO3MOKHOCTB 0030pa
JIEKapPCTBEHHBIX Mperaparos, pean3yeMbIxX

CyOBEKTOM PO3HHUYHOH TOProBiIn?

[MyHKT 9 TlpaBun antedHon
IPaKTUKHU

29.

PasMemaroTcst 7 JIeKapCTBEHHBIE Mpenaparsl,
oTmyckaemble 0e3  pelenta Ha  BHTPHHAX
(cTemnakax) ¢ y4eTOM YCIOBHHA XpaHEHHS,
MPeTyCMOTPEHHBIX WHCTPYKITUSIMHI o
BETEPHUHAPHOMY TPUMEHEHHIO JIEKapCTBEHHBIX
TperaparoB 1 (FIK) Ha YIIaKOBKaX JIEKApPCTBEHHBIX
npenaparoB?

MyHkT 10 IpaBun antedHOR
NPaKTUKA

30.

PasmemaroTcst Jin  JIeKapCTBEHHBIC —IPEMaparhl,
OTITYCKAa€MBIC 110 PCUCIITY, allTCYHLIM pa6OTHI/IKOM
B 3aKpPLITBIX BUTPUHAX W CTCKIIAHHBIX mKaQ)ax C
YYETOM YCJIOBUH XpaHEHUs, MNPELyCMOTPEHHBIX
WHCTPYKIUSIMH TIO BETCPHUHAPHOMY NPHUMEHEHHIO
JIEKapCTBEHHBIX MIPENapaToB M (MJIM) Ha yITaKOBKax
JICKApCTBEHHBIX MPEnapaToB?

MyHkT 10 IMpaBun antedHOR
NPaKTUKA

31.

Pa3mematoTcst 1M neKapcTBEHHBIE —IIpenapartsl,
OTIyCKaeMmple 10  pelenty, OTACIbHO  OT
JIEKApCTBEHHBIX IIPENaparoB, OTIyCKaeMbIX 0e3
perenta, ¢ OTMETKOH '"mo  pementy Ha
JIEeKapCTBEHHBIN Tpemnapar', HAaHECEHHOW Ha TOJKY
win mwKadp, B KOTOPBIX pa3sMELIEHbl TaKHe
JIEKapCTBEHHBIE NPEnapaThl?

MyHkT 11 IpaBun ante4HOR
NPaKTUKA

32.

PasmematoTcst 1 JekapcTBEHHBIE Npemaparthl, B
TOM 4YHCJIE B 30HE AOCTYNa, OTAEIBHO OT IPYrux
TOBAapOB, pPEATH3YeMBIX CYOBEKTOM PO3HUYHOM
TOPTOBIH?

[MyHKkT 12 IpaBun ante4HOR
HpPaKTUKA

15.02.2024

Cuctema FTAPAHT
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33.

Pasmemaercs nu nHbOpMaIs 0 HAUMEHOBAHUU U
CTOMMOCTH  JIGKaPCTBEHHOTO  Ipemapara  3a
CIMHUILy TOBapa Ha IICHHHUKE JICKAPCTBEHHOIO
npenapara’?

MyHkT 13 IpaBun ante4HOR
HpPaKTUKA

34.

ObecnieyeHo 1AM pyKoBoauTeNneM  CyObekTa
PO3HUYHOM TOPrOBJAM BeleHHE Ha OyMa)KHOM
HOCHUTEJIE WIX B 3JICKTPOHHOM BHJIE:

34.1.

JIOKYMEHTOB, COJIEpKaIllUX CBEICHUSA O CTPYKTYype
U KagpoBOM cOCTaBe CyObeKTa pO3HUYHOU
TOPIroBJIM, BKJIIOYas IPHUKa3bl WU PACIIOPAKCHUA,
CBEZIEHHS O KOJINYECTBE LITATHBIX €AMHMUIL, a TAKKE
JNOJDKHOCTHBIX ~ WHCTPYKIIMH C  OTMETKOH 00
O3HAKOMJICHUU C HUMH PaOOTHHUKOB?

34.2.

JOKYMEHTOB,  COJEepXKalluX HWHPOPMAIHUIO O
COOJIOZCHUN CYOBEKTOM PO3HWUYHOW TOPTOBIN
TpeOOBaHMI  3aKOHOIATENbCTBA  Poccuiickoi
denepanyn npu OCYILIECTBIICHUU
TOCyJapCTBEHHOTO KOHTPOJIS (mamsopa),
MYHHILHUITATEHOTO  KOHTPOJS  (aKThl  HPOBEPOK
CyOBEKTa PO3HHYHOW TOPrOBIM IOJKHOCTHBIMH
JMIAMHA OPTraHOB TOCYAAPCTBEHHOTO KOHTPOJIS
(Ham3opa), opraHOB MyHHIIUTIATBHOTO KOHTPOJIS)?

34.3.

KypHaJsla y4eTa penenTon?

[MyHKT 14 TIpaBun anteqHoM
HpPaKTUKA

35.

YTBEp>KACHBI 1 CYOBEKTOM PO3HUYHOHN TOPTOBIH
CTaHJapTHBIC oTeparrioHHbIe MIPOLIEAYPHI,
OIHCHIBAIOIINE TIOPSIOK OCYIIECTBICHHS U ydeTa
CIIEeIYIOUIUX NEHCTBUM:

35.1.

BbIOOpA OpraHu3alluy, OCYLIECTBIISIIOLIEH
MOCTAaBKYy JIEKAPCTBEHHBIX IIpemaparoB (manee -
MTOCTaBIINK)?

35.2.

MPUEMKH JICKAPCTBEHHBIX MIPenapaToB?

35.3.

U3BATHA W3 OOpamieHus (GarbCUPUIUPOBAHHBIX,
HEA0OpOKAaYEeCTBEHHBIX, KOHTpadaKkTHBIX
JIEKApCTBEHHBIX ~ MPENapaToB W  YHUUYTOXKCHUS
TaKuX MpenapaToB?

15.02.2024

[MyHKT 15 TpaBun anteqHoM
MMPAaKTHUKA

Cuctema FTAPAHT
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35.4. paccMOTpeHus xKaoo u MPEAT0KEHUIM
norpeduTenci?

36. Onucanbl JId B CTaHIAPTHBIX OINEPAIIMOHHBIX [MyHKT 16 ITpaBua anTeyHOMR
nporeaypax: NPaKTUKU

36.1. y4eT JaHHBIX TIPU BBITOJHEHUH CTaHJAPTHBIX
OIepalMOHHBIX Tpoueayp (BKIIOYas COCTaBIICHHE
aKTOB, BEJICHHE KYypHaJIOB)?

36.2. OCYLIECTBIICHHE aHanu3a CTaHAAPTHBIX
OTIEPAI[HOHHBIX Tpoueayp?

36.3. YCTaHOBJIEHHWE NPUYMH HAPYIIEHUS CTaHIAPTHBIX
OTIepallMOHHBIX TIPOIEAYP?

37. OOecrieunBaeT JIM CTaHAAapPTHAs OIEPaLOHHAS IMyHKT 17 IIpaBua anTe4HOMR
nporeaypa TpPOBEPKY CyOBEKTOM PO3HUYHOU MPaKTUKU
TOPTOBJIN:

37.1. Haou4uMsi y  TOCTaBIIMKAa  JIMIICH3UU  Ha
OCyIecTBICHUE PapMalleBTHUECKON e TeTbHOCTH
B cthepe oOpamieHUs JIeKapCTBEHHBIX CPEICTB LIS
BETEPUHAPHOTO  MPHMEHEHUST C  yKazaHHeM
BBIMOJTHSIEMBIX Pa0OT, OKa3bIBAEMBIX YCIyT WIH
JUIEH3UU HA MPOM3BOJCTBO  JICKAPCTBEHHBIX
CPEACTB JJIi BETCPHUHAPHOTO MPHUMEHEHHS C
yKa3zaHueM mepeyHs pabot?

37.2. COOJIOZICHUST TIOCTABIIMKOM CPOKOB MW YCIIOBHH
MOCTaBKH JIEKAPCTBEHHBIX IPENapaTroB, B TOM
4yucie  yCIOBUH — XpaHEHHs  JIGKapCTBEHHBIX
NpernapaToB, YCTAHOBICHHBIX HHCTPYKIUSAMH IO
BETEPUHAPHOMY TPHUMEHEHHIO  JIEKaPCTBEHHBIX
npenapaToB?

38. [IpenycmarpuBaet M CTaHAApTHAsE ONEpPalMOHHAS [MyHKT 18 TIpaBun anteqHoM
mporenypa 1O TIPUEMKE  JIeKapCTBEHHBIX MPaKTHKH
npernapaTos:

38.1. [IPOBEPKY KOJINYECTBA MOCTaBJICHHBIX
JICKApCTBEHHBIX MPEnapaToB?

38.2. MIPOBEPKY HaTU4Hs JIOKyMEHTA,

15.02.2024
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MOATBEPKIAIOMIET0 KAa4ecTBO U 0€30MacHOCTh
JIEKapCTBEHHOTO mpernapara, BBIZIaBAEMOTO
MIPOM3BOANTENEM JIEKAPCTBEHHOTO TIpernapara, Hiu
KOITUH YKa3aHHOTO JIOKyMEHTa?

38.3.

IIPOBEPKY COOTBETCTBHUS JIEKapCTBEHHBIX
IIpenapaToB CBEJICHUAM, yKa3aHHBIM B
TPaHCTIOPTHBIX u COTIPOBOAUTEIBHBIX
JOKyMeHTax?

38.4.

OCYIIIECTBIICHUE MIPUEMKHU JIeKapCTBEHHBIX
IpenapaToB JIMLIOM, YIOJTHOMOYEHHBIM CyObEKTOM
PO3HUYHOM TOPrOBIMU?

39.

3akmroyaeTcss JM  NPUEMOYHBIH  KOHTPOJIb B
IIPOBEPKE MOCTYIAIOIINX JIEKapCTBEHHBIX
[IpenapaToB MyTEM BU3yaJIbHON OLICHKU:

39.1.

HalMEHOBaHUSI W KOJIMYECTBA JIEKaPCTBEHHBIX
npenaparoB?

39.2.

BHEIIHETO0  BHWAa,  IBeTa, 3amaxa  (eciH
MIPUMEHNMO)?

39.3.

OCJIIOCTHOCTH ynaKOBKI/I?

39.4.

COOTBETCTBHUA MAapKHUpPOBKHU JICKaPCTBCHHLIX
npernaparoB TpeOOBaHUSM, YCTaHOBJIEHHBIM
3akoHopaTenscTBOM Poccutickoit denepammu 00
oOparieHnn JIeKapCTBEHHBIX CPEICTB?

39.5.

CpOKa rogHOCTH JICKapCTBCHHBIX npenapaTOB?

39.6.

HaJIMYHs JIOKYMEHTA, TIOTBEPKIAOIIET0 Ka4eCTBO
u 0e30MacHOCTh JICKAPCTBEHHOTO Iperapara,
BBIIABAEMOT0 TIPOU3BOJUTENEM JIEKAPCTBEHHOTO
rperapara, Wi KO yKa3aHHOTO JOKyMeHTa?

MyHkT 19 TpaBui ante4HOR
NPaKTUKA

40.

[IpoxonsaT nm JekapcTBEHHbIE Npemaparbl 10
mojayM B 30HY M (MIM)  TIOMEIIEHHe,
MpeIHa3HAaYEeHHBIE JIsI TOPTOBIIHU JIEKapCTBEHHBIMHU
MpernapaTaMmu:

40.1.

pacnakoBky?

40.2.

pPaccopTUPOBKY?

15.02.2024

MyHkT 20 IMpaBun ante4HoOR
HpPaKTUKA

Cuctema FTAPAHT
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40.3.

ocMoTp?

40.4.

IIPOBEPKY KaudeCTBa JIEKAPCTBEHHBIX IIperapaToB
(TI0 BHEIITHUM TIpH3HAKAM)?

40.5.

OpoBepKy HMHGOpMAmMM O MOCTaBIIMKE U
npousBoauTesne?

41.

OcymiecTBisieTcss JH OTIYCK JIEKAPCTBEHHOTO
mpemnapara B TNEPBUYHOW U BTOPUYHOMU
(moTpeOUTENHCKOMN) YITaKOBKaX ?

[MyHKT 21 TpaBun anteqHoM
HPaKTHKA

42.

3anperaercs 11 HapyleHHe IEPBUYHON YITaKOBKH
JIEKapCTBEHHOTO IIperapara Mpu ero oTmycke?

MyHkT 21 IpaBun ante4HOR
HpPaKTUKA

43.

HonyckaroTcs 4 HapylleHHE€  BTOPUYHOMU
(mOTpeOUTENBCKON) YIMAKOBKHA  JIEKAPCTBEHHOTO
Mperapara 1 OTITYCK JIEKAPCTBEHHOTO Tpernapara B
MEPBUYHON YIAKOBKE B CIIy4ae, €CII KOJIUYECTBO
JIEKapCTBEHHOTO TpernapaTa, yKa3aHHOE B peIlernTe
WK HEoOXoAuMoe TOoTpeOuTeNnto (IpU OTITyCKE
JISKaPCTBEHHOTO Tpernapara 0e3 perenta), MeHbIIe
KOJIMYECTBA JICKaPCTBEHHOTO npernapara,
COZEpIKaILErocs BO BTOPUYHOMI
(OTpeOUTENHCKON) yITaKoBKe?

[MyHkT 21 [paBun anteqHoM
IPAKTUKHU

44,

IIpenocraBnsiercs BivY UHCTPYKLHS o
BETEPUHAPHOMY TPHMEHEHHIO JIEKApPCTBEHHOT'O
npenapaTa Wid €€ KOMusi, B Cilydyae HapyLICHHs
BTOPUYHOMN (moTpeduTENBHCKON) YIAKOBKHU
JIEKapCTBEHHOTO npenapara u OTITyCKa
JIEKapCcTBEHHOI0  Tpemapara B  IEpBUYHOU
yImaKoBke?

MyHkT 21 TpaBun anteqHoM
HPaKTUKA

45.

Nuadopmupyer 11 antedHeli pabOTHUK TIpH
OTITyCKE JIEKQpCTBEHHOTO Tpernapara o Mpockoe
moTpeduTenss o0 peXuMe W J103aX IpueMa
JIEKaPCTBEHHOTO TIpenapaTa, YCIOBUSX XPaHEHUS,
B3aWMOJECHCTBUM C JPYTUMH JIEKapPCTBEHHBIMU
npenaparamu’?

[MyHKT 22 TlpaBui ante4HOM
MMPAaKTHUKA

46.

15.02.2024

[Ipenocrapnsier U NpU OTIYCKE JIEKAPCTBEHHOTO
rpemnapara anTedyHbli pPabOTHUK HHQPOPMAITHIO O

[MyHKT 23 TpaBun anteqHoM
HPaKTHKA

Cuctema FTAPAHT
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HaJTU9HH JICKAaPCTBEHHBIX MIPEapaToB?

47.

[lpemocraBnsier 1M anTe4HBIH PAaOOTHUK MO
npocb0e ToTpeduTenss WHPOPMALMI0 O HAIWIUU
JIEKapCTBEHHBIX npenapaTos, HUMETOIIUX
OJMHAKOBOE MEXAYHAPOAHOE HEMaTeHTOBAHHOE
HalMEHOBaHWE, B TOM 4YHCIE O HaIWYAU
JIEKApCTBEHHBIX MpEnapaToB, WMEHNUX Oolee
HU3KYIO TIeHY?

[MyHKT 23 TpaBun ante4HOM
HPaKTHKH

48.

OcymecTBiasiercs U OTIYCK JIEKaPCTBEHHBIX
IpenapaToB MO PELENTy B TE€UYEHHE YKa3aHHOTO B
peuenTe cpoka €ro ACHUCTBHS B KOJHYECTBAX,
yKa3aHHBIX B perenrte?

IMyHkT 25 TpaBun anteqHoM
HPaKTUKA

49.

ObecrieunBaeT 1M CTaHAApPTHAS OIEpalOHHAS
nporenypa IO HM3BATHIO W3 OOpaieHus
(hanscuUIpPOBaHHBIX, HETOOPOKAYECTBEHHBIX,
KOHTpa(aKkTHBIX JICKAPCTBEHHBIX MpENnapaToB u
YHUYTOKEHUIO TAKUX TPENapaToR:

49.1.

UACHTH(PUKALUIO JICKAPCTBEHHBIX IpernapaToB, HE
COOTBETCTBYIOIIMX TPEOOBAHUSAM HOPMATUBHOTO
JOKYMEHTa, B IeNsIX MPeJOTBpallleHus X
mpogaxxu?

49.2.

coOnroieHne  TpeOOBaHUH  MPaBWJI  XPaHEHUS
JICKapCTBEHHBIX CPEACTB B YacTH XpaHCHHs
¢danbcuPUIMPOBaHHBIX, HEI0OPOKAuYECTBEHHBIX,
KOHTpa]aKTHBIX JEKapCTBEHHBIX penapaToB?

49.3.

coOJIoIeHue TIOPSIKA JCHCTBHU TI0
W3BATHUIO U3 O0paleHus U
YHAYTOXKEHHIO
(hanpcuUIMpOBaHHBIX,
He0OPOKAYECTBCHHBIX,

KOHTpa(aKTHBIX JICKAPCTBEHHBIX

npenapatos'’?

49.4.

15.02.2024

YCTaHOBJIEHUE MPUYUH MOCTYIUICHUS, XPAaHEHUS U
peanu3annu  CyOBEKTOM pPO3HHYHOH TOProBIIU

[MyHKT 26 ITpaBui anteqHOM
MPaKTUKU

Cuctema FTAPAHT
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HEZ00POKAYEeCTBEHHBIX, KOHTpadaKTHBIX,
(hanscuduIpoBaHHBIX JIEKapCTBEHHBIX
MIperaparoB 1 MPUHITHE IPEAYIPEKIAOINX Mep?

50.

ObecrnieunBaeT M CcTaHZApTHas OMEpalMOHHAs
mpolenypa MO PacCMOTPEHHMIO  Kalod u
NpeJIoKeHUH  MOTpeduTeneil  paccMOTpeHHE
XKaJo0, X aHaJHM3 U MPUHSTUE 110 HUM PEIeHnH

MMyHKT 27 TlpaBui ante4HOR
HPaKTHKH

51.

OcymIecTBISIOTCS I U3TOTOBIICHUE U OTITYCK
JIEKapCTBEHHBIX TPETapaToB ISl BETEPHHAPHOTO
NpUMEHEHUs (J1anee - JeKapCTBEHHBIE IperapaThl)
BETEPUHAPHBIMH alITEYHBIMU OpPTraHU3aLUSIMH,
HUMEIOIUMH JIMIEH3HIO Ha (papMalieBTHIECKYIO
JeSTeNbHOCT C IPABOM U3TOTOBJICHUS
JIEKapCTBEHHBIX MpenapaTos (aajee -
BEeTEpUHApHas anTeka)?

[MyHKT 1 TIpaBuI U3rOTOBJICHUS U
OTITyCKa

52.

OCyIIECTBISIOTCS JIM U3TOTOBJIICHUE U OTITYCK
JICKApCTBEHHBIX MPENapaToB BETEPHHAPHON
amnTeKOoM Mo PelenTy Ha JICKAPCTBEHHBIN Mpenapat
(manee - penenit)?

[MyHKT 2 TIpaBWII U3rOTOBJICHUS U
OTITyCKa

53.

CoOTBETCTBYET JIM Ka4eCTBO JIEKAPCTBEHHBIX
MIperapaToB, H3TOTOBJICHHBIX BETEPUHAPHOMN
anTeKou, TpeboBaHMAM (PapMaKOIEHHON CTaThH?

[MyHKT 3 TIpaBWI U3TOTOBJICHUS U
OTITyCKa

54.

OCYU.I@CTBHSIIOTCFI JIM IpA U3TOTOBJICHUU B
BeTepI/IHapHOﬁ AllTCKE JICKAPCTBCHHBIX MIpCIIapaToB
CJICOYIOINEC BUAbI KOHTPOJIA:

54.1.

KOHTPOJTH (hapMaIrieBTUICCKUX CYOCTaHIIHH,
BKJTFOUEHHBIX B TOCYIapPCTBEHHBIA peecTp
JIEKapPCTBEHHBIX CPEACTB /I BETEPUHAPHOTO

npumenenns' " (nanee - hapmarenTHUeCKas
cyOcrantus)?

54.2.

KOHTPOJIb 3apCTrUCTPUPOBAHHBIX JICKAPCTBCHHBIX

npenapatos'**?

54.3.

KOHTPOJIb BCIOMOTaTCIIbHBIX BCHICCTB?

54.4.

15.02.2024

KOHTPOJIb YITAKOBOYHBIX MaTepHAIIOB?

MyHKT 5 [IpaBui U3roToBICHUS U
OTITyCKa

Cuctema FTAPAHT
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54.5.

KOHTPOJIb MIPOIYKTOB, MOJYYaEMBIX U3
(hapManeBTUYECKUX CYyOCTaHIUH,
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenapaToB, BCIIOMOTATEIBHBIX BEIECTB (J1aee -
HCXOJTHOE CHIPhE)?

54.6.

KOHTPOJIb NU3TOTOBJICHHBIX JEKAPCTBEHHBIX
npenapaToB (Janee - BHyTPHANTeUHbIH KOHTPOJIb)?

55.

OcyuiecTBasieTCs M BHYTPUANITEUHBI KOHTPOJIb
paboTHUKaMU BETEPHHAPHOH alTeKH,
JESITEILHOCTh KOTOPBIX HEMOCPEICTBEHHO CBsI3aHa
C M3TOTOBIICHUEM H OTITYCKOM JIEKapCTBEHHBIX
MpenaparToB (Jajee - anTeyHbie pabOTHUKH), U
(Wu) JTMIIOM, OTBETCTBEHHBIM 32 BHYTPHANITCYHBIH
KOHTPOJIB (J1ayiee - OTBETCTBEHHOE JIUIIO)?

[MyHKT 6 TIpaBuI U3TOTOBICHUS U
OTITyCKa

56.

OcyuiecTBasAET U OTBETCTBEHHOE JIUIIO,
Ha3HAUYCHHOE PYKOBOAMUTEIEM BETEPUHAPHOM
alITCKU, BUAbl BHYTPHUAIITCYHOI'O KOHTPOJIA,
OIPEACICHHBIC B €T0 JOJDKHOCTHBIX MHCTPYKIUAX,
B COOTBETCTBHH C TPpeOOBaHUSIMHU T1aBhl VII
ITpaBui U3roTOBJIEHUS U OTIyCKa?

[MyHKT 6 TIpaBus U3rOTOBICHUS U
OTIIyCKa

57.

ObecnieunBaeT 1 PyKOBOJUTENb BETCPHHAPHOM
anTeKH UM €ro 3aMECTHUTENb, B CIydae OTCYTCTBUA
anTEeYHOro PabOTHHUKA U OTBETCTBEHHOTO JIMIIA,
BBITIOJTHEHHE BHYTPHANITEYHOTO KOHTPOJIS, 3a
UCKJIIOUEHHUEM KOHTPOJIs, OCYLECTBISIEMOTrO B
COOTBETCTBHH C ITyHKTOM 28 [IpaBun
W3TOTOBJICHUS U OTILyCKa?

[MyHKT 7 IIpaBui U3roTOBICHUS U
OTITyCKa

58.

OcyH_IGCTBHSIIOTCFI JIN B BeTCpI/IHapHOfI aIllTCKEC:

58.1.

BEJICHUE BHYTPEHHEW TEXHUUYECKON TOKYMEHTAUN
(mamee - craHIapTHEIE ONEPAITMOHHBIE TIPOIEAYPHI)
B COOTBETCTBHH C ITyHKTOM 9 [IpaBun
W3TOTOBJICHUS U OTIyCKa?

58.2.

opraHu3auys paboThl BeTepUHAPHOH anTeKu?

58.3.

15.02.2024

OpraHu3aIys yCIOBUN TS BHITTOJTHCHUS
BHYTPHANTEYHOTO KOHTPOJISA?

[MyHKT 8 [IpaBui U3roTOBICHUS U
OTIIyCKa

Cuctema FTAPAHT
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58.4. XpaHEeHHEe BCIIOMOTaTeIbHBIX BELIECTB U
YIaKOBOYHBIX MaTEPUAJIOB B COOTBETCTBUU C
TpeOOBaHUSIMU (B CITydae X HAIWYHS),
YCTaHOBJIEHHBIMH UX ITPOU3BOIUTEIEM, U
TpeOoBaHUSIMU (hapMaKOTIEHHBIX cTaTen?
59. YTBep:KIEHbI JI1 BETEPUHAPHON alTeKOM [MyHKT 9 TIpaBus U3rOTOBICHUS U
CTaHAAPTHBIC OIIEPALIIOHHBIE TPOLIETYPHI? OTITyCKa
60. OnwucaH M B CTaHIAPTHBIX ONEPAOHHBIX [MyHKT 9 TlpaBuI U3TOTOBJICHUS U
MPOLEAYPAX MOPSIOK OCYIIECTBICHUS U y4eTa OTITyCKa
CIEAYIONIUX NEUCTBUM:
60.1. BBIOOD OpraHM3aINU, OCYIIECTBIISIONIEH TOCTABKY
HCXOJIHOTO CHIPBS (Jajiee - MOCTaBIINK)?
60.2. W3TOTOBJICHHE TIPOIYKTOB, MOTYyYaeMBbIX U3
HCXOAHOTO CHIPHS (Aajee - MPOMEKyTOUHbIE
MIPOTYKTHI)?
60.3. M3TOTOBJIEHUE JIEKAPCTBEHHBIX MPENnapaTos?
60.4. yIaKoBKa 1 (hacoBKa JIGKaPCTBEHHBIX MPerapaToB?
60.5. MPOLIECCHI CTEPUITN3ALUN UCXOJHOTO CBHIPhS U
W3TOTOBJICHHBIX JIEKAPCTBEHHBIX PEnapaToB?
60.6. OCYIIECTBJICHNE BHYTPHANITEYHOTO KOHTPOJIS?
60.7. OTITYCK U3TOTOBJICHHBIX JIEKAPCTBEHHBIX
npenaparoB?
60.8. 0TOOp TP00 /AT TPOBEACHUS
MHUKPOOHOJIOTHYECKOTO KOHTPOJIS?
60.9. OYHUCTKA U Je3UH(EKINI 000pyI0BaHNs?
60.10. OYHCTKa M CTEPUIIU3AIHA JTa00OPaTOPHOI MOCY IbI,
WCIIOJIb3yEeMOM PH U3TOTOBJIEHUH JE€KapCTBEHHBIX
npenaparos?
60.11. yOopKa 1 Je3uH(EKITUS TTOMEIIeHUH?
60.12. MpOBEIEHUE PAcClieIOBaHU PH 00HAPYKEHUN
HeT0OpPOKAaYeCTBEHHBIX, KOHTPa(haKTHBIX,
¢danscuPUIUPOBAHHBIX JEKAPCTBEHHBIX
15.02.2024 Cuctema FAPAHT 20
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TpenaparoB (Janee - paccienoBaHus)?

60.13.

MPUMEHEHHE KOPPEKTUPYIOIINX U (MIIN)
MpeIyNpeXIA0INX ASHCTBUI 110 pe3ysibTaTam
paccienoBaHuii?

61.

Bxomrogarot i craHIapTHEIE ONIepaIliOHHbBIC
MIPOLIEAYPhI:

61.1.

yUYET JAHHBIX MTPH BHITOJHEHUU CTAHIAPTHBIX
OTIEePaIIMOHHBIX MPOLeAYP (BKITIOYAsi COCTABICHHE
AKTOB, BEJICHHE KYPHAIIOB)?

61.2.

OCYIIECTBIICHUE aHAIIN3a CTAHIAPTHBIX
OTICPAITMOHHBIX TPOIIEAYp?

61.3.

YCTAaHOBJICHUE MTPUYMH HAPYLICHUS CTAaHAAPTHBIX
olepanMoHHbIX Mpoueayp?

[MyHKT 10 [MpaBus U3rOTOBICHUS
U OTITyCKa

62.

[IpenycMarpuBaet M cTaHAApTHAs ONEPALMOHHAS
MIpoIieIypa BEIOOpa OCTaBITHKA COOIIOICHIE
MOCTABIIUKOM:

62.1.

CPOKOB IMMOCTAaBKU UCXOAHOT'O CLIpLSl?

62.2.

YCIIOBUH MMOCTaBKH UCXOIHOTO CHIPHS?

62.3.

MIPOBEPKHU BETEPUHAPHOW aNTEeKOW HAINYHS Y
MOCTAaBIIMKA JINIIEH3UU HA OCYIIECTBICHHE
(hapMareBTUYECKOH IeATEIILHOCTU B chepe
oOpalleH sl ISKAPCTBEHHBIX CPEJICTB IS
BCTCPUHAPHOTO ITPUMEHCHUA C YKA3aHUEM
BBIITOJIHACMBIX pa60T, OKa3bIBAEMBIX YCIYT WA
JIUIICH3UH Ha IIPOU3BOJICTBO JICKAPCTBEHHBIX
CPEICTB ISl BETEPHHAPHOI'O TIPUMEHEHHUS C
yKa3aHueM IepedHs paboT?

62.4.

CPOKOB TIOCTaBKH 3apPETHCTPUPOBAHHBIX
JICKApCTBEHHBIX MPENapaToB U (hapMarieBTHIECKHX
cyOcTaHuii?

62.5.

YCIJIOBUH MOCTABKHU 3aPETrUCTPUPOBAHHBIX
JICKAPCTBEHHBIX MPENapaToB U (hapMaleBTUIECKHX
cyOcTaHnnii?

62.6.

15.02.2024

npeacTaBieHus HHPOpMauK 00 YCIOBHUIX

[MyHKT 11 [paBu U3rOTOBJICHUS
U OTITyCKa

Cuctema FTAPAHT
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XpaHEeHUs 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
MpenaparoB, YCTAHOBJICHHBIX HHCTPYKIMSIMH 11O
BETEPHUHAPHOMY NIPUMEHECHHUIO JI€KapCTBEHHBIX
IIPENapaToB, U YCIOBUSIX XPAHEHUS
(apManeBTHYECKUX CyOCTaHIUN, KOTOPbIE
COIEPIKaTCs B TOCYAapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEICTB AJISl BETEPUHAPHOTO

MIpUMEHEHUs?
63. [IpenycmarpuBaet jiu ctanaapTHas onepauuonHas | [1yHKT 12 [TpaBuia ©3roToBaCHHS
MpoIielypa U3rOTOBJICHUS MMPOMEKYTOUHBIX 1 OTIIyCKa

MPOAYKTOB MOCJIEI0BATENHLHOCTh AEUCTBUIM
anTEeYHBIX PAaOOTHUKOB MJIM OTBETCTBEHHOTO JIHIIA
TP U3TOTOBJICHUH TPOMEKYTOYHBIX TIPOTYKTOB?

64. [MpenycmarpuBaet u cTanaaptHas onepauuonnas | [1yHKT 13 IIpaBui u3rotoBieHus
IpolLelypa U3rOTOBJICHUS JIEKapPCTBEHHBIX U OTITyCKa
MpernapaToB MOCIEA0BATEIbHOCT JEHCTBUI
anTeyHbIX paOOTHUKOB WIIK OTBETCTBEHHOT'O JIHIA
MPU U3rOTOBIICHUH JIEKAPCTBEHHBIX MpernapaToB?

65. [IpenycmarpuBaer i cTanaapTHas onepauronsas | [1yHKT 14 IIpaBui U3rotoBiIeHUs
MpoIeaypa YIAaKOBKH U (PaCOBKH JICKAPCTBEHHBIX U OTITyCKa
MIpenaparoB MOCIeI0BaTEIbHOCTh IEHCTBHUM
anTeYHbIX paOOTHUKOB WJIM OTBETCTBEHHOTO JIMIIA
MIPU YIIAKOBKE U (PacoBKe JEKapCTBEHHBIX

npenaparoB?
66. [peaycmarpuBaeT nu cTaHaapTHAs oneparonHas | [1yHKT 15 [IpaBun n3roToBiIeHUs
MpoIeypa MPOIECCOB CTEPUIM3AINN HCXOTHOTO U OTITyCKa

CBIPbA, U3TOTOBIICHHBIX JIE€KAPCTBEHHBIX
MIpenaparoB MOCIEI0BATEIbHOCTh IEHCTBHUM
anTe4YHbIX paOOTHUKOB WM OTBETCTBEHHOTO JIMLIA
[IPU CTEPUIIN3ALUU UCXOJHOTO ChIPbS,
M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX MPENapaToB?

67. [IpenycmarpuBaet jiu ctaHaapTHas onepanuondas | [1yHKT 16 ITpaBuia H3roTOBICHHS
MpOIIeypa OCYIIECTBICHUS BHYTPHANITEYHOTO U OTITyCKa

KOHTPOJISI TPOBEPKY COOTBETCTBHSI U3TOTOBICHHBIX
JICKAPCTBEHHBIX MPENapaToB TPEOOBAHUSIM
(apmaxoreiiHbIX cTaTei?

15.02.2024 Cuctema FTAPAHT



https://internet.garant.ru/document/redirect/406973136/1012
https://internet.garant.ru/document/redirect/406973136/1013
https://internet.garant.ru/document/redirect/406973136/1014
https://internet.garant.ru/document/redirect/406973136/1015
https://internet.garant.ru/document/redirect/406973136/1016

Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

I'APAHT:

[TynxT 68 npumeHsaeTca no 1 mapta 2025 r.

68.

[IpenycmarpuBaet i cTaHIApTHAS OTIEpalMOHHAS
IpoLEeAypa OTIyCKa U3TOTOBICHHBIX
JIEKapCTBEHHBIX MPENAapaToB OTILYCK
JIEKapPCTBEHHBIX MPENApaTOB B COOTBETCTBHH C
peuenToM (BKJIIOYas 3al0IHEHHE KOpEIKa
perenTa, NpuiIaraéMoro K M3roToBJICHHOMY
JIeKapCTBEHHOMY Tpenapary)?

[MyHKT 17 TpaBUII U3rOTOBJICHUS
U OTITyCKa

69.

[IpenycmarpuBaeT i CTaHAAPTHAS ONepaliMOHHasT
rporierypa oToéopa mpod It MPOBEACHIMS
MHUKPOOHOJIOTHIECKOTO KOHTPOJIS
[IOCJIEIOBATEIBHOCTD ACHCTBUI aTEUHBIX
PabOTHHUKOB MJIM OTBETCTBEHHOTO JIMIIA MTPH
oTOope MpoO A7 MPOBEIEHUS KOHTPOIIS,
npexycMoTpeHHoro MyHKToM 39 [MpaBun
M3TOTOBJICHUS U OTITyCKa?

[MyHKT 18 [paBu1 U3rOTOBICHUS
U OTITyCKa

70.

[IpenycmaTpuBaeT i cTaHAApTHAS ONIEPAITMOHHAS
MIpoIIeTypa OYUCTKH U IE3HH(PEKITUN
000pyIOoBaHMS, HCIIOIB3YEMOTO IPH U3TOTOBIICHUH
JIEKapCTBEHHBIX MTPENapaToB, OCIEA0BATEILHOCTh
JEHCTBUI aNTEeYHBIX paOOTHHKOB WIIH
OTBETCTBEHHOT'O JIMIIA TIO OYUCTKE U Je3NHPEKITNU
obopynoBaHus?

[MyHKT 19 I[MpaBui U3rOTOBICHUS
U OTITyCKa

71.

IIpenycMarpuBaer M cTaHJapTHAs ONEPALMOHHAS
IpoLeaypa OUYUCTKHU U CTEPUIIN3ALIUNA
J1a00paTOPHOH MOCYIBI, HCTIOIB3YEMOU MPH
M3TOTOBJICHUHN JICKAPCTBEHHBIX IIPEIapaToB,
TOCJIEIOBATENILHOCTD NCHCTBHI alITCUHBIX
PabOTHHUKOB MJIM OTBETCTBEHHOTO JIUIIA TTO
OYHUCTKE W CTEPUIIH3AINH J1a00pATOPHOHN MOCYIbI?

MyHKkT 19 TpaBui U3roToBICHUS
U OTITyCKa

72.

IIpenycMarpuBaer M cTaHJapTHAs ONEPALMOHHAS
npoleaypa yoopku u ae3uH(eKIny OMEeICHUN
MOCJIE0BATEIbHOCTh JEUCTBUIN alTEYHbIX
pa6OTHI/IKOB HJIW OTBETCTBCHHOI'O JIMLIA IIPU
yOopke 1 ne3nH(EKITIN TOMETIEeHNH ?

MyHkT 20 IpaBui U3roToBICHUS
U OTITyCKa

73.

15.02.2024

Hpe,I[YCManI/IBaCT JIK CTaHJapTHAs ONcpanuoHHasdg

[MyHkT 21 [paBui H3roTOBICHUS

Cuctema FTAPAHT
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npoleypa NpoBEICHHS PACCIeTIOBAaHUI
YCTaHOBJICHUE OTBETCTBECHHBIM JIUIIOM HJIH
PYKOBOAMTEIEM BETEPHHAPHOHN anTeKu MPHIUH
MOCTYTUICHUS:

73.1.

HEZ00POKAYECTBEHHBIX JICKAPCTBEHHBIX
npenaparos?

73.2.

KOHTpadaKTHBIX JIEKAPCTBEHHBIX MIPETapaToB?

73.3.

¢danscuPpUIMPOBAHHBIX JEKAPCTBEHHBIX
npemnaparoB?

U OTIIyCKa

74.

[IpenycmarpuBaet i cTaHIApTHAS OTIepalMOHHAS
Ipoleaypa NPOBEICHUS PACCIEI0BaHNI
YCTaHOBJICHHE OTBETCTBEHHBIM JINLIOM HJIH
PYKOBOJHTENIEM BETEPUHAPHON anTeKy MPUINH
XpaHEHUs BETEPUHAPHON anTeKOMu:

74.1.

HCZ[O6pOKa‘ICCTBeHHI)IX JICKapCTBCHHLIX
npenaparos?

74.2.

KOHTpa(aKTHBIX, JIEKaPCTBEHHBIX NPENapaToB?

74.3.

(danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
npenaparos?

[MyHKT 21 [paBUII U3TOTOBJICHUS
U OTITyCKa

75.

[IpenycmarpuBaeT a1 cTaHJapTHAS OllEPALIOHHAS
poleaypa NpOBEeICHUS PACCIICAOBAaHNIN IPUHATHE
peaynpexIaromux Mep?

[MyHKT 21 TpaBWT U3rOTOBJICHHUSI
U OTITyCKa

76.

[IpegycmarpuBaeT v cTaHAapTHAS ONIEPAIIMOHHAS
IpoIrieIypa MPUMEHEHUSI KOPPEKTHPYIONTNX U
(wnm) TpexynpekIAloNINX AEHCTBHUI 110
pe3yabpTaTaM paccieIOBaHUN OTIPEICIICHIE
OTBETCTBEHHBIM JIUIIOM HJIH PYKOBOIUTEIICM,
BETEpPUHAPHOM aNTeKU MepeyHen
KOPPEKTUPYIOMIHX U (W) TPEAYTTPEKAAFOIINXK
JEUCTBUN U CPOKOB UCIIOJIHEHUS TaKUX ACUCTBUI?

[MyHKT 22 TpaBui H3roTOBICHUS
U OTITyCKa

T7.

CopepikaT v U3MEHEHUS B CTaHIapTHBIC
oTiepalliOHHBIC TTPOLIETYPHI YKa3aHUEe Ha MPUINHBI
BHOCHMBIX MU3MEHEHUNA?

[MyHKT 23 TpaBui U3roTOBICHUS
U OTITyCKa

78.

15.02.2024

HpI/IJ'IaFaIOTCH JIX U3SMCHCHHA B CTAHAAPTHBIC

[MyHKT 23 TpaBu1 H3rOTOBJICHHUSI

Cuctema FTAPAHT
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oTleparoOHHbBIE MPOLEYPHI K JOKYMEHTAM,
KOTOPBIMH YTBEPKIEHBI COOTBETCTBYIOIIINE
CTaHJAPTHBIE OTIEPAIIIOHHBIE TIPOIIETyPHI?

U OTIIyCKa

79.

OpFaHI/I3OBaHO JIN B BeTCpHHapHOfI aIllTCKEC
XpaHCHUC CICAYIOIINX JOKYMCHTOB:

79.1.

aKToB?

79.2.

JOKYMEHTOB, COZIep>KallluX HH(OpMAIHIO,
NpeayCMOTpeHHY0 MYyHKTOM 75 IlpaBuin
W3TOTOBJICHUS U OTIyCKa?

79.3.

3ariceid o MPOBEJICHUIO UCCIIeIOBAHMA KOHTPOJIS
Ka4ecTBa M3TOTOBIICHHBIX JICKAPCTBEHHBIX
npenapaToB?

79.4.

JTOKYMEHTOB H )KypPHAaJIOB, COCTaBJICHHE (BEACHHE)
KOTOPBIX MPeIyCcMOTpeHo NyHkTamu 46, 59, 70,
74,77 u 81 IpaBua U3rOTOBIICHUS U OTITyCKa?

79.5.

perenToB?

79.6.

COINPOBOJMTENBHBIX JOKYMEHTOB Ha HCXOIHOE
ChIpbeE?

79.7.

COTIPOBOJIMTENBHBIX JOKYMEHTOB Ha YITAKOBOYHEIE
MaTepHaIbl?

79.8.

AOKYMCHTOB IIPOU3BOAUTEIIA, TOATBCPKAAOIINX
COOTBCTCTBHEC Ka4C€CTBaA UCXOAHOI'O CI)IpBSI?

79.9.

JOKYMEHTOB TIPOHM3BOIMTEIS, TOITBEPKIAOIINX
COOTBETCTBHE KAUeCTBA YIIAaKOBOYHBIX MATEPHAIIOB
(B cimyyae ux HamM4ws)?

[MyHKT 24 TlpaBui U3roTOBICHUS
U OTITyCKa

80.

OnpeneneH 1 BEeTEpUHAPHONW alITEKON CPOK
XPAaHEHHUsI TOKyMEHTALUH, IPEAYCMOTPEHHOM
NyHKTOM 24 TIpaBui H3roTOBIECHHS U OTITyCKa (32
WCKJIIOYEHNEM JKYPHAJIOB), KOTOPBIA HE MOXKET
COCTAaBJIATh MEHEE TPEX JIET C AaThl OTIIYCKA
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO IIpernapaTa?

[MyHKT 25 TpaBui H3roToBICHUS
U OTITyCKa

81.

15.02.2024

OmnpeneneH 11 BETEpUHAPHONW aNITEKOH CPOK
XpaHEHUs KypHAJIOB, IPETyCMOTPEHHBIX MYHKTOM
24 TIpaBu U3rOTOBJICHUS M OTITYCKa, KOTOPBIN HE

[MyHKT 26 I1paBuia H3roTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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MOYKET COCTaBIIATh MEHEE TPEX JIET C AAThI
BHECCHMSI IMOCIICTHUX 3aIMUCEH B )KypPHAIBI?

82.

Y cTaHOBIEHBI U ITOJTHOMOYHS B 00S3aHHOCTU
aAIllITCYHBIX pa6OTHI/IKOB, OTBCTCTBCHHBIX JIMI]
JOJDKHOCTHBIMH I/IHCprKLII/IHMI/I?

[MyHKT 27 IpaBui H3roTOBICHUS
U OTITyCKa

83.

OcymiecTBISAIOTCS I BETEPUHAPHOM alTeKOH
CaMOCTOATENBHO HIIN C IPUBJICYCHHEM
UCTIBITATENILHOHN JIAOOPAaTOPUN CIIELYIOLIIE BUABI
KOHTPOJIS:

83.1.

(U3UKO-XUMUYECKUI KOHTPOJIb?

83.2.

OIIpEJeNICHUE CTEPUIBHOCTH JUISI CTEPHIIBHBIX
MIPOMEKYTOYHBIX IIPOYKTOB?

83.3.

oIpefeseHle MUKPOOHOIOTHIECKOW YUCTOTHI LIS
HECTEPUIIBHBIX MMPOMEKYTOUHBIX IPOLYKTOB
(manee - MUKpOOUOJIOTHYECKHI KOHTPOJIb
MIPOMEKYTOUYHBIX TPOJYKTOB)?

83.4.

onpeacCJICHNE CTCPUIIBHOCTH IJI1 CTEPUIIBHBIX
HU3TOTOBJICHHBIX JICKAPCTBCHHBIX npenapaTOB?

83.5.

OTpeieJICHIE MUKPOOHOIOTHUECKON YUCTOTHI JIJIst
HECTCPUJIBbHBIX U3TOTOBJICHHBIX JICKAPCTBECHHBIX
npenaparoB?

83.6.

oIpefeseHHe MUPOr€HHOCTH IJ1s1 HHBEKIIMOHHBIX
pacTBopoB?

83.7.

oTpesiesieHne HAINYHsI OaKTepraTbHbBIX
OHAOTOKCHHOB JJId IMapCHTCPAJILHBIX
JIEKapCTBEHHBIX MPENapaToB U APYTrUX
[OKa3aTesell B COOTBETCTBUU C TPEOOBAHUSIMHU
(hapMakoTIeHHBIX CTaTCH?

83.8.

MHKPOOHOJIOTHYECKHIA KOHTPOJIb, TPOBOANMBII B
COOTBETCTBUH ¢ MYyHKTOM 39 IlpaBun
M3TOTOBJICHUS U OTIyCKa?

[MyHKT 28 TpaBWII U3TOTOBJICHUSI
U OTITyCKa

&4.

15.02.2024

Pa3mermaercs 1 000pyA0BaHHE TAKHM 00pa3oM,
yT00BI OBLIAa 00EcTIeueHa BO3MOXKHOCTE JIST €TO
OYHCTKH C EJNBI0 TPETOTBPAILCHHS

[MyHKT 29 TIpaBu1 U3rOTOBJICHHUS
U OTITyCKa

Cuctema FTAPAHT
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KOHTaMHWHAIMX U3TOTOBJICHHLIX JICKAPCTBCHHBIX
npenaparos?

85.

Hcnonw3yercs nu 000pypoBaHUE TaKUM 00pa3oM,
yTOOKI OBlIa 0OecIIeueHa BO3MOKHOCTD JJISI €70
OYHUCTKHU C LENBIO MPEIOTBPAIICHUS
KOHTaMHMHAIIUU U3TOTOBJICHHBIX JICKAPCTBEHHBIX
npenaparos?

[MyHKT 29 I1paBui n3roToBICHUS
U OTITyCKa

86.

O60opyaoBaHbI JIH TOMENIEHHUS BETEPHHAPHON
anTeKH, B KOTOPBIX OCYIIECTBISETCS H3TOTOBJICHHE
JIEKaPCTBEHHBIX TPENapaTOB, TPUTOUYHO-BHITSKHOM
BEHTWIALUEN?

MyHkT 30 [MpaBuit U3rOTOBJICHHUS
U OTITyCKa

87.

OO0ecIieYeHbI JIU MIOMEIICHUS BETCPUHAPHOM
amnTeKd, B KOTOPHIX OCYIIECTBIISETCS N3TOTOBICHUE
JIEKApCTBEHHBIX MTPENapaToB, CICTYIOITIM
000pyIOBaHUEM JJIS1 U3TOTOBIICHUS
JIEKapPCTBEHHBIX MPENapaTOB:

87.1.

n1a00paTopHBIM 000PYIOBAHUEM U CPENCTBAMU
W3MEPEHUN, B TOM YUCJIE TEXHUIECKUMU
CPEeJCTBaMH I TOCTOSTHHOTO KOHTPOJIS
TEMIIEPATYPHI U BIAKHOCTH?

87.2.

XOJIOANUIbHUKAMH, €CJIM U3TOTOBJICHUE
JIEKapCTBEHHOT'0 Ipenapara TpedyeT cOOII0AeHHS
TEMIIEPaTypHBIX PEKUMOB?

87.3.

J1a00paTOPHOM TOCY10#?

87.4.

mkadamu (CTermtakamu)?

MyHkT 30 [MpaBus U3rOTOBICHUS
U OTITyCKa

88.

3ampelieH Jiv A0CTYI TOTPEOUTENSIM B TIOMEIICHUS
BETEPUHAPHOH aNnTeKH, 3a UCKITIOUECHUEM
MOMEIIEHHI, B KOTOPBIX OCYIIIECTBISCTCS OTITYCK
M3TOTOBJICHHBIX JIEKAPCTBEHHBIX IPEapaTon?

[MyHkT 31 [paBui U3roToBICHUS
U OTITyCKa

&89.

Hmerot 1u ITOMCIICHU A BeTepI/IHapHOﬁ aIllTCKH,
OCYH_ICCTBHﬂIOH_ICﬁ H3roTOBJICHUC HECTCPUIIbHBIX
JICKAPCTBCHHBIX MPETIApaTOB, CICAYIOIINC 30HbIL:

89.1.

15.02.2024

30Ha JJISl K3TOTOBJICHHUS JICKAPCTBECHHBIX
npenaparos?

[MyHKT 32 [paBu1 U3rOTOBJICHHUSI
U OTITyCKa

Cuctema FTAPAHT
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89.2.

30Ha JJIs1 MOMKH U CTepHIn3aluy JabopaTopHon
ocyabl?

89.3.

30HA JUTS XPAaHCHHSI HICXOTHOTO CHIPhs?

89.4.

30Ha 7151 XpAaHEHUS U U3TOTOBJIEHHS
MIPOMEKYTOUHBIX MTPOIYKTOB?

89.5.

30Ha U1 XpaHCHUA U U3T'OTOBJICHUA peaKTI/IBOB?

89.6.

30Ha JJI51 XpaHEHHSI U3TOTOBJICHHBIX
JIEKapCTBEHHBIX MpenapaToB?

89.7.

30Ha U1 XpaHCHHUA YIIAKOBOYHBLIX MaTCpHaJIOB,
BCIIOMOTI'aTCJIbHBIX MaTCpUajioB, TapBI?

89.8.

30Ha JJ1s1 KOHTPOJIBHON MapKUPOBKH U
TEPMETHUYHOTO YKYIIOPUBAHUS U3TOTOBIEHHBIX
JIEKapCTBEHHBIX MpenapaToB?

89.9.

30Ha JUTSI YIIAKOBKHU M3TOTOBICHHBIX
JIEKapCTBEHHBIX MpenapaToB?

89.10.

30Ha OTITYCKa JIEKAPCTBEHHBIX MPETapaToB
norpeouTensim?

89.11.

30Ha U1 TOJIYyYCHHS BObI 0‘H/IIIICHH0171, B ClIy4dac
HEOOXOMMOCTH TIOJTYICHUS BOJBI OUHIIEHHOM?

90.

HcKITro4eHs! JI IIPYU pacIoyIoKEHUH 30H
BETEPUHAPHOMU allTEKU BCTPEYHbIE UK
MIEPEKPECTHBIE TOTOKU UCXOIHOTO CBhIPbS U
M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX MPEnapaToB?

MyHkT 33 [IpaBuia H3roTOBICHUS
U OTITyCKa

91.

Pacnionaraercst 11 pabouee MECTO anT€4HOTO
pabOTHHKA, 3aHUMAIOLIETOCS! U3TOTOBICHUEM
JIEKapCTBEHHBIX MIPENapaToB U (MJIH)
OCYILECTBIISIIOLIETO0 BHYTPUANTCYHBI KOHTPOJIb, B
MTOMEIEHNH, B KOTOPOM H3rOTaBJINBAIOTCA
JIEKapCTBEHHBIE MTpenapaThl?

[MyHKT 34 TIpaBuIT U3rOTOBJICHHUSI
U OTITyCKa

92.

3ampenieHo I B TOMENIEHUSIX BeTepUHAPHOM
anTeKu, B KOTOPBIX U3rOTaBIUBAIOTCS
JIEKapCTBEHHBIE NIPENapaThl:

92.1.

15.02.2024

XpaHCHUC XO3SMCTBEHHOI'O U APYroro MHBCHTAaps,

[MyHKT 35 TMpaBu U3TOTOBJICHUS
U OTITyCKa

Cuctema FTAPAHT
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HE UCIIOIb3yEMOTO MPH
M3TOTOBJICHNH JIEKAPCTBEHHBIX MPENapaToB?

92.2.

XpaHeHHUEe OJIeXk /16l paOOTHHKOB?

92.3.

pa3MeIeHre 30HbI OTABIXA U MPHUEMa TTUTITH?

92.4.

OCYIIIECTBJIICHHE TOPTOBIIH JICKAPCTBEHHBIMHU
npenaparamu’?

93.

Nmeer nu BeTepUHapHas anTeka,
OCYLIECTBIISIFOLIAS] U3TOTOBIEHUE CTEPUIIBHBIX
JIEKapPCTBEHHBIX MPENapaToB B aCENTHUECKUX
YCJIOBHSIX, ACENITHIECKUI OJTOK?

[MyHkT 36 [paBui H3roTOBICHUS
U OTITyCKa

94.

BxirouaeT mu acenTUYECKHH 010K clIeayrommue
IIOMCHIICHMUA

94.1.

IUJTKO3bI OJIs1 pa6OTHI/IKOB HpI/I BXOJI€ B
acenTUYECKUH OJI0K?

94.2.

MUTIO3BI IJIA TOCTYHAOMIUX UCXOAHOTO ChIPbI U
YIIAaKOBOYHBIX MaTepI/IaJ'IOB?

94.3.

TIUTFO3EI TSl TIEPEIadil H3TOTOBICHHBIX
JIEKapCTBEHHBIX MTPENapaToB, KOTOPHIC 3aAIIUAIAIOT
BO3/yX IIOMEIIEHUS JIJIs1 I3TOTOBJICHHS
JIEKapPCTBEHHBIX MPENapaToB OT KOHTAMHHAIINN?

94.4.

MOMEILEHHE JIS MOTYyYEHHS BOAbI JJIs1 MHBEKLUI
(momyckaeTcsi COBMEIICHHUE C 30HOM st
MOJYy4Y€HHs BOAbI OUYMIIEHHOMN B CIy4ae MOJy4eHUS
B BETEPUHAPHOU anTeKe BOAbl OUUIIICHHON U BOABI
JUTSI HHBEKITHi )?

94.5.

MOMEIIEHHUE JJIsl H3TOTOBJICHUS JIEKAPCTBEHHBIX
mpenapaToB, 000pyI0BaHHOE TAMHUHAPHBIM
06oKkcom?

94.6.

MOMEIIEHHE IS CTCPUITM3AIMY U3TOTOBJICHHBIX
JIEKapCTBEHHBIX MTPenapaToB (HE00A3aTeIbHO IS
BETEPUHAPHBIX aNTEK, OCYIICCTBISIONINX
M3TOTOBJICHUE B ACENITUYECKUX YCIOBUIX TOJBKO
TIIa3HBIX Karels)?

94.7.

15.02.2024

[IOMEILCHHE JUIsl KOHTPOJIIBHOM MapKUPOBKHU U

MyHKTBI 36 u 38 IIpaBun
M3TOTOBJICHUSI U OTITyCKa

Cuctema FTAPAHT
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TEPpMETUYHOI'0 YKYIIOPUBAHUA U3TOTOBJICHHBIX
JIEKapCTBEHHBIX MTPenapaToB (HE00A3aTeIbHO IS
BETEPUHAPHBIX aNTeK, OCYIICCTBISIONINX
M3TOTOBJICHUE B ACENITUYECKUX YCIOBUIX TOJBKO
TIIa3HBIX Karels)?

94.8.

MIOMEILEHHE I YTTaKOBKHU U3TOTOBIEHHBIX
JIEKapCTBEHHBIX MpenapaToB?

95.

HMeroT 1 JO0CTYH B aCENTHYSCKHM 00K TOIHKO
anTeyHbIe paOOTHUKH, OTIPEIeIICHHBIC
PYKOBOAMTEIEM BETEPHHAPHOHN anTeku?

[MyHKT 37 TpaBWI U3rOTOBJICHHUSI
U OTITyCKa

96.

[TpoBoauTCs T B acenTUYECKOM OJIOKE TIepeT
Ha4yaJIOM U3TrOTOBJICHUS JICKAPCTBCHHBIX
MpenapaToB MUKPOOHOIOTHICCKUN KOHTPOIb
CIIEIYIONTUX 0OBEKTOB:

96.1.

BO3ayXa?

96.2.

BOJbI OYMILIEHHON U BOJBI U1 HHBEKIIAH?

96.3.

obopynoBaHus?

96.4.

J1a00PaTOPHOM MOCYABI?

96.5.

PYK M OZI€X/IbI allTEYHBIX PAOOTHUKOB,
HEMOCPEICTBEHHO 3aJIeiICTBOBAHHBIX B
M3TOTOBJICHNH JIEKAPCTBEHHBIX TIPENapaToB?

MyHkT 39 IMpaBui U3roTOBICHUS
U OTITyCKa

97.

[IpoBoauTCs T MUKPOOHOJIOTHYECKUI KOHTPOJIb B
[IOMEIICHMSIX BETEPUHAPHOM alTeKH, 3a
HCKJIFOUEHHEM ITOMEIEHHUSI JUIS OTITyCKa
JIEKapPCTBEHHBIX MPENapaToB MOTPEOUTEISIM U
acenTHYecKoro 0J0Ka, He pexe OJHOTO pas3a B
KBapTamn’?

MyHkT 39 IMpaBui 3roToBICHUS
U OTITyCKa

98.

15.02.2024

COOTBETCTBYIOT JIM BCIIOMOTaTeIbHBIEC BEIICCTBRA,
UCIIOJIb3YEeMbI€ TIPH U3TOTOBJICHUH JIEKAPCTBEHHBIX
npenapaToB, TpeOOBaHUIM (hapMaKOTEHHBIX
craTei (BCHOMOFaTCHLHI)Ie BC€IICCTBA, OIIMCAaHHBIC
B TOCYAapCTBEHHOH (papmakoree) Hiu
Tpe6OBaHI/ISIM, YCTAaHOBJICHHBIM UX
IIPOU3BOJUTECIIEM (BCHOMOFaTeHBHI)Ie BCIIICCTBA, HC
OTIFICAaHHBIE B TOCYAapCTBEHHOH (apmakoree)?

[MyHKT 41 [IpaBui U3roTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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99.

3anpeieHo 1 Ipyu U3TOTOBICHUU JEKAPCTBEHHBIX
MIpEenapaToB UCIOJIb30BAHUE SITOBUTHIX,
HapKOTHUYECKHUX, ICUXOTPOIHBIX,
CITHHOJICHCTBYIOIINX BEIIECTB, PATHOHYKIUIOB
(pamMOaKTUBHBIX M30TOIIOB), & TAKKE
OMOJIOTHYIECKOTO MaTepraia XKHBOTHBIX U
IITaMMOB MHUKPOOPTaHU3MOB?

[MyHKT 42 IpaBui U3roTOBICHUS
U OTITyCKa

100.

3anpeieHo 11 U3roTOBICHUE BETEPUHAPHBIMU
arTeKaMu JIEKAPCTBEHHBIX MPENapaToB,
3aperucTpupoBaHHbx B Poccuiickoit denepammm?

[MyHKT 43 [paBui H3roTOBICHUS
U OTITyCKa

101.

Hcnonb3yroTes i 3aperuCcTpupOBaHHbIC
JICKApCTBEHHBIC MPENapaThl IPU H3rOTOBICHUN
JICKApCTBEHHBIX MPENapaToB JIsl TpUeMa BHYTPb U
JUTSL HAPYXKHOTO MPUMEHEHUS TOJIBKO B ClTydae,
€CIIM 3TO YKa3aHO B PEIENTe U COOTBETCTBYET
WHCTPYKITUH 110 BETEPUHAPHOMY PUMEHEHUIO
3apETUCTPUPOBAHHOTO JICKAPCTBEHHOTO
npenapara’?

[MyHKT 44 TIpaBuJT U3rOTOBJICHUS
U OTITyCKa

102.

3anpemieHo a1 Ipy U3rOTOBJICHUH JIEKaPCTBEHHBIX
[IpenapaToB MCIIOIb30BATh JIEKAPCTBCHHBIE
npenapaThl, BKIIOYeHHBIE B [lepeyeHb
JIEKapCTBEHHBIX MIPENapaToB, MPeIHa3HAYCHHBIX
JUIs1 JIeueHHsI MHPEKIIMOHHBIX U apa3uTapHbIX
OoJie3Hel KUBOTHBIX, BHI3BIBAEMBIX TATOT€HHBIMU
MHUKpPOOpPraHU3MaMH U yCIOBHO-TTATOT€HHBIMU
MHKPOOPraHnu3sMamMu, B OTHOIICHUN KOTOPBIX
BBOJATCA OrpaHUYCHUA Ha NPUMCHCHUC B
JIeueOHBIX OeiIAX, B TOM YHUCJIC OJIA JICUHCHUS
CEITbCKOXO03SMCTBEHHBIX XKHUBOTHBIX,
YTBEPKIECHHBIN NPUKa3oM MuHcenbsxo3a Poccnn

ot 18 Host6ps 2021 r. N 771'2

[MyHKT 45 TpaBu1 U3rOTOBJICHHUS
U OTITyCKa

103.

15.02.2024

3amonHAeTCs M B TMPOIecce N3rOTOBIECHUS
JIEKapCTBEHHOTO TIperapaTa alnTeqHbIM
PabOTHUKOM JOKYMEHT, COJIEPKAIIHN
nH(GOPMAITHUIO, MPETYCMOTPEHHYO MYHKTOM 75
[IpaBu U3roTOBIICHUS U OTITYCKA (JlaJiee - MAaCIoPT
MUCbMEHHOTO KOHTPOJIs)?

[MyHKT 46 TTpaBuJI U3rOTOBJICHHUSI
U OTITyCKa

Cuctema FTAPAHT
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104.

Brocsatcs nmu B macnopT TUCBMEHHOTO KOHTPOJIA
CJIEIYIOLIUE CBEACHUS:

104.1.

HOMED U naTa ohopMIIeHHS perenTa?

104.2.

HaMMCHOBAHHUE U KOJIMYCCTBO HCIIOJIB30BaAHHOTO
HCXOJHOT'O CLIpbﬂ?

104.3.

TIOPSIIOK BBEICHUS BEIIECTB U TIEPEUCHb
TEXHOJIOTHUECKHUX OTIepaItuii?

104.4.

HaMMEHOBaHUsI HCIIONB3YEMBIX 000PYAOBaHNS,
CPEICTB U3MEPEHH, PEaKTHBOB?

104.5.

o011ast Macca Uil 00beM JIEKAPCTBEHHOTO
rpenapara, 9ucio 1037

104.6.

CTEIEHb pa3BEACHUS TOMEOATUYECKOTO
HCXOHOTO CHIPbS (B CITydae MCIIOJIb30BaHUS
HCXOJIHOTO TOMEOIaTHUYECKOTO ChIPhsI)?

104.7.

Macca OTAEIbHBIX JO3UPOBAHHBIX €IMHUI] U UX
KOJIMYECTBO (TIPH M3TOTOBJICHUH TTOPOIITKOB H
CYTIIIO3UTOPHEB)?

104.8.

KOHIIEHTpaIus 1 00beM (Macca) 100aBJICHHOTO
M30TOHUPYIOUIETO BelecTBa (py J0O6AaBIEHUH B
[JIa3HbIE KA, PACTBOPHI JUIsl HHBEKLIUHI U
nHQy3uit)?

104.9.

COCTaB, KOHLIEHTpauus 1 00beM
KOHLICHTPUPOBAHHBIX PACTBOPOB (TIpH
WCIOJIb30BaHUHM I U3TOTOBJICHUS
JIEKapCTBEHHBIX MpenapaTos)?

104.10.

WCTIONIb30BaHHbIE TP pacdeTe K03 puineHTs!
BOJIOTIOIJIOIIEHHSI ISl PACTUTENIBHOIO ChIPhS,
HCTIOJIb3YEMOT0 [P U3TOTOBJIECHUH
JIEKapCTBEHHOT'O Mpemnapara?

104.11.

WCTIOJIb30BaHHbIEC IPU pacueTe Kod)QUIeHTh
yBeIMUEHHU 00beMa BOAHBIX PaCTBOPOB IIPH
pacTBOPEHHH BEIECTB, BXOMISIINX B COCTAB
JIEKapCTBEHHOT0 Ipemnapara?

104.12.

15.02.2024

AaTa U3roTOBJICHUS JICKAPCTBCHHOI'O npenapaTa?

[MyHKT 75 TpaBui H3roToBICHUS
U OTITyCKa

Cuctema FTAPAHT
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104.13. HOMEp 3aIMCH B KYypHAJIE KOHTPOJI
W3TOTOBJICHHBIX JICKAPCTBEHHBIX MpenapaToB?
104.14. (hamumust, IMs, OTIECTBO (TIPH HATTUIHH) U
MOJIMCH aTeYHOr0 paOOTHHKA, H3TOTOBHUBLIETO
JIEKapCTBEHHBIN Mpenapar, U alTe4Horo
paOOTHUKA UM OTBETCTBEHHOT'O JIUIIA,
OCYILECTBUBIIEIO BHYTPHANITCUHBI KOHTPOJIb
W3TOTOBJICHHOTO JIGKAPCTBEHHOTO IpernapaTa?
105. XpaHHUTCS JI UCXOTHOE CHIPHE TTOCIIE BCKPBITUS [MyHKT 47 TIpaBWII U3TOTOBJICHUS
MEPBUYHON YIIAKOBKH B MPOIIEANINX OYUCTKY U OTITyCKa
€MKOCTSIX C COOJIFOJIEHNEM CPOKOB XPaHEHUS
YKa3aHHOTO CBIPbs BO BCKPBITON yIIakoBKe?
106. VYkazaHa 1 Ha STHKETKaX EMKOCTEH ¢ HCXOAHBIM [MyHKT 48 IpaBui H3roTOBICHUS - - - -
CBIPbEM: U OTITyCKa
106.1. HaMEHOBaHWE UCXOHOTO CHIPHS?
106.2. YCIIOBHSI XpaHEHUS?
106.3. JlaTa BCKPBITUS YITAKOBKH MCXOJHOTO CHIPHS?
106.4. aTa 3aIl0JHEHUSI EMKOCTH?
106.5. (dbamuus, UM, OTIECTBO (ITPU HATIIYUH)
anTEeYHOro PadOTHHKA, 3aTIOJIHUBIIETO €MKOCTh?
106.6. MTOJIITUCH alITeYHOTO pabOTHUKA, 3aTIOTHUBIIETO
€MKOCTh?
107. YKa3aHbl TU Ha ITUKETKaX eMKOCTe! ¢ [MyHKT 49 TIpaBui U3roTOBICHHUS - - - -
MPOMEKYTOYHBIMH TIPOTyKTaMU: U OTITyCKa
107.1. HavMEHOBaHUE IPOMEKYTOYHOTO MPOAYKTa?
107.2. coJiep>kaHue AeHCTBYIOIEro BelecTBa (s
PacTBOPOB yKa3bIBaeTCs KOHIEHTpauus)?
107.3. JlaTa U3rOTOBJICHUS POMEXYTOUHOIO IPOTyKTa?
107.4. CPOK T'OAHOCTH MPOMEKYTOUHOT'O MPOTyKTa?
107.5. YCJIOBHSI XpaHEHUS TIPOMEKYTOTHOTO TTPOTyKTa?
107.6. (bamMuus, UM, OTYECTBO (IIPU HATIMYUH)
anTeYHOro pabOTHHKA, H3TOTOBHUBILIETO
15.02.2024 Cuctema FAPAHT 33
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MIPOMEKYTOYHBINA TPOAYKT?

107.7.

MOJMNHCH anTeYHOr0 PAaOOTHHKA, H3TOTOBHUBIIETO
MIPOMEXKYTOUHBIN POAYKT?

107.8.

(dbamMunus, UM, OTIECTBO (ITPU HATIIYUH)
anTEeYHOro padOTHHUKA WIIM OTBETCTBEHHOTO JIHIIA,
OCYIIECTBUBIIETO BHYTPUANTEYHBIA KOHTPOIIH?

107.9.

MOJIKCH anTeYHOro paOOTHHUKA HITH
OTBETCTBEHHOTO JINIA, OCYLECTBUBILETO
BHYTpHANTEYHBII KOHTPOJIb?

108.

HMeroT T eMKOCTH C HCXOTHBIM CBIPhEM,
YIaKOBOYHBIMH MaTepHaIaMu U
[IPOMEXKYTOYHBIMU IPOIYKTaMH CIEIYIOLIYIO
MapKHUPOBKY:

108.1.

"Ocy1ecTBIA€TCS BHYTPUAIITEYHbBIH KOHTPOJIB'"?

108.2.

"Pa3zpemreno ucmoap30BaTh"?

108.3.

"3amnpenieHo UCcroab30BaTh"?

108.4.

"3a0pakoBaHO MPH BXOJAHOM (TIPHEMOYHOM )
KoHTpoJe"?

MyHkT 50 [MpaBuT U3rOTOBJICHUS
U OTITyCKa

109.

[Ipoxonut 1u ouncTKy JaboparopHas mocyna,
KOTOpasi UCIIOJIb3YETCsI TPH U3TOTOBJICHUU
JIEKapCTBEHHBIX MpenapaToB?

[MyHkT 571 [paBui n3roToBICHUS
U OTITyCKa

110.

Crepunm3yetcst Tu J1abopaTopHas 1ocyna, Kotopas
WCIIONIB3yeTCA TP N3TOTOBJICHUH JIEKAPCTBEHHBIX
MIperapaTroB, B COOTBETCTBUH CO CTaHIApTHOU
ONepalOHHON Mpouexypoi?

[MyHKT 51 [paBut U3rOTOBJICHUS
U OTITyCKa

111.

3akynopuBaeTcs JIi 1abopaTopHas Iocyaa,
KOTOpasi UCIIOJIb3YEeTCsI TPH U3TOTOBJICHUU
JIEKapCTBEHHBIX MpenapaToB?

[MyHkT 51 [paBui 3roToBICHUS
U OTITyCKa

112.

XpaHutes Jn 1abopaTopHas MOCyAa, KOTopast
WCTIOJIb3YETCs TIPH U3TOTOBJICHNH JICKAPCTBEHHBIX
IpenapaToB, B 3aKPHITHIX MKadax?

[MyHKT 51 [paBuIT U3rOTOBJICHHUSI
U OTITyCKa

113.

15.02.2024

Cobmiofaercs 11 CpOK XpaHEHHS CTEPUITHHON
71a00paTOPHOH MOCYIbI, KOTOpAast UCIIOIb3YETCS

[MyHKT 52 TpaBu U3rOTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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IIPpU U3rOTOBJICHUHN HECTCPUJILHBIX JICKAPCTBECHHBIX
npenapaTos, He 0oJiee TPeX CYTOK C JAaThl
CTEPHITA3AIIAN?

114.

CoOmroiaercs M CPOK XpaHEHUsI CTEPUIILHON
na0opaTopHO MOCYABI, KOTOPask HCIOJb3YETCs
MIPY U3TOTOBJIICHUH CTEPIIIBHBIX JIEKapCTBEHHBIX
IpenapaToB, - He Ooyee CyTOK C MOMEHTa
CTepWIN3aluy J1a00paTopHOil mocyab?

[MyHKT 52 I[paBui H3roTOBICHUS
U OTITyCKa

115.

[MouTeXKHUT TN MOBTOPHOU CTEPHIIU3AIUU
nabopatopHasi mocyia B cydae, eclid OHa He Oblia
WCIIONb30BaHa B CPOK He Ooliee CyTOK (IpH
W3TOTOBJICHUN CTEPUIIBHBIX JICKAPCTBEHHBIX
MpernaparoB) MO0 He 0oJiee TpeX CYTOK (IpH
HU3TOTOBJICHUN HECTCPUIIbHBIX JICKAPCTBCHHBIX
npenaparon)?

[MyHKT 52 TpaBUIT U3rOTOBJICHHUSI
U OTITyCKa

116.

3arpemieHo a1 0JHOBPEMEHHOE N3IrOTOBJIEHUE Ha
0JHOM paboueM MecTe HECKOJIBKUX PACTBOPOB AJIsS
WHBEKUUH 1 (MIM) JIEKAPCTBEHHBIX MIPETIAPaTOB,
COJEpIKaIIMX BEIIECTBA C PAa3IMYHBIMU
HaUMEHOBAaHUSIMU WJIU BEILIECTBA OJHOTO
HaMMEHOBaHUs, HO B Pa3IMYHBIX KOHLIEHTPALHUIX?

[MyHKT 53 TpaBuII U3rOTOBJICHHUSI
U OTITyCKa

117.

OcymecTBisieTCs TU CTEPHITU3AIUS PaCTBOPOB HE
MO37HEE TPEX YacoB C Hadala X W3TOTOBICHUS, 32
WCKITIOYEHUEM PaCcTBOPOB TITFOKO3BI?

[MyHKT 54 TIpaBWII U3TOTOBJICHUSI
U OTITyCKa

118.

OcyIecTBIsETCS U CTEPUIIN3AIUS PACTBOPOB
TJIFOKO3BI Cpa3y MOCJe UX U3TOTOBICHHUS?

[MyHkT 55 IpaBui 3roToBICHUS
U OTITyCKa

119.

3arnpenieHa 1 MOBTOPHAS CTEPUITU3AIIHS
WHBEKIINOHHBIX 1 WH(Y3UOHHBIX PaCTBOPOB?

[MyHKT 56 TpaBuIT U3rOTOBJICHHUS
U OTITyCKa

120.

Ucnonb3yeTcst M4 411 U3TOTOBJICHUS
MapeHTePaIbHBIX JIEKAPCTBEHHBIX MPEIapaTosB,
KOTOpBIE HE MOJIeKAT TEPMHUIECKON
CTEPWIN3AINH U B U3TOTOBJIICHUH KOTOPHIX B
KadeCcTBE PaCTBOPHUTENS HCIOIL3YETCS BOMA,
TOJILKO BOJA I UHBEKIUHA?

[MyHKkT 57 IpaBui U3roToBICHUS
U OTITyCKa

121.

15.02.2024

HpOBO,Z[I/ITCH JIN 11 U3IrOTOBJICHUS
MapCHTCPAJIbHBIX JICKAPCTBCHHBIX IPETIapaTOB,

[MyHkT 57 IpaBuia H3roToBICHUS
U OTITyCKa

Cuctema FTAPAHT
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KOTOpBIE HE MOJIeKAT TEPMUIECKOM
CTEPHJIM3AIINN B B U3TOTOBJICHUH KOTOPHIX B
Ka4deCcTBe PAaCTBOPHUTENS HCITOIB3YETCS BOAA,
(MHABbHAS CTEPHIIN3ALUS IIyTeM (QIIBTPALUN B
JTAMIHAPHOM TIOTOKE BO3/IyXa C IIOMOIIHIO
MeMOpaHHBIX (PUIBTPOB C HOMHHAIHHBIM
pasmepoM nop He 6oiee 0,22 MkM?

122.

Hcnonb3yeTcs au i1 U3rOTOBJICHUS TJIa3HBIX
KarneJsb, KOTOpbIEe HE MOJyIeXaT AalibHeUIIei
TEPMUYCCKON CTEPUITH3AITNH, BOJIA I NHBEKITHIA?

[MyHKT 58 TpaBu U3TOTOBICHUS
U OTITyCKa

123.

ITpoBOIUTCS JIH /ISl H3TOTOBIICHHUS TIA3HBIX
Kariesib, KOTOPbIE HE MOAJIekKAT AaabHen e
TEPMHUYECKOW CTePUIH3AINH, (PUHATLHAS
CTePUIH3ANNS TTyTeM QUIBTPAIMH B IAMHHAPHOM
MOTOKE BO3/yXa C MOMOIIBI0 MEMOPAHHBIX
(UITBTPOB ¢ HOMHHAIBHBIM Pa3MEPOM IOP HE
6omee 0,22 MKkM?

MyHkT 58 I1paBui 3roToBICHUS
U OTITyCKa

124.

Benercs nu B BeTepHHAPHOI anTeKe *KypHaI
pErUCTpaLuy peKUMa CTEPHIN3aLnn?

[MyHKT 59 TTpaBus U3rOTOBJICHHUS
U OTITyCKa

125.

BHocsaTcs 1 B )KypHaJ peTUCTpaIiy pekrMa
CTEPWIN3ALMH CIEAYIOINE CBEACHUS:

125.1.

JlaTa ¥ TIOPSIAKOBEIM HOMEp MPOBEICHUS
CTEpUIN3ALUU?

125.2.

HaMMEHOBAHUE UCXOHOTO CHIPHS, MOJICIKAIIETO
CTEPIITA3AIIIN?

125.3.

KOJIMYECTBO UCXOTHOTO CHIPhS, TIOJUIEKAIIETO
CTEpUIN3aALUU?

125.4.

HaUMEHOBAaHUE M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
[IPenapaToB, MOUIeKAIMX CTEPUIU3ALUN?

125.5.

KOJINYCCTBO U3IOTOBJICHHBIX JICKAPCTBECHHBIX
npenapaTrosB, MOoJICKaux CTCpI/IJ'II/IBaLII/II/I?

125.6.

HaMMEHOBaHUE J1a00PAaTOPHOM MOCYAbI U MIPOYHX
MaTepHasoB, OUIeKAIIUX CTEpPUIN3alun?

125.7.

15.02.2024

KOJINYECTBO JIAOOPATOPHOM MOCYIBI M ITPOUUX

[MyHKT 59 TlpaBui U3rOTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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MaTcpuajioB, MOAJICKAIINX CTepI/IJ'H/ISaHI/II/I?

125.8.

YCIIOBHS CTEPHUIIM3aLNH (TeMIlepaTypa, Bpems)?

125.9.

pe3yabTaThl TepMoTecTa’?

125.10.

MTOATHCH alITEYHOTO pabOTHHKA, POBOIUBIIETO
CTEPUIIN3ALIHIO?

126.

Ocy1iecTBIsieTCs JIM BBIOODP YIIAKOBKH U
YKYMOPOYHBIX CPEJICTB B 3aBUCIMOCTH OT CBOMCTB,
Ha3HAYCHHS U KOJIMYECTBA U3TOTOBICHHOTO
JIEKapCTBEHHOTI'O IIpernapara B COOTBETCTBUU C
TpeOoBaHMIMH (hapMaKOTIEHHBIX cTaTei?

[MyHkT 60 [MpaBui n3roToBICHUS
U OTITyCKa

127.

YnakoBaHbI 11 CTEPUIIBHBIC JIEKAPCTBEHHBIC
MIpenaparsl B CTEPUIBHYIO YIaKOBKY?

[MyHkT 61 [IpaBui U3roToBICHUS
U OTITyCKa

128.

YIakoBaHbl JIM JIEKapCTBEHHBIE IIPENaparsl,
TpeOyIOIIHe 3alUThI OT ICHCTBHUS CBETA, B
CBETO3AaIUTHBIE EMKOCTH?

[MyHKT 62 [paBWII U3TOTOBJICHUS
U OTITyCKa

129.

YnakoBaH#blI JIM JICKAPCTBEHHBIC MPETapaThl,
coJieprKallye JISTyYue BEIIECTBa, TPeOYoIue
3aIIUTHI OT YJIETYyUYNBAHUS, TUTPOCKOITMYHEIC
BEIIIECTBA U BEIIECTBA, KOTOPBIC OKUCISIIOTCS, B
TEPMETHYHBIC €eMKOCTH W3 HETIPOHUIIAEMBIX JIJIS
COOTBETCTBYIOIINX BEIIECTB MAaTEPHAIOB?

[MyHKT 63 [IpaBui H3rOTOBICHUS
U OTITyCKa

130.

YnakoBaHsbl JIU JIEKAPCTBEHHBIE NTPENAPaTHI,
coJieprKallye JISTy4ne BelecTBa, TpeOyrommue
3aIIUTHI OT YJIETY4YUBAHKS, TUTPOCKOIIMYHBIE
BEILECTBA U BELIECTBA, KOTOPBIE OKUCISAIOTCS, B
FEPMETHYHBIE EMKOCTH, YKYIIOPEHHBIE
HAaBHHYMBAIOIIMMHUCS KOJITAYKAMU WY KPBIIIKAMU
B KOMIDIEKTE C MPOOKAMH HIIH MPOKIAIKAMH C
YIUTOTHSIFOIIMMU 3JIEMEHTaMu ?

[MyHKT 63 [IpaBuJT U3rOTOBJICHHUSI
U OTITyCKa

131.

OcymiecTBIsAeTCs M yIaKOBKa JIEKAPCTBEHHBIX
[IPENapaToB, COAEPKALIUX JIETy4YHe BEIECTBa,
TpeOyIOLIHE 3aIIUTHI OT YJICTYYHBaHUs, WIN
BEILECTBA C 3allaXOM, OTAEIBHO OT YIIAaKOBKU
JPYTUX JIEKapCTBEHHBIX MpenapaTon?

[MyHKT 64 TIpaBuJI U3rOTOBJICHHUSI
U OTITyCKa

132.

15.02.2024

Hanecens! mu Ha YIAaKOBKY M3TOTOBJICHHBIX

[MyHKT 65 [paBUIT U3rOTOBJICHHUSI

Cuctema FTAPAHT
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JICKaApCTBCHHBLIX IIPETIapaTOB 3TUKCTKHU,
CoJIep KaIlne CIEAYIOILY0 HHPOPMAIIUIO:

U OTIIyCKa

132.1. HOMeEp perenTa (Tpy HaTu4uu)?

132.2. COCTaB JIEKAPCTBEHHOTO TIpemnapara?

132.3. Haanuce " /{1 BeTepuHapHOro npuMeHeHus"?

132.4. JIaTy U3TOTOBJICHUS?

132.5. C1oco0 MPUMEHEHUS JIEKapCTBEHHOTO TIperapaTa
(BHyTpeHHee, Hapy»XKHOE, 115l HHBEKITNH )?

132.6. cpok roaroct ("roseH mo ")?

132.7. YCIIOBUS XpaHEHNUs?

132.8. npenocrepekeHue "XpaHuTb B HEJOCTYITHOM JUIS
nerei mecre"?

132.9. JUTS CTEPUITBHBIX JIEKapCTBEHHBIX (hopm
JIOTIOJTHUTENBHO yKasbiBaeTcs "CrepuiapHO"?

133. VYKka3bpIBaeTCs JId B 3aBUCUMOCTH OT COCTaBa [MyHKT 65 TpaBuJT H3TOTOBJICHHUS
M3TOTOBJICHHOT'O JICKAPCTBEHHOTO Mpenapara u ero U OTIIyCKa
CBOWCTB JIOMOJHUTENIbHAS HH(DOpMAITHUS:

133.1. "Bepeus ot orHA" (IS JIETKOBOCILIAMEHSIOTITUX CSI
1 JIETKOTOPIOYNX JICKAPCTBEHHBIX MIPENapaToB)?

133.2. "OOpamarbcs 0cTOPOKHO!" (111 B3PBIBOOITACHBIX
JIEKapCTBEHHBIX MpenapaTos)?

133.3. "Ilepen mpuMeHEeHUEM B30ANTHIBATE" (IIS
JIEKapPCTBEHHBIX PENapaToB, MPH XpaHEHUH
KOTOPBIX 00pazyeTrcs 0camok)?

134. O opMIICHBI TH TOKYMEHTAIBHO IEHCTBUS, [MyHKT 67 TIpaBUJT H3rOTOBJICHHSI
MIOATBEPKIAIONINE, YTO YKa3aHHBIC METOJI WU U OTIIyCKa
MPOIIECC COOTBETCTBYIOT TPEOOBAHUSM
(hapMakoneiHbIX CTaTel B OTHOIICHUH
CJIEYIOIINX METOIOB KOHTPOJIA:

134.1. HCXOJIHOTO CBIpbs?

134.2. MIPOMEKYTOUHBIX MTPOTYKTOB?

15.02.2024

Cuctema FTAPAHT
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134.3. W3TOTOBJICHHBIX JIEKAPCTBEHHBIX MpenapaToB?

134.4. MIPOIIECCOB M3TOTOBIICHUS JICKAPCTBEHHBIX
npenaparoB?

135. [ToaBepraroTcst M MOCTYMAKONIHE HCXOIHOE chipbe | [1yYHKT 68 IIpaBuit u3roToBIeHUS
W YIIaKOBOYHBIE MaTepUaIIbl BXOAHOMY U OTITyCKa
(mpueMoYyHOMY) KOHTPOJII0?

136. BrirouaeT jiu BXOAHO# (ITPHEMOYHBIH) KOHTPOJIb MyHKT 69 ITpaBuUa U3rOTOBICHHMS
HCXOJIHOTO CHIPBS M YIIAKOBOYHBIX MaTE€PUAJIOB: U OTIIyCKa

136.1. MIPOBEPKY BHEUIHETO BUJA?

136.2. MIPOBEPKY arperaTHOTO COCTOSHUS?

136.3. IIPOBEPKY LIBETA?

136.4. MIPOBEPKY KOHCUCTEHIIUN?

136.5. MPOBEPKY OAHOPOJHOCTH CMEIIMBaHUA?

136.6. MIPOBEPKY OTCYTCTBUSI MM HATMYUS MEXAaHUUECKUX
BKJIFOUEHHI?

136.7. BH3YaJIbHYIO OIIEHKY IIEJIOCTHOCTH YIIaKOBKH?

136.8. BHU3YaJIbHYIO OLIEHKY COOTBETCTBHUS MapKHPOBKH
(apManieBTHIECKUX CyOCTaHINI?

136.9. COOTBETCTBHE MapKUPOBKHU 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB TpeOOBaHUAM CTaATbU
46 denepanpHoro 3akona N 61-Dd3?

136.10. MPOBEPKY MPAaBUIBHOCTH OGOPMIICHHUS
COIPOBOJUTENBHBIX TOKYMEHTOB?

136.11. [POBEPKY HAJIMYHSI JOKYMEHTOB IPOU3BOAUTES,

MOATBEPXKJAIOIINX COOTBETCTBUE UCXOAHOTO
CBIPbS M YIIAKOBOYHBIX MaT€pPHAIOB IIOKa3aTeIsIM
KauecTBa?

137. BHocsTcs nu B xxypHan BxoaHoro (npuemouHoro) | [1yHKT 70 [IpaBun n3rotoBieHus
KOHTPOJIS CIIEAYIOIINE CBEICHUS: U OTITyCKa

137.1. MOPSIAKOBBIA HOMED 3amuCH?

137.2. HauMEHOBaHUE UCXOTHOTO CHIPhS WU

15.02.2024 Cuctema FAPAHT 39
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YIaKOBOYHBIX MaTepHaIoB?

137.3.

AaTa NOCTYIUICHUS UCXOAHOI'O ChIPbs NI
YIIAaKOBOYHBIX MaTepI/IaJ'IOB?

137.4.

aaTta 1 HOMEp COIIPOBOJAUTCIILHOI'O IIOKYMGHTa?

137.5.

HOMEp 3aIMCH B TOCYITAPCTBEHHOM PEecTpe
JIEKaPCTBEHHBIX CPEACTB I BETEPUHAPHOTO
MPUMEHEHUS (B CIIydae MOCTYTUICHUS
(hapMareBTUYECKUX CYOCTaHIUI B KaUeCTBE
HCXOJIHOTO CBIPBs)?

137.6.

HOMEp PErnucTPaOHHOTO YOCTOBEPEHHS Ha
JIEKapCTBEHHBIN Mperapar (B cirydae MOCTYIUICHUS
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB
B Ka4eCTBE MCXOAHOTO CHIPH)?

137.7.

pe3yNbTaThl BXOAHOTO (IPUEMOYHOT0) KOHTPOJIS
Ha COOTBETCTBHE IIOKA3aTEIIsIM KauecTBa,
YKa3aHHBIM B (hapMaKoIeHHON cTaThe
("cootBercTByeT" Min "He cooTBeTCTBYET")?

137.8.

(hamunus, uMsl, 0TY4ECTBO (TIPU HATTUYWH )
anTEeYHOro padOTHHKA, OCYLICCTBUBILEIO BXOTHON
(mpreMOYHBIiT) KOHTPOJIb, UM OTBETCTBEHHOTO
una?

137.9.

IIOAIMINCH alITCYHOT'O pa6OTHI/IKa, OCYIIECTBUBUICTO
BXOJHOH (TIPUEMOYHBIN) KOHTPOJIb, WU
OTBETCTBEHHOTO JIMLa?

138.

Hanpasisitorest 11 00pa3ubl HCXOTHOTO CHIPBS LIS
UCCIeIoBaHus (MCTIBITaHU) B 1AOOPATOPHIO TIPU
BO3HUKHOBEHHH B paMKaX OPraHOJIEITHYECKOTO
KOHTPOJII UCXOHOTO CHIPbS MIPU BXOTHOM
(mpueMOYHOM) KOHTPOJIE COMHEHUI B KaueCTBE
WCXOIHOTO CHIPhS?

[MyHKT 71 IpaBui H3roToBICHUS
U OTITyCKa

139.

15.02.2024

Hanpasisitorest 11 00pasibl ymiakoBOYHBIX
MaTepHajIoB AJIsl UCCIICAOBaHUs (UCIIBITAHNUS) B
nabopaTopuio MpH BOZHUKHOBEHHH B paMKax
OPraHOJIENITHYECKOTO KOHTPOJIS YIaKOBOYHBIX
MaTepUaloB IpH BXOJHOM (TIPHEMOYHOM)

[MyHkT 71 IpaBui H3roToBICHUS
U OTITyCKa

Cuctema FTAPAHT
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KOHTpPOJIC COMHEHHUH B KaUeCTBE YIIaKOBOYHBIX
MaTepuanoB?

140.

XpaHsATcs ¢ 10 MOTyYeHHs MPOTOKOIIA
WCTIBITAHUH U3 Tad0paTOpHK B BETEPUHAPHON
anTeKe U30JIMPOBAHHO HCXOAHOE ChIPbE MU
yIIaKOBOYHBIE MaTePHajbl IPH BOSHUKHOBEHHU B
paMKax OpraHoJIEeNTHYECKOT0 KOHTPOJIS PH
BXOJTHOM (TIPUEMOYHOM) KOHTPOJIE COMHEHUH B
Ka4eCTBE HUCXO/HOTO ChIPhs UIT YITAKOBOYHBIX
MaTepHaJIOB ¢ MapKUPOBKOH "3abpakoBaHO mpu
BXOJHOM (TIpHEMOYHOM) KOHTpOoJje"?

[MyHkT 71 IpaBui H3roToBICHUS
U OTITyCKa

141.

3arpenieHsl 11 K UCIIOIb30BaHUIO HCXOAHOE CHIPhE
WM YIIAaKOBOYHBIE MaTEPUAIIBI B ClTydyae
MOJYYEHUS U3 J1a00PaTOPUH MPOTOKOIIA
HCIBITAaHUM, KOTOPBIM YCTaHOBJIEHO
HECOOTBETCTBUE KaueCTBa TAKOTO UCXOIHOTO
ChIPbs UJIW YIIAKOBOYHBIX MaTepI/IaJ'IOB?

[MyHKT 71 IpaBui H3roToBICHUS
U OTITyCKa

142.

OcyuiecTBIsAeTCs U PH IPOMEKYTOUHOM
KOHTPOJIE IIPOMEXYTOYHBIX IIPOAYKTOB B
COOTBETCTBHH C TPEOOBAaHUAMH (PapMaKONEHHBIX
cTaTel 1Jisl IeKapCTBEHHOW (hOPMBI
JIEKapCTBEHHOTO IIPEIapara, OlpeIeIcHue:

142.1.

(hm3udecKux mokazarenei?

142.2.

XUMHYECKHX ITOKa3aTenen?

142.3.

KOJIMYECTBA JIEHCTBYIOMIETO BEMIeCTBA?

142.4.

MTOIJTMHHOCTH JISCTBYIOIIETO BelecTBa?

[MyHKT 73 TIpaBu1 H3rOTOBJICHHUSI
U OTITyCKa

143.

Ocy1iecTBsieTCs JIM TP TPOMEKYTOUHOM
KOHTPOJIE IPOMEKYTOUYHBIX MPOYKTOB
MHUKPOOHOJIOTHYECKHUI KOHTPOJIb TIPOMEKYTOUHBIX
MPOAYKTOB?

[MyHKT 73 TIpaBui H3roTOBICHUS
U OTITyCKa

144.

BHocsTCs 11 B ’KypHAJI IPOMEKYTOYHOTO
KOHTPOJI TPOMEXKYTOUHBIX TPOJYKTOB
CJIEAYIOIIUE CBEICHUS:

144.1.

15.02.2024

MOPSIKOBBIA HOMEp 3amucu’?

[MyHKT 74 TlpaBui H3roTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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144.2.

AaTa U3roTOBJICHUA MPOMCEIKYTOUTHOTO nponyKTa?

144.3.

CPOK XpaHEeHHS MTPOMEXYTOYHOTO TPOAYKTa?

144.4.

OIMKCaHUE IMPOMEKYTOYHOTO MPOAYKTa (OIHUCaHUe
BHEIIIHETO BUJIA, aTPEraTHOr0 COCTOSIHUSA, 1IBETA,
KOHCHUCTEHIINH)?

144.5.

JlaTa Havaja MPOBEICHMUS KOHTPOJIS
MIPOMEKYTOYHOIO IIPOAYKTA 110 TOKa3aTe/IsIM
KaudecTBa?

144.6.

JlaTa OKOHYaHWUSI TPOBEJICHHSI KOHTPOJIS
MTPOMEXKYTOYHOT'O IPOAYKTA 110 TIOKa3aTesIM
KayecTBa?

144.7.

HaUMEHOBaHUS TOKa3aresei kadecTna (C
yKa3aHHeM HOPMATHUBHBIX U IMOJYYEHHBIX
3HAYCHHH MTOKazaresiel KauecTna)?

144.8.

pe3yABTaThl MPOMEKYTOUHOT'O KOHTPOJIS Ha
COOTBETCTBHE MTOKA3aTEISIM KauecTBa
("cootBercTByeT" Min "He cooTBeTCTBYET")?

144.9.

(hamunus, UMst, OTYECTBO (TIPU HATTUYWH )
anTEeYHOro pabOTHHUKA WIIM OTBETCTBEHHOTO JIMLIA,
OCYILECTBUBIIETO MPOMEXKYTOUHBIN KOHTPOIb?

144.10.

MIOATNHKCH aITEYHOTO paOOTHHUKA FITH
OTBETCTBEHHOTO JIUIIA, OCYIIICCTBUBIIIETO
MTPOMEKYTOUHBI KOHTPOJIIH?

145.

OcCyIeCTBISIOTCS JIM IPU KOHTPOJIE
W3TOTOBJICHHOI'O JIEKAPCTBEHHOTO Mpenapara, B
COOTBETCTBHU C TPEOOBAaHUAMH (PapMaKONIEHHBIX
CTaTeMu:

145.1.

MpoBepKa BHELTHEr0 Bujaa?

145.2.

MIPOBEPKa OJHOPOJHOCTH CMEIINBAHNA?

145.3.

MPOBEPKa OTCYTCTBUS WIIM HATUYHS MEXaHUIECKUX
BKJTFOUEHMI?

145.4.

15.02.2024

MMPOBCPKA KaUCCTBAa YKYIIOPHUBAHUA
HU3TOTOBJICHHOT'O JICKAPCTBCHHOI'O npenapaTa?

[MyHKT 76 IpaBui H3roTOBICHUS
U OTITyCKa

Cuctema FTAPAHT
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145.5. MpOBEpKa 00IIelH MacChl UM 00beMa
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Ipenapara?

145.6. MIPOBEpPKa KOJIMYECTBA, 00BEMa M MacChI
OTAETbHBIX 103UPOBAHHBIX €AUHUI?

145.7. MIPOBEPKa BOJIOPOAHOIO MOKa3aTesns?

145.8. MPOBEpKa IIOTHOCTH?

145.9. MIPOBEPKa BSI3KOCTH?

145.10. MIPOBEpPKa MacCOBOW JOIH Biaru?

145.11. MPOBEPKA HA MOAJIMHHOCTh AEUCTBYIOIIUX
BelecTs?

145.12. ofpesieseHne KOJIMYECTBEHHOTO COIepyKaHuUs
JEWCTBYIOUIMX BEUIECTB, KOTOPHIE BXOASAT B COCTAB
JIEKapCTBEHHOTO Tperapara’?

146. Ocy1ecTBIsETCS U IPU KOHTPOJIE [MyHKT 76 TIpaBuJ1 H3rOTOBJICHHUSI
W3TOTOBJICHHOIO JIEKAPCTBEHHOTO IIpenapaTa U OTITyCKa
MHUKPOOHOJIOTHYECKHI KOHTPOJIb H3TOTOBICHHOTO
JIEKapCTBEHHOT'O Tpenapara?

147. Ocy1miecTBisieTCs TN alTeYHBIM PaOOTHUKOM U [MyHKT 76 [IpaBUII HU3rOTOBJICHUSI
(W) OTBETCTBEHHBIM JIMIIOM ITPOBEPKA: 1 OTITyCKa

147.1. 3aI0JIHEHUS AaCIOPTa TUCbMEHHOTO KOHTPOJIS
HETIOCPEACTBEHHO MOCTIE N3TOTOBJICHUS
JIEKapCTBEHHOTO Tpemnapara?

147.2. 3aM0THEHUS )KYPHAIOB BXOTHOTO (TIPUEMOTHOTO)

1 IPOMEXXYTOUHOI'O BHYTPUAIITEYHOTO KOHTPOJIA?

147.3. COOTBETCTBHUS 3aIIUCEH B TACIIOPTE MUCBMEHHOTO
KOHTPOJIS U perente?

147.4. MIPaBUIILHOCTH ITPOBEICHHBIX PACUCTOB IIPH
M3TOTOBJICHUH JIEKAPCTBEHHOI'O Ipenapara?

148. Bener nu oTBeTcTBEHHOE MO U (Win) anteuHblid | [1yHKT 76 TIpaBui u3rotoBiaeHUs

15.02.2024

PabOTHUK, MPOBOMBIIUIN HCCICIOBAHUS IPU
KOHTPOJIE Kau€CTBa U3TOTOBIEHHOTO
JIEKapCTBEHHOI'O Mpenapara, 3arucHu 1o
TIPOBEICHUIO MCCIICIOBaHMH (fanee -

U OTIIyCKa

Cuctema FTAPAHT
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KOHTPOJIbHBIN JTHCT)?

149. BxuiroyaroTcst 11 B KOHTPOJIBHBIH JIUCT CIEIYOUINe
CBEICHHUS:

149.1. JlaTa Havdaja MpOBEIACHUS MCCIICOBAaHUHN U 1aTa UX
OKOHYAHUS?

149.2. nH(pOopMaIa 00 U3TOTOBICHHOM JIEKAPCTBEHHOM
npenapate (HaMMEHOBaHKE, HOMEp peLenTa)?

149.3. HaUMEHOBAaHUE WM HOMEP METOIMKH HCIIBITAHUH,
B COOTBETCTBHH C KOTOPOIl MPOBOSTCA
WICCIIEIOBAHNS TIPY OCYIIECTBICHUN
BHYTPHANTEYHOT'O KOHTPOJISA?

149.4. pacyeTsl IPU MPOBEACHUN KOHTPOJIS KauecTBa?

149.5. Macca B3STBIX HaBECOK, pa3BeeHus (Ipu
HaJIMYUH) TIPHA TIPOBEACHUN KOHTPOJIS KauecTBa?

149.6. naeHTU(UKAIMOHHBIE HOMepa?

149.7. HauMeHOBaHUe?

149.8. napTtus?

149.9. M3pacxo/0BaHHOE KOJINYECTBO?

149.10. CPOK TOTHOCTH?

149.11. TeMmIeparypa HHKyOupoBaHus (U1 TUTATEIbHBIX
cpen)?

149.12. nH(pOpMaIs 0 CTaHIAPTHEIX 00pasmax,
pacTBopax, peakTHBax, IUTaTEIbHbIX Cpenax,
IUarHOCTUYECKUX Habopax, TEeCT - CUCTeMaXx,
MIPUMEHSIEMBIX [TPU IPOBEICHUN HCCIIEIOBAHUS?

149.13. MOIMPAaBOYHBIN KOG GHUIKEHT (151 THATPOBAaHHBIX
pactBopoB)?

149.14. JlaTa CMEHbI [TapTHHU, B CIIy4ae CMEHbI TapTHH
HCTIOJIb3YEMOT0 PEaKTUBA UJIH CTAHIAPTHOTO
o0pasla B X0l IPOBEICHHS UCCIECIOBaHUMI?

149.15. (akTHUecKre pe3yJIbTaThl MPOBEICHHBIX
WCCJIEIOBAHNHN MPU KOHTPOJIE KauecTna (1o

15.02.2024

[MyHKT 77 TIpaBuJ1 H3rOTOBJICHHUSI
U OTITyCKa
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Ka)XXJIOMY OTIpE/ICIIIEMOMY MTOKa3aTet0 KauecTBa
YKa3bIBa€TCS COOTBETCTBHE (hapMaKOIEHHBIM
CTaThsAM: ""COOTBETCTBYET" MM "He
cooTBeTcTBYeT")?

150.

[IpoBoauTCs U IPH OTITyCKE U3TOTOBJICHHBIX
JIEKApCTBEHHBIX MIPenapaToB KOHTPOJIb YIIAaKOBKH
JIEKapCTBEHHOT'O TIperapara;

150.1.

Ha EJIOCTHOCTH?

150.2.

Ha FepMeTI/I‘IHOCTL?

150.3.

Ha 3arps3HeHus?

[MyHKT 78 IpaBui H3roToBICHUS
U OTITyCKa

151.

HpOBO,Z[I/ITCH JIX IPpA OTIIYCKC N3rOTOBJICHHBIX
JICKApCTBCHHBIX MPCIIAPaATOB:

151.1.

KOHTPOJIb MApKHPOBKH JIEKAPCTBEHHOTO IpemnapaTa
B 9aCTH COOTBETCTBHUS TPEOOBAHUAM K
MapKUpPOBKE, YCTaHOBIEHHBIM [IpaBmmamu
W3TOTOBJICHHUS U OTITyCKa?

151.2.

I'APAHT:

KOHTPOJIb HH(OPMAIIHH, COJICPIKAIIEHCS B
peuente?

[TynxT 152 npumeHsaeTcs no 1 mapra 2025 r.

[MyHKT 78 IpaBui H3roToBICHUS
U OTITyCKa

152.

3amnoJTHACT JIM alTeYHBIA PaOOTHUK,
M3TOTOBUBIIIHINA JIEKapCTBEHHBIN Ipenapar,
anTeyHbI PaOOTHUK WIIH OTBETCTBEHHOE JIHIIO,
OCYIIECTBUBIIKE KOHTPOIIb U3TOTOBIEHHOTO
JIEKapCTBEHHOT'O TIpenapara, ocjie U3roTOBICHUS
JISKaPCTBEHHOTO TIpernapaTa U OKOHYaHHUS
MMPOBCACHUA KOHTPOJIA U3TrOTOBJICHHOT'O
JIEKapCTBEHHOT'O TIpernapara KOPEeuoK pelenTa B
COOTBETCTBHH C (HOPMOH pelenTYpHOTO OJIaHKa Ha
JIEKAPCTBEHHBIH Mpernapar Jiisi BETEpUHAPHOTO
MIPUMEHEHUS, YTBEPKAAEMON B COOTBETCTBUHU C
YyacTblo TpeTben ctaTtbn 16 3akona Poccuiickoit
®enepanuu ot 14 mast 1993 r. N 4979-1 "O
BeTepuHapuu'?

[MyHKT 79 TIpaBu1 U3rOTOBJICHHUSI
U OTITyCKa

I'APAHT:

15.02.2024

[Tynkr 153 npumeHdaeTca no 1 mapra 2025 r.
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153. [MoanuceiBaeT M KOPEIIOK pelenTa anTeyHbIi [MyHkT 80 INpaBui n3roToBICHUS
pabOTHUK WM OTBETCTBEHHOE JIUIIO, U OTITyCKa
OCYIIECTBUBIINE OTIYCK U3TrOTOBJIEHHOTO
JIEKapCTBEHHOTO Ipenapara’?

I'APAHT: [Tyukt 154 npumeHsaeTca no 1 mapta 2025 r.

154. Yka3pIBaeT M anTe4YHbIi paOOTHHUK HITH MyHkT 80 IMpaBusT U3rOTOBJICHHUS
OTBETCTBEHHOE JINL0, OCYIIECTBUBILINE OTITYCK U OTITyCKa
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO MIpenapara, Ha
KOpEIIKE pelenTa cBou (paMUIInio, UMsi, OTYECTBO
(mpu HaM4KM)?

T'APAHT: [Tynkt 155 npumeHsaeTca no 1 mapta 2025 r.

155. YKa3bIBaeT JIU alTCYHbII PaOOTHHUK HIIH MyHkT 80 ITpaBHI U3rOTOBICHHS
OTBETCTBEHHOE JIUII0, OCYIIECTBUBIIHNE OTITYCK U OTITyCKa
M3rOTOBJICHHOT'O JIEKAPCTBEHHOTO Iperapara, Ha
KOPEIIIKE PelenTa ATy OTIYCKa U3rOTOBICHHOTO
JICKApCTBEHHOTO TIpenapara?

156. Brocut nm anteqHbIi paboTHUK HITH [MyHkT 80 IMpaBW1 U3TOTOBJICHHUS
OTBETCTBEHHOE JIMIIO, OCYIIIECTBUBIIHE OTITYCK U OTITyCKa
M3TOTOBJIICHHOT'O JIEKAPCTBEHHOT'O ITpernapara,
COOTBETCTBYIOIIIHE 3aIUCH B KyPHAJI KOHTPOJIS
M3TOTOBJICHHBIX JICKAPCTBEHHBIX MPEIapaToB?

157. BHocsTCs 11 anTeYHBIM PaOOTHHKOM HJIH - - - -
OTBETCTBEHHBIM JIMIIOM B )KYpHaJI KOHTPOJIS
W3TOTOBJICHHBIX JICKAPCTBEHHBIX MPENapaToB
CIIeIyIOIINE CBE/ICHHUS:

157.1. MOPSIAKOBBIA HOMED 3amuCH?
157.2. HOMEp U JjaTa oopMIIeHUs perenTa?
157.3. (haMumTust, TMs1, OTISCTBO (TIPH HATTHIHH )

(bU3UYECKOro JIUIA BIaaeNbIla d)XUBOTHOTO HITH
MOJTHOE WUJIH COKPAICHHOE (TP HATUYHH )
HAaUMEHOBaHUE FOPUIMYECKOTO JIUIIA - BIIaJIENIblIa
’KMBOTHOT'0?

[MyHKT 81 [MpaBuII U3rOTOBJICHHUSI

157.4. HAaNMEHOBAHHUE U KOJINYECTBO MCIIOJIH30BAHHOTO

15.02.2024 Cuctema FTAPAHT
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HCXOJTHOTO CBIPBS?

157.5.

JIeKapcTBEeHHas (hopMa MU3rOTOBIEHHOTO
JIEKapCTBEHHOT'O Tpernapara?

157.6.

JlaTa U3rOTOBJICHUS JIEKAPCTBEHHOTO MpemnapaTa?

157.7.

CPOK XpaHEHHS U3TOTOBJIIEHHOT'O JIEKAPCTBEHHOTO
npenapara?

157.8.

JlaTa Havyaja mpOBEACHHS KOHTPOJIS KauecTBa
M3TOTOBJICHHOT'O JICKAPCTBEHHOTO Ipernapara?

157.9.

AaTa OKOHYaHUA MPOBEACHUA KOHTPOJIA Ka4y€CTBa
HU3TOTOBJICHHOT'O JICKAPCTBCHHOI'O npenapaTa?

157.10.

OTIHCAHKUE U3TOTOBJIICHHOTO JIEKAPCTBEHHOTO
mpemnapara (ornucaHue BHEITHETO BUa,
arperaTHOro COCTOSIHWSI, IBETA, KOHCUCTCHITHH )?

157.11.

HOMepa (apMaKONEHHBIX cTaTel, 10 KOTOPbIM
OCYILECTBIISIICS KOHTPOJIb KayecTBa
M3TOTOBJIEHHOTO JIEKAPCTBEHHOIO IIpenapara’?

157.12.

HauMEHOBaHUE MMOKa3aTenel Ka4ecTBa, 1o
KOTOPBIM OCYITIECTBIISIICS KOHTPOJb KauecTBa
M3TOTOBJIEHHOTO JIEKAPCTBEHHOTO Tpemnapara (¢
yKa3aHHeM HOPMATHBHOTO H MOTy4YeHHOTO
3HAYCHUHU TTOKA3aTelsl KauecTBa)?

157.13.

AaTbl U HOMCpPaA NPOTOKOJIOB HUCIILITAaHUM B ciydac
OCYIIECTBICHUS (PU3UKO-XUMHUIECKOTO,
MHUKPOOHOJIOTHUECKOTO KOHTPOJISI U3TOTOBJICHHOTO
JIEKapCTBEHHOTO TIpermapara B 1abopatopum?

157.14.

pe3yabTaThl KOHTPOJIS KaueCcTBa U3TOTOBJIEHHOTO
JIEKapCTBEHHOTI'O TIpernapara Ha COOTBETCTBUE
(dapmaxoreiiHbpIM cTaThsiM ("'cOOTBETCTBYET" MU
"He cooTBeTCTBYeT")?

157.15.

JlaTa OTIyCKa U3TOTOBJICHHOTO JIGKAPCTBEHHOTO
npenapara’?

157.16.

15.02.2024

(dbamMunus, UM, OTYECTBO (IIPU HATIYUH)
anTEeYHOro pabOTHHKA, H3TOTOBUBILIETO
JIEKapCTBEHHBIN Mpemnapar, anTeyHoro paboTHHUKa

U OTIIyCKa

Cuctema FTAPAHT

47




Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

1 (W) OTBETCTBEHHOTO JIUIIA, OCYIIICCTBUBIIICTO
KOHTPOJTb U3TOTOBJIEHHOTO JICKAPCTBEHHOTO
Tpemnapara, anTeqHoro paboTHUKA,
OCYIIECTBUBIIETO OTITYCK U3TOTOBIEHHOTO
JIEKapCTBEHHOTO TIperapara’?

157.17.

MOJIIUCH alITEYHOT0 pa0OTHUKA, M3TOTOBUBIIIETO
JIEKapCTBEHHBIH Mpemnapar, anTeqyHoro paboTHHUKA
U (W) OTBETCTBEHHOTO JINIIA, OCYIIIECTBUBIIIETO
KOHTPOJTb U3TOTOBIIEHHOTO JICKAPCTBEHHOTO
Mpernapara, anTeqyHoro paboTHUKA,
OCYIIIECTBUBIIETO OTITYCK H3TOTOBJICHHOTO
JIEKapCTBEHHOTO TIpermapara?

158.

3amnpeleH JIi OTITyCK U3TOTOBJIEHHBIX
JIEKapCTBEHHBIX MpPENapaToB, Ka4eCTBO KOTOPHIX
0 pe3yJIbTaTaM MPOBEJAEHHOTO BHYTPHAIITEYHOTO
KOHTPOJISI HE COOTBETCTBYET TPeOOBAHHSIM
(hapMaxomneiHbIX cTaTei?

[MyHKT 82 I1paBui H3roTOBICHUS
U OTITyCKa

159.

I'APAHT:

YVHUYTOXKAIOTCS JIU U3TOTOBJICHHBIE
JIEKapCTBEHHBIE MPENapaThl, KAYe€CTBO KOTOPBIX T10
pe3yJbpTaTaM NpOBEICHHOTO BHYTPHANTEYHOTO
KOHTPOJISL HE COOTBETCTBYET TPeOOBaHHIM
(apmaxoreifHbIX cTaTeii?

[TynxT 160 npumeHsaeTcs no 1 mapra 2025 r.

[MyHKT 82 [MpaBus1 U3rOTOBJICHHUSI
U OTITyCKa

160.

OTIycKaeT JIM anTeIHbId pabOTHUK,
OCYIIECTBIISIFONIUIA OTITYCK U3TOTOBJICHHOTO
JIEKApCTBEHHOTO TIpernapara, JeKapCTBEHHBIN
Mperapar ¢ BblJJa4yell BIIaJeNbIly )KHBOTHOTO
3aIlOJIHEHHOTO KOpelIKa perenta?

[MyHKT 84 TIpaBWIT U3rOTOBJICHHUSI
U OTITyCKa

161.

3anpernieHo 1 OTIMYCKaTh JIEKapCTBEHHBIE
MIpenapaTkl o PerenTaM ¢ UCTEKITUM CPOKOM
JEUCTBUS PELENTA, 32 UCKIIFOUEHUEM CIy4aeB,
€CJIM CPOK JACHCTBUS PELENTa UCTEK B IEPUOLT
M3TOTOBJICHUS JIEKAPCTBEHHOTr O Mpemnapara?

[MyHKT 85 IMpaBuI1 U3TOTOBICHHUS
U OTITyCKa

162.

15.02.2024

Wudopmupyet nu anteuHsiid pabOTHUK MPU
OTITyCKe JIEKapCTBEHHOTO TpernapaTa noTpeduTens

[MyHKT 86 INpaBui 3roToBICHUS
U OTITyCKa
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0 pEeXHME H J103aX MpreMa JIEKapCTBEHHOTO
mpenapara, yCIOBUIX XpaHSHHS, B3aUMOACHCTBII
C IPYTHIMH JIEKapCTBEHHBIMH TIpenapaTamu?

163. OCyIIECTBIACTCS JIM OTIMYCK JICKAPCTBEHHBIX [MyHKT 87 TIpaBuJI U3TOTOBJICHHSI
MpenapaToB 1O PEIENTy B KOJMYECTBAX, U OTITyCKa
yKa3aHHBIX B TAKOM perernte?

164. 3amnpeliieH Jix OTIYCK (GaibCUPUITUPOBAHHBIX, [MyHKT 88 ITpaBuUa U3rOTOBICHHMS
HeI0OPOKAaYeCTBCHHBIX M KOHTPa(haKTHBIX 1 OTITyCKa

nexapcTBeHHbIX npenapatos' 7

165. JlommyckatoT 1M BHYTPEHHHE  ITOBEPXHOCTH NyHKT 4 [IpaBun XpaHeHUs
OTPAKAAIOIUX KOHCTPYKITHH (cTensl,
MEPErOpoOJKY, TIOTOJKH) B TOMEIICHUAX I
XpaHEeHUs JIEKapCTBEHHBIX CPEJICTB BO3MOXHOCTh
MPOBENEHHS BIaKHOH yOOpKu?

166. HNmeer nmu cyOBeKT oOpalmieHHs JIeKapCTBEHHBIX NyHKT 4 I1paBui XpaHeHUs
CpPeICTB B  TOMEMICHWAX IS XpaHeHHS
JIEKaPCTBEHHBIX CPEJACTB TIOJBI, HE WMEIOIINe
JNEPEBSIHHBIX HEOKPAIICHHBIX IOBEPXHOCTEH, a
TakKe OTBEpCTHH W JNe)eKTOB, HAPYIIAOIINX
LETOCTHOCTh MOKPBITHS?

167. OcymiecTBusieT hivs CyOBEKT oOpareHust NyHKT 5 [paBui XxpaHeHUs
JIEKapCTBEHHBIX CpencTB XpaHeHHe
JIEKapCTBEHHBIX CPEICTB B  COOTBETCTBUH C
YCIOBUSIMH ~ XpaHEHHs,  NPEeIyCMOTPEHHBIMU

WHCTPYKUUSIMA IO TPUMEHEHHUIO JIEKapCTBEHHBIX
npenapaToB Ais  BETEPUHAPHOIO MPUMEHEHHUS
(manee - uHCTPYKIMA)?

168. OcHamensl Im y  cyObekra  oOpaieHus NyHKT 6 [IpaBui xpaHeHUs
JIEKApCTBEHHBIX ~ CPEICTB  IOMEIICHUS  JUIS
XPaHEHHNS JIEKAPCTBEHHBIX CPEJICTB!

168.1. CUCTEMOM 3IEKTPOCHA0KECHUS?

168.2. CHCTEMOI OTOIIeHNA?

168.3. CUCTEMOM MNPUHYAUTEIBHON WIM €CTECTBEHHOU
BEHTWIALUA?

15.02.2024 Cuctema FTAPAHT
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169.

ampemieHo sy  cyOBbekTa  oOpaiieHus
JIEKapCTBEHHBIX CPEJCTB 00OTPEBaHKE IOMEIICHUI

169.1.

Ta30BBIMH MPUOOPAMHU C OTKPBITHIM ITIaMeHEM?

169.2.

3JIEKTPOHArPEBATENbHBIMU npudopamu c
OTKPBITOI 37eKTpocUpabio?

MyHKT 6 [IpaBun xpaHeHUst

170.

OGopymoBaHbl 1My CyOBeKTa oOOpamieHus
JIEKApCTBEHHBIX ~ CPEICTB  I[OMEIICHUS  JUIs
XpaHEHUs JICKAPCTBEHHBIX CPEJICTB:

170.1.

cTeuIaXxaMu?

170.2.

mKagpamu?

170.3.

MOJIOHAMU (ITOATOBapHUKAMU)?

NyHKT 7 [IpaBui XxpaHeHUs

171.

3anpelieHo ¥ XpaHeHHe y cyObekTa oOpalieHus
JICKAPCTBCHHBIX CPEACTB JICKAPCTBCHHBLIX CPECACTB
Ha moJry 6e3 mojyiona?

NyHKT 7 [IpaBui XxpaHeHUs

172.

Pacnionaratorcsi 1y cyObekra oOpatieHus
JIEKaPCTBEHHBIX CPEACTB MOJIOHBI:

172.1.

Ha TI0JTy B OJIUH psin’?

172.2.

Ha CTCJJIa’KaX B HECKOJIBKO APYCOB B 3aBUCUMOCTHU
OT BBICOTEHI CTEIUIaXKa?

AB3au 2 nyHkTa 7 TpaBun
XpaHCHUs

173.

Bampemeno au y  cyObekTa  oOpaieHUs
JICKAPCTBEHHBIX CPEACTB pa3MeEIICHUE MOT0HOB C
HeKapCTBeHHBIMI/I Cpe)ICTBaMI/I B HCECKOJIBKO pﬂZIOB
10 BLICOTE 0€3 MCIIOJb30BaHuUs CTEUIaXKEH?

NyHKT 7 [IpaBui XxpaHeHUs

174.

VYcranoBnensl 1My cyObekra  oOpaiieHus
JIEKApCTBEHHBIX CPEICTB B TIOMELICHUAX JUIA
XpaHEHUs] JIEKaPCTBEHHBIX CpPEACTB  CTEIJUIAXKHU
(wkadpl) W MOAAOHBI (MOATOBAPHUKH) TaKUM
00pazoMm, 4ToObl 00eCeuYnuTh CBOOOIHBIN AOCTY K
JIEKApCTBEHHBIM CpEJACTBAM TIepcoHala H MpH
HEOOXOTUMOCTH TIOTPY304HBIX YCTPOHUCTB?

NyHKT 8 [IpaBun XpaHeHUs

175.

15.02.2024

CobOmomarorcst a1 CyOBEKTOM  OOpalieHus
JICKAPCTBEHHBIX CPEICTB B TIOMEHICHUSAX IS
XpaHEHUs JICKAPCTBEHHBIX CPEACTB TPEOOBAHUS

NyHKT 8 [IpaBui XpaHeHUs
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JOCTYTTHOCTH AJ1s1 yOOpKH

175.1. cremtaxei (mkagos)?

175.2. cTeH?

175.3. rosia?

176. VYcranoBnensl 1My cyObekra  oOpaiieHus MyHKT 8 [IpaBui XpaHeHUst
JIEKApCTBEHHBIX CPEICTB CTEIUIAXKH ISl XPaHEHUS
JEKapCTBEHHBIX ~ CPEACTB B IOMCIICHHUAX
oA pio Gomee 10 M creyommM 06pazom:

176.1. paccTosiHUE 0 HAPY KHBIX CTEH - He MeHee 0,6 M?

176.2. paccTostHUe 10 MOTOoJIKA - He MeHee 0,5 m?

176.3. paccTostHHe OT 1oJa - He meHee 0,25 m?

176.4. MIPOXOJIBI MEX]Y CTeJUIakaMHu - He MeHee 0,75 m?

177. [IponymepoBaHbl W NPOMapKUPOBaHBI T Y NyHKT 9 [paBun XpaHeHUst
cyObekTa oOpalieHHsi JIEKapCTBEHHBIX CpPEICTB
NpeHa3HaYeHHbIE JUIsi XpaHeHUs JIeKapCTBEHHBIX
CPEICTB:

177.1. CTEIIaXU?

177.2. mKagsi?

177.3. TTOJIKH B IKagax?

178. [IpomapkupoBaHsl ~ (IPOHYMEpPOBAaHBI) JH Y NyHKT 9 [paBun XxpaHeHust
cyObekTa oOpalieHHsl JIeKapCTBEHHBIX CpPEACTB
MOJIOHBI (TTOATOBAPHUKH), TIPEAHAZHAUYCHHEIC IS
XpaHEeHHs IEKapCTBEHHBIX CPEACTB?

179. [lpukperienra 1m  y  cyObekra oOpareHus NyHKT 12 IpaBun xpaHeHus
JIEKapPCTBEHHBIX CPEJCTB Ha CTEIaXax W IKadax
CTeJUTAXKHAS KapTa ¢ yKa3aHUEM:

179.1. HAaUMEHOBaHUH JIEKapCTBEHHBIX CPEACTB?

179.2. HOMEpa cepuu?

179.3. CpOKa rOHOCTHU?

179.4. KOJTMYIECTBA CIUHUIl XpaHCHUS?
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180.

Ucnone3ytorcs n1u  cyObekTOM  oOpaiieHus
JIEKapCTBEHHBIX ~ CPEACTB  MH(OPMAIOHHEIC
TEXHOJIOTMH B HENIX MapKUPOBKH (HyMeparuu)
CTEIaXeH, mKagoB., TTOJIOK, MTOJOHOB
(moaToBapHUKOB)?

MyHKT 12 [IpaBun XpaHeHHs

181.

Xpansarcs 1my  cyObekra  oOparieHus
JIEKapCTBEHHBIX CpeacTB JIeKapCTBEHHBIE
mpernaparbl  BO BTOPHYHOW  (ITOTPEOUTENHCKOM)
ymakoBKe, (apManeBTHYecKue CyOCTaHUUH B
MEPBUYHON YIMAKOBKE 3THUKETKOM (MapKHpOBKOH)

HapyxKy:

181.1.

B mkadax?

181.2.

Ha cTejutaxkax?

181.3.

Ha ronkax?

NyHKT 14 TIpaBun xpaHeHus

182.

OcHamensl Jm y  cyObekra  oOpamieHus
JICKAPCTBEHHBIX  CPEACTB  IOMELICHHS A
XpaHeHUs JIEKAPCTBEHHBIX CPEICTB, TPEOYIOIIUX
3aIUTHI oT BO3JICHCTBUSI TOBBIIIICHHOMN
TEeMIIEpaTyPhl, XOJIOAWIEHEIM 000pyI0BaHUEM,

YKOMIUIEKTOBaHHBIM TpUOOpaMH AJsl U3MEPEHHUs
TeMIepaTypsl?

nyHKT 15 [IpaBun XxpaHeHus

183.

OcHamensl My  cyObekTta  oOpamieHus
JIEKAPCTBEHHBIX ~ CPEICTB  IOMEIICHHS IS
XpaHEHHs JICKAPCTBEHHBIX CPEACTB NpHOOpaMu
JUIS  W3MEpPEHUs TeMMepaTypbl H  BIaXXHOCTH
BO3[yXa B MeCTaX, JOCTYIHBIX ISl CUMTHIBAHUS
yKa3aHHBIX MOKa3aTenei?

nyHKT 16 IpaBun xpaneHus

184.

Pasmemarorcs 1 cyObekToM — oOpaieHus
JICKApCTBCHHBLIX CpPCACTB B IOMCHICHUAX JJIA
XpaHEHUS JICKApPCTBEHHBIX CPEICTB  IUIOMIAIBIO
oonmee 10 M2 wW3MepHTENbHBIE YacTH MPUOOPOB
W3MEpPEHHsI TEMITEPATYPhI ¥ BIAKHOCTH BO3/IyXa Ha
paccTossHUM HEe MeHee 3 M OT JBepeil, OKOH H
OTOMHUTENBHBIX TPUOOPOB?

MyHKT 16 [IpaBun xpaHeHHs

185.

15.02.2024

CobmonatoTess 1M cyObeKTOM  oOpaieHus

MyHKT 17 IpaBun XpaHeHHs
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JICKaApCTBCHHBIX CpeaAcTB Tpe6OBaHI/I$I JJIsL
PErUCTpalliy TapaMeTPOB BO3ayxa 2 pa3a B JIcHb B
KypHajge (KapTe) perucTparud  IapamMeTpoB
BO3JyXa Ha OyMaXXHOM HOCHTENEe WIA B
3JIEKTPOHHOM BHjIe?

186.

Xpanutcs amy  cyObekra  oOpalueHus
JIEKapCTBEHHBIX  CpPEACTB  JKypHan  (KapTa)
perucTpaluu mapamMeTrpa BO3JAyXa B TEUYEHHE
YeThIpex JeT, CIEeAYIOMHX 3a TOAOM BEIEHUS
XKypHasa (KapTsl)?

MyHKT 17 IIpaBun XxpaHeHHs

187.

Umerorcs 1y  cyObekra  oOpateHus
JIEKapCTBEHHBIX ~ CPEICTB Ha MOPUOOPHI  JUIA
perucTpanuy napameTpoB BO3AyXa JAOKYMEHTHI O
ceprudukanumn?

MyHKT 17 [IpaBun XpaHeHHs

188.

Nmerorcs mm y  cyObekTa  oOpaiieHus
JICKAPCTBCHHBIX ~ CPEICTB HA  NPUOOPBI  JUIS
perucTpanuy napameTpoB BO3ayXa JOKYMEHTHI O
KamuoOpoBKe?

nyHKT 17 ITpaBua xpaHeHUs

189.

Nmerorcss 1wy cyObekTa  oOpatieHUs
JIEKapCTBEHHBIX CPEJICTB Ha MNpHOOpPHI  As
perucTpauyu mnapamMeTpoB BO3AyXa AOKYMCHTHI O
MmoBepke B cooTBeTcTBHM ¢ PegeparbHbiM
3akoHOM ot 26 wmroHs 2008 1. N 102-®d3 "O6

0o0ecIIeYeHH eIUHCTBA 1/13MepeHI/1171"l 19

MyHKT 17 IpaBun XpaHeHHs

190.

Ucnone3ytorcs 1y cyObekra oOpaiieHus
JICKApCTBEHHBIX CPEICTB CIECAYIOIIUE CIIOCOOBI
CHCTEMAaTU3alMH JICKAPCTBEHHBIX MpenapaToB JUis
BETEPUHAPHOI0 IPUMEHEHHUS:

190.1.

1o (papMaKoIOTHIECKUM TpyTmam?

190.2.

Mo cmocody TNpUMEHEHHUs, yKa3aHHOMY B
WHCTPYKUHUSIX WIM Ha YMAKOBKaxX JIEKapCTBEHHBIX
CpeACTB (Jainee - yIakoBKa)?

190.3.

0 ajapecaM HasHadeHWs (A meieit HampaBIICHUS
KOHKPETHOMY IOPHIANYECKOMY WIH (PU3NIECCKOMY
JUIY, HTHIUBUAYATBHOMY TPEIIPUHAMATEIIO)?

15.02.2024

nyHKT 11 IpaBun xpaneHus
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190.4.

B aI)aBUTHOM TOPSIKE?

191.

OcymecTBisieTcss My CyOBbeKkTa oOpameHus
JIEKApCTBEHHBIX CPEJICTB YYET W CHCTEMaTH3aIHs
JICKAPCTBEHHBIX CPEJCTB Ha OYMaKHOM HOCHUTEE
WM B 9JICKTPOHHOM BHJIE?

NyHKT 9 [paBui XxpaHeHUs

192.

OcymecTBisiercss 1My CcyObekTa oOpaiieHus
JIEKapCTBEHHBIX CPEICTB YYeT JIeKapCTBEHHBIX
CPEACTB, CPOK TOJHOCTH KOTOpPBIX COCTaBIIIET
MEHEe OJHOH TPeTU OT BCEro CPOKa I'OJHOCTHU, C
yKa3aHHeM HaMMEHOBaHMs, CEPUH, CPOKA TOTHOCTH
JICKApCTBEHHOI'O0 CPEACTBA C  MCIIOJIb30BAHUEM
XKYPHAJIOB ydyeTa Ha OyMa)KHOM HOCHTENIE WU
WH(OPMAITMOHHBIX TEXHOIOTHIA?

nyHKT 13 [IpaBun xpaHeHHs

193.

Xpansitcst oMy cyObekrta  oOpalueHHs
JIEKapCTBEHHBIX CPE/ICTB JIEKAPCTBEHHBIE CPE/ICTBA
C HMCTEKUINM CPOKOM T'OJIHOCTH, B IOBPEXKIAECHHOM
YIaKOBKE, HeA0OpOKavYeCTBEHHBIE,
(dbanscubupoBaHHBIX WX  KOHTpadaKTHHIC
JIeKapCTBEHHBIE CPECTBA:

193.1.

OTIEIBHO OT JPYTruX TPyII JEKapCTBEHHBIX
cpencts?

193.2.

B CIEIMATIbHO BBIJIEIEHHOM 30HE?

193.3.

B OTACJILHOM KOHTEitHepe?

193.4.

He 0oiiee 6 MecALeB?

nyHKT 19 [paBun xpaHeHus

194.

OcymecTBusiercs 1My cyObekTa oOpaiieHus
JIEKapCTBEHHBIX CPEACTB BIaHas yOopka rmoina B
MOMEIICHUSIX JUIA  XPaHEHHs JIeKapCTBEHHBIX
CPEACTB €XEeJHEBHO B THHU pabOTHl OpraHU3allu U
WHAWBUAYATBHOTO MPEeIIpUHIMATENS?

nyHKT 20 IpaBun xpaHeHus

195.

OcymecTBisieTcss My CyOBekTa oOpameHus
JIEKapPCTBEHHBIX CPEICTB BIIAXKHAS YOOpKa IIOJIOB,
mKagoB, CTEIUIAXKeH B TOMEIICHHUAX IS XpaHEHUS
JIEKapCTBEHHBIX CPEJICTB C  HCIOIH30BAHUEM
Ne3nHGUIMPYIOMNX CPEACTB HE pexke OJHOTO pas3a
B HEEIIO?

nyHKT 20 IpaBun xpaneHus

15.02.2024
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196.

OcywecTBisiercss 1My cyObekTa oOpaieHus
JIEKApCTBEHHBIX ~ CPEACTB  BIakHass  yOopka
MOMELIEHNH U 00OpyJOBaHUS ISl XpaHEHUs
JICKApCTBCHHBLIX CPCACTB, BKJIIOYAKOIIasd MBIThE
CTEH, MIEPEropoIOK, MOTOIKOB, TIOJIOB, IUIMHTYCOB,
MOJIOKOHHUKOB, OKOH, JIBEpei, mkadoB,
CTeJUTaXeH, MOI0OHOB, TOTPY30YHBIX YCTPOUCTB, C
HCTIOJIb30BaHUEM [I€3UH(QULUPYIOMUX CPEACTB HE
peske OAHOTO pasa B roa?

nyHKT 20 [IpaBun xpaHeHHs

197.

amperraercs My cyObekTa — oOpatieHUs
JICKApPCTBCHHBIX CPEACTB AJOCTYII IOCTOPOHHUX JIWIL
K MECTaM XpaHCHUA JICKAPCTBCHHBIX npenapaTOB?

MYHKT 22 [IpaBun XpaHeHHs

198.

OcymecTBusiercs 1My cyObekTa oOpaiieHus
JIEKapCTBEHHBIX CpeACTB XpaHeHue
JIEKApCTBEHHBIX CPEICTB, B MHCTPYKLMSAX WM Ha
YIaKOBKaX KOTOPBIX COAEPKHUTCS WHPOpPMALUS O
HAIMYAKM Y HHUX I10)KapOB3PHIBOOMACHBIX WIIH
MO’KapOOIMACHBIX CBOICTB, B COOTBETCTBUM C
TpeOOBaHUSIMHU, YCTAHOBICHHBIMU

3akoHopaTenbcTBOM Poccuiickoit @eaepanuu o
nokapHo# 6e3omacHOCTH?

NyHKT 23 TpaBun XxpaHeHus

199.

OcymecTBisieTcss My CyOBeKkTa oOpamieHus
JIEKapCTBEHHBIX CpescTB XpaHeHne
JICKAPCTBEHHBIX CPEJICTB, B MHCTPYKIUSAX WIM Ha
YIaKOBKaX KOTOPBIX COJACPKUTCS HHGPOpPMAIUS O
HEOOXOTUMOCTH UX 3allUThl OT JCHCTBUS CBETA B
MOMEIIEHHUSIX WIH CIEIUalbHO 000PYAOBaHHBIX
MecCTax, o0ecrneunBaromx 3aIUTy oT
€CTECTBEHHOTO U UCKYCCTBEHHOT'O OCBELICHHUS?

NYyHKT 24 TlpaBun XpaHeHus

200.

OcymecTBisieTcss My CyOBeKTa oOpameHus
JIEKapCTBEHHBIX CpescTB XpaHeHne
(apmarneBTHUECKHX  CyOCTaHIMH, TpeOyromuX
3alIMTBI  OT JICWCTBUS CBETa, B Tape U3
CBETO3AIUTHBIX MATEPUATIOB?

NyHKT 25 TpaBun xpaHneHus

201.

15.02.2024

OcymiectBisiercss 1y cyObekTa oOpamieHus
JICKaApCTBECHHBIX CpCacTB XpaHCHHUE

MYHKT 26 [paBun XxpaHeHHs
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JISKAPCTBEHHBIX MPENapaToB, TPEOYIOIMINX 3alUThI
OT JICHCTBUS CBETA, YIIAKOBAHHBIX B IEPBUYHYIO U
BTOPHYHYIO (TIOTPEOUTENBCKYI0) VIAKOBKY, B
mkagax WM Ha CTeUIaXaX Npd  YCIOBHU
NPUHATHS Mep JUIS TPETOTBPAICHUS TOMa aHUs
HAa  yKa3aHHbIC  JICKAPCTBEHHBIC  MPEMapaThl
MpsIMOTO  COJIHEYHOTO  CBETa  HJIM  HMHOTO
HaINpPaBICHHOTO CBeTa?

202.

OcymecTBisieTcss 1y CyOBekTa oOpamieHus
JIEKapPCTBEHHBIX CPEICTB XpaHeHue
JIEKapCTBEHHBIX CPEICTB, B MHCTPYKLIHMAX HIIM Ha
YIaKOBKaxX KOTOPBIX COAEPKUTCA HHGOpPMaLus O
HEOOXOOMMOCTH HX 3allUThl OT BO3ACHCTBHUSA
BIIaTd, B COOTBETCTBHM C YCIOBHSMM XpPaHEHUS,
MIpeyCMOTPEHHBIMU UHCTPYKLUSMHI W
yKa3aHHBIMH Ha yIaKOBKaX, B T€PMETUYHON Tape
13 MaTepuanoB, HEMPOHUIAEMBIX ISl TAPOB BOJBI
WM B CTEKJISIHHOM Tape ¢ TepMETUYHON KPBIIIKOW?

NyHKT 27 TpaBun xpaneHus

203.

OcymecTBisieTcss My CyOBbekTa oOpameHus
JIEKApCTBEHHBIX Cpe/CcTB XpaHeHHe
JICKAPCTBEHHBIX CPENICTB, B MHCTPYKIUSAX WM Ha
YIaKOBKaX KOTOPBIX COACPKUTCS HHGPOpPMAIUS O
HEOOXOJMMOCTH WX 3allUTHl OT YJETYYHBAHHUS U
BBICBIXaHUS, B  TEPMETUYHOH  Tape W3
HEMPOHUIIAEMBIX JUIS YJICTYYHUBAIOIIUXCS BEIICCTB
MaTcpuajioB B COOTBETCTBUU C YCIOBUAMHA
XpaHEHUs, IPEAYCMOTPEHHBIMU HHCTPYKIUSAMU
WM YKa3aHHBIMU Ha yIaKoBKax?

NyHKT 28 [TpaBui XxpaHeHUs

204.

OcymectBnsiercst iy CcyObekTa oOpamieHus
JIEKapPCTBEHHBIX CPEICTB XpaHeHue
(hapMarneBTUYECKUX CYOCTaHIUH, B HHCTPYKIUSIX
WIA Ha  YNAKOBKAax KOTOPBIX  COACPKHUTCA
uHpOpMalMss O HAIMYMM B HX  COCTaBe
KPUCTAJUIM3ALIMOHHON BOJBI, B IIOMEIIEHHU C
TeMIepatypol Bo3ayxa He Bwime +15°C mpu
OTHOCUTEIHPHOU BIAXKHOCTH Bo3myxa S50 - 65%
(ecm mHOE HE TIPEYCMOTPEHO MHCTPYKIMSIMH WITH
HE yKa3aHo Ha YITaKOBKax)?

NyHKT 29 TpaBun xpaHeHus

15.02.2024
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205.

OcywecTBisiercss 1My cyObekTa oOpaieHus
JICKApCTBCHHBIX CpCacCTB XpaHCHUC
OMOJIOTHUECKMX  JICKAPCTBEHHBIX  MpEnapaToB
OAHOI'0 M TOro € HaMMCHOBaHHA II0O CEpHUAM C
Y4ETOM CPOKa UX TOJHOCTHU?

nyHKT 30 [paBun xpaHeHus

206.

ampemieHo Jmy  cyObekTa  oOparieHus
JIEKapCTBEHHBIX CpeACTB XpaHeHue
OMONIOTHYECKUX JIEKAPCTBEHHBIX MpenapaTtoB Ha
BHYTpPEHHEN CTOPOHE ABEPHU XOJIOAMUIbHUKA?

nyHKT 30 IpaBun xpaHeHus

207.

OcymecTBisieTcss My CyOBekTa oOpamieHus
JIEKapCTBEHHBIX CpescTB XpaHeHne
JICKAPCTBEHHBIX TPENapaToB, B UHCTPYKIHSIX HIIH
Ha YMaKOBKaxX KOTOPBIX CONEPXUTCS MHOpMAaIus
0 TOM, YTO OHHM MpPEIAHA3HAYCHBI I JICUCHUS
MH(EKIIMOHHBIX W  MapasuTapHbBIX  Ooye3Hel
’KUBOTHBIX, BBI3BIBAEMBIX NaTOreHHBIMU
MHKpPOOpPTraHM3MaMd W YCIIOBHO-TTaTOr€HHBIMHU
MHKpPOOpPraHW3MaMH, B YIaKOBKE HPH KOMHATHOMN
temneparype (20 +/- 2°C) (ecnmu wuHOE He
NIPELYCMOTPEHO HHCTPYKLMAMU WIM HE YKa3aHo
Ha yIakoBKax)?

nyHKT 31 IpaBun xpaneHus

208.

OcymecTBisiercss Ty CyObeKTa oOpareHus
JIEKapCTBEHHBIX CpencTB XpaHeHHe
JIEKAapCTBEHHBIX ~ IPENaparoB, TMOJIYYEHHBIX U3
KpOBHU, TIIa3Mbl KpOBH, W3 OpraHOB, TKaHeH
OpraHusma YCJIIOBCKa NI JKHMBOTHOTIO, B
3alIMIICHHOM OT CBETa, CyXOM MecTe Mpu
temneparype or 0 mo +15°C (ecnm wuHOe He
NIPELyCMOTPEHO HHCTPYKLIMAMU WIH HE YKa3aHo
Ha yIakoBKax)?

NyHKT 32 [paBun xpaHeHus

209.

15.02.2024

OcymecTBisiercss 1My CcyObekTa oOpaiieHus
JIEKapCTBEHHBIX CpeAcTB XpaHeHue
JIEKapCTBEHHBIX MpPENapaToB, B UHCTPYKLMSIX HIIH
Ha YMaKOBKaX KOTOPBIX COIEPXKHUTCS MH(OopManus
0 HaJIM4YMM B HMX COCTAaBC€ MacCCJl WKW KXKUPOB, NIPpHU
temneparype or +4 go +12°C (ecnu uHOE He
MPENYCMOTPEHO HUHCTPYKUIUSAMU HIM HE YKa3aHO

nyHKT 33 [paBun xpaHeHus
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Ha yIakoBKax)?

210.

OcymectBnsiercst 1y CcyObekTa oOpamieHus
JIEKaPCTBEHHBIX CPEICTB XpaHeHue
JIEKAPCTBEHHBIX CPEACTB, B MHCTPYKIUSAX HIU HA
YIaKOBKaX KOTOPBIX COACPIKUTCS HH(GOPMAIUSI O
HEOOXOJMMOCTH MX 3alUThl OT BO3JICHCTBUS
ra3oB, HaXOJAILIMXCS B OKpYyXarolleh cpene, B
TEPMETHYECKH 3aKpLITOW Tape M3 MaTepHasoB,
HETIPOHMITAEMBIX JIJISl Ta30B?

NyHKT 34 TpaBun xpaHeHus

211.

OcymectBnsiercst 1y CcyObekTa oOpamieHus
JIEKaPCTBEHHBIX CPEICTB XpaHeHue
JIEKAPCTBEHHBIX CPEJCTB C 3amaxoM, KOTOPHBIi
MOXKET MOBJIUATh HA BO3MOXHOCTb HMPUMEHEHHUS Y
Ppa3iIM4YHbIX BUAOB JXHUBOTHBIX, B TCPMCTUUCCKU
3aKpBITOH Tape pa3AeibHO 0 HAUMEHOBAHUSAM?

nyHKT 35 [IpaBun xpaHeHHs

212.

OcymectBnsiercss 1y cyObekTa oOpamieHus
JIEKapCTBEHHBIX CpescTB XpaHEeHHE
JIEKApCTBEHHOTO PacTUTETHHOTO CBIPbS
(mpeaBapuTENHEHO BHICYIIEHHOE) B CYXOM, XOPOIIIO
BEHTHJIMPYEMOM TOMEIIEHHH B TePMETHYECKU
3aKphITOH Tape?

nyHKT 36 [IpaBua xpaHeHUs

213.

OcymecTBisieTcss My CyOBeKkTa oOpamieHus
JIEKapCTBEHHBIX CpeAcCTB XpaHeHue
JIEKapCTBEHHOTO PacTUTEIBHOTO CBIPbS,
coiepxamee d(QUPHBIE Macia, B OTAEIbHOU
FEepPMETUYECKU 3aKPBITOH Tape?

nyHKT 37 TpaBun xpaHeHus

214.

[MomBepraercs M y cyObekTa oOpateHUs
JIEKapCTBEHHBIX CpeJCTB JIEKapCTBEHHOE
pacTUTENBHOE CHIPbE MEPHOIUUYESCKOMY KOHTPOIIIO
B ¢opMe OIEHKH TI0 OPTaHOJICITHYECKUM
MoKa3aTesim?

NyHKT 38 [paBun XxpaHeHHs

215.

15.02.2024

OcymecTBisiercss 1My cyObekTa oOpaiieHus
JIEKApCTBEHHBIX ~CPEACTB XpAaHCHHUE EMKOCTEH
00beMOM Oonee 5 JUTPOB c
JICTKOBOCIUIAMCHAIOIMIUMUCA U JICTKOTOPHOYMMU
JICKApCTBCHHBIMU cpeacTsamMu Ha IT0JIKax

nyHKT 40 [paBun xpaHeHHs

Cuctema FTAPAHT
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CTEJUTAXKEH B OJTUH PSIIT TIO BBICOTE?

216.

OcymecTisiercs 1My cyObekTa oOpaiieHus
JICKApCTBEHHBIX CPEICTB XpaHeHHe OyThlied c
JIETKOBOCIUIAMEHSAIOIIMMHUCS U JIETKOTOPHOYUMU
JIEKAPCTBEHHBIMU CpencTBaMu B Tape,
IPEAOXPAHSIOIIECH oT yaapoB 58105
OTIPOKUJIBIBAHUS, B OJIUH psin?

nyHKT 41 TpaBun xpaHeHus

217.

Homyckaercs mm y cyObekTa  oOpareHus
JIEKapCTBEHHBIX CpencTB XpaHeHHe
JIETKOBOCIUIAMEHSIOLIMXCS M JIETKOTOPIOYUX
JIEKapCTBEHHBIX CpeacTB B MOJTHOCTBIO
3aloJIHEHHOU Tape?

NyHKT 42 [TpaBui XxpaHeHUs

218.

OcymecTBisieTcss 1y CyOBekTa oOpamieHus
JICKApPCTBCHHBIX CPEACTB XpaHCHHUE CIIMPTOB B
obreMe Oomee 5 JHTPOB B METAUITMUECKHX
E€MKOCTSX, 3aIlOJHSAECMBIX He Ooyiee ueM Ha 75%
obnema?

NyHKT 42 TpaBun xpaHeHus

219.

Honyckaercss 711y cyObekTa  oOpaiieHus
JICKAPCTBCHHBIX CPEICTB COBMECTHOEC XpaHEHHE
JIErKOBOCILIAMEHSIOIIMX CSI JIeKapCTBEHHBIX
Cp€ACTB ¢ MUHEpAJIbHBIMH KHUCJIOTaMHU, CXKAaTbIMU U
CXKMKCHHBIMHN ra3amMu, JIETKOTOPHOYNMHU
BELIECTBAMHU,  ILIEJOYaMH, a  TaKkkKe  C
HEOPTraHUYECKUMH COJISIMH, KOTOPBIE TIPU KOHTaKTe
C  OpPraHMYeCKUMH  BELIECTBAMH  OOpa3yroT
B3PBIBOOTACHBIE CMeECH?

MyHKT 43 [IpaBun XpaHeHHs

220.

OcymiectBisiercss 1y cyObekTa oOparieHus
JIEKApCTBEHHBIX CPEJACTB XpaHeHue sdupa s
HapKo3a B IIOMCIICHHH C TEMIEPaTypod BO3ayxa
He BbImIe +15°C B 3aIMIIEHHOM OT CBETa MECTE Ha
paccTosHUM HE MeHee | M OT OTONHWTENBHBIX
puOOPOB?

NyHKT 44 TlpaBun XxpaHeHus

221.

15.02.2024

OcywecTBisiercss 1My CcyObekTa oOpaiieHus
JIEKapCTBEHHBIX CPEICTB XpaHEHHE HAPKOTUYECKUX
u TMICUXOTPOMMHBIX JICKaApCTBECHHBIX CpCacCTB
OTACJIBHO OT ApPYTIrux rpynn JCKapCTBEHHBIX

MyHKT 48 [paBun XxpaHeHHs
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CPEICTB B OpraHM3alMsIX B H30JUPOBAHHBIX
MOMEIIEHHSX,  CHEeNHaJbHO  000PYAOBAaHHBIX
WH)XEHEPHBIMM M TEXHHUYECKHMM CpEACTBAMHU
OXpaHbl, 1 B MECTaX BPEMEHHOI'O XPaHEHUS C
coOmogeHueM  TpeOOBaHUH,  YCTaHOBJICHHBIX
MpaBUWIaMH XpPaHEHUs] HApKOTUYECKUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB?

222.

OcyuiectBisiercss Uy cyObekTa oOpaiieHus
JICKaApCTBCHHBIX CpC€acTB XpaHCHHUE
CHHBHOHeﬁCTBYIOHIHX " AOAO0OBUTHIX JICKAPCTBECHHBIX
CPEeICTB B CIEeTMaIHHO 000pyIOBaHHBIX
MMOMEIIEHHIX, OCHAIIECHHBIX WH)XEHEPHBIMH U
TEXHHYECKUMH CpPEJCTBAMH OXpPaHBl OOBEKTOB W
MIOMEIIEHNH, TpPEAHA3HAYSHHBIX IS XpaHeHUS
CHJIBHOJICHCTBYIOIIUX U SJJOBUTHIX JIEKAPCTBEHHBIX
cpencts?

nyHKT 50 IpaBun xpaneHus

223.

OcymecTBisieTcss My CcyOBekTa oOpamieHus
JICKApCTBECHHBIX Cp€acTB XpaHCHHUE
CHJILHOICUCTBYIOIINX U SJOBUTHIX JIGKAPCTBEHHBIX
CpelcTB B KpymHoraOapuTHOW  Tape B
MOMEIICHHSIX, 000pyI0BaHHBIX
MPUTOYHO-BBITSDKHON BEHTUIISLUEH, MEPBUYHBIMU
CPEICTBaMH MOKAPOTYIICHHUS U CUTHAIA3AINN?

nyHKT 55 [paBun xpaHneHus

224.

OcymiectBisieTcss Uy cyObekTa oOpaiieHus
JICKAPCTBCHHBIX CPEACTB XPAHCHUEC HAPKOTUYCCKUX
" IICUXOTPOITHBIX JICKAPCTBEHHBIX CPCIACTB!

224.1.

OTIEIBHO OT JPYrux TPyHI JEKapCTBEHHBIX
cpencts?

224.2.

B U30JIMPOBAHHBIX HOMGHICHI/IHX?

224.3.

B TOMEILEHHUAX, CHEeNHANbHO O00OpYIOBAaHHBIX
WH)XEHEPHBIMM M TEXHUYECKUMH CpEICTBAMHU
OXpaHbI?

224 .4.

15.02.2024

B MECTax BPEMEHHOT'O XPaHEHHS, C COOIIOIEHUEM
YCIIOBUH, yCTaHOBIECHHBIX [1paBunamMy xpaHeHus
HapKOTHUYECKUX, ICHUXOTPOMHBIX BEIIECTB M UX
MIPEKYPCOPOB, YTBEPKIECHHBIX MOCTaHOBIEHNEM

NyHKT 48 [paBun xpaneHus

Cuctema FTAPAHT

60



https://internet.garant.ru/document/redirect/74832095/1050
https://internet.garant.ru/document/redirect/74832095/1055
https://internet.garant.ru/document/redirect/74832095/1048
https://internet.garant.ru/document/redirect/404575504/1000
https://internet.garant.ru/document/redirect/404575504/0

Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

[IpaBurensctBa Poccuiickoit ®epeparmu ot 30
ampens 2022 r. N 809"

225.

OcymectBnsiercst 1y CcyObekTa oOpamieHus
JIEKApCTBEHHBIX CpescTB XpaHEeHHE
CHJIbHOACUCTBYIOIINX U SAOBUTHIX JIEKAPCTBEHHBIX
CpE/CTB:

225.1.

B CIICI[MAJILHO 000PYI0BAaHHBIX TOMEIICHUIX ?

225.2.

B TIOMENICHUSX, OCHAIIEHHBIX WH)XCHEPHBIMH U
TEXHHYECKUMHU CPEJCTBAMH OXpPaHbl OOBEKTOB W
MOMEIICHUM, MpelHa3HAUYCHHbIX U1 XpaHEHUA
CHJIBHOJECHCTBYIOUIUX U SIOBUTHIX JIEKAPCTBEHHBIX
cpencts?

nyHKT 50 ITpaBua xpaHeHUs

226.

CobOmomarorcss 711y CcyOBeKkTa oOpamieHus
JIEKAPCTBEHHBIX CPEJICTB MEPBI MPEAOCTOPOKHOCTH
MPU XPaHEHUU CUIILHOJCHCTBYIONIMX U SIOBUTHIX
JIEKapCTBEHHBIX CpEJICTB, YKa3aHHbIC B
HHCTPYKIUSIX ¥ HA YIaKOBKax?

nyHKT 51 IpaBun xpaneHus

227.

OcymiectBisiercss 1y cyObekTa oOpaiieHus
JICKApCTBCHHBIX CPCACTB XPAaHCHUC AOOBHUTBIX
JICKApCTBCHHBIX Cpe€acTB B OTACJIIBHOM
MMOMEIIEHNH?

MyHKT 52 [paBun XpaHeHHs

228.

OcymectBnsiercss 1y CcyObekTa oOpamieHus
JIEKapCTBEHHBIX CpEICTB XpaHEHHE
CIJIbHOJICHCTBYIOIINX JICKAPCTBEHHBIX CPEICTB B
OTACJIbHBIX Hn(a(bax, OCHAIICHHBIX 3aIllOPHBIMU
yCTpOﬁCTBaMH, B OJHOM NOMCHICHUH C APYTr'MMH
(He  CHIBHOJEHCTBYIOUIMMH)  JIEKAPCTBEHHBIMH
cpencrBamu?

NyHKT 53 [IpaBun XxpaHeHHs

229.

OcymecTiusiercs 1My cyObekTa oOpaiieHus
JIEKapCTBEHHBIX CpeACTB XpaHeHue
CHJIBHOJICHCTBYIOIUX U SOBUTHIX JIEKAPCTBEHHBIX
CPEICTB B CIELHATbHO BBIACICHHBIX A 3TOU
LeJu:

229.1.

cetihax?

229.2.

15.02.2024

METATININYCCKHUX niIn OOUTBIX JKECIC30M

MyHKT 54 [IpaBun XpaHeHHs
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JICPEeBSIHHBIX MIKadax?

229.3.

SIAKAX 0] 3aMKOM?

230.

WmeeTcst nu Ha BHENIHEW CTOpPOHE JIBEpH celida
(mkada, SIIITUKA) TUTST XpaHEeHUs
CHJIbHOJICHCTBYIOIIUX  JICKAPCTBEHHBIX  CPEJICTB
Haamuch "CHIBHONCHUCTBYIONINE JICKAPCTBEHHBIC
cpencrBa"?

NyHKT 54 TpaBun xpaHeHus

231.

Wmeercs mu Ha BHYTpPEeHHEH CTOpOHE OBepH ceiida
(wkada,  sAMUKA) — OPUKPEIUIEHHBIH  CHHCOK
XpaHAamunuxcsa B HEM CHHBHOHeﬁCTByIOHIHX
JIEKapCTBEHHBIX CPECTB?

MyHKT 54 [IpaBun XpaHeHHs

232.

HNmeercs 11 Ha BHeEImTHEH CTOpOHE ABepH ceiida
(mkada, sAmmKa) AIA XpaHEHHS  SITOBUTHIX
JIEKAPCTBEHHBIX CPEACTB HaANMUCh '"SmoBUThbIE
JIEKapCTBEHHbIE cpeacTa'?

NyHKT 54 [TpaBui xpaHeHUs

233.

NmeeTcst mu Ha BHYTPeHHEW CTOPOHE JABEpH cefida
(mkada, sgmmMKa)  OPUKPEIUVIEHHBIA  CHHCOK
XpaHSIIUXCS B HEM SIAOBUTHIX JIEKAPCTBEHHBIX
cpencts?

NyHKT 54 TpaBun xpaHeHus

234.

OcymecTBisiercss 1My cyObekTa oOpaiieHus
JIEKapCTBEHHBIX CpeAcTB XpaHeHue
CHJIbHOACUCTBYIOIINX U SAOBUTHIX JIEKAPCTBEHHBIX
CPEJCTB B KpyMHOrabapUTHOM Tape:

234.1.

B IIOMEILEHUSX, 000PYJOBaHHBIX
[IPUTOYHO-BBITSKHOM

BEHTWIALAENH?

234.2.

B IIOMEIIECHUSX, OOOPYAOBaHHBIX CpEACTBAMU
MOKApOTYyLIEHUs ?

234.3.

B IIOMCUICHUAX, O60py,[[OBaHHBIX CI/IFH&.]'H/I32.].IHCI>1?

nyHKT 55 IpaBun xpaneHus

235.

15.02.2024

OcymecTBisieTcss My CyOBeKkTa oOpamieHus
JIEKapCTBEHHBIX CpencTB XpaHeHHe
CHJIbHOJICHCTBYIOIIHMX U SIZTOBUTHIX JIEKAPCTBEHHBIX
CPEICTB pa3/eNbHO IO TPYyNIIaM Ha OTICIBHBIX
monkax mkadoB (cefioB) B 3aBUCUMOCTH OT

NyHKT 56 IpaBun xpaHneHus
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croco0a uX NpUMEHEHHs?

236.

3amuparoTcst JMy  cyObekTa  oOparieHus
JIEKaPCTBEHHBIX CPEACTB OTBETCTBEHHBIM JHUIIOM
1ocje OKOHYaHusl pabovero JHs Ha 3aMOK IIKadsbl,
ceiidpl, SANMKKM ¥ TOMEMIEHHs, B KOTOPBIX
XPaHATCS SIOBUTHIE JIEKAPCTBEHHBIE CPECTBA?

nyHKT 57 [IpaBun xpaneHus

237.

OcymecTBisieTcss Iy CyOBbeKkTa oOpameHus
JICKApPCTBCHHBIX ~ CPEJICTB  ONEYAThIBAHHE U
TUIOMOUPOBAHNE OTBETCTBCHHBIM JIUIIOM INKa(hOB,
ceiipoB, SAIMMUKOB W TMOMENICHUH, B KOTOPBIX
XPAHSITCS SITOBUTHIC JICKAPCTBEHHBIC CPECTRA?

NyHKT 57 [TpaBua xpaHeHUs

238.

Xpansrcs I KIJIFOYH, mIoMOup ISt
oTIcUaThIBaHUS, IOMOHpaTOP y I,
OTBETCTBCHHOI'0 3a XpaHCHHUEC, YUECT U OTIIYCK
CHJIBHOJIEHCTBYIOIINX U SJOBHUTHIX JIEKAPCTBEHHBIX
cpeacTtn?

NyHKT 57 TpaBun xpaneHus

239.

Umeercs iy  cyOpekta  oOpateHus
JIEKApCTBEHHBIX CPEACTB AOKYMEHT O TMOpSAKE
JOCTyna B TOMEIIeHHS A XpaHeHHs
CHJIbHOACUCTBYIOIINX M  SAOBUTHIX  BELIECTB
TOJIBKO JIJISl JIMIA, OTBETCTBEHHOTO 3a XpaHEHUeE,
Y4YeT ¥ OTIYCK CHIIBHOACHCTBYIOIIUX M SOBUTHIX
JEKapCTBEHHBIX ~ CPeACTB, W JUI1  JIUI,
HEITOCPEICTBEHHO pa0OTAIOIIHX ¢ HUMH?

MyHKT 58 [IpaBun xpaHeHHs

[Toonmcy IOOJIKHOCTHBIX JIMILI

(mognmceo) (pacumbporka HDOONIMUCH)

(momnmcob) (pacumbpoBka MOONMUCH)

1

*MyHkT 8 cTaThy 3 deaepanbHOro 3akona N 99-03.

Yactb 3 cratem 19.1 denepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O nuineH3upoBaHUM OTACIBHBIX BHIOB nesatesibHOCTH" (CoOpanue
3aKkoHomaTenbcTBa Poccniickoit @enepanum, 2011, N 19, cT. 2716; 2021, N 24, ct. 4188) (manee - @enepanbHbnii 3akoH N 99-D3).

3
HepequL BBIITOJTHACMBIX pa60T, OKa3bIBACMBIX YCJIYT, COCTABJIAOIINUX (bapMaueBTI/IquKy}o JCATCIBbHOCTDh B c@epe OGpaH_IeHI/IH JICKApCTBEHHBIX CPEACTB IJIA

BCTCPUHAPHOI'O MNPHUMCHCHMUA,

15.02.2024

Cuctema FTAPAHT
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Mpuka3 ®enepanbHON cryx0Obl MO BETEPUHAPHOMY 1 dUTocaHuTapHomy Haasopy ot 10 aBrycta 2022 r. N 1198 "O6 yTBepxaeHumn hopMbl OLLEHOYHOrO NncTa,

nocraHoBneHnem IlpasutensctBa Poccuiickoit @enepammm ot 31 mapra 2022 N 547 (Cobpanme 3akoHonatenbctBa Poccuiickoit @enepanuu, 2022, N 15, cr. 2469)
(manee - [lonoxenne). Cpok IEHCTBUS TOKyMEHTa orpaHudeH a0 1 centaops 2028 r.

* MyHkT 3 cTaThy 8 denepanbHoro 3akoHa N 99-D3 u nyHKTbI 4 u 6 TTonoxkeHus.

> Co0panue 3akononarenbersa Poccuiickoit ®eneparuum, 2010, N 16, cr. 1815; 2022, N 13, cr. 1953.

6 3apeructpuposan Musroctom Poccun 29 oxts6ps 2020 r., peructpanuonsbii N 60648,

7 3apeructpupoBan MunioctoM Poccnn 19 oktsa6ps 2020 r., perucrpanuonnsiii N 60453, Cpok fefcTBHs TOKyMeHTa orpaniues 1o | mapra 2027 r.

¥ 3aperucrpuposan Muntocrom Poccun 1 nronst 2023 ., perncrpaupnonssii N 73667. CornacHo NMyHKTY 3 mpukasa Muncensxosa Poccuu ot 10 anpers 2023
r. N 353 nanneii akt aedictByer no 1 centsops 2029 r., 3a uckitoueHHeM MYHKTOB 17 (B yacTH 3alOJHEHUS KOpEeIIKa perienTa Ha JeKapCTBEHHbBIN mpemapar ais
BeTepuHapHoro npumMeHenus), 79, 80, 84 [IpaBui U3roTOBJICHUS U OTIYCKa, KOTOPBIE NeHCTBYIOT 10 1 Maprta 2025 T.

? Cobpanne 3akoHOmaTenbcTBa Poccniickoit @enepanmu, 2008, N 26, ct. 3021; 2019, N 52, ct. 7814.

10 [MpaBuna yHUYTOKEHUS U3BITHIX (HaTbCUPHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB U KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPEICTB, YTBEPKIECHHBIX NOCTaHOBNeHNeM IlpasutensctBa Poccutickoit @enepanmm ot 15 certsops 2020 r. N 1447 (CoOpaHue 3aKOHOIATEIbCTBA
Poccwiickoit ®eneparnu, 2020, N 39, c1. 6039). Cpoxk melicTBus TOKyMeHTa orpaHudeH a0 1 saBaps 2027 T.

%0 Crartba 34 denepanbroro 3akona N 61-03.
2 YaceTk 2 ctatbn 13 denepanbroro 3akona N 61-03.

1%4) 3aperncTpuposan Muntoctom Poccuu 29 nosiops 2021 r., peructpamuonnsiiit N 66038. CornacHo myHKTy 2 npukaza Muscensxo3a Poccuu ot 18 Hos6pst
2021 r. N 771 nanusiif akT nevicteyet a0 1 mapta 2028 T.

%9 Cratba 57 denepansHoro 3akoxa N 61-03,
1 Cobpanue 3akoHonatenbcTBa Poccuiickoit ®enepanuu, 2008, N 26, cr. 3021; 2020, N 50, ct. 8074.

12 Cobpanwne 3akoHonatenbcTBa Poccuiickoit ®enepammn, 2022, N 19, cr. 3224.
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