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06 yrBepxpenun $popM IPOBEPOIHHX JACTOB (CHHCKOB KOHTPOINBHEX
BOIIPOCOB, OTBETH HA KOTOPHE CBHCTENLCTBYIOT 0 COOMOACHAN Wi
HECOOIIO/ICHIA KOHTPOIMPYEMEIM IHIOM 0053aTeNERKHX TpeGoBanmii),
npaMeHseMEX PepepansHoii ciyx6o0i o BerepaaaprnOMy
H (PHTOCAaHATAPHOMY HAJ(30PY H €¢ TCPPHTOPHANLHEIMHA OPraHAMY IIPH
OCYIICCTBICHAM (eAePanbHOro rocyAapCTBEHHOr0 KORTpons (Haf30pa)

B cepe obpameHns NEKAPCTBEHHKX CPEACTB JNIA BETCPHHAPHOIO
IPHMCHCHHAS

B cootBercTBuM ¢ yacTeio 1 crareu 53 denepanbHOro 3axoHa ot 31 mrons
2020 r. Ne 248-®3 «O rocynapcTBeHHOM KOHTpone (Hai30pe) U MYHHULHNIAIEHOM
KoHTpone B Poccuiickoit Menepanum», moamyskToM S5.1.5 nyHkra 5 IlomoxkeHus
0 QeniepalbHOX CIyX6€ IO BETEPHHAPHOMY H (DUTOCAHMTapHOMY Haa30py,
YTBEPXACHHOTO mnocraHoBineHWeM IlpaBurenncTBa Poccuiickoit ®enepamuu ot
30 mrons 2004 r. Ne 327, aG3auem BTOphIM myHKTa 3 ITonoxenus o benepanbHOM
roCynapCTBEHHOM KOHTponie (Han3ope) B cdepe OOpalIEHHs JIEKAPCTBEHHBIX
CPEICTB, YTBEPKICHHOTO IIOCTaHOBIeHHeM [IpaBuTenscTBa Poccuiickoit ®enepanyn
ot 29 mions 2021 r. Ne 1049, u myHkToM 3 TpeGoanmii k paspaboTke, COJICPKAHHIO,
OOIECTBEHHOMY  OOCYXIEHHIO IPOEKTOB  (hopM IIPOBEPOYHBIX  JHCTOB,
YTBEPXKICHHIO, IPUMCHEHHIO, aKTyalu3aluy (GOpM IPOBEPOYHBIX JHCTOB, a TAKXKE
CIIy4acB OO0S3aTENHHOTO NPHMEHEHHMS IIPOBEPOYHBIX JIACTOB, YTBEPKACHHBIX
nocranopneaueM Ilpasutenscra Poccuitckoit ®enepaumu ot 27 okta6ps 2021 .
Ne 1844, npukas3mBaio:




1. YTBepauTS:

dopmy mpoBepodanoro mucTa (CoECKa KOHTPOJIBLHEIX BOIPOCOB, OTBETHI HA
KOTOpBIE  CBHAETEIBCTBYWOT O  COOJIOMEHHMH  HJIH  HECOOIIOACHHH
KOHTPOJIHPYEMBIM  JIMIIOM  00sA3aTeNbHHX TpeOOBaHMIf), NIPUMEHIEMOTO
DenrepanbHOi Cay)00# Mo BeTepUHApHOMY H (GUTOCaHHTAPHOMY HaA30py M €€
TEPPUTOPHANBHBEIMM ~ OpPraHaMH IIPH  OCYIIECTBICHHU  (PeaepaabHOIo
rOCyJapCTBEHHOI0 KOHTpoNIs (Hag3opa) B chepe oOpameHHs JI€KapCTBEHHBIX
CPEACTB I  BETEPHHApHOTO TMPHMEHEHHS B  4YacTH  COOIIONEHHSA
KOHTPOJMPYEMBEIM JIMIIOM 00s3aTeNnbHBIX TpeOOBaHMM K JOKIMHHYECKHM
HCCIEOBaHMAM JICKAPCTBEHHBIX CPEICTB, COTJIACHO NPHIOXKEHHI0 Ne 1 k
HaCToOsIEeMYy npukaly (manee — popma Ne 1);

dopmy npoBepogHOro NUCTA (CHMCKA KOHTPOILHEIX BOIPOCOB, OTBETHI HA
KOTOpPBIE  CBUIECTEIBCIBYIOT O  COOJIOJEHHMH MM  HECOOIIONECHHUH
KOHTPOJMPYEMEIM  JIMIIOM  OO0sf3aTeNbHRIX TpeOOBaHWil), NPUMEHIEMOrO
DenepanbHOM Ciyx00# M0 BeTepHHApHOMY M (QUTOCAaHMTAPHOMY HAI30py U €€
TCPDPUTOPHAIBHEIMH ~ OpPraHaMH  IIPH  OCYINECTBICHMM  (eaepajbHOro
rOCyJapCTBEHHOTO KOHTpONIsA (Hag3zopa) B chepe oOpameHus JICeKapCTBEHHBIX
CPEACTB I  BETEPHHAPDHOTO TNPHMEHEHHS B  9acTH  COOIIOJEHHs
KOHTPOIHUPYEMEIM JIMIIOM 0Os3aTeNbHBIX TpeOOBaHHMM K KIMHHUYECKHUM
HCCICJOBAHMAM JIEKaPCTBEHHBIX IPENapaToB, COTIACHO MPHUIOXKEHHIO Ne 2 K
HacTosleMy npukasy (zainee — popma Ne 2);

¢opMy npoBepogHOro NHCTA (CHHCKa KOHTPOJIBHEIX BOIPOCOB, OTBETHI Ha
KOTOPBIE  CBHICTEIBCTBYIOT O  COOJMIONCEHMH  WJIH  HECOONIOAECHUHA
KOHTPOJIUPYEMEIM  JIMIIOM  OOS3aTENBHBIX TpeOOBaHWif), IPUMEHIEMOIO
@enepanbHO# Cayx00i N0 BETEpUHADHOMY M (DHTOCAHUTAPHOMY HAA30pPy U €€
TCPPUTOPHAIBHBIMH ~ OpPraHaMH IIPH  OCYIIECTBICHHH  (eaepansHOro
rOCyJJapCTBEHHOI'0 KOHTpOIA (Haja3opa) B cdepe oOpameHHs JI€KapCTBEHHBIX
CPEACTB  IJIsi  BETEPHHAPHOTO TPHMEHEHHS B  YacTH  COOIIONECHHS
KOHTPOJHUPYEMEIM JIMIIOM O0S3aTEeNbHBIX TPeOOBAaHUH K M3rOTOBICHHUIO W
OTI[yCKYy JICKAPCTBEHHBLIX IIPEIApaTOB JJsA BETCPHHAPHOIO NPUMEHEHHS,
COrJIaCHO NpuiIoXeHUI0 Ne 3 x HacTogmeMy npukasy (zanee — gpopma Ne 3);

¢bopMy npoBepodHOro NHCTa (COHCKA KOHTPOJIBHEIX BOIIPOCOB, OTBETHI HA
KOTOPBIE  CBHIETEILCTBYIOT O  COONIOMICHMH  WJIH  HECOOIIOJACHHH
KOHTPOJMPYEMBIM  JIHIIOM  OOS3aTENBHBIX TpPeOOBaHWif), IPUMEHIEMOTO
®enepanbHOM CiIyk00i 110 BeTEpUHAPHOMY W GHTOCAHHTAPHOMY HAZA30DPYy U €€
TEPPUTOPHANLHEIMK ~ OpraHaMH IIPH  OCYIIECTBICHHH  (elepalbHOro
IOCYJJapCTBEHHOI'0 KOHTPONA (Haja3opa) B cdepe oOpalieHHs JIEKapCTBEHHBIX
CPEACTB [l  BETCPHHAPHOTO INPHMEHEHHS B  4YacTH  COOIIOJCHHS
KOHTPOJIMPYEMbIM  JTMIOM  00f3aTeNBbHBIX TpeGOBaHM K  XPaHEHHUIO
JICKapCTBECHHBIX CPEICTB, COrNIACHO IPHIOKEHHIO Ne 4 K HacTOALIEMY IpPHKa3y
(manee — popma Ne 4);




¢opmy mpoBepOIHOro JUCTA (CHHUCKA KOHTPOJBHBIX BOIPOCOB, OTBETHI HA
KOTOPBIE  CBHIETEIBCTBYIOT O  COONIOACHHH  HIHM  HECOOIIOACHHHM
KOHTPOJIMPYEMBIM  JIMIIOM  00A3aTENbHBIX TpeOOBaHHWiA), IPHMEHIEMOIO
DenepanbHO# ClIyO0H N0 BeTEpUHApPHOMY H (PUTOCAHHTAPHOMY HaA30py U €€
TEPPHTOPHANBHEIMH ~ OpraHaMH IIPH  OCYHIECTBICHHH  (EAEepPaIBLHOrO
roCyAapCTBEHHOr0 KOHTpoIsA (Haa3opa) B chepe oOpaimreHHs JIekapCTBEHHBIX
CPEACTB I  BETCPHHAPHOIO TIPUMEHECHHA B  9acTH  COOJIOACHHS
KOHTPOIHPYEMBIM JHIIOM 003aTENbHBIX TpeGoBaHMA K PO3HHYHON Npojaxe
JEKapCTBEHHEIX IpENapaToB I BETEPUHAPHOTO IIPUMEHEHHS, COIIACHO
npuiIokeHuIo Ne 5 Kk HacTosmeMy npukasy (nanee — popma Ne 5);

¢opMmy npoBepodHOro NHCTA (CHMCKA KOHTPOJIBLHEIX BOMPOCOB, OTBETHI HA
KOTOPBIE  CBHACTEILCTBYIOT O  COONIODCHMM  HIH  HECOOIIONCHHH
KOHTPOIMPYEMBIM  JIMLIOM  OOfA3aTENbHBHIX TpeOOBaHWIl), IPUMEHIEMOIO
®enepanbHOi Cayk060# M0 BeTEpUHAPDHOMY M QHUTOCAHMTAPHOMY HAaA30py H €€
TCPPUTOPHAIBHEIMH ~ OpraHaM¥ IIPH  OCYHIECTBICHMM  (edepalbHOro
roCyapCTBEHHOr0 KOHTPOIA (Hax3opa) B cdepe oOpamcHHA JCKAPCTBEHHBIX
CPCACTB  JJIsi  BETEPHHAPHOIO TPHMCHEHHS B  9aCTH  COOJIOACHMSA
KOHTPOJIMPYEMEIM  JIMIIOM  OOSA3aTENBHBIX TpPeOOBaHHH K TNPHUMEHEHHIO
JICKapCTBEHHEIX IMPENapaToB, COINIACHO IPHIOKEHHI0O Ne 6 K HACTOSIIEMY
npukasy (ganee — popma Ne 6);

dopmy npoBepodHOTrO NHCTA (CHMCKA KOHTPOIBLHEIX BOIIPOCOB, OTBETH HA
KOTOphIE  CBHACTEIBCTBYIOT O  COONIOJEHHH HJIM  HECOOMIOICHHUH
KOHTPOJIMPYEMEIM  JIMIIOM  OOSA3aTeNbHHIX TpeOOBaHHWil), NPHUMEHIEMOTO
DenepanbHOM Coyx060H M0 BETEPUHAPDHOMY M QHTOCAHHUTAPHOMY HAA30py H €€
TEPPUTOPUANBHBIMH  OpraHaMM  IIPH  OCYIIECCTBICHMH  (eAepalbHOTO
roCyIapCTBEHHOr0 KOHTpoisl (Han3opa) B cdepe oOpalmeHus JI€eKapCTBEHHBIX
CPEACTB  IJIsi  BETEPHHAPHOTO INPHUMEHEHHS B  49acTH  COONIOJECHHSA
KOHTPOJIUPYEMBIM  JIUIIOM  O0s3aTENbHBIX TpeOOBaHMH K YHHYTONKEHMIO
JeKapCTBEHHBIX CPEICTB, COIIaCHO IMPUIOKEHHIO Ne 7 K HAacTOALIEMY MPHUKA3y
(manee — popma Ne 7);

¢dopmy nposepogHOro nucTa (COMCKa KOHTPOJIBHEIX BOIPOCOB, OTBETHI HA
KOTOpEIE  CBUAETEIBLCTBYIOT O  COONIONEHHH  HJIH  HECOONIOAECHUH
KOHTPOJHUPYEMEIM  JTHIOM  O0s3aTENbHBIX TpeOOBaHWii), MTPUMEHSEMOIO
DenepanbHON CHy)O00H M0 BETEPHHAPDHOMY M (GDHUTOCAaHHTAPHOMY HAA30PY M €€
TEPPUTOPUATIBHBIMH ~ OpraHaM¥  IIPH  OCYILECTBICHHH  (eaepasbHOro
roCyIapCTBEHHOI'0 KOHTpols (Hag3opa) B cdepe oOpalreHHs JIeKapcTBEHHBIX
CpPeACTB [ BETEPHHAPHOTO MNPHUMEHEHHWA B  9aCTH  COGIIOAeHHus
KOHTPOJHUPYEMBIM IIHIOM OOS3aTENbHEIX TpPeOOBaHMt MPH OCYINECTBICHHH
(apManesTHUECKOI NEATETBLHOCTH, COMIACHO NPHIOKEHHIO Ne 8 K HACTOAIIEMY
npukasy (zaiee — popma Ne 8);
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$opmy mposepouHOro mAcTa (CH¥MCKAa KOHTPONBHBIX BOMPOCOB, OTBETHI HA
KOTOPBIE CBUICTENECTBYIOT O COONIONCHHM MM HECOGIIIOASHUH KOHTPOJIHPYEMbIM
JHIOM 00s3aTeNbHEIX TpeGoBaHuit), npumensemoro denepanbHOM cnyx60ii 10
BETCPHHAPHOMY H (QUTOCAHMTaPHOMY HAJ30Py H € TEPPUTOPHATHBIMU OPraHaAMH
TIPH OCYIIECTBIICHUH (peZiepaIbHOTO TOCyIapCTBEHHOTO KOHTPOIs (Han3opa) B chepe
OOpaIleHNs JIEKAPCTBEHHBIX CPEACTB I BETEPMHAPHOTO NPHMEHEHHS B YACTH
COONIONCHAS  KOHTPONMPYEMBIM IIALOM  0GA3aTENBHBIX TpeGoBaHmMiA npu
OCYLIECTBICHHH  ONTOBOM TOPrOBIM IICKApPCTBEHHBIMH  CpPEACTBAMH IS
BETCPHHAPHOTO IPHMEHEHHUS, COTTIACHO NPUJIOKEHHIO Ne 9 K HACTOAIEMY IIpHKa3y
(manee — popma Ne 9);

$hopMy npoBepoYHOTo MUCTA (CHHCKA KOHTPOJILHBIX BOOPOCOB, OTBETHI Ha
KOTOPBIC ~ CBHACTCIBLCTBYIOT O  COONIONCHMH  MIM  HECOONIOACHHH
KOHTPOJIMPYEMBIM ~ JIHIIOM  00s3aTeNbHBIX TpeGoBaHMiT), IPUMEHAEMOro
DenepanbHOi cnyx60i Mo BeTepHHApHOMY ¥ (HTOCAHHTAPHOMY HAJI30py H ee
TCPPUTOPUAILHEIME ~ OpPraHaMd  [OPH  OCYIIECTBICHHHM  (peAeparbHOro
FOCYyAapCTBEHHOTO KOHTPONIA (Haa3opa) B cdepe oOpamieHus TeKapCTBEHHBIX
CPCACTB  JUId  BCTCPHHAPHOTO NPHMEHEHMA B  4YacTH  COOJIONEHHUS
KOHTPOJMPYEMBIM JIMIOM O00S3aTENBHBIX TPeOOBaHMM K IPEJOCTABICHHUIO
HH(pOPMALUHA O IEKAPCTBEHHEIX CPEACTBAX U (HIIH) IEKapPCTBEHHBIX IIpenaparax
ATl BETCPUHAPHOTO IPUMEHECHHS, COTIaCHO MPUIOXKEHHIO Ne 10 x HacTosmEeMy
npukasy (zaiee — popma Ne 10).

2. YCTaHOBHTB, YTO:

¢opma Ne 1 u hopma Ne 2 npumensrorcs o 1 centsabps 2031 r.;

¢opma Ne 3 npumensiercs g0 1 certa6ps 2029 r., 33 UCKIIOYEHHEM CTPOKH
98 Tabmuuel, coxepxkamieiics B mynkre 5 dopMmer Ne 3, KOTOpass NPUMEHAETCS
1o 1 saBaps 2027 r.;

cTpoka 68.3 Tabnuusl, conepxaneiics B myHkte 5 GopMsl Ne 4, mpuMmensetcs
70 1 cenTa6ps 2028 r.;

¢opma Ne 5 npuMmensercs 110 1 mapra 2027 r., 3a HCKIIOUEHUEM cTpokH 35.3
TabnHUEl, conepxameiics B myHkTe 5 ¢opMmsr Ne 5, KOTOpass NpPUMEHAETCS
1o 1 suBapsa 2027 r.;

¢opma Ne 6 pumensercs no 1 Mapra 2028 r.;

¢opma Ne 7 npumensiercs o 1 suBaps 2027 r.;

¢opma Ne 8 mpumensercs 1o 1 cenTsa6ps 2028 1., 32 HCKTIOYEHHEM CTPOKH 8
TabiHMLbl, cofepxameics B myHKTe 5 dopmer Ne 8, KOTOpasi TNPHUMEHSCTCS
o 1 mapra 2027 r.;

CTpOKa 55 TabIHLEL, CoAEpXKaIeHCs B IyHKTe 5 Gopmbl Ne 9, mpumenseTcs
10 31 nexabps 2026 r. BKIIOYHTENLHO,

(opma Ne 10 mpumensercs 10 1 centabps 2031 r., 3a HCKITIOUEHMEM CTPOKH
14 tabmunml, comepxamieiics B mynkre 5 dopmsr Ne 10, KOTOpasi IIPHUMEHACTCS
1o 1 mapra 2028 1.
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3. IlpusEare yTpaTHMBUIMMHM CwIy npHKasel (elepambHOH CIyXOBl 10
BCTEPHHAPHOMY M (PUTOCAaHHTAPHOMY HA30pYy:

or 3 ¢espans 2022 r. Ne 164 «O6 yTepxnennu hopm IIPOBEPOYHKIX JIACTOB
(cmMCKa KOHTPONBHEIX BOIPOCOB), HMPUMEHIEMEIX QenepanbHOi Cciyx60# 1O
BETEPHHAPHOMY M (HTOCAHUTAPHOMY HaJ30py ¥ €€ TepPUTOPHAIBHEIMA OPTraHaMK
IpH  OCYIIECTBICHMH (EAEpatbHOrO TIOCYAapCTBEHHOIO KOHTpONA (HaX3opa)
B clepe 0OpalleHHs JEKapCTBEHHBIX CPEICTB IUIS BETEPHHAPHOIO IIPUMECHEHHD»
(3apeructpupoan Mumiocrom Poccum 18 despams 2022 r., PErHCTPaHOHHBIH
Ne 67379);

or 11 cenrabps 2023 r. Ne 1109 «O BHeceHMH H3MCHEHHII B IIpUKa3
DenepanbHOd  CHyXOBl 0 BETEPHHAPHOMY | ¢urocanuTapHOMY Ham30pY
ot 3 despams 2022 r. Ne 164 «O6 yraepxaeHmn Gopm MPOBEPOYHBIX JIUCTOB (CIMCKa
KOHTPOJIBHBIX ~ BONPOCOB),  OpuMeHseMbiX  QefepamsHolt  cayx6oii 1o
BETEPHHAPHOMY H (PHTOCAHUTAPHOMY HAJ30py M €€ TEPPHTOPHAILHEIMH OpraHamu
IPH OCYIIECTBICHUH (he/IepabHOTO TOCY AaPCTBEHHOTO KOHTPOJIA (sansopa) B chepe
OOpamieHMsl JEKapCTBEHHKIX CPEACTB  JUIs BETCPHHAPHOTO  IPUMEHEHH»
(3aperucTpupoBan MunroctoM Poccua 21 nexabps 2023 r., perucrpalMOHHEBIH
Ne 76516);

oT 11 cenrabps 2024 r. Ne 1175 «O BHECeHMH H3MEHEHHMIl B IIPHKa3
DenepanbHO  CoyKOBI 1[0 BETEPMHAPHOMY U ¢urocanuTaprOoMy Hanzopy
ot 3 despams 2022 r. Ne 164 «O6 yTBepKIcHIM ¢opM npoBepoTHEIX IMCTOB (CIICKa
KOHTPOJIBHBIX BOIIPOCOB), [IPAMEHSIEMEIX DenepansHOR CITyx00#
IO BETCPUHAPHOMY M (HTOCAHHTAPHOMY HAA30Py M €€ TEPPHUTOPHANLHBIMH
OpraHaMi MpH OCYIIECTBJICHHH (eEPATLHOTO TOCYAApPCTBEHHOTO KOHTPOJIA
(1amsopa) Bcdepe obpamenus IeKapCTBEHHBIX CPENCTB Ui BETEPHHAPHOIO
IOPUMCHEHHS» (3apErHCTpHpoBaH MuHiocToM Poccuu 7 Hos0ps 2024 .,
perucrpauroHHbIi Ne 80051).

PyKoBOIHTENE %/’1”/; JankBepT




IIpunoxenue Ne 1

K npukasy OeaepaibHoi
CIyx0BI TI0 BETEPUHAPHOMY
¥ (PUTOCAaHUTAPHOMY HA/I30py
or 1 aBrycra 2025 r. Ne 937

®opma

Mecto mis QR-koxa

ITpoBepouHEIif JUCT
(CIHCOK KOHTPONLHEIX BOIIPOCOB, OTBETH HA KOTOPHIE CBHAETENBCTBYIOT O
COOMNIOICHUY MM HECOOIIOAEHHU KOHTPOIHPYEMEIM THIOM 003aTeIbHEIX
TpeOoBanwuil), mpuMenseMslii DenepansHoii ciyx6oit o BETEPUHAPHOMY H
(puTOCaHUTAPHOMY HA/30PY H €€ TePPUTOPHATHHEIMA OPraHaMK npu
OCYIIECTBIICHUH (eIePATLHOTO rOCy JapCTBEHHOIO KOHTPOIIS (mam3opa) B chepe
OOpaINeHNs TEKAPCTBEHHBIX CPE/ICTB /ISl BETEPHHAPHOTO IPUMEHEHUS B YaCTH
COOMIONEHHA KOHTPOIUPYEMEIM JTUIIOM 00S3aTe IbHBIX TpeboBaHwMii
K TOKIMHHYIECKHM HCCIIEIOBAHUAM JIEKAPCTBEHHBIX CPENCTB

DezepalbHEIi roCy 1apCTBEHHELH KORTPOMS (HAA30p) B chepe obpareHus

JICKaPCTBCHHBIX CPCACTB 1A BCTCPHHAPHOI'O IPHMCHCHUA
(manMenoBanue BHAA (enePANLHOTO TOCY JAPCTBEHHOTO KOHTPOILA (Haj30pa), BRIO9EHHOTO B €MHEI PECCTP BHACE

tenepamsHOro rocyAapcTBERHOrO KOHTPOIL (uag3opa)

(HamMeHOBaHHe KOHTPOMEHOTO (HAI30PHOTO) OpraHa (II0JpasAeeHus Poccem:xo3man30pa/Teppuropaansaoro oprasa

Poccemsxo3nanzopa)
« _» 20 r.
(BEN KOHTPONBHOTO (HAA3OPHOTO) (yUeTHBI! HOMEpP KOHTPOILHOIO (nara 3amonHeHHs NPOBEPOTHOTO
MEPONPHATHA) (Han3IOPHOTO) MEpONPHNTHs) JINCTa)
1. QamMwius, WM H OTYECTBO (IIpH HAJMYMH) TPOXNAHHHA WIH

MHAMBHYaIbHOTO  NPCANPUHMMATENS, €r0 HACHTHOUKALMOHHBIA  HOMEp
HAJIOTOILTATCIBIAKA M OCHOBHOH IOCYAAaPCTBEHHBIH PETHCTPALMOHHBIH HOMEp
MHIMBHYAIbHOTO NPEIPHHAMATENS, apeC PETHCTPAIMH 110 MECTY JKHTE/ILCTBA
(OpebbIBaHMA)  IpakAaHWHA WM HHIVBUAYaJLHOIO  NMpPEATPHHUMATENS,
HAVIMCHOBAaHMC  IOPHAMYECKOTO JIMIA, €r0 HACHTH()HKANMOHHBIA HOMeEp
HAJIOTOIUIATCNBIIMKA M OCHOBHOH TOCYJapCTBEHHEIH pPerHCTpaMOHHKII HOMEp
IOPUIHIECKOr0  JMIQ,  ajpec  IOPUIMYECKOro  JHOa (ero  (hHIHaioB,
IPEJCTABUTENECTB, 060COONEHHEIX CTPYKTYPHBIX HOJIpa3/ICCHUN), ABIAIOIUXCS
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KOHTPOJHPYEMBIMHA JUAMHA (nanee - KOHTPOJIHPyEMOe JUII0):

2. Mecro (MecTa) mpoBeicHHA KOHTPOIBHOTO (HAaJ30PHOTO) MEPOTPHATHS C
3alI0JIHCHHEM ITPOBEPOTHOTO JIUCTA!
3. PexBM3UTHI pEmEHHS KOHTPOIHLHOTO (HAZ30PHOIO) OpPraHa O IPOBENCHHH
KOHTPOJIHOTO (HAI30pPHOT0) MEPONPHATHS, MOAMMCAHHOIO YIIOJIHOMOYECHHEIM
JODKHOCTHBIM JTMIIOM KOHTPOJILHOTO (map3opHOro) oprasa:

4.  JlomxHoCTh, (haMWIHA M HMHHIHAIGL IOJDKHOCTHOTO JIMIA KOHTPOIBHOTO
(Ha30pHOrO) Oprana, B JOIDKHOCTHEIE O0S3aHHOCTH KOTOPOTO B COOTBETCTBHHM C
HOJIOXKECHUEM O BHIE KOHTPOJIA, JODKHOCTHBIM PErJIaMeHTOM MM JOJDKHOCTHORM
HHCTPYKIMEH BXOAHMT OCYIIECTBJICHHME NOIHOMOYHI II0 BHIAY KOHTPOJSA, B TOM
YMCIC TPOBEACHHUC KOHTPOIBHBIX (HAJ30PHBIX) MEPONPHUSITHIH, HPOBOAIIETO
KOHTPOJILHOE (HA/I30PHOE) MEPOIPHATHE H 3aIIONHSIONIETO IIPOBEPOYHbIH JIHCT:

5. CHHCOK KOHTPOIBHBIX BOIPOCOB, OTPAXAIOMUX COAEPIKAHUE 00A3aTEIBHBIX
TpeOOBaHMH, OTBETHI Ha KOTOPHIE CBHIETENLCTBYIOT O COOMIONCHHHM WM
HECOOII0IEHHH KOHTPOJIHUPYEMBIM JIMLIOM 06s3aTeIbHBIX TPEGOBAHHIL:

OTBeTHI Ha BONIPOCHI, OTPAXKAIOIIHE
cosiepkaHHe 0653aTeNbHBIX

PexBu3uTH TpeboBanmit
HOPMATHBHBIX
«puMeya-
IIPaBOBEIX aKTOB € ey
a3aHueM )
Konrponsarie Bonmpocst, e (obs13a
CTPYKTYpPHBIX TEJIBHO AJIA
No o/ OTPAKAIOIIUE CORCPIKAHUE
S 00s13aTENBHEIX TPeOGOBaHMIA CIUMHHL, 3aroi-
«HENpH- | HEHHA B
KOTOphIMH “aa» | «ae» | npo» i
YCTaHOBIICHEI HHM JIyd
3amnon-
obs3aTeNnsHLe
6 HEHHSA
eboBaHUA
R rpadur
«HeTpHu-
MEHHMOY)
1. 2. 3. 4, 5. 6. 7.

[IposoauTes 1 koHTpOIMpYembM | YacTs 1 craThn
JTHIIOM JOKIHHMYECKOE 12
HCCIICIOBAHKE  JIEKapCTBEHHOro | (DenepansHoro
CPEACTBA [UId BETCPHHAPHOTO|  3aKOHA OT
OpUMEHEHUA (masee - 12 anpens

1. JIEKapCTBEHHOE CPEJCTBO) IIyTEM 2010r.
OPUMCHCHUS HAy4yHbIX MeTozioB| Ne 61-03 «O6
ONEHOK B [ENIX IOIydeHWwI| oOpameHnuu
JIOKa3aTeIbCTB 0e30IacHOCTH, | JIEKAPCTBEHHbIX
KauecTBa M 3ddexkTHBHOCTH CPEenCTB»
JIEKapCTBCHHOTO CPENICTBA, B TOM (manee —




YHCIC OIIPpEACICHUA CpOKa €ro
BBEIBCACHHA u3 Oopramnima
JXKHBOTHOT'O, B LICJIAX obecrieueHns

DeneparbHBIH
3aKkoH Ne 61-@3)

Oe3omacHOCTH IPOIYKIHA
KMBOTHOT'O TIPOHCXOXKAEHUA
nocle IIPUMEHEHUA
COOTBETCTBYIOIIETO
JICKapCTBCHHOIO IIpemapara it
BETEPUHAPHOTO PUMEHEHHA
(mamee - JIEKapCTBEHHBIIH
openapart)?
Hwmerot b1 OpraHu3anuy,
OPUBICKAEMBIE  pa3paboTYMKOM
JIEKapCTBEHHOTO cpencTBa
(npenapara) Ui BeTEpMHAPHOrO
2. OpUMEHEHUSA (manee -
pa3paboTuMK), IS OpraHu3aldH
H MNpOBEACHHA IOKIIMHHYECKOTO | YacTp 4 cTATHH
HCCIIEC/IOBAHUA  JICKAPCTBCHHOI'O 12
npernapara: (I)ellepa_m,ﬂoro
3aKOHa
21 HEo6X0auMYTO MaTepHalbHO- Ne 61-03
TEXHAYECKYIO 6a3y?
KB QHIIUPOBAHHBIX
9o |CHENHMATHCTOB B
" |cooTBeTCTBYIOMEH obnactn
HCCIIEJOBAHAA?
ITpoBOAMTCS T KOHTPOIUPYEMEIM YacTs 3 cTathn
3 JUNOM JOKITMHUYIECKOE 12
HCCIIEIOBAHKE TI0 YTB
paspatormmon many ¢ | PACPATBHORD
3aKOHa
3| |BSMCHHEM  IPOTOKOIOB  3THX Ne 61-@3,
" |mccnenoBanmii? nyHKr 1 Ipaswr
IPOBEJCHHS
JOKJIUHH-
4eCKOro
HCCIICAOBAHUS
JIEKapCTBEHHOTO
CPEACTBA 1A
BETCPUHAPHOTO
COCTaBIICHUEM OTYETOB, B| mnpumeHeHwus,
3.2, |KOTOPEIX COAEPXKATCA PE3YIBTATHI| KIMHIMIECKOIO
TaKuX HCCIEI0oBaHMiA? HCCIICIOBAHUA
JIEKapCTBEHHOT'O
mpenapata Jjist
BETEPHHAPHOTO
[IPUMCHEHHUA,
HCCIenoBaHNA

OMODKBHBA-




4
JIEHTHOCTH
JICKapCTBEHHOTO
mperapaTta Jjis
BETEPHHAPHOI'O
NPUMEHEHH,
YTBEPKACHHBIX
MPHKAa30M
Muncensxo3a
Poccuu ot
14 mapra 2025
r. Ne 1531
(nanee —
IIpaBuna
UCCIICIOBAHUS)
O3HaKkOMIICHHI JIH pa3paboTIMKOM
Jna, OTBETCTBEHHEIE 3a
[IPOBE/ICHHUE JOKJIMHUIECKOTO
HCCIIEIOBaHUA, a TaKKe JHIA,
OTBETCTBEHHBIC 3a
OCYIIECTBIICHHE  HCCIEJOBaHUIA, Ilynkr 3
IIPOBOJUMBIX B paMKax ITpaBun
JMOKIMHUYECKOTO UCCIIEOBAHHUA, C| HCCIIECIOBAHUA
pe3ynbTaTaMu paHee
OpPOBENEHHBIX HCCIENOBaHWHN B
9acTH HCCIIEYEMOT0
JIEKapCTBEHHOTO cpencTBa
(mpemapara)?

CocraBisrores it pa3paboTIHKOM
OTYETHI 0 pesyabTaTax
JOKITMHUYIECKOT'O MCCIICAOBAaHMS C
YIETOM 3aKTIOYCHHH CTOPOHHHX
OpraHu3auuH, ITPHHHAMABIINX
yJacTHeé B  OpraHM3allil H
MIPOBEJCHUM 3THX HCCIIECIOBAHMI
(B cnygae mnpuBIeYeHMS TaKHX
opraHu3anmif)?

Yacts 7 cTaThu
12
PeneparsHOTO
3aKOHAa
Ne 61-@3,
nyHKT 4 [IpaBun
HUCCIeOOBaHNA

YawThIBaloTCs hi1%4
KOHTPOJIHPYEMBIM JHUIOM
JMOKYMEHTEI, OGOpPMIICHHBIC TIpH
[IPOBEICHUH JOKITMHHYECKOTO
HCCIICJIOBAHUSA B COOTBETCTBHM C

AG3a1 nepBbIi

nynxravn 31, 41, 42, 46, 51~ 55, "YEKT2 S

85, 93, 94, 98, 103, 104, 107 - 109 P
HCCIICAOBAHUS

ITpaBun HCCIICAOBaHHUA, B

SNIEKTPOHHOM M (W) OyMaKHOM

BHJIE OpraHM3alHeiH, X

odopmmuBIIEi, B XypHaJIe

! 3aperucrpuposan Muroctom Poccuu 30 anpens 2025 r., peractpaumonHEni Ne 82039. B cOOTBETCTBHH C yHKTOM 4 TpAKa3a
Muncemsxo3a Poccan or 30 anpemns 2025 r. Ne 153 gaussif akr JescTayer 1o 1 cenTabpa 2031 .




(xypHanax) ygera?

Yka3keBaroTcs m
KOHTPOJIMPYEMEIM  JIMIIOM B
XypHaje  (XKypHalnax)  ydera
HaMMCHOBaHHUE, JlaTa, HOMEpP
JNOKyMEHTa (IIpH HaIM9HH), a
Taloke GaMmiImsa, WM, OTYECTBO
(ipu HAJIMYHH) JMIa,
OCYIIECTBMBIIETO  3allUCh B

XKypHaze (XKypHarax) ydera?

A63an Bropoit
IyHKTa 5
[IpaBun

HCCIIEIOBaHHS

XpaHATCA IId KOHTPOIHPYEMBIM
JIMIIOM JTOKYMEHTEI,
obopMIICHHBIE TIpH IIPOBEJCHHU
JOKIIMHAYECKOTO HCCIICAOBaHMS,
WIM HX KONMH Yy pa3paboTymka
1160 B TedeHHUE 3 JIET y CTOPOHHUX
opramsauuii (B ciloydae MX
OPHUBJICICHHA) NPH ODOPMIICHAM
MMM TaKMX JOKYMEHTOB?

A63ar TpeTwHii
IyHKTa 5
[TpaBun

HCCIC/IOBaHUSA

O3HaKOMIICHH JIM PYKOBOJMTEIEM
OpTaHM3aIIHH, TIPOBOAAILEH
HCCIIeJOBaHME, ML,
OTBETCTBCHHBIC 3a IPOBEIACHHE
JOKIMHAYIECKOTO HCCIEAOBaHus,
THIa, OTBETCTBECHHEIC 3a
MpOBEICHUE HCCIIEIOBaHHiA,
IIPOBOJUMBIX B pamkax
JOKIMHAYECKOTO HCCIIEHOBAHMS,
M M@, YYacTBYOOIME B
[IpOBEIECHUM JOKIIMHHYECKOT'O
HCCICAOBAHUA, TOJ POCHHCH CO
CIEAYIOMMUMHA JOKyMEHTaMH:

9.1.

ILUTAHOM JOKJIIMHHUYECKOT'O
HCCIIeToBaHuA?

9.2.

IOJTHOMOYHAMH IIPH NPOBEAECHHH
JOKJIIMHAYECKOTO UCCICAOBAHUA?

9.3.

00A3aHHOCTAMY IPH IPOBEACHUH
JOKIIMHHYECKOT'O UCCACNOBAHUA?

94.

¢ HHpopManuel 06 HccaexyeMoM
JICKapCTBEHHOM CpeZACTBE?

9.5.

HHpopMaiel O  BO3MOXKHBIX
OIIACHOCTSAX, BO3HHUKAIOMMX IIPH
pabore c JIEKapPCTBEHHBIM
cpeacTBom?

Ilynxr 8
IlpaBun
HCCIICIOBAaHHS




10.

He pomyckaroTcs I JIHIaMH,
OTBETCTBCHHBIMH 32 INPOBEACHUE
JOKIIMHUYECKOTO  HCCIENOBaHUS
KOHTPOJIMPYEMOTO JTHIIA:

10.1.

OTKJIOHCHHUA oT IU1aHa
JOKIMHAYECKOTO UCCIIEIOBaHMA?

10.2.

BHECEHHE B IUTaH JOKIHHHIECKOTO
HUCCIICIOBAHUA HW3MEHCHHH 6e3
YTBEPXKICHHA pa3paboTUHKOM, 3a
HCKITIOYECHHEM CIIydacB,
HEOOXOAUMEIX [UIs YCTpaHEHHS
YIPO3BI )KU3HH U 310POBBIO JIFOJIEH
H  HeoOOCHOBaHHOM  rubemu
)HMBOTHEIX, WCIOJB3YEMBIX IIPH
IIPOBEACHUH JOKITMHHYECKOTO
HCCIIC/IOBAHHUS (manee -
JKCIIEpUMEHTAILHBIE JKHBOTHHIE)?

A63an BTOpOI
IIyHKTa 9
ITpasun

UccleqoOBaHuA

11.

ObecnieunBaercs M JMOAMH,
OTBETCTBEHHBIMM 32 IPOBEIECHHUE
JOKIMHAYECKOTO  HMCCIICIOBAHHA
KOHTPOJIAPYEMOTO Jma, c6op
MOJTyY€HHBIX pe3ynbTaToB?

A63ar TpetHit
IyHKTa 9
[IpaBun

HCCIICIOBAHMS

12.

JluiaMy, OTBETCTBEHHBIMH 3@
IIPOBEACHUE JOKIMHAYECKOTO
HCCIIC/IOBaHUSA KOHTPOIHMPYEMOIO
TMna;

12.1.

obecriegnBaeTcs JH  PUKCAIMS
BCEX OTKIOHEHMH OT IUIaHA
JOKIIMHHYECKOT'O HCCIIEIOBaHNA?

12.2.

OoOPMIISIOTCSA T OTKIOHEHHA OT
IUIaHa JOKIMHHYIECKOTO
HCCIIE/IOBaHUA B BUJIE
IPUIOXKEHHI K  OT4eTy 00
HCCIIeJOBaHUH, COZIEpIKAIIETO
OPHYMHEl TaKWX OTKIOHCHMH H
ONEHKY BIMAHUA BHECEHHBIX
U3MCHCHHH HA  IOJy4EHHEBIC
pe3ynbTarhi?

Ab3an
9EeTBEPTHIN
MyHKTa 9
[Tpaemun
HCCIICIOBaHUA

13.

IlppauMaroTcs M JHnamm,
OTBETCTBCHHBIMH 32 NPOBEACHHC
IOKIIMHUYECKOTO  HCCIIEIOBaHMA
KOHTPOJIMPYEMOTO JIMIIa, MEPHI I10
YCTpaHEHMIO BRISBJIEHHBIX
OTKJIOHCHHH, 338 HCKIIOYECHHEM
CIy4aeB, HEOOXOMMMEIX UL
YCIpaHEHHs YIrpo3bl XW3HH H

A03ar naTeiit
IyHKTa 9
[TpaBun
HCCIIC/IOBaHHSA




3/I0pPOBBIO Tronen H
He0OOCHOBaHHOM rudenu
3KCIEPUMEHTAIBHBIX KHBOTHEIX?

14.

ObGecrieunBaeTcss /M  JHIAMH,
OTBETCTBCHHBIMHM 33 IPOBEJCHHE
JOKIIMHUIECKOTO  HCCIEJOBaHUS
KOHTPOJIMPYEMOTO JTHI[A, AHAIN3
HOJTy9aeMBIX Pe3yIbTaTOB,
TIOATOTOBKA OTYETA O PE3yNbTaTax
JNOKIIMHUYECKOTO UCCIIEAOBaHHUS, a
TaKoKe KOHQUICHIUAILHOCTD
AHGQOPMALIMM O  [OIYYEHHEIX
pe3ynbrarax?

AG3ar1 mecToi
IyHKTa 9
IMpasun
HCCIIEN0BaHUA

15.

O6ecneunBaercs B0
PYKOBOIHUTEIEM OpraHM3aIyH,
IPOBOASALICH HUCCIICIOBAHHE,
BHINIOJTHEHHE TpeboBaHmiA,
YCTaHOBJICHHBIX TLIAHOM
JMOK/IMHUYECKOTO MCCIIeIOBaHuS,
O0BEKTHBHOCTE M HE3aBHCHMOCTH
OPOBEACHUA HCCIENOBaHHSA, a
TaKxXKe JOCTOBEPHOCTH
[IOY9aEeMBIX PE3YNBTATOBR?

IIynkT 10
ITpaBun
KCCIIEIOBaHHASA

16.

IIpoBoasATCS I KOHTPOIHAPYEMBIM
JIMIIOM JOKIMHAYCCKUE
HCCHENIOBAHAS B IIOMEIIEHHMIX,
KOHCTPYKTHBHEIMH
0COOEHHOCTAME KOTODBIX
obecrieanBaOTCs yCIIOBHS,
HEOOXOMUMEBIE IS MPOBENCHUA
JMOKITMHMYIECKOTO  MCCIIEJOBaHMS,
B TOM YHCIIE:

16.1.

H30JIHPOBAHHOE coziepxKaHue
3KCHEPUMEHTATBHBIX JKHBOTHBIX,
BHOBb HOCTYNHBIINX B
OpraHH3aLHIo, MPOBOAAIILYIO
NOK/IIMHAYECKOE  HCCIIEJ0BaHME,
SKCHEPUMEHTANBHBIX KHBOTHBIX,
OONBHBIX  3KCIIEPMMEHTATLHBIX
XHBOTHBIX H SKCIIEPHMEHTANBHEIX
XHMBOTHBIX, IIOZ03PEBAEMBIX B
3abomeBanuu?

16.2.

H30)JIHPOBaHHOE XPaHEHHE KOPMOB
oT MecT COIEPIKAHUS
3KCTIEPUMEHTANBHBIX KMBOTHBIX?

16.3.

H30IMPOBaHHOE XpaHEeHHe
060pyNOBaHHS ¥ WHBEHTaps JUIA

ITynkr 11
ITpaBun
HCCIIEIOBaHUA




yxoaa 3a 3JKCHCpHMCHTAJIbHBIMH
XHUBOTHBIMY OT MECT COZICpKaHUA
IKCIICPpUMEHTAIILHBIX >KUBOTHBIX?

164.

H30IIUPOBAHHOE XpaHeHHe
00pasoB HCCIIENYEMBIX
JIEKapCTBEHHBIX CPEICTB, B TOM
9HCJIC apDXHBHBIX OOPa3IoB TaKux
JIEKapCTBEHHBIX CPEACTB?

16.5.

U30IMPOBaHHOE XpaHeHHe
pPCaKTHBOB, pCareHTOB, TECT-
CHUCTEM U CTaHJApPTHHIX BEIIECTB?

16.6.

H30JIAPOBAHHOE XpaHeHUe
OONyYaeMBIX TIIPH IIPOBEJIEHHH
HCCIENOBAHMSL OTXOJOB JO HX
YTUIH3AlUH WM YHHITOXEHHA?

16.7.

H30JIMPOBaHHOE XpaHeHHe
JOKYMEHTOB?

16.8.

BO3MOXHOCTB IIPpOBCACHHAA
BCKPBITHA IMaBIIMX
SKCIICPUMCHTAIIbHBIX JKMBOTHBIX ?

16.9.

IPOBEACHUE MOMKH HHBEHTapA
i yxona 3a
9KCIIEPUMEHTAIbHBIMH
KHBOTHEIMH?

16.10.

IpOBeICHHE ne3uHpexIn
MHBCHTaps g  yxoma 3a
3KCHEPUMEHTAIHHEIMH
XHUBOTHBIMH?

16.11.

IIPOBEICHUE NOATOTOBKH KOPMOB?

16.12.

YJAJICHHE OTXOZIOB, IOJYJaeMBIX
IIpH IPOBEICHUH JOKIIMHHYECKOT'O
HCcIeqOBaHus?

17.

Hcxmodgena M y
KOHTPOIIUPYEMOrO JMna
BO3MOXKHOCTH

HECAHKIIMOHMPOBAaHHOT'O J0CTyMa
JIUIT, He OCYIIECTBIIIONHX
[IPOBEACHHE JOKIIMHHYECKOro
HCCIICNOBAHWA, B TIOMEHICHMS,
IpeaHa3HAYECHHEIE JUIS
IPOBEAeHHMSA TaKoro
HCCIIENOBAHMA?

ITynxr 12
IIpaBun
HCClEeI0BaHUsA

18.

Ionseprarores m y

IMynkr 13




KOHTPOIIUPYEMOT0 JIHIa
IOMCIIECHNSA, IPEIHA3HAYCHHEIE
IS IPOBEACHHUA JOKIHHHIECKOTO
HCCIIC/IOBAaHUA, B COOTBETCTBHH C
rpaduKoM, YCTaHOBJICHHBIM
PYKOBOAHTEIEM OpraHM3allHH,
OpoBoOAAmEH JOKIIMHHYECKOE
HCCJIEJIOBAHHUE, BIOKHONH yOOpKe ¢
HCIIOIb30BaHHEM
JE3HHPUIUPYIOIHX CPEICTB,
obecrieunBalomeil  6e30MacHOCTh
paboTel B HMX, HO He
OKa3sIBaIoOmei BITMSHHA Ha
JIOCTOBEPHOCTD pe3yJIBTaToB
JOKJIIMHAYECKOTO HCCIIENOBaHUA?

ITpaBun
HCCIICOBAHUSA

19.

IlpuMensioTes b y
KOHTPOIIMPYEMOTO  JMIA  TIPH
[IPOBEICHUH JOKIIHHHYIECKOr o
HCCIIC/IOBAHUS CpEICTBa
U3MEPEHHH, KOTOphIE MpPONUIH
IIOBEPKY B COOTBETCTBHHM C
Tpe6OBaHHAMH DenepanbHOro
3akOHa oOT 26 wrions 2008 r.
Ne 102-03 «O6 obecreueHnn
CIMHCTBA H3MEPCHUID)?

ITynxr 14 |
[Tpapun
HCCJIC/IOBaHUSA

20.

OKCITyaTHpYIOTCS m y
KOHTPOIHPYEMOTO JINAa CPEACTBa
H3MEPEHM H  HCOBITATEILHOE
obopynoBanue (manee -
06opy/iOBaHHME), HCIONL3yEMEIC
IIPY NPOBEACHUHN JOKITHHAIECKOTO
HCCIICIOBaHUA, B COOTBETCTBHH C
JOKyMEHTAIHeH Ha Takoe
obopynosanme?

ITynkr 15
IIpaBun
HCCIICJOBaHUA

21.

O6cnyxuBarorcs b1t y
KOHTPOIHPYEMOTO JIHNA CPEACTBA
U3MEpeHMH U o0opyaoBaHHe,
HCIIONB3YEMbIE TIPU IIPOBEICHUH
JOKIIMHWYIECKOTO  MCCIIEIOBAHUS,
B COOTBETCTBHH C JOKyMEHTAIMEH
Ha Taxoe o0opyaoBanue?

ITynkr 15
IIpaBun
HCCIIC/IOBaHUS

22

JIOCTYIIHEL 1M 3KCILTYaTHPYIOMUM
obopyzaoBanue WIH

obecneunBarOmuUM €ro
obciyxuBanue paboTHHKaM
OpraHM3aliiH, IIPOBOAAIICH
HCCIIe/IOBAHUS, CIEAYIOIIHe
CBCJICHHSA:

IIynkr 16
ITpaBun
HUCCNEAOBaHUSA
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22.1.

HauMeHOBaHHEe  00opyZoBaHMs,
€ro POU3BOTUTENA?

22.2.

MOJIEIb 000pYIOBaHHSA, CEPHMHBIN
(3aBoxckoii) HOMep (rpu
HAJIM9MM), Jara IONydeHHd |
[OCTaHOBKH Ha y4JeT, jaTa 3aIycka
B OJKCILTyaTal¥io, WHBCHTAPHbII
HOMEp?

223.

MECTO pacmonoKeHus
obopynoBanus?

224.

MECTO XPaHEHHS [JOKYMEHTALMH
Ha o6opyroBanue?

22.5.

davmua, wums, ordectBo (mpH
HAJIMYHUH), JOIDKHOCTH pabOTHHKA,
OTBETCTBEHHOTI'O 3a
HCNoNb30BaAue 060pymoBaHmsa?

22.6.

damunus, HMA, OTYECTBO (IpH
HAJIM9UH) paboTHHKa,
OTBETCTBEHHOTO 3a TEXHHYECKOE
obcimyxuBanue 060pynoBaHHs?

22.7.

0 IUIaHOBOM  OOCIIy>XHBaHUH
o0OpyIOBaHHS H pe3yabTaTax
OPOBEICHUA NPOPUIAKTHIECCKUX
OCMOTPOB C yKa3aHHEM IaThl U
HOIUCH COTpPY/JHHKA,
OTBETCTBEHHOTO 33 TEXHHYECKOE
obcimyxuBaHne 060py10BaHMs?

22.8.

O TMOBPEXKJCHMAX, OTKa3ax B
pabore, peMOHTe 00OpYAOBaHHS C
YKa3saHHEM JaThl H TOAIMCH
COTpyIHHKA, OTBETCTBEHHOIO 32
TEXHUIECKOE obcmyXUBaHHE
obopynoBanusa?

23.

Hcnonssyemeie y
KOHTPOJIMPYEMOIO  JIMI[a  IIpH
IIPOBEICHUH JTOKIHHHYECKOrO
HCCICNIOBAHMA  PEAKTHBEI  H
peareHTHl, CTaHJapTHEIE BELIECTBA
4 TECT-CHCTEMBI:

23.1.

COOTBETCTBYIOT 1M TpeOOBaHMIM,
yKa3aHHBIM B IJ1aHe
JOKIMHHIECKOT'O UCCHCHOBAHMA?

23.2.

IPUMEHAIOTCA JIH N0 HCTEYECHHS
CPOKa rofHOCTH?

ITynkr 17
IpaBun
UcCIeNoBaHUA
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23.3.

AMEIOT b1
TIO3BOJISFOILY O
HACHTHOUIHPOBATH?

MapKHpPOBKY,
uX

24.

XpaHATCs IX y KOHTPOIHUPYEMOI'O
JMIA PCAKTUBHI, PEareHTHI, TECT-
CHCTEMBI U CTaHAapTHEIE
BEIIIECTBA B YCIIOBHSIX,
YCTaHOBIICHHBIX IIPOM3BOAUTEIIEM,
obecriegnBaroImux HX
CTaOHILHOCTD B npouecce
XpaHCHMWs, a TAKKE B YIIAKOBKE,
obecreduBaOmeif  3amMTy  OT
3arpsA3HCHUS WIA MOPIH?

AOG3ar epBeIit
myHkTa 18
ITpaBun
HCCIIeIOBaHUA

25.

XpaHATCS M Y KOHTPOJTUPYEMOTO
JULIa PEaKTUBH, peareHThl, TECT-
CHCTEMBI " CTaHJ]apTHEIC
BEIIECTBA B OTHEIBHOM 30HE
IOMEINEHHs, TPEIHA3HAYEHHOIO
JUI IPOBEACHUA JOKIMHHIECKOIO
HCCIICZIOBAHUA, C OTPAaHMYCHHBIM

JocTymnoM?

A63an1 BTOpOit
IyHKTa 18
ITpaBun
HCCIEe0BaHUA

26.

Peructpupyrorcs m
CHCTEMATHUECKH B COOTBETCTBHM
C TpeOOBaHHAMH OpraHH3ALUM,
IPOBOJATIEH JOKJIHHHYECKOE
ACCIIe/IOBAHUE, napaMeTphl
OKpYKaromein Cpelbl  30HBI
OOMEIICHNUS, TpeaHa3HaAYEHHOIO
JUIS XpaHCHHS PEaKTHROB,
peareHToB, TECT-CHCTEM u
CTaHJApPTHEIX BEIECTB?

A63ar1 BTOpO#
myHKTa 18
ITpaBun
HCCIeNOBaHAA

27.

VUHTBIBAIOTCA b1’ y
KOHTPOJIMPYEMOro  JMa  Ha
OyMakHOM HocuTene H (WIH) B
SNIEKTPOHHOM BHZE IIPOLEAYPEI,
CBS3aHHBIE C  yXOIOM  3a
IKCIICpUMEHTAIEHBIMH
JKMBOTHBIMH (B TOM  4HCIE
KODMJICHMEM, IIOCHHEM, CMEHOM
HOOACTHIKH,  IepecaKHBaHHEM,
MEITBEM KJICTOK, y6opkoit
IIOMEILECHHIH, B KOTOPBIX
COZIEPKATCSA KUBOTHEIC)?

ITynkT 19
IIpaBun
HCCIIC/IOBaHUS

28.

Bnosb IIOCTYIIABIIUE B
OpraHH3aLHIo, MIPOBOASLIYIO
JIOKIIMHAYECKOE  HCCIIC/IOBaHHE,
9KCIEPUMEHTAILHBIE  JKUBOTHBIE

ITynkr 20
Ipasun
HCCIENOBaHUA
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IIA ONEHKH MX  COCTOSHHA
3M0POBb Yy KOHTPOJIHPYEMOIO
Ma cofiepxaTcs b)ici

H30JIAPOBAHHO oT JpyTHX
3KCIICpUMEHTAIBHBIX KMBOTHEIX ?

29.

Odopmnens: I y
KOHTPOJIMPYEMOrO  JMIa  Ha
3KCIIEPUMEHTATBHBIX JKHBOTHBIX,
OOCTYIMBIIMX B OpPraHH3AINIo,
NPOBOJAMYI0O  JOKIMHHYECKOE
HCCIIEIOBAaHAC,  BETEPHUHAPHEIC
CONPOBOIHUTENBHEIE TOKYMEHTHIZ?

ITyskr 21
IpaBun
HCCeOBaHUA

30.

H3omupoBaHsl m y
KOHTPOJIMPYEMOTO JTUI[a GOJIbHEIE
3KCIEPYMEHTABHEIE XHBOTHBIE U
JKCIIEPUMCHTAIBHBIE JKHBOTHEIE,
SBISIONIHECH HCTOYHUKOM
BO30ymuTeNns 3apasHoii Goye3HH
XHMBOTHHIX", oT MHBIX
JKCIIEPUMEHTATLHBIX JKHBOTHEIX?

Iynkr 22
IIpaBun
HCCIENO0BaHUA

31.

W nesTuduppoBansl b117¢ y
KOHTPOIUPYEMOrO JHIa
SKCIEPUMEHTAIILHBIE  JXHUBOTHBIC
pili b obecnieueHus
HHIUBUIYAIBHOrO HaOMOICHUS B
mpornecce MPOBEJEHUA
JOKIIMHAYECKOTO  HCCJICHOBAHUSA
IOCPEACTBOM yKa3aHus
MH(OPMAINH O TAKOM XUBOTHOM,
B TOM YHCJIE €T0 BUme?

ITyskr 23
IIpaBun
HCCIEIOBaHUA

32.

Conepxarcs bt y
KOHTPOJIUPYEMOTO I
9KCIEPUMEHTAJIEHEIE  JKUBOTHEIE,
HCIIONB3yeMbIE MNP IIPOBECHHM
JAOKIIMHMYECKOTO  HCCIIEJOBAHMS
OJTHOTO JIEKapPCTBEHHOTO
CPEACTBA,  H3OIMPOBAaHHO  OT
SKCIICPUMCHTAIBHBIX J>KWBOTHBIX,
HCIOJB3yEMbIX IIPH IPOBEACHHM
NOKIMHWIECKOTO  HCCIIEOBAHMSA
HHOTO JICKAPCTBEHHOT'O CPE/ICTRA?

ITynkr 24
ITpaBun
HCCIEIOBaHUA

33.

Conepxarcs m y
KOHTPOIHMPYEMOTO IHna
pa3nuyHEIe BHJIEI
9KCIIEPUMEHTAIBHBIX  JKHBOTHBIX

ITynkT 25
ITpaBun
HCCIIE/IOBaHUA

% Crarsa 4.5 3axona Poccrifckoi Depepamum ot 14 Mas 1993 r. Ne 4979-1 «O BeTepuBapHm».
3 Crares 2.2 3akona Poccmitckoit Denepamuu or 14 mas 1993 r. Ne 4979-1 «O BereprrapHm».




HM30JJMPOBAaHHO B  OTHENBHBIX
KJICTKAX, BOIbEPax, KOHTEHHepax?

Conepxarcst b1 .
Acp y AG63a1 nepBslii
KOHTPOJIUPYEMOro biiii¢]
ITyHKTa 26
34. |3KCIICpUMEHTAIBHBIE >KHBOTHHIC -
ONHOIO BHAA B OAMHAKOBEIX P
HCCIIEOBAHUA
ycIoBusax?
Umeror ym y KonTpomupyemoro| A63ar mepsriit
35 nMna SKCIIEpHMEHTANIbHBIE |  ITyHKTa 26
" |XHMBOTHBIE CBOGOIHEIA JOCTYyH K ITpaBun
KopMaM u Boje? HCCIeNOBaHUA
BbesonacHur b7} y| A63an Bropoit
36 KOHTPOIIUPYEMOI'0 JHIla KOpMa H| IyHKTa 26
" |Boma JUIS 3JI0POBBA ITpasun
9KCIEPUMEHTAIBHBIX KUBOTHEIX? | HCCIENOBaHHA
O6ecnegnBaoT T y
KOHTPOJIMPYEMOT0 JIMIIAa KOpMa U .
Py 1a xop A63an BTOpOit
BOZAA noTpebHOCTH
ITyHKTa 26
37. |3KCHEPHMEHTAIBHBIX )XHBOTHEIX B S
[IUTAaTE/IbHBIX BEIIECTBAX H HeE P
UCCIIC/IOBAHUA
BIMAIOT JIA OHM Ha PE3yJBTATHI
JOKIIMHAYECKOTO UCCIEAOBAHUA?
Cobmonaercs b1’ y
KOHTPOJIAPYEMOTO JIMIIa 3aIIPeT Ha
IOJTy9YEeHHE IKCTIEPUMEHTAITBHBIMA
JKMBOTHRIMH B TEYCHHE HE MEHEE
geM 30 cyrok (nTHmAMH ¥
BI3yHAMH — B Teqel(me 15 cyrok) Hysir 27
38. |TPRBY T IIpaBun
0O Havala HCCIeJOBaHMM H B
. | HccnemoBaHHs
Oepuoj HCCHE/IOBaHUI ‘
JIEKapCTBEHHBIX IIperapaToB, 3a
ACKIIOYECHHUEM TIPEAYCMOTPEHHBIX
IUIaHOM JOKIIMHUYECKOTO
HCCJICIOBAHUA?
IIpu mpoBeneHNM TOKIMHAIECKUX
HCCIIeIOBaHMA Ha
9KCHOCPHUMEHTAIBHEIX  KHBOTHEIX
PYKOBOICTBYIOTCS m
KOHTPOJIUPYEMEIE mna
IPUHIMIIAMH, ITynxr 28
39. |mpexycMoOTpeHHBIMM B myHKTE 19 ITpaBun
npuioxeHus Ne 14 x IlpaBmnaM| HcciemoBaHHA

PperyJIupoBaHUs obpamieHus
BETEPUHAPHBIX  JIEKAPCTBEHHBIX
CpencCTB Ha TaMOXXCHHOM
TEPPUTOPHH EBpaswuiickoro
3KOHOMHYECKOI'0 COI03a,
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YTBEpXKIECHHBIM pemennemM
Cogera EBpaswuiickoit
SKOHOMHYECKOM KOMMCCHM oT 21
suBaps 2022 1. Ne 147

40.

ITpoBoauTcs ™ y
KOHTPOIMPYEMOro Juua otbop
pob OHoIorMIecKux
MaTepHaIoB:

40.1.

B COOTBECTCTBHH Cc IIaHOM
JOKJIMHUYECKOTO UCCICAOBAHHA?

40.2.

B HMHIMBHAyalbHBIE OPOOHPKH
(makonst, KOHTEHHEPHI),
KOTOpBIE MapKHpYIOTCS c
yKa3aHHEeM JaHHBIX
SKCIIEPUMEHTAIBHOTO KHBOTHOI'O
(Tpynnel  XMBOTHEIX), BpPEMEHM
orOopa mpoOe OHOIOrMYECKOro
Marepuala Y HAMMEHOBAHHUA
HCCIEIyeMOr0  JIEKApCTBEHHOIO
CpeAcTBa WIH COIJIACHO
CTaHJAapTHOH ONEpanHOHHOK
OpoLeaype THIOM, MPOBOISAIIHM
NOKIIMHAIECKOE MCCIIEIOBAHHE?

IMynxkr 29
ITpaBun
HCCJIC/IOBAHUS

41.

Ipo6sr OHOIOTHYIECKOTOo
Marepuana y KOHTPOIHUPYEMOIO
nMIa:

41.1.

HCCIEIYIOTCA JIM Ha TIOKa3aTeld,
OpEeXyCMOTPEHHEIE ILUIAHOM
AOKIMHWIECKOTO UCCIIENOBAHMsA?

41.2.

XpaHATCS T (B TOM 4HCIE B
3aMOPOXCHHOM BHJE) J0 HX
HCCIEOBAaHUA B COOTBETCTBHH C
IUTAHOM JOKIIMHUYIECKOTO
HUCCIIEJOBaHHA?

ITynkt 30
ITpaBun
HCCIIC/IOBAHUA

42.

CocraBiseTcs M IOANMMCHIBAETCH
bii71 COTPYIHHKOM

KOHTPOIUPYEMOTO mmna ,
OpoBOAMBIIMM  oTOOp  mpo6

OHOIOrHIeCKOro MarepHana,
CONPOBOAMTENFHOE IMHCHMO K

A63ar nepBsIii
myHkTa 31
IIpaBun
HCCIIeIOBaHUA

* Pewenne Cosera Erpasmiickoii sSkoHOMUdecKol koMuccHr oT 21 suBaps 2022 r. Ne 1 «O Ilpasmiax perymupopanns opainenns
BETCPUHAPHEIX JNEKAPCTBCHHRIX CPEACTB Ha TAMOXEHHOH EBpasHiiCKoro 3KOHOMHYECKOTO COH03a» BCTYINHIO B CHIY IS
Poccuiickoii ®enepamym 13 Mapra 2024 r. SBnsiercs o6a3aTensHbM A8 Poccriickoit ®enepaipn B COOTBETCTBAH ¢ JJoroBopoM
o EBpasmiickoM 3xoHOMITIECKOM CO03€ OT 29 Mast 2014 T., paTHORAIAPOBAHHEIM ®enepanbHEIM 3aKOHOM OT 3 okTabpa 2014 r.
Ne279-®3 «O parudmxanwn Jlorosopa o EBpasuiickoM 3KOHOMHYECKOM COI03E» H BCTYIMBIIMM B CHIY 114 Poccuiickoi

®enepanmn ¢ 1 aaBaps 2015 .
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npobam, conepakaniee Jaty oTbopa
TaKUX po0, JIaHHEBIE
SKCIIEPUMEHTANBHOTO JKHBOTHOIO
(TpyTIBI XKUBOTHEIX), B TOM 9HCIIE
ero (¥x) 110J1, BO3pacT, Maccy?

ITepenatorcs 1M y
KOHTPOIMPYEMOTO JIMIa IPOOHI
43. |OHOMOTHYECKOTO0 MaTepHaia C
COIIPOBOJUTEILHEIM IHCHMOM B
1abopaTopHIO IS UCCIIEN0BAHUA?

A63ar1 BTOpO#
myHkTa 31
ITpaBun
HCCIICZIOBAHUA

Hcnoms3yrorcs I y
KOHTPOIIMPYEMOIO  JIMIA TIpH
44, [POBECHUH JOKIIMHUYECKOTO
HCCIICJIOBAaHUA o6pasist
JIEKapCTBEHHOI'O CPEJICTBA:

B TOH )€ JICKAPCTBEHHOH (opme,
44.1. |kotopax IUTaHUPYETCS i
[IPUMEHEHHUS?

IIPOM3BEJICHHBIE 10 TEXHOJIOI'MH,
KOTOpad NpeAyCMaTpHUBaeTcCA A
BKJIIOYCHUS B IPOMBIIUICHHEIH
perinaMeHT WIM B MHOH JJOKYMEHT,
OLPEACIIAIONINI TEXHOJIOTHIO
IIPOM3BOACTBa?

44.2.

ITynkr 32

ITpasun

COOTBETCTBYIOIME TpPeGOBAHHAM
HCCIIEJOBAaHUA

Ka4ecTBa, IPEXYCMOTPEHHEIM
44.3. |mpoexkTomM HOPMaTHBHOTO
JIOKYMEHTa Ha JIEKapCTBEHHBIA
npemnapar?

¢ uHbopMammel, BKIIOYAOIIEH
HauMCHOBaHHE obpasua
JEKapCTBEHHOTO CpeACTBA MM
UPUCBOCHHBIA KOJOBEIA HOMED,
HavMEHOBaHHE M KONMIECTBEHHOE
coziepKaHue JCHCTBYIOIIETO
BEIIECTBa (me#cTBYIOmMUX
BEMIECTB) (WIH  aKTHBHOCTH),
HOMED CEPHHM, YCIOBHs XpaHEHHS
H CPOK F'OJHOCTH?

444,

ConpoBoxaoTcs M IS
[IPOBEICHUS JOKJIMHHYECKOTO IlynkT 34
45. |mccaenoBaHus o6pasisr ITpaBun
HCCIEAYEMOTO  JI€KapCTBEHHOTO | HCCIIENOBaHUA
Cpe/CTBA y  KOHTPOJHPYEMOTO

3 Iynkr 21 cratsu 4, mynkr 3 wacty 3 cratea 17 PezepansHOTO 3aKkoHa Ne 61-D3.
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JHMna Tpe/ICTaBIIEHHOM
pa3paboTIMKOM JTOKyMEHTAIIHEH,
cozepKameit CIeQyIOIIHe
CBC/ICHHUA:

45.1.

006 yCIOBUSAX U CPOKAX XpaHEHMSA?

45.2.

obecriedcHHIO
6ezomacHocTH paboTh c
HCCICAYEMBIM  JICKAPCTBCHHBIM
CPEACTBOM, paCTBOPHATEIAMH?

0 Mepax 1o

46.

VY4TeHBl JIM Y KOHTPOJIHPYEMOTO
auna obpasnsl  HCCIEXyeMOro
JICKapCTBEHHOIO CPEACTBA IpPH
IOpHEME, DAacXoje, BO3Bpare HIH
YyTUIM3aLHA B COOTBETCTBHH C
TpeOOBaHUIMH, YTBEpPKAEHHBIMU
opraHm3anuei, IIPOBOASALIEH
HCCIeaoBaHue?

ITynkr 35
IIpaBun
UcCeAOBaHUs

47.

OcymecTBnsercs b1’ y
KOHTPOJIMPYEMOTO JINIIa XPaHECHHE
o6pa3noB HCCIIEyEMOT0
JICKapCTBEHHOT'O CPE/ICTBA:

47.1.

B YCIOBHSX,
paspaboTauKoM?

OIpe/IeTIEHHbIX

47.2.

B YNakoBKe, obecneumBaromeii
CcTaGMIBHOCTH B IIpoIecce
XpaHeHHUd, a TakKe 3alUTy OT
3arpA3HCHUS WIMN TOpYn?

A63an nepBsIif
ITyHKTa 36
ITpaBun
HCCIICIOBaHUA

48.

OcymectBisiercsa i’ y
KOHTPOJIMPYEMOTO JIUa XPaHEHHE
obpa3uos HCCIIEyEMOTO
JEKapCTBEHHOTO  CpeACTBA B
OTACIBHOM 30HE€ IIOMEIECHUH,
peAHa3HAYEHHBIX Ui
IIPOBECHUS JOKITHHAYECKOTO
HCCIENOBAHAA, C OTrpaHMYECHHBIM
AOCTyTIOM?

Ab3ar1 BrOpoi
myHkTa 36
ITpaBun
HCCIeNOBaHUA

49.

Perucrpupyrorcs IH y
KOHTPOIIMPYEMOT0 avua
[IapaMeTPHl  OKPYIKAIOMIEH Cpeanl
30HBI XpaHEHHd 0OpazmoB B
COOTBETCTBMM C TpeGoBaHMAMM,
ONpENENCHHEIME  OpraHu3anuei,
MPOBOASHICH HUCCICAOBaHHE?

AG3an BTOpOIf
IyHKTa 36
IIpaBun
KCCIIE/IOBAHHS

50.

ITpencrasnsrores )17 y

A63ar1 nepBhIii
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KOHTPOJIIMPDYEMOIO  JMUa [iIiA| IyHKTa 37
IIPOBEIACHUS JOKJIIMHAYECKOTO [TpaBun
HCCIIENOBaHUA o06pa3ubl| HCCIeIOBaHUA
HCCIECIYEMOTO  JICKAPCTBEHHOTO
CpeaCTBa, HMEIOIHE CpoK
TOJHOCTM HE MEHEEe CpoKa,
HEoOXOMMOro IS MPOBENCHUS
TaKOro HCCIIC/IOBAHUS B
COOTBETCTBHH c IUTAHOM
JOKJIIMHHYIECKOTO MCCIICAOBAHUA?
3anpemaercs m y
KOHTPOIIUPYEMOTO JvIa
HCIIOJIF30BaHUE B JOKITHHHIECKOM
HCCIICIOBAaHUH o6pasnoB| A63ar BTOpoif
51 HCCIIC/lyeMOTO  JICKAPCTBEHHOTO|  TyHKTa 37
" |cpemcTBa € HCTEKHIHM CPOKOM ITpaBun
TOAHOCTH HIM C HApPYMCHHEM | MCCIEHOBAHMA
TpeboBaHuiA, YCTaHOBIIEHHBIX
IIyHKTOM 36 IIpaBun
HCCIIEIOBaHUA?
IlpenycmatpuBatoTcs Wy
KOHTPOJIMPYEMOTO JIMIIA B ILIaHE
JNOKIIMHMYECKOTO  HCCIIeOBAHMS .
A63ary TpeTwHif
ycIoBMs  3aMeHBl  00pasioB «ra 37
52. |nexkapCTBEHHOTO CpeICTBa, €CIH 11%'[11
CPOK MIPOBEJICHUA pasii
HCCJICIOBAHMS
JOKIIMHWYECKOTO  HCCIIEOBAHMS
OPEBBINIACT  CPOK  TOAHOCTH
JIEKapCTBEHHOTO CpeAcTBa?
IIpmn TMOATOTOBKE y
KOHTpPOIMPYEMOTO Jiia 00pasios
53. |JmeKkapCTBEHHOTO CpencTBa I -
BBEJICHUSA  OKCIECPUMEHTAIHHBEIM
XHUBOTHEIM:
HE N0y CKaeTcs b1t ux | A63an Bropoit
53], |KOHTaMUHaIWs APYIrMMHU | ITyHKTa 38
JICKapCTBCHHBIMH CPEACTBAMH M IIpaBun
HHGEKIIMOHHBIMH areHTaMu? HCCIIeOBaHUSA
obecrieunBaeTcs M 6e30I1aCHOCTH
53.2. |, y9acTBYIOUIMX B IIPOBE/ICHAM | A Gaar TpeTHii
HCCIeIOBaHUA? NyHKTa 38
IIpaBun
533, oGecneanaefcx 11 6€30acHOCTh P —
OKpYXaromen cpeni?
Beogurcs nu y KoHTponupyemoro IMTynkT 39
54. JMna HcceyemMoe ITpaBun
JICKapCTBEHHOE CPEACTBO | MCCIICIAOBAHMS




9KCIEPUMEHTATLHBIM  YKHBOTHBIM
TakuM 00pa3oM, 4TOOHI Kaxaoe
TaKoe XXHUBOTHOE rapaHTHPOBAHHO

55.

ITyskr 40
[IpaBun
MCCIICIOBaHUA

56.

HOIY4YWIO 03y  BBEJCHHOTO
HCCIEyEMOT0  JIEKapCTBEHHOI'O
cpexncrsa?

YHUYTOXKAIOTCA ™M y
KOHTPOJIMPYEMOT0 JIMI[a OCTaTKH
HCCIEIYEMOTO  JIGKapPCTBEHHOI'O
cpencTsa?

Y TBEpKAECHBI m
KOHTPOJIMPYEMBIM JIMIIOM
CTaHIapTHEIE OIlepaIiMOHHBIE
OPOLCAYPEl Ui  TPOBEACHHS

JOKIMHUYIECKOTO HCCIICIOBaHMS,
B KOTOPBIX OIIACBIBAIOTCA
TpebOBaHMA K OCYHIECTBICHHIO
JOKITMHUYIECKOIO HCCIICIOBaHuU,

B TOM UHCIE YydeT BCeX
1abopaTOpHBIX u
OpPOM3BOACTBEHHRIX  OIepalHi,

BKIIIO49asi:

56.1.

OOCTYIUICHHUE, HACHTH(UKAIHIO,
MapKHpOBKy, o6paboTky, oTbop
nopob, UCHONB30BaHHE, XPAHEHHUE,
¥ YHAYTOXKEHHE (YTHIIM3AIHIO)
06pa3IoB HccleryeMoro
JIEKapCTBEHHOT'O CPECTBa,
CTaHJIapTHBIX 00pa3NoB U TECT-
cHCTeM (B clIydyae X
HCIIONTb30BaHMA)?

56.2.

obciTyKMBaHME U IOBEPKY CPEICTB

HU3MEPEHUN B ciyyae,
YCTAaHOBIIEGHHOM IIyHKTOM 14
ITpaBun uccnenopanus?

56.3.

IPUIOTOBICHHE PEAKTHBOB,
MUTaTENbHBIX Cpen?

56.4.

BEJCHME 3aIACEH, OTYETOB,
OPOTOKOJIOB B CIydasx,
OpeXyCMOTPEHHBIX ITyHKTaMH 31, 42,
46, 51 — 55 IIpaBun HCCIICIOBAaHHS,
U MX XpaHeHHe?

56.5.

IpHEM, TPaHCIIOPTHPOBKY,
pa3MeIneHue, OIIcaHue,

MapKHpOBaHHE

IKCHCPUMCHTANILHBIX )KHBOTHEIX,

ITynxT 41
IMTpaBun
HCCIIEIOBaHUSA
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YXOX 32 HUMH?

57.

YT1BepxkaatoTcs ™
pa3paboT4HKOM TIaH KaKIOro
BUfa JOKITHHIYECKOTO
UCCICAOBAHUA, IIPOBOJUMOrO B
pamkax JOKIMHHYECKOTO
HCCIICOBAHMSA, C YKa3aHHEM AATEI
€ro yTBEpXKICHUA?

ITynkT 42
IIpaBun
HCCIICIOBAHUSA

58.

VkasnBarorcs )11 y
KOHTPOIIUPYEMOr0 JIMIIA B IUIaHE
JOKITMHUYECKOTO KCCIEOBaHHSA B
TOM 4HCIIE:

58.1.

HaVMEHOBAaHHE  MCCIIEJOBaHHs,
IPOBOMMOTO B paMKax
JOKIMHAYECKOTO HCCIIEIOBAHHA?

58.2.

HOMHOE H (WIM) COKpAIEeHHOE
(Ipx HaNMWYMKM) HAMMEHOBAHHE,
aZipec PETUCTPAallHA [0 MECTy
HaXO0X/ICHHA IOPUANIECKOTO
Juna, [IPOBOJIAIIETO
HCCIICIOBAHUE, a/IPEC MPOBEICHMS
UccleqoBaHusA?

58.3.

¢damunmua, wuMdA, ordecTBo (TpH
HaJIM9MH) JIAIQ, OTBETCTBEHHOIO
3a TPOBEICHHE HCCIENOBAaHHA, W
JIHI], y9aCTBYIOIIMX B IIPOBEICHUH
HCCIEAOBAHHMA?

584.

neIb HecleaoBaHug?

58.5.

331294 UCCIICAOBAHMA?

58.6.

CpOK (Mecsn, rona) Hayana M
IJIAHAPYEMBIHA CPOK (MECHI, ToJ)
OKOHYaHHA MCCIIEAOBaHHA?

58.7.

cBelleHMA 00  HcclemyeMoM
JIEKAPCTBEHHOM CpeACTBe
(pusuaeckue, XUMHYECKHE,
dapmaneBTHIECKHE,
6GHONIOrHYECKHE CBOMCTBa)?

58.8.

CBEJICHMSA O CTaHAApPTHOM 00pasie
(obpasmax), B TOM 4Hcie
IPOU3BOUTEb, aKTHBHOCTB
(comepxanue JEHCTBYIOMETO
BEIECTBA), CPOK 'OXHOCTH, HOMED
cepum (B caydae ero (mx)
HCIIOB30BaHMsA)?

ITynkr 43
ITpaBun
HCCIICZIOBaHHSA
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58.9.

CBEICHHS o BbIOOpE
HCNOJIB3YEMBIX B HCCIICIOBAaHUA
BHJIOB 9KCIIEPUMEHTANBHEIX
XHBOTHBIX, MX BO3pacre, IIOJeE,
Macce Tena’?

58.10.

CBEIEHHSA 0 BKJIIOYEHHH
(McKTIOYeHUN)
9KCIIEpUMEHTANBHEIX )XUBOTHEIX B
HCCIIE/IOBAHHUE (U3 UCCIIC/IOBAHHA ),
TpeOOBaHUs K HX 3aMeHe?

58.11.

METOEI HCCIeTOBaHUA c
06ocHOBaHHEM HX BbIGOpa?

58.12.

CXeMa HCCIeNOBaHMA U e
obocHoBaHue?

58.13.

KOJIM4ECTBO 3KCIEPHMEHTANBHEIX
JHBOTHBIX B TIpYIIIE, CIOCOO
(cmocobs) ¥ myrs  (myTH)
BBEICHUA  3KCOEPUMEHTAIbLHBIM
XHBOTHBIM HCCIIEIYEMOro
JIEKapCTBEHHOI'O CpencTBa,
KpaTHOCTB IIPUMEHCHUA u
IPOAOIDKUTENFHOCTD dba3sr
HCCIICIOBAHUA Ha
9KCIIEPUMEHTAIBHBIX KHUBOTHEIX H
aHAIUTHICCKOM ¢asbl,
OEPUOTNIHOCTD OLICHKA
COCTOSHHS  SKCIIEPUMEHTAIBHEIX
XHBOTHRIX H oTbopa mpoO,
OLICHHMBAEMBIE  IIOKa3aTeJH B
OpolecCe  HCCIENOBAaHHS  H
METOIUKH OLICHKH, ux
obocHoBaHHKE?

58.14.

OIHMCaHHE O6Homormgeckoro
MaTtepuana, orbupaeMoro s
IPOBEJCHUS HCCIEeOBaHMA,
croco60B ero oTéopa u XpaHeHwus,
ux o6ocHoBaHuE?

58.15.

onucaHHe IpOLeaypPhI
CTaTHCTHYCCKOM o6paboTku
pesynbTaroB HccleNoBaHHA (C
yKa3aHHEM HCOOIb30BaHHOTO
IPOrpaMMHOro obecneyeHus, oOpy
HAJINYUH)?

58.16.

o0ocHOBaHUE HEOOXOOUMOCTH
(oTcyTcTBHA HEOoOXOIMMOCTH)

NPOBCACHNUA BaIUJAIIMKH METOJa
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(MeTon0B) HccleoBaHUA?

58.17.

MoKas3aTelM, KOHTPOJIHUPYEMEIE B
poLecce UCCIIeIoBaHUA?

58.18.

TpeboBaHus K BHECEHHIO
H3MEHEHMI B ILTaH
JOKJIMHAYIECKOTO MCCIIEI0BaHusA?

59.

Cocrasnserca b1’ IUIaH
JOKIIMHAYECKOTO  MCCICIOBAHMA
pa3pabOTYMKOM HIH CTOPOHHEH
opranmsanueii (B cioydae ee
OpHBICYEHMA Ui IPOBEACHHA
HCCIEA0BaHUA)?

ITynxkr 44
ITpaBun
HCCIeNOBaHUA

60.

IlogmuceiBaeTcs I IUTaH
NOKIIMHHIECKOT0  HCCIIeHOBaHUA
JIALIOM, OTBETCTBEHHBIM 3a
IIPOBEICHHE JOKIIHHHYECKOTO
HCCJIC/IOBAHUA, C YKa3aHHEM €r0
JOJDKHOCTH U MecTa paboThI?

ITynkr 45
IlpaBun
HCCIICIOBAHUA

61.

Benyrcsa M JIMIIaMH,
YYaCTBYIOIIMMH B INPOBEACHHH
HCCIIeOBaHHA, IIPOTOKOI
HCCIEC/IOBAHUA Ha  OyMakHOM
HOCHTEJIE H (MIIH) B 3JIEKTPOHHOM
Buje?

ITynkr 46
ITpaBun
HCCIEIOBaHUSL

62.

Yxa3mBaroTcs I y
KOHTPOJIHPYEMOrO auna B
IIPOTOKOJIC UCCIICIOBAHHMSA:

62.1.

HaWMMEHOBAHHUE HCCIICIOBAHHUS,
MIPOBOAMMOIO B pamkax
JOKJIMHAYECKOTO UCCIENOBAHMA?

62.2.

TIEpPEYCHb HCIOIE30BaHHOTO
obopynoBanus?

62.3.

nepedeHb CPECTB H3MEPEHHs?

62.4.

IIEPEYCHb PEaKTHBOB, PEAarcHTOB,
CTaHAApPTHBIX OOpa3smoOB H TECT-
CHCTEM (B CiIy4ae 75,4
HCTIONIB30BaHUA)?

62.5.

pe3yNbTaTHI U3MEpEeHHH "
HabmozneHnnit (B8 TOM 4mcie
XpomaTorpaMMel, hororpaduu)?

62.6.

pe3ynpTaThl  BEIYHCIEHHM  H
peobpa3oBaHuil NaHHBIX (B TOM

ITynkr 47
IIpaBun
HCCJIEC/IOBAHUA
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9KCIIe IPOMEXYTOYHBIX)?

62.7.

ONMCaHME M OLEHKa MpoLeIyp
CTaTHCTHYECKOTO  aHamm3a  (C
yKa3aHHEM Ha3BaHUA
IPOrPaMMHOT0 OOECIICHEHHs IIPH
€ro UCT0Ib30BaHUHU)?

62.8.

CBEleHMA 00  HCIONb3yeMBIX
9KCIIEPUMEHTABHBIX  KHBOTHBIX
(BHz, BO3pacT, KOJIMYECTBO, Macca,
IOl M  KOJMIECTBO TPy
3KCIEPUMEHTAIBHEIX JKHBOTHEIX B
KOXJIOM BHAC HCCIICIOBAHHNA),
yCIOBHSA coAep KaHUA H
KOPMIICHHS. JKCIIEPUMEHTAIBHBIX
JKHBOTHBIX, napaMeTphl
OKpY>Karomiei Cpeabl B
MOMENIEHHAX, B KOTOPBIX
COZIEPKATCS DKCICPHMCHTAIBHEIC
J)KHBOTHEIE?

62.9.

damunvy, umena, ordecrsa (Ipu
HaJM9UM), ydEHBIE CTENcHH (TIpd
HaNW9{H) JIWL, YJaCTBOBABIIHX B
IPOBEICHUH HCCIICOBaHUA?

62.10.

Jata TOAIMCAaHAA W HOMep,
NO3BOJIAIOMIMI
HAECHTHQUIIMPOBATH IPOTOKOI
HUCCIICAOBAHUA?

63.

IMommaceiBaeTcs M OPOTOKON
HCCICNIOBAaHMUA BCEMH JIMIIAMH,
Y4YacCTBOBABILKMMH B IIPOBEJICHHH
KCCIIEeI0BaHUA y
KOHTPOJIUPYEMOrO JIHLA ?

ITynkr 49
IMpasun
HCCIIeIOBaHAA

64.

ITo3Bonser M y
KOHTPOJIUPYEMOT0 Iuia
coJiepkaHue IIPOTOKOJIA
OIHO3HAYHO UACHTH(HIIUPOBATH:

64.1.

HcclieaoBanue?

64.2.

HCITOJIH30BaBIINECH obpa3ub
HCCIEIYEMOTO  JICKAPCTBEHHOIO
cpenacrsa?

64.3.

BHJ HCCIIETOBaHUA?

64.4.

METOb1?

64.5.

JIMIL], YYacCTBYIOIUX B IIOJyYCHHH

A63an Bropoit
myHkTa 50
IIpaBun
HCCIIC/IOBAHUSA
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JaHHBIX H B  IIOJITOTOBKE
IIPOBEACHUSA UCCIEAOBAHKSA?

64.6.

U3MEPUTEIBHOE M HCIIEITATENILHOE
obopynoBaune?

64.7.

peareHTEl U peaKTUBBI?

64.8.

CTaHJapTHbIE OOpa3susl H TECT-
cucteMel (B caydae  MX
HCTIONB30BaHUsA)?

65.

IlosBomser Jm  coxepxanue
IIPOTOKOJIa BOCIPOM3BECTH XOJ
HCCIE/IOBAHUA y
KOHTPOJIHUPYEMOTO nMIa,
OpeXyCMOTPEHHOTO ILIaHOM
JOKJIMHUYIECKOTO HCCIIEAOBAHMsA?

A63an1 TpeTHii
myHkTa 50
[TpaBun
HCCIIeIOBAHHS

66.

Odopmusitorcss 1M  H3MEHEHMA
CBEJCHMH, cCoOJCpKamuXci B
OPOTOKONIE  MCCIEAOBaHHA Y
KOHTPOJIUPYEMOI'0 JIANA, B BHJE
NONOMHEHHA K  yKasaHHOMY
OpPOTOKOIIY?

IMynxkr 51
ITpaBun
HCCIIEIOBaHUA

67.

Ilo/mmcEIBaIOTCA M M3MECHEHUSA
CBEICHMH, COAepXKamuXcs B
OPOTOKOJIE  HCCICJOBaHUA Yy
KOHTPOJIUPYEMOr0 JIMIa, BCEMH
JMIAMH, YYacTBOBAaBIIMMH B
MIPOBEICHUM MCCIIEOBAHMA, NATHI
MU  HOMEpa  JIONIOJIHEHHA K
MPOTOKOIIY UCCIEOBAHAA?

ITynkr 51
[Tpasun
HCCIefOBaHUA

68.

CocraBngercs M IOOIHCHIBACTCH
IM y KOHTPOJHPYEMOro JHIA
IIOCJIE 3aBEPIICHHUS UCCIIE0BAHMS,
IIPOBEJICHHOIO B paMkax
JOKJIMHUYECKOTO HCCIIeOBaHus,
JIUIIOM, OTBETCTBEHHBIM 3a
IIpOBECHHE JOKJIHHHYECKOTO
HCCIIE/IOBAHHS, oT4er o
pe3yabTaTax UcCleI0BaHuA?

ITynkr 52
IlpaBun
HCCIICIOBAHUA

69.

VYka3snBarorcsa I y
KOHTPOIMPYEMOTO JIMIa B OTYETE
O pe3yJbTaTaX UCCIECAOBAHHMI:

69.1.

HauMeHOBaHUE
HUCCIIeJOBaHUA?

BHIA

69.2.

MO3BOJIAOIIHE
JaHHBIA

nara ¥ HOMep,
HJICHTHQHIMPOBATE

IIyukr 52
IIpaBun
HCCIIE/IOBaHUS
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oryer?

69.3.

HONMHOE M (WIH) COKpAIEHHOE
(mpn HamMYMH) HAMMEHOBAHHE,
aZipec PpETUCTpallMH IO MeECTy
HaXO0X/ICHUA IOPUANIECKOTO
nu1a, [IPOBOASAIIETO
HCCIIE/IOBAHNE, afpec MMPOBEICHUA
HCCIeAOBaHUA?

69.4.

JaThl Hadala M  3aBepLUCHHS
HACCIICIOBAaHUNA?

69.5.

[ENb U 3a/1a94 MCCIICOBaHMA?

69.6.

damunuy, uMeHa, oTyecTBa (IpH
HAJIMYMH), y4EHBIC CTeneHH (mpu
HaJIMYHH) JIMII, OTBETCTBEHHEKIX 32
IOPOBEACHME  JAHHOIO  BHJA
HCCIIEeN0BaHKA, % JIHII,
YYacTBYIOIMX B  IPOBE/ICHAM
HCCIIEI0BaHMsA?

69.7.

OIIHCaHHue HCCIIETyeMOTO
JIEKapCTBEHHOT'O CpencTBa,
BKIIIOYAs COCTaB, ¢buzHKo-
XHUMHYECKHUE, Ouosoruyeckue,
bapMaleBTHIECKHE CBOMCTBa,
HOMEP CEpHUH, CPOK TF'OJHOCTH?

69.8.

OIIMCAaHME XOAa MCCICHOBAHHA C
yKazaHueM HCHONb30BaHHBIX
MaTepHalIoB ¥ METOIOB?

69.9.

IICPCYCHB HCIIOJIb30BaHHAIX
obopyznoBaHus, CPEICTB
H3MEPEHUA %4 PEaKTHRBOB,
peareHToB, CTaHAapTHBIX
006pas1oB H TeCT-CHCTeM (B CiTydae
HX UCTIONIb30BaHUA)?

69.10.

HHpOpMaLIUA 06
9KCIIEPUMEHTANBHBIX  KHUBOTHBIX
(MO, mom, Bo3pacT, Macca Tena,
KOJIMYECTBO XUBOTHBIX B rpymiie)?

69.11.

cnoco0  BBEAECHHSA, JO3B W
KpaTHOCTh BBEJICHUS
JIEKapCTBEHHOTO CPEICTBA?

69.12.

OLMCaHWE H OIEHKa MpOoLEAyp
CTaTHCTHUYECKOTO  aHaymm3a  (C

yKa3aHHEM Ha3BaHHA
OpOrpaMMHOro obecreYeHus Ipu
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€r0 UCIIOIb30BaHUU)?

69.13.

pe3yabTaTHl  HCCIEAOBAaHHA CO
CCBIJIKAMH Ha ICPBUYHBIC JJAHHEIE,
cojiepkaliue pe3yabTaThl
U3MEpPCHHA W HaOmo/eHui, a
TaKxKe 170.¢ CTAaTUCTHYECKHIA
aHam3?

69.14.

BBLIBOJIBI 3 MIPOBEICHHOTO
HCCIIeOBaHUA?

70.

B cnydae orknoHeHus OT miaHa
JOKJIMHWYECKOTO  WCCIIENOBAHMA
JUIOM,  OTBETCTBCHHBIM  3a
[pOBeAeHHE JOKIIHHHYECKOT'O
HCCIICI0BAHUA y
KOHTPOIUPYEMOTO nMna,
COCTaBIIIIOTCH JIM H3MEHCHHS B
IU1aH JOKTHHAYECKOTO
HCCICAOBAHMA C  yKa3aHHEM
OpUYHAH OTKIOHEHHA, KOTOpEIE
YTBEPX/AIOTCA pa3paboTIMKOM H
pWIararoTcs K IUTaHy
JOKIMHMYECKOTO HUCCleOBAHHUA?

ITyskr 53
ITpaBun
HCCIIEAOBAHHASA

71.

B cnysae mpuBneuenus s
IIPOBEACHUS JOKIIMHHYIECKOTO
HCCIIECIOBAHUSA CTOpPOHHE#H
OpPraHH3allMH IIOCJE 3aBEpPUICHHS
HCCIICAOBAHMSA HAa  OCHOBAHMH
YKa3zaHHOro B IyHkte 52 [lpasmn
UCCIIECIOBAHUS oT4eTa 0
pe3ynpTaTrax HCCIIEIOBAHUA
JHUIIOM, OTBETCTBEHHBIM 32
[IpOBeZIcHHUE JOKJIMHAYECKOTO
HCCIICI0BAHUSA y
KOHTPOJIMPYEMOTO nmua,
COCTaBISETCA M HOJIHMCHIBACTCH
JH 3aKIIOYCHUE, coJepiKaliee
BBIBOJIEI U3 IPOBEJSHHOTO
HccaenoBaHusA?

ITynkr 54
IpaBun
HCCIIEI0OBaHUsA

72.

Iocne 3aBepHICHHS BCeX
HCCIICIOBAHMH, IIPOBEJCHHLIX B
pamKkax JAOKIMHHYIECKOTO
HCCIICJOBAHUA y
KOHTPOIHPYEMOTO uua,
COCTaBIISICTCA JIM pa3pabOTYMKOM
OTYeT 0 pe3yibTaTrax
JIOKJIMHUYECKOTO  HMCCJIEIOBAHMS
Ha  OCHOBaHMHM OTYE€TOB O

IMynkr 55
ITpaBun
HCCIIC/IOBaHAA
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- | p€3ylibTaTax HCCIICJIOB&HI’Iﬁ,

yKa3aHHbIX B IyHKTe 52 IlpaBun
HCCIENOBAHUA, M 3aKIIOYEeHHH
(Ipy  HanMMYMM), YKa3aHHBIX B
IYHKTE 54 IIpaBun
HCCIICIOBAHUA?

73.

IMommcriBaeTcs T
PYKOBOIMTENEM  pa3paboTyHka
OT4YeT 0 pesynbTaTax
JNOKITMHUYECKOTO UCCIIENOBAHUA?

ITyskr 56
IIpaBun
MCCIICIOBAHHUSA

74.

YKa3mBaroTcs m y
KOHTPOJIUPYEMOIO JIMI@ B OTYETE
O pe3ynbTaTax JOKIMHHYECKOTO
HCCIICIOBaHM:

74.1.

HaNMEHOBaHUE oT4YeTa?

74.2.

nara 7 HOMeEp oT4era,
HO3BOJIAIONIHE €ero
HAACHTA(PUITMPOBATH?

74.3.

HaVMEHOBaHHE HCCIEAYEMOTO
JIEKApCTBEHHOT'O CPeCTBA?

74.4.

HOJHBIE M (WIM) COKpameHHEIC
(mpH HaMYMKM) HaMMEHOBAHHS,
aZpeca PpETUCTPAllMH [0 MECTy
HAXOXICHUS IOPHANIECKAX JIHII:
pa3paboTuMKa,  OPOH3BOAMTENS
HCCIEyeMOT0  JIEKAPCTBEHHOI'O
CpencTBa U CTOPOHHHX
OpraHu3anui (8 ClIydae
OPHBIICYCHUS TAKAX OpraHU3aIMid
JUB1 IPOBEACHNUA JOKIMHUIECKOTO
Hccie1oBanus)?

74.5.

AaTbl Ha4YaJla H  OKOHYAHUA
JOKJIMHUYECKOTO UCCIICIOBAHMSA?

74.6.

OeNIb H 33439 JOKIMHHIECKOIrO
HCCIIeqOBaHuA?

74.7.

OIICaHHe IPOBEACHHOTO
JNOKIMHWYECKOTO HCCIIeIOBaHHUS,
uHGOpMAIAA O  CTaHAAPTHOM
obpase (upu HaJIW9MH),
HPOJIOIDKHTEIFHOCTh

JOKITMHAYECKOTO HCCIIEOBAHHS,
uHbOpMaIHMs 06
3KCNIEPUMEHTATBHBIX JKHBOTHEIX,
pe3yJIBTaThI JOKITHHAYECKOTO

ITynxr 57
[IpaBun
HCCIICIOBaHUA
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HccaeqoBanusa?

74.8.

OIIIaBICHHE, BKIIOYas IepedeHb
IPUIIOKCHAH, TaOIHIL?

74.9.

(500 (931 COKpaIICHHH,
HCTOJIb3yEMBIX B OTYETE?

74.10.

OIMCaHHE HCCIEYeMOro
JIEKapCTBEHHOTO CpencTBa,
BKJIIOYAs COCTaB, ¢usuKo-
XHAMHYECKHE, OHOJIOrHYEeCKHE,
¢dapmaneBTHYECKHE CBOUCTBA?

74.11.

OIIMCaHHE METO/AOB ONPEHCICHHUA
OCTaTOYHbIX KOJIMYECTB
JICHCTBYIOLIETO BEIIECTBA
(meiicTBy1OmUX BENIECTB),
JOCTHTAIONIEr0  (JOCTUTAIOMIMX)
CHCTEMHOTO KPOBOTOKa, B
HOPOYKIHH JKHBOTHOT'O
IIPOHUCXOXKACHHSA nocne
OPUMCHEHUA HCCIIEyeMOTO
JIEKapCTBEHHOTO CpeficTBa?

74.12.

JOKYMEHTAIBHOE TOATBEPKICHHE
(Banmpanus) yxasaHHBIX METOZOB
oIpeaeaeHAs OCTaTOYHBIX
KOJIM4YECTB JEHCTBYIOLIETO
BellecTBa (32  HMCKIIOYEHHEM
AMMYHOOHONIOTHYECKAX
JICKapCTBEHHBIX CPEACTB)?

74.13.

BHBI nccnenonannﬁ,
IIPOBCACHHBIX B paMKax
JOKIIMHAYECKOTO HCCIIENOBaHMA?

74.14.

BH]I, BO3pacT, KOIMYECTBO, Macca
H 101  3KCIHCPUMCHTAIBHEIX
JKHBOTHEIX, HCIIOJIb30BaHHEIX B
KOKIAOM BHIE HCCICOOBaHMIA,
IpOBEIEeHHBIX B pamxax
JOKJIIMHMYIECKOTO  HMCCIIEAOBAHMS,
YCIIOBUS HX COAECPIKAHUA?

74.15.

KOJIM4YECTBO TPy
3KCIIEPUMEHTAIBHBIX JKHBOTHBIX B
KaXZIOM BHAE HCCIIEIOBaHMIA,
IIPOBEICHHBIX B paMKax
JOKIIMHUYECKOTO MCCIENOBaHMsA?

74.16.

PEXHM N03HPOBAHUS, KpPATHOCTH
H CII0CO0 BBEICHUA UCCIIEAYEMOTO
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JIEKapCTBEHHOTO cpescTBa?

74.17.

OIIMCaHHE M OlEHKa NpoLexyp
CTaTHCTHYIECCKOTO  aHamm3a  (C
yKa3aHueM HCIOJIb30BaHHOTO
IporpaMMHoOro obecrcucHus)?

74.18.

0600meHHbIe Pe3yJIbTaThI
HCCIIE[IOBAHUN CO CCHUTKaMH Ha
OTYETEl O pPE3yNbTaTax KaxkIoro
BHJIa HCClIEIOBaHUM,
IIPOBEICHHBIX B paMKax
JOKIIMHUYECKOTO HCCIICIOBAaHHUA, a
TaKKe aHaM3 YKa3aHHBIX
pe3ynbsTaToB?

74.19.

BBIBOJIBI 0 0Oe3omacHOCTH
JIEKapCTBEHHOT'O CpeAcTBa?

74.20.

BRIBOJIBI 0 KaJecTBe
JEKapCTBEHHOTO CpeacTBa?

74.21.

BHBOAEI 00  3ddexTuBHOCTH
JIEKapCTBEHHOTO CPE/CTBA?

74.22.

BBIBOABI O CpOKaX BHIBEICHMS
JEKapCTBCHHOTO  CPEJCTBA M3
OpraHH3Ma XXHUBOTHBIX ?

74.23.

BBEIBOBI o 0e3omacHocTH
TPOXYKIHH KHBOTHOI'O
OPOUCXO0XKICHHS moclie
TIPUMEHEHHUS JIEKapCTBEHHOI'O
npenapara?

75.

Copnepxar ™ BBHIBOJEI,
coepXalquecs B OTY4ETE O
pe3yibTaTax JOKITHHHYECKOTO
HCCIICIOBAHUS ‘ y
KOHTPOJTHPYEMOTO U1 ,
CBEJICHHA O:

75.1.

dbapmakoorugeckoi
aKTUBHOCTH?

75.2.

dbapMakoxuneTHke?

75.3.

dapmakonHamuke?

75.4.

BO3MOXXHOCTH MOCJIETYIOIIETO
OIpOBEIECHHSA KIHHAYECKOTO
HMCCIICIOBAHUA?

75.5.

CTCIICHH OIMAaCHOCTH

Ilynkr 58
[IpaBun
HCCIIEIOBAHUSA
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(be3omacHOCTH) JIEKapCTBEHHOTO
cpencTBa JUIS TIEJIEBEIX
KHBOTHEBIX ?
6e3omacHocTH IPOAYKLIHA
’KMBOTHOI'O IIPOUCXOX/ICHH,

75.6. MOIYy4YE€HHOH oT LIEJIEBBIX
XKHBOTHBIX IIOCJIE NPHUMEHEHHA
HCCIEAYEMOrO  JIEKapCTBEHHOTO
cpezacra?
IMpunaratorcs bii7i y

76. KOHTPOJIMPYEMOTO JIHIA K OTIETY 3 3 3 3
O pe3ynbTaTax IOKIMHHYIECKOTO
HCCIIEJOBAHM:
IIaHBI JIOKJIMHUYECKHX

76.1 HCCIEeOBaHHN (WIM HMX KOIHH,

" |3aBEpCHHBIE paspaboTurkom

JIEKapCTBEHHOTO CPeACTRA)?
OTYETHl O pPE3YyJbTaTaxX KaXIOI'o

76.2. Bm;a MCCIIE/IOBAaHMII,
MPOBEAECHHBIX B paMKkax
JOKIIMHAYECKOTO UCCIICIOBaHMs? ITynkr 59

ITpaBun

3AKJIIOYCHUA CTOPOHHHUX HCCIISOIOBaHHUA
OpraHu3alui (wm KOITMH
3aKIMIOYEHHHA H  OTYETOB O

76.3. |Pe3ymbTaTaX 5 KaXaoro  BHIOA
HCCIICIOBaHUM, IPOBE/ICHHEIX B
paMKax JOKJIHHHYECKOTO
HCCIIC/IOBAHNS, 3aBEPEHHbIC 3THMH
OpraHM3alHaMK) (IpH HATAIHH)?
KOIIMM TIPOTOKOJIOB BaJIHIAIUU

76.4. (IpH  HCIIOJNB30BAHHH  METOJOB
KOHTPOJIA, TIOIJIeXKAIIIX
BaMAaNuu)?

(bamunms, M, OTYECTBO (IIPU HANHYMH) NOIDKHOCTHOTO (MecTo IS MOAMMCH AOJDKHOCTHOTO JIMLA, 3aII0NHHBIIETO

JUa, 3aTI0IHHBIIETO IPOBEPOIHELA JIUCT) TIPOBEPOTHBIHA JTHCT)




ITpunoxenue Ne 2

K npuka3y deaepanbHO#
CIIy>KOBI 110 BETEPUHAPHOMY
A GUTOCAaHUTAPHOMY HAJI30pY
or 1 aBrycra 2025 r. Ne 937

®opma

Mecto s QR-koxa

ITpoBepo4HEIii JHCT
(CIECOK KOHTPOJIBHEIX BOIPOCOB, OTBETH HAa KOTOPHIE CBHAETENLCTBYIOT O
COOIOICHMH HIIM HECOONIONEHNH KOHTPOIMPYEMEIM THIIOM 00SI3aTEbHBIX
Tpe6GoBanuil), npumenseMeni OenepansHoi Ciyk60i 10 BETEpHHAPHOMY H
uTOCaHUTAPHOMY HAN30PY H €€ TEPPUTOPHATEHEIME OPTaHaAMK [IPH
OCYHIECTBIIEHMH (EAECPATLHOTO rOCyJAPCTBEHHOTO KOHTPOJIS (#ansopa) B chepe
oOpaimenus TEeKapCTBEHHBIX CPE/ICTB JUIA BETEPHHAPHOTO NPHMEHEHUS B YaCTH
COGITIO/IEHHS KOHTPOIHUPYEMBIM JIIIOM 00S3aTENLHBIX TPeGOBaHHit
K KIIMHAYECKHM HCCIIEN0BAHMAM JICKAPCTBEHHBIX IIPENaPaToB

®enepalbHLIA roCy1apCTBEHHBIH KOHTPOIb (Haa30p) B cdepe obpameHus

JICKAPCTBCHHBIX CPCACTB I BCTCPHHAPHOr0 MIPUMCHCHUA
(varMeHOBaHKe BUAA (eaCPANLHOrO roCyAaPCTBEHHOTO KOHTPO/LA (HA30Da), BKIIOYEHHOIO B SAMHAIH peecTp BHAOB

¢enepambHOro rocy1apCTBEHHOI0 KORTPOIA (Han3opa)

(maumeHOBaHHE KOHTPONEHOTO (HA/30PHOTO) Oprana (Ioapas/ieenns PoccesX03na/130pa/ TEPPATOPHATLHONO Oprata

Poccemsxo3namzopa)
« _» 20 r.
(BHA KOHTPOIBHOTO (HAX30PHOIO) (ydeTHEI HOMep KOHTPOJILHOTO (naTa 3amoJHEHNA MPOBEPOTHOTO
MEpPOTIPUATHA) (Ha;30pHOT0) MEPONIPHUATHSA) IMCTa)
1.  @avumis, #uMA M ordecTBO (UpPM HAIMYMH) TIPAKIAHHHA WM

HUHIMBHAYAIBHOTO  NPEANPHHHUMATENSA, €ro HICHTHOHMKALMOHHBIA  HOMEp
HAJIOTOIUIATEC/bIIMKA M OCHOBHOW TI'OCYNapCTBEHHBIH PErMCTPAlMOHHBIA HOMEp
HHJMBHYAIBHOTO MPCIIPHHAMATEIA, afApPEC PETUCTPALUH [0 MECTY KHTCILCTBA
(upe6nBaHusA) TIpaKNAHHHA WIM  MHAMBHAYAIBHOTO  [PEAIPHHAMATENIS,
HAaNMCHOBAHHE IOPHAMYECKOrO0 JIMNA, €ro HICHTHQUKANUOHHBIA  HOMED
HJIOTOIIATENbIMKA H OCHOBHOW TOCYJapCTBEHHBIH DPEIMCTPALMOHHEIN HOMEp
IOPHIMMECKOr0  JIHI@, ajpec  OpHAMYECKOro Jjuia (ero  ¢Quimanios,
NPEACTABUTENBCTB, 000COOICHHBIX CTPYKTYPHBIX MOAPA3ACACHMH), SBIIONIAXCS
KOHTPOJIMPYEMBIMU TUIAMHA (mamee  —  KOHTpPONHpYEMOE  JMIO):
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2. Mecro (MecTa) MpOBEACHASA KOHTPOIBLHOTO (HaJA30PHOI0) MEPONpPHATHS C
3aI0JIHEHHEM NTPOBEPOYHOTO JIKCTA!
3. PeKBH3UTHl pelICHUs: KOHTPOIBLHOTO (HAJ30PHOr0) OpraHa O IPOBENEHUH
KOHTPOILHOTO (HaJ30PHOTO) MEPONpPHATHS, IOANUCAHHOIO YIIOIHOMOYECHHBIM
JOJDKHOCTHBIM JTMIIOM KOHTPOJIHOTO (Hag3opHOrO) Oprasa:

4.  JlomxHOCTh, (paMIIHA M HMHHIHAIB JODKHOCTHOTO IIMIA KOHTPONBHOTO
(Haa30pHOrO) OpraHa, B JOJDKHOCTHEIE 00S3aHHOCTH KOTOPOTO B COOTBETCTBHH C
IIOJIOKCHHEM O BHIAC KOHTDPOJS, HOJDKHOCTHBIM PETJIAMEHTOM WM JOJDKHOCTHOM
HHCTPYKIMCH BXOIMT OCYIIECTBICHHC IOIHOMOYHMIA II0 BHIY KOHTPOJISA, B TOM
YHCIE€ NPOBEACHHE KOHTPOIBHBIX (HAJ30PHEIX) MEPOIPHUATHIA, ITPOBOISIIIETO
KOHTPOIIbHOE (HaA30PHOE) MEPONPHATHE H 3alONHSIONUIEr0 MPOBEPOYHEIH JIHCT:

5. CHHCOK KOHTPOJILHEIX BOIPOCOB, OTPKAIONIAX COJEPIKAaHKE 00S3aTeTbHEIX
TpeOOBaHMM, OTBETHI Ha KOTOPHIE CBHJETEABCTBYIOT O COOJIOAECHHH WIH
HECOOJIIOICHHH KOHTPOIHPYEMBIM JULOM 00s3aTeBHBIX TPeOOBaHMI:

OTBeTHI Ha BOIPOCHL, OTPAXKAIOIIHE

PeKBH3UTEI coziepxanue 06s3aTeNbHBIX TpeGOBaHMA
HOPMATHBHEIX «mpHMeda-
IPABOBBIX aKTOB C HHeY
KonTponsasie Bonpock, YKa3aHHEM (06s13a-
Ne OTpaXKAIOIHEe COAEPIKAHUE CTPYKTYPHBIX TEJIBHO JIA
/o o0A3aTeNpHEIX TpeboBaHmit €IUHHII, KOTOPHIMH «HCIpH- | 3AONHCHHA
TP P «ra» |«He™
YCTAHOBIICHEI MEHHMO» B ClIy4ae
obs3aTenbHBIe 3arlOMHEHHA
6 rpagsI
TpeboBatHs «HETpH-
MEHHMOY)
1. 2. 3. 4. 5. 6. 7.
Hmeror 1M opraHdsanum,
IPUBIICKACMBIC
pa3paboTanKoM
JIEKapCTBEHHOTO cpeacTBa
(mpenapara) AL Yacrp 4 craten 12
BETCPHHAPHOIO0 NPUMCHEHHS e LepaTbHOro
1. (manee — paspaborumx) ans 3axoHa Ne 61-D3 - - - -
OpraHM3allid ¥ NpPOBENCHHA| (O6 o6pamenym
KIMHHYECKOTO HCCIIETOBAHMS JIEKAPCTBEHHBIX
JICKAPCTBCHHOIO  IIpenapaTa cpencTey (nanee —
IS BETEPHHAPHOTO | (benepansHEIis
NIPHMCHCHHA (p;anee —| 3axom Ne 61_(1)3)
KIIMHHYECKHUE MCCIIEOBAHUA):
1.1 HEeOoOXOMMMYIO MaTepHalIbHO-
"7 | TexHMYECKyIO 6azy?




1.2.

KBATMOHUIUPOBAHHBIX
CHEIMATHCTOB B
COOTBETCTBYIOLIEH o06nacTu
UCCIICZIOBAHUA?

IIpoBoasTCSA M KIMHUYECKHUE
HCCIeA0BaHMA B
BETCPHHAPHBIX OPTaHU3AIHAX
H B OpraHH3aIusiX,
OCYIECTBIIAIOTIHX

pa3BeficHUE, BHIpalllUBaHHE U
coZiepiKaHne JKHABOTHRIX
(nanee - opraEusanms), B
CHACAYIOMUX LIEIAX:

2.1.

YCTaHOBJIICHUS
I1EpEHOCHMOCTH
JCKapCTBCHHBIX IPENaparoB
3J0POBLIMH JXMBOTHBIMH?

2.2,

noxbopa ONTHUMAIBHBIX
JIO3HPOBOK  JIEKAPCTBEHHBIX
IPENapaToB U Kypca JICYSHHs
Ha  KOHKDETHOM  rpyrme
JHBOTHEIX C OIpeHeTeHHEIM
3abosreBaHuEM?

2.3.

yCTaHOBJIECHH 6€30macHOCTH
| spdexTuBHOCTH
JEKapCTBEHHOTO IIpenapara,
IpeIHa3HAYECHHOI'O Juist
JIeYCHAA oIlpe/ieJICHHbIX
3a00/1€BaHMHi KHUBOTHBIX, HWIH
3¢ PEKTHBHOCTH
JICKapCTBEHHOTO  IIpemapara
U PO HIAKTHKH
3aboneBanmit 3JI0POBBIX
JKHBOTHBIX?

24.

HM3y4YECHHA BO3MOXHOCTEH
paclIMpeHMsT IOKa3aHWii K
IIPHMEHEHHIO
3apETUCTPUPOBAHHOI'O
JICKapCTBEHHOTO TIpenapara U
BRISIBJICHUSA panee
HEU3BECTHBIX NoGOYHBIX
neicTBuit?

YacTth 5 craten 12
®eneparsHOro
3akoHa Ne 61-@3

IIpoBoaWTCS 1M KITHHUYECKOE
HCCeNoBaHKHE (B TOM 4YHCIE
HCCIIEIOBaHHE
6GHODKBHBAIEHTHOCTH
JICKapCTBEHHOTO  IIpenapara

Yacrs 3 craten 12
®denepanbHOro
3akoHa Ne 61-P3,
nmyHKT 1 I[IpaBun
IIPOBEACHHS




4
pii)4 BETEPUHAPHOIO | AOKIHHHIECKOTO
OpUMEHEHMsT  (Jajiee  —|  HCCAeROBaHHA
HCCle0BaHUE JIEKapCTBEHHOTO
OGHOIKBHBAJICHTHOCTH) Cpe/CTBa JUIA
KOHTPOJAPYEMBIM JIMIOM IIO| BETEPHHAPHOIO
YTBEPK/ICHHOMY IPUMCHEHUS,
pa3paboOTYMKOM IUIaHy C| KIMHHYECKOTrO
BC/ICHHEM IIPDOTOKONOB JTUX| HCCICAOBAHHUSA
HCCIEIOBaHHUM H| IEeKapCTBEHHOTO
COCTaBIICHHEM OTYECTOB, B| Ipenapara Jyis
KOTOPBIX COZIEpXKAaTCsA| BETEPHHAPHOTO
pe3yIbTaTH TaKUX IIPAMEHCHUS,
HCCIIeIOBaHHIA? HCCIIEOBaHUSA

OnOdKBUBANICH-
THOCTH
JIEKapCTBEHHOT'O
npenapara ajis
BETEPHHAPHOTO
IpHMEHEHN,
YTBEPKACHHBIX
IIPHKa30M
Mpuncensxo3a

Poccuu ot 14 mapra
2025 r. Ne 153!
(nanee — IpaBuna
HCCIICIOBAHMSA)

O3HakOMJIEHHI JIH  JIAIA,
OTBETCTBEHHBIE 3a
IPOBEJCHME  KJIMHUYECKOIO
HCCIEIOBaHUA y
KOHTPOIIMPYEMOTO JIHIa, a
TaKKe JIMIa, OTBETCTBEHHBIE
3a OCYILECTBIICHHE
HCCIEOBaHUH, IIPOBOAHMEIX
B paMKax KJIMHHYECKOIO
HCCIECIOBaHUA y
KOHTPOJIMPYEMOTO JHIIa,
paspaboTunkoM c
pesyibTaTamu panee
IIPOBEJICHHBIX HCCIIEAOBaHHUI
B YaCTH  HCCICAYEMOIO
JIEKapCTBEHHOTO  CpelcTBa

(mpemapara)?

Ilynxr 3 Ipasmin
HCCIIE/I0BaHUA

Cocrasisores b1
pa3pabOTYHKOM OTYETHI ©
pesynabraTax  KIHMHHYECKOTO
HCCIENIOBAHUA C  y4ETOM

Yacte 7 craten 12
DenepambHOro
3akoHa Ne 61-D3,
myHKT 4 Ilpasun

! 3aperucrpuporan Mumoctom Poccrn 30 anpens 2025 r., peructpaimonHEt Ne 82039. B cooTBETCTBHM ¢ MyHKTOM 4 MpHAKa3a
Muncemxo3a Poccan or 30 anpens 2025 r. Ne 153 naumsnf akr ne#ctryer 10 1 cenTa6ps 2031 r.




3aKITI0YCHHI CTOPOHHHX
OpraHW3anui, MPUHUMABIINX
y4acTHE B OpraHM3allid H
IIPOBEJCHUA 3THUX
HccnenoBaHuii (B ciydae
IIPUBJICICHUS TaKMX
opraHu3anuii)?

HCCIICIOBAaHMA

YuuTsBaroTcs it y
KOHTPOJIUPYEMOTO vna
JOKYMEHTHI, OQopMiIcHHbIE
pu IPOBEACHUH
KIIMHHYECKOTO MCCIICIOBaHHSA
B COOTBETCTBHM C ITyHKTaMH
31,41, 42,46, 51 - 55, 85, 93,
94, 98, 103, 104, 107 — 109
IlpaBun HccremoBanus, B
VIEKTPOHHOM U (wm)
6yMa)kKHOM BUIE
OpraHM3anueH, ux
opopMHBIIEH, B IKypHaIe
(xypHanax) ygera?

A63an nepsbIit

mysakTa S [IpaBun
HCCIICIOBaHUA

VYkaznBaorcs b’ y
KOHTPOIMPYEMOr0 JMI]a B
XypHaine (KypHajax) ydera
Ha¥MCHOBAaHUE, IaTa, HOMEp
JOKyMeHTa (IIpH HaJIM4UH), a
Takke  QaMWwIHA, — HMY,
OT4eCTBO (IpM  HAIMYMH)
nMIa, OCYIIECTBHBIIETO
3aITUCh B KypHaIE

(xypnanax) yueta?

A63an BTOpOIf
myskTa 5 Ilpasun
HCCIIENOBaHHS

XpaHATCA 1M JOKYMEHTHI,
oopmiseMbie 1910)7}
IPOBENCHUM  KIMHHYECKOTO
HCCIICIOBaHMS, MM HX KOITHH
y pa3paborduka Jmbo B
TC4CHHH 3 JIET Y CTOPOHHMX
opranvMsamuif (B cioydae HX
[pUBJICYCHMS)?

AG63zar TpeTHit
myskTa 5 [Ipasun
HCCIIEZOBaHUS

SBndroTcs 1M pe3yibTaTHI
JOKITMHUYECKOTO
HCCIICIOBAHMSA  OCHOBAaHHEM
UL IPOBEACHUS
KIMHHYECKOTO HCCICAOBaHUA
KOHTPOJIMPYEMEIM JIMLIOM?

[Iyskr 60 ITpaBun
HCCIIC/IOBaHUS

10.

IlpoBenena 1m 10 Havaua
KIMHHYECKOIo HCCIeXOBaHU

ITynkr 61 ITpaBun
HCCIIEeAOBaHUSA




pa3paboTIHKOM OLIEHKa
COOTHOIICHHSA  BO3MOXKHOIO
PHCKa C OXXHIAEMOH TOIB30H
JUIA XKHBOTHBIX, KOTOPBIM
NpeHA3HAYAETCH HCCIEAYEMOE
JIEKapCTBEHHOE CPeACTBO (Haiee
— LICTICBRIE JKHBOTHEIE)?

11.

Hagara u npopoipkena i y
KOHTPOIHPYEMOTO nMna
OIICHKa 3¢ dexTUBHOCTH
HCCIIETyEMOTO
JEKapCTBEHHOTO  IIperapara
TOJILKO B cirydae
npeoGuafanus  OXHIAEMOM
OOJb3bl  HaJd  BO3MOXHBIM
PHCKOM IIPHMEHEHUS
JIEKapCTBEHHOTO IIpenapara?

ITynxr 61 IIpaBun
HCCIEIOBaHUA

12.

Veenomun mu DepepansHyio
CIyk0y [0 BETEPUHAPHOMY H
uTOCaHMTapHOMY  Han30py
paspaGoTuMk B ciyuae
OCYIIIECTBJICHHS

HCCIIC/IOBAHUA, MPOBOJEMOrO
B paMKax KJIHHHYECKOI'O
uccienosanus B Poccuiickoit
Denepanyy, B 3IEKTPOHHOM
dopme mwm Ha GymaxHoM
HOCHTENIE O JaTe Havyaia H
MeCTe OCYIICCTBIICHUS
YKa3aHHOTO HCCIICAOBAHHA B
TedeHue 10 paboumx amelt c
JaTel yYTBEPXKICHHA IUIaHA
KJIMHAYECKOI'0

HCCIJIENOBaHHA?

ITynkr 62 IIpaBun
HCCIIEXOBaHUS

13.

ObecniequBaercs 1 =y
KOHTPOJIMPYEMOIro auIa
IIOCPEACTBOM  COOMIONEHMSA
npoueAypsl cbopa, 06paborku
H XpaHeHus wuHPOpPMALMH,
[10JIy9aeMou B xozae
KIIMHA9€CKOI'0 UCCIICTOBaHWA,
IOJyYCHUE AOCTOBEPHOIO H

000CHOBaHHOTO
NPEACTABICHUA 0
6e3omacHOCTH u
s¢pdexTuBHOCTH

JIEKapCTBEHHOT'O Ipemapara?

ITynkr 64 IIpaBun
HCCIIC/IOBaHUS

14.

OcymmecTBiseTcs 1M JIMIOM,

ITynxT 65 IpaBun




OTBETCTBEHHBIM 3a
OCYIIECTBIICHHE
KIMHHYECKOTO MCCIeOBAHUS
y KOHTPOIIMPYEMOTIO JIMIla, B
ciyJae obOHapyxeHus
OIIaCHOCTH U ()
BO3HMKHOBEHMS YTpPO3bI UIA
3[JOPOBbSl KUBOTHBIX M (WIIH)
monedl u (wim) 3arpsa3HeHus
OKpYyXarolen cpennl
IIPOBOAMMOTO B  paMKax
KJIMHHAYECKOTO
HCCIIEIOBaHMA:

14.1.

HEMEICHHAas IPUOCTAHOBKA
HCCIICIOBAHMUSA, IPOBOMMOTO
B paMKax KJIHHHYECKOTO
HMCCIICAOBAHUA?

14.2.

B TedeHue 1 pabodero aHA co
THA IPHOCTaHOBJICHHA
HCCIIEI0BaHUsA, IPOBOUMOTO
B paMKax  KJIMHHYECKOrO
HCCIICIOBaHMUS,
AH(pOpMHpOBaHUE
paspabordMka O  TakoM
[IPHOCTaHOBIICHUH Ha
6yMaXXHOM HOCHUTENE WM B
3JIEKTPOHHOH dopme?

HCCIICOIOBaHMUA

15.

IIpunumaercs mu y
KOHTPOJIMPYEMOTO JIMIa
pellIeHNe O MpeKpaleHHH
HCCIEA0BaHHUA, IPOBOJAMOrO
B paMKax KJIIMHHYECKOI'0
HCCIIC/IOBaHUA,
pa3paboTINKOM B Cllydae
IIOJIydeHMs HHpOpMaIHH,
DOATBEPKAAIOMICH, 9TO
IIPHMEHECHUE HCCIEAYEMOTO
JIEKapCTBEHHOTO NpenapaTa
HPEACTABIACT YIPO3y A
3/I0pPOBb# JKHBOTHBIX M (HUTH)
JofeH u (M) 3arpa3HEHHS
OKpy>Xaromei cpeabl?

ITyskr 66 ITpaBun
HCCIICIOBaHUS

16.

ITpunumaercs 1
pa3paboT4HKOM pEIIEHHE O
BO30OHOBICHUH

HCCIIC/IOBAHHS, MPOBOUMOIO
B paMKaxX KIMHHYECKOTO
HCCIICNIOBAHHA, B  ClIydae

ITynkr 67 IIpaBun
HCCIICAOBaHUS




HOTy4eHUs AHbOpMaIHH,
MIOATBEPKIAIOICH, 9TO
IIpHMEHEHHE JIEKaPCTBEHHOI'O
npenapara He IpeCTaBiserT
yrposy IS 3IOPOBBS
XHBOTHBIX W (WIM) JIOACH H
(wmm) 3arpA3HEHUs
OKpyXaromei cpeanb?

17.

Coobmaer 1 pa3paboTunK B
Poccenbxo3namzop B
JJIEKTPOHHOH ¢opMe WM Ha
OyMa)XKHOM  HOCHTEIE O
IpEKpaICHUN 1728074 0
BO300OHOBJIEHHH

HCCIIEZIOBAHHASA, TTPOBOAMMOIO
B paMKax KJIHHHYECKOTO
HCCIICIOBAHAA, B CpPOK, HE
OpeBRmMaomuii 5 pabouux
THEH €O JHA TPHHATHSA
PEIEHHA O IpEeKPaIIeHHH KK
o BO300HOBJICHHM
KIMHAYECKOro

HCcCaenoBanus?

ITynxr 68 IIpaBun
HCCIIeOBaHHS

18.

O3HaKOMJIEHO B1i%d
PYKOBOAWTENEM
OpraHM3anyM, IIPOBOAAIICH
HCCIIEIOBaHHUE, JIHEIIO,
OTBETCTBECHHOE 3a
[IPOBEAECHUE  KIHHHYECKOro
HCCIIC/IOBAHUA, MTOJ] POCITUCE:

18.1.

C IIaHOM  KJIHHHYECKOTro
HUcclIeJOBaHuA?

18.2.

c MOTHOMOYHMAMH pu
OCYIIECTBICHUH
KJIHHHYECKOI0
HCCIIENOBaHUA?

18.3.

c 00A3aHHOCTAMHU pu
OCYLICCTBJICHHH
KIIMHUYECKOTO
HCCIICAOBAHHA?

18.4.

c uHpopMmarue 00
HCCIEAYEMOM JIEKapCTBEHHOM
npenapare?

18.5.

C IIOTCHUMAJIBHBIMHA PACKAMH,
BO3HHKAIOIMIMMH IIpH pa60Te
C TakdM JICKapCTBCHHBIM

ITynkr 69 IIpaBun
HCCIICIOBaHMSA




9
nmpenapaToM?
O3HaKOMIEHH b1’
PYKOBOAUTENEM
OpraHu3alud, [pOBOASAIIEH
HCCIICIOBAHUE, JIATIA,
19, |OTBETCTBEHHEIE 3a
" |ocymiecTBIICHHE
KIIMHUYECKHUX MCCIIENOBaHHIA,
IPOBOJJUMBIX B  paMKax
KIIMHAYECKOT0 HCCIIENOBAHMS,
II0]] pOCIIHMCB:
19.1, |© TUIAHOM  KIMHHYECKOrO
" |mccnegoBaHuA?
c IOJHOMOYHAMH  [IpH
OCYILECTBIICHUH
192, |0y ITynxr 69 Ipaswn
IIMHIICCKOro HCCIIEIOBaHMUSA
HCCIIENOBaHHUA?
c 00s3aHHOCTAMH pu
19.3. | OCYIIECTBICHIH
" | KTMHAYECKOTOo
HCCIICIOBaHAA?
c uHpOpMAaILHEi o6
19.4. | uccnemyeMoM leKapCTBEHHOM
npenapare?
¢ HOTCHIMAIFHEIMHA PUCKAMU,
19.5, |BOSHHKAIOIMME TPH pabote
T lc  TakMM  JIEKapCTBEHHBIM
Ipenaparom?
O3HaKOMIIEHHI byt
PYKOBOJHTEIEM
OpraHvi3aliiy, IPOBOAALIEH
20. |uccnemoBanme JMIIa,
Y4acCTBYIOILME B MPOBEXECHUH
KIIMHAYECKOTO CCIICOBAHMS,
IOJ] POCITHCh:
201 ;ccngnzr:;m qmmmqecxoro Mynxkr 69 Tpasun
AOBAHW: HCCIEIOBaHHUS
c TIOTHOMOIHSMH pH
20,2, |OCYMECTBICHUH
" | KTMHHYIECKOro
HccenexoBaHus?
¢  O00f3aHHOCTAMH  OpH
20.3. | ocymecTBIIEHHH

KIIMHUYCCKOIo
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HCCIeIoBaHuA?

20.4.

c HHpOpManueit o6
HCCIIEly€MOM JICKApCTBECHHOM
npemnapare?

20.5.

C NOTCHIMAILHRIMH PHCKAMH,
BO3HMKAIONMMHU TIpH pabote
C TakuM JEKapCTBEHHEKIM
npenaparom?

21.

JIPILIaMPI, OTBCTCTBCHHBIMH 34
NPpOBCACHUC  KJIHHHAYECCKOI'O
HCCIIENOBaHHAA .

21.1.

He JIOITyCKAaIOTCH b1’
OTKJIOHCHHS oT IJIaHa
KIHHHYECKOI'O
HCCIIEOBaHNA?

21.2.

HC NOIyCKAacCTCsA JIM BHCCCHUE ‘

B wiag KIHHHYECKOI'O
HCCIIeJOBaHU H3MCHECHUHN

oe3 YTBEPKACHUSL
pa3paboTauxomM?

21.3.

obecnieumBaercs M cGop
IIOJTyYEHHBIX Pe3yJIbTaToB?

21.4.

obecnieanBaeTcs i QUKCALMSL
BCEX OTKJIOHCHWH OT ILIaHA
KIIMHHYECKOI'0 HCCIIE0OBAHYS,
KOTOpBIE OQOPMIIAIOTCH B
BHIE TPUIIOXKEHHUA K OTUETY
(13 KCCIICIOBAHUH,
cozepKamiero [IPHYHHBI
TaKHX OTKIIOHCHUH M OLICHKY
BITMSTHUA BHECEHHBIX
H3MCHCHUM Ha NONYYCHHBIE
pe3ynbTaThi?

21.5.

NPHHUMAIOTCA M MEpHl 110
YCTpaHEHUIO BBISIBJICHHBIX
OTKJIOHEHHIH?

21.6.

obecrieunBaeTcs 1M aHAIM3
IIOJTy9aeMBIX Pe3yILTATOR?

21.7.

obecrieuuBaeTcs M
NOATOTOBKA OTYETA O
pe3yibTaTax KIMHUIECKOro
HCCIIC/OBaHM?

21.8.

obecrieynBaeTcs m

ITynkr 70 IIpaBun
HCCIICIOBaHUA
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KOH(HIeHIHATBHOCTD
MHGOPMAIHH O MOJIYICHHBIX
pesynbTarax?

22.

Ob6ecneunBaercs by’
PYKOBOJUTENEM
opraHu3allMi, IPOBOAAINECH
KJIIMHHYIECKOE HCCIICI0BAHME,
BEHITIOJIHEHHE:

22.1.

TpeOOBaHUiA, yCTaHOBJIEHHEIX
IUIAHOM KJIMTHUYIECKOT'O
)5 (7o) (D1 (0): 702076 04

22.2.

00BEKTHBHOCTE H
HE3aBHCHUMOCTD
OCYIIECTBICHHS
HUCCIIeIOBaHUA?

22.3.

JOCTOBEPHOCTE I10JIy49aeMBIX
pe3yabTaToB?

ITynkT 71 IlpaBun
MCCIICOBaHUSA

23.

IIpoBopsaTCs b1 ¢ y
KOHTPOJIMPYEMOTO IMna
KIMHHAYECKUE HCCIICHOBaHHA
B ITOMEIIEHISX,

| KOHCTPYKTHBHBIMH

0COOEHHOCTIMH KOTOPBIX
o0ecIeYnBaloTe:

23.1.

HEOOXO0qMMBIC
TeMIIepaTypHEIe 7}
BIIQKHOCTHBIC PEIKHUMBI?

23.2.

U30IMPOBAHHOE COJCpPIKAHHE
BHOBp  IIOCTYNHMBIIMX B
OPraHU3alHIo, IPOBOAIIYIO
KIIMHAYECKOE HCCIENOBAHNUE,
1(20) (3130, JKHBOTHBIX,
GONBHBIX MEJEBHIX KUBOTHBIX
M IENEBBIX  JKABOTHEIX,
HOZ03PEBAEMEIX B
3aboieBanun?

23.3.

paszensHoe coZiepKaHHe
[eJIEBRIX J)KMBOTHEIX,
UCIIONB3YEMbIX B  pasHbIX
BHJIaX KIMHHYECKUX
HUCCIICIOBAaHHA?

23.4.

U30JIMPOBAHHOE  XpaHCHHE
KOpPMOB, 00OpyIOBaHHS |
UHBCHTaps JJd yxoJa 3a

[Tynxt 72 IIpasun
HCCIIEIOBaHUSA




12

HENEeBEIMA  JXMBOTHBIMH OT
MECT COZICP)KaHHMA IIEIEBRIX
HBOTHBIX?

23.5.

H30IAPOBaHHOE  XpaHEHHE
00pasos HCCIIETyEMBIX
JEKapCTBEHHBIX IIPETapaToB,
B TOM 4YHCIE€ apXMBHEIX
00pa3lioB  II€KapCTBEHHBIX
npenaparoB?

23.6.

H30JIMPOBAHHOE XPAHECHHUE
PEaKTHBOB, pEareHTOB, TECT-
CHCTEM M CTAHAAPTHEIX
06pasnos?

23.7.

M30JIMPOBAHHOE  XPAHEHHE
HONTy4aeMBIX OTXOZOB JI0 MX

YTHIH3aLUU WA
YHHYTOXEHUS?

23.8.

H30JIMPOBAHHOE  XpaHEHHE
JOKYMEHTOB?

23.9.

BO3MOXXHOCTh  IIPOBEJCHHA
BCKDBHITHA IIaBHIMX IIE€JEBHIX
KHBOTHEIX?

23.10,

IIPOBEACHUE MOMKH
WHBEHTapA?

23.11,

OpoBeAcHUEe  Je3uH(eKIuH
HHBCHTaps?

23.12,

HOJTOTOBKY KOPMOB?

23.13.

yAaJIeHHEe OTXO0B?

24,

IIpumensroTcs m y
KOHTPOJIAPYEMOTO JIMNA IPH
IPOBENCHUH KIHHAYECKOrO
HCCIIC/IOBaHUA cpeacTBa
H3MEpEeHHiA, KOTOphIE MPOILIA
IIOBEPKY B COOTBETCTBHH C
TpeOGOBaHHAMMU
®deaepanbHOro 3akoHa oT 26
mrons 2008 r. Ne 102-®3 «O6
obecrieyenun €IMHCTBA
H3MEPEHU»?

IIysxTe 14 u 73
IlpaBun
HCCIIEAOBaHUS

25.

OcymectBsinace 1 y
KOHTPOJIMPYEMOI'O avna
3KCILTyaTaIMs CpEenCTB

ITyskTe1 151 73
ITpaBun
HCCIICAOBaHUSA
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U3MEpPEHUH U 00opynoBaHu,
HUCIMOIL3YEMOI'0 npu
[IPOBEACHUH  KIMHHYECKOT'O
HCCIIENOBaHuA  (mamee  —

obopynoBaHue), B
COOTBETCTBHH c
JOKYMEHTAallded Ha TaKoe
obopynoBanue?

26.

OcymecTBisuioch ™y
KOHTPOJIMPYEMOTO una
o0cITy)XKHBaHHE

obopyaoBaHu, B
COOTBETCTBHH c
JOKyMEHTAllHE Ha Takoe
obopynoBanue?

[lyukTs! 15 1 73
I1paBun
HCCIIEOBAHUS

27.

HoctynHer 11 paGoTHHKaM
OpraHW3allM¥, [POBOIAIICH
KIIMHMYECCKHE HCCIICOBAHUS,
IKCILTYaTHPYIOIHM
obopynoBanue AN
obecregnBaroIIM ero
06CITyXKUBaHHE, CIEMYIOIUE
CBEJICHHA:

27.1.

Ha¥MEHOBaHHE
obopyznoBaHus, €ro
MIPOU3BOAUTENA?

27.2.

MO/IEJTb obopyznoBaHuA,
CEPHIHBIN (3aBOJICKOIT) HOMED
(pm HAINYUH), Jara
NOyYEHHA W ITOCTAHOBKHM HA
yY€T, Jara 3amycKka B
SKCILTyaTaluio, HHBEHTAPHBIH
HOMep?

27.3.

MECTO PacnonoXeHus
ob6opynoBaHuA?

27.4.

MecTo XpaHeHHUs
JOKYMCHTALMH Ha
obopyznoBanue?

27.5.

bammums, HMs, 0T9eCTBO (IIpH
HaJIMIUH), JIOIDKHOCTH
paboTHMKA, OTBETCTBEHHOIO
3a HCITIOIE30BaHHE
obopynoBauus?

27.6.

dammnus, HMs, oT9ecTBo (IpH
HaJIUIHH) paboTHuKa,

IMTysxTH1 16 m 73
IlpaBun
HCCIICAOBaHUSA




14

OTBETCTBEHHOTO 3a
TEXHHYECKOE OOCITyXMBaHHE
obopynosanua?

27.7.

O IUIAHOBOM OOCITY)XMBaHUH
000pyZIOBaHMSA | PE3y/IbTaTax
IIPOBENCHUS
IpOQUIaKTHIECKHX
OCMOTPOB € yKa3aHHEM JaThl
M NOJUHCH  COTPYAHHKA,
OTBETCTBEHHOT'O 3a
TEXHHYECKOE O00CITyXKHBaHUE
obopynoBanus?

27.8.

O TOBPEXXICHHAX, OTKa3aXx B
pabore, pemoHTe
006OpyNOBaHUA C YyKa3aHHEM
JIaThl U TIOATIMCH COTPYHHKA,
OTBETCTBEHHOT'O 3a
TEXHHYECKOE OOCITy)KHBAHHUE
ob6opynoBanua?

28.

CootBercTByIoT JIHI y
KOHTPOJUPYEMOTO nuna
HCTIONB3y€EMEIE npu
IPOBEJCHUH  KJIMHHYECKOIO
HCCIENIOBaHUSA pEaKTHBEI H
peareHTHI, CTaHJ[apTHEIC
BEIIECTBA U TECT-CHCTEMEL,
TpeOOBaHUSAM, YKa3aHHEIM B
nIane KJIMTHHYECKOTO
UCCIIeI0BaHuA?

IMynxTe1 17 1 73
ITpaBun
HCCIICIOBaHMS

29.

ITprmenstoTCA T y
KOHTPOJIMPYEMOr0 JMId [0
HCTEYECHHUS CpPOKa TOXHOCTH
HCIONb3yeMEIe pU
IIPOBEJCHHMH KIHHHYECKOIO
HCCJIC/IOBAHUSA PEAKTHBEI H
peareHTHI, CTaHAapTHEIE
BENIECTBA ¥ TECT-CUCTEMEI?

ITynxTs1 17 u 73
IlpaBun
HCCIICIOBaHMS

30.

Hmeror b1 y
KOHTPOJIHMPYEMOTO nuna
HCIIOJIb3yEMBIC opu
MPOBEJCHUHY  KIMHHYECKOTO
HCCIIC/IOBAHUSI PEaKTHUBBl H
peareHTHI, CTaHIapTHEIE
BEIIECTBA M TECT-CUCTEMEI,

MapKHpPOBKY, MO3BOJIAIOILYIO
HX MICHTHGUIUPOBATE?

ITysxTe1 17 u 73
IlpaBun
HCCIIEAOBaHUS
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31.

OcymecTBnsercs

KOHTPOJIMPYEMOTO
XpaHEeHHe

my
JH1a
pEaKTHBOB,
PEareHroB, TECT-CHCTEM WU
CTaHTApTHHIX BEMECTB B
YCIIOBHUSAX, OOE€CIEIHBAONIUX
UX cTabWIBHOCTH B mpomecce
XpaHEHUA H YCTAHOBJICHHBIX
IPOU3BOJUTENEM, B YIIAKOBKE,
obecrieuMBarOIIEeH 3amuTy OT
3arpA3HEHHs WM IOpYHU?

A63a11 nepBbIi
nmyHkTta 18 u myHKT
73 IlpaBun
HCCIIeJOBaHUA

32.

OcymecTBusercs
KOHTPOJIMPYEMOTO
XpaHeHHe PpEeaKTHBOB,
peareHToB, TECT-CHCTEM W
CTaHJApTHEIX BEIIECTB B
OTJCILHOM 30HE MOMCIICHMS,
npeHa3HaYEHHOTO s
OPOBEACHUS  KIMHHIECKOTO
HCCIIeJIOBaHHUA, c
OTPaHWICHHBIM JOCTYIOM?

moy
nMuna

A63ar; BTOpO#
ImyHKTa 18 U nmyHKT
73 IlpaBun
HCCIIeJOBaHUA

33.

Perucrpupyrorcs 1wy
KOHTPOJIMPYEMOI'0 Imua
CHCTEMaTHYCCKH B
COOTBETCTBHH c
TpeOOBaHUAMH OpraHW3aINH,
IPOBOMSIIEH  KIMHUYECKOE
UCCICIOBAHKE, IIapaMeTphl
OKpYy’Kalome#d cCpeasl 30HBI
IIOMEIIECHNS,

npeaHa3HaYeHHOTO
XpaHeHUA PEaKTHBOB,
peareHToB, TECT-CHCTEM H
CTaH/IapTHEIX BEOICCTB?

I

A63a11 Bropoii
IyHKTa 18 ¥ myHKT
73 TlpaBun
HCCIIEIOBaHUSA

34.

IIpoBoasTcs ma y
KOHTPOIIMPYEMOI0 JHIa
KIIMHUYCCKHAC UCCIICIOBAHMS

34.1.

Ha KaXIOM BHIE IEJIEBHIX
XKHMBOTHBIX, [UIf KOTOPBIX
IIpeIoaaraeTcsa

UCTIONIE30BaTh

JIEKapCTBEHHBIN nmpenapar
(ecu JIeKapCTBEHHEIH
Ipenapar IIpeJHa3Ha4YeH
JKMBOTHEIM  OIIPEICICHHOU
BO3pacTHOM TpPyHOBl  HIIH
Iona, IIPOBOAATCS M
HCCIIC/IOBaHMUA Ha

Ilynkr 74 IIpaBun
HCCIIeIOBaHMS
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COOTBETCTBYIOLIEH
BO3DacCTHOM  TIpyme HIH
JKUBOTHBIX  OIIPEENIEHHOI0
nosa)?

34.2.

Ha OAHOM BHJC pHIO WM
paxkooOpa3HBIX (B
COOTBETCTBHH c
BOCIIPHHMYHMBOCTBIO IEPHOMA
XHM3HCHHOTO IMKJIAa BH/A K
Bo30yzuTemo 3aboneBaHus),
HauOonee TIO/{BEPIKCHHOM
3ab0J1eBaHHUIO, IIPOTHB
KOTOPOTO  Mpe/miojiaraercs
UCIIONB30BaTh

JICKapCTBEHHBIM Ipenapar
IS BETEPHHAPHOT'O
IIPUMEHEHUA?

35.

Hcnoneaytores b1’ y
KOHTPOJIMPYEMOIO JIMIIa B
KIIMHUYECKOM HCCIICHOBAaHUN
LieJIEBRIe KHBOTHEIE B
KOJIMYCCTBE, HEOOX0IMMOM
bt obecnegenus
CTAaTUCTUYECKOM 3HAYMMOCTH
HCCIIeIOBaHUA?

ITynkr 75 IIpaBun
HCCIICAOBaHUS

36.

IIpoBonsTcs m B
COOTBETCTBHH C  ILUIAHOM
KIAHAYECKOTO HCCIIeOBaHUSA
y KOHTPOJIUPYEMOrO JIHIla
oTOOp IIENEBHIX >KHBOTHEIX,
piné} BKJTIOYECHUS B
UCClIeIoBaHue LEeTEeBBIX
HBOTHEIX,
COOTBETCTBYIOIIMX LENAM H
3ajiagaM UCCIIE{OBAHHUS:

36.1.

KIMHHYECKOe 00cieqoBaHue
KHBOTHEIX?

36.2.

OCMOTD KUBOTHBIX?

36.3.

1a60paTOpHBIC HUCCIIEIOBAHMS
JKMBOTHBIX?

ITyskr 76 IIpaBun
HCCIIEAOBAHUS

37.

Odopmuensr ™ y
KOHTPOJINDYEMOTO JIMIIa Ha
IEeNEBRIX )XWBOTHEIX,
IOCTYIHMBIIKX B

OpraHmsanyio, MNpPOBOAAIIYIO
KIIMHAYICCKOC HMCCIICAOBAHUE,

ITynkr 77 IpaBun
HCCIICIOBaHUSA
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BeTepHHAPHEIE
COIPOBO/IUTEBHEIE
HTOKYMEHTBI?

HpentnduuvpoBaHbl 1M Y
KOHTPOIIMPYEMOro JIAIA JIIs
obecrieueHus

WH/IMBHY ATLHOTO
HaOofleHUss B  Ipolecce
BBINIOJTHEHHA  MCCJICIOBAHMS
IIENIEBRIE XKUBOTHEIE (TPYIIIBI
[ENCBBIX  JKUBOTHBIX  IIPH
38. |mpoBemeHMM — KIMHHYECKHX
UCCIICIOBaHUI
JIEKapCTBEHHBIX IIPENapaToB,
NpeHa3HAYCHHBIX bbb
IpYIIIOBBIX 06paboToK)
HOCPEACTBOM yKa3aHus
uH}popMarmn o TaKUX
XHMBOTHBIX, B TOM HHCJIE HMX
BHOE?

ITynkr 78 [IpaBun
HCCIeOBaHUA

Hmeror oM y
KOHTPOJIMPYEMOT'O JHIA
LICTICBRIE " JKMBOTHBIE
cBo6oaHEI# oCTYT K Boje?

A63an nepBbIit
nynkra 79 IlpaBun
HCCIIEZOBaHUS

39.

SIBnsmoTcs b10’ y
40. |KOHTpOIHMpPYEMOrO numna - —
KOpMa M BOJia: '

06e30macHIMH A1 3T0pPOBbBA

40.1.
IEIEBEIX XKUBOTHBIX?

A63ar Bropoid
obecreYnBaAIOIIMMHI nyHkra 79 IlpaBun
noTpeGHOCTH LENEBBIX | HCCIIEAOBaHMS
JKUBOTHRIX B IHTATEIBHBIX
BelEeCTBax?

40.2.

HE BIIHAIOIIUMHA Ha

40.3.
pe3ysbTaThl HCCIICOBAHMSA?

PyxkoBoncrTByercs b1’
KOHTPOIIMPYEMOE JMLO IIpH
IIPOBE/ICHUHM  KJIMHHYECKOTO
HCCIIEIOBAHUA

41. |neKapCTBEHHOIO Ipenapara
[IpHHIUIIAMH,
IPEAYCMOTPEHHBIMHU
IIyHKTOM 4 mnpunoxeHua Ne
15 K ITpaBuiam

ITynxr 80 ITpaBun
HCCIIEA0BaHUS

2 Crars1 4.5 3axona Poccritckoit Genepamuu ot 14 Mas 1993 1. Ne 4979-1 «O BETCPHHAPHI.
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peTynHMpoBaHUs oOpameHus
BETECPUHAPHBIX
JEKapCTBEHHBIX CPEACTB Ha
TaMOXXCHHOU TEPPHTOPHHU
EBpaswuiickoro
3KOHOMHYECKOTO 01033,
YTIBEPXKICHHBIM  pelICHHEM
Cogera Espaswuiickoit
9KOHOMHYECKOHA KOMHUCCHH OT
21 smBaps 2022 r. N 13
(nanee — ITpaBuma Ne 1)?

ITpomndopmupoBan hiit
KOHTPOIMPYEMBIM JHMIOM
COOCTBEHHHMK HCIIONIBE3yEeMOr0
B HCCIICIOBaHHM JKHBOTHOTO
JIHIIOM, IPOBOAAIIAM
KIMHAYECKOE HCCIICOBAHHE,
06 yKa3aHHOM HCCIIeIOBaHHH
Y CBS3aHHBIX C HUM PHCKaX, B
TOM qucie 0
1esecoo0pa3sHOCTH

TYMaHHOTO  YMEpIIBIEHUS
JHBOTHOT'O, B cirydae, ecid B| Ilymkr 81 Ipasun

42. npouecce KIMHAYECKOTO |  HCCIENOBaHHA
HCCIIC/IOBaHUA ero
¢pu3HIecKoe COCTOSIHHE
YXyAMWIOCh ¥ JalbHEHIIee
IpoBeAicHHE  KIMHAYECKOIO
HCCICNOBAHUA  TIPUYIHHAET
XKHMBOTHOMY 6omu,
pusuIecKne CTpajaHus,
MOCTOsHHYIO
bYHKIMOHAIBHYIO
HEeOCTaTOYHOCTE, He
IOJIAIOMMECS YCTPAHEHHIO?
OcymecTainsercs m
KOHTpPOJIMPYEMBIM JHLOM
MHGOPMHPOBAHHUE
cobcTBEeHHMKA o6
43, |HCCTC/IOBAHMH, B KOTOPOM [Tynxr 82 ITpaBun

HCIIONB3YeTCH JKHMBOTHOE, M| HCCIECAOBAHHS
CBS3aHHBIX C HHUM DHCKax, B
IIMCBMEHHOH  dopMe 1o
Hagaia OCYILIECTBIICHUA
HCCIEZIOBaHHUA, a o

3 Pemenne Cosera EBpasuiiCKOl SKOHOMMIECKOH KoMuccHH oT 21 sBaps 2022 r. Ne 1 Bcrynmio B cuny s Poccmiickoit
®enepanpn 13 mapra 2022 r. Smiserca obssarersHeiM mis Poccmiickoit ®deepaiyy B COOTRETCTBHM C JorosopoM o
EBpasuiickoM SKOHOMH4ECKOM COl03€ OT 29 Mad 2014 r., paruduimpoBaHELIM DeIepaIBHEIM 3aKOHOM OT 3 oktabps 2014 r.
Ne 279-®3 «O paruduxaumm [orosopa o EBpasmiicKoM 3KOHOMHHECKOM COI03€» H BCTYIMBIIMM B cwry mia Poccmiickoit
Depepanum c 1 saBaps 2015 r.



19

HaCTYIUIEHHH PHCKOB
YXYIIICHUSA COCTOSHUS
XHMBOTHOTO — HE M03/IHEE TPEX
9acoB € MOMEHTAa HX
HAaCTyIUICHUA?

44,

IIpoBoguTcs m y
KOHTPOIIMPYEMOTO nuna
otbop mpo6 GHomorMyeckux
MaTEpHaJlOB B COOTBETCTBHH
C MNaHOM KJIMHHYECKOI'O
HCCIIE/IOBaHNUA B
HHAMBHIyalbHBIE HPOOUPKHU
(dbnaxoHEI, KOHTEHHEPED)?

ITynxr 83 TIpaBun
HCCIIEIOBaHUS

45.

Mapxkupyrotcs m y
KOHTPOIIUPYEMOTO nuna
WHJIUBHAYyaIbHEIE TPOOHpKH
(dbnakoHsl, KOHTelHEpPHI), B
KOTOpEIE O0TOOpaHEI MPOOEI, C
yKa3aHHEeM:

45.1.

HICHTU(UKAUHOHHEIX
JAAHHBIX IIEJIEBOTO XXHBOTHOTO
(TpynIEI XKHBOTHBIX)?

45.2.

BpeMEHH oT0opa  mpoOnl
6romnoruyeckoro Marepuana?

45.3.

HaMMEHOBAHUS HCCIIEAYEMOI'O
JIEKapCTBEHHOT'O Iipernapara?

ITynxT 83 IpaBun
HCCIIEIOBaHUS

46.

3aMOpa)KHBAIOTCH M XPAHATCH
JH Yy KOHTPOIHPYEMOI'O JIHIA
B 3aMOPOXXEHHOM BHJIE IPOOEI
6uomnorngeckoro Marepuana
J0 HMX HCCICHOBAHUA, €CIH
HHOE He MPeIyCMOTPEHO
IUIAHOM MCCIICIOBAHUSA?

ITynkr 84 IIpaBun
HCCIIC/IOBaHUS

47.

Cocrapnsercs U
TIOATIHCHIBAETCA m
COTPY/THMKOM, ITPOBOAMBIIHM
otbop npo6 GHomorHIecKoro
Marepuaa,
CONPOBOAMTENHHOE MMHCEMO K
npobaMm, copepxamee Aatry
orbopa Takux npod, cBeAeHUs.
O LIEJIEBOM KHBOTHOM (TpyIIIe
XKHMBOTHBIX), B TOM YHCJIE €TI0
(ux) mmou1, Bo3pact, Maccy?

ITynxr 85 [IpaBun
HCCIIeJOBaHUA

48.

Ilepenarorcs m y

ITynxT 85 [IpaBun
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KOHTPOIIUPYEMOro h) 171161
pOOkI 6HOJIOTHIECKOTO
Marepuana c
CONPOBOJUTEIILHBIM ITHCHMOM
B nabopaTopuio IS
HCCIICIOBaHMSA?

HCCJICAOBAaHUA

49.

Hcnonsaytores b1’ y
KOHTPOJIMPYEMOIr'o JHLa MpU
MPOBEACHUM  KJIMHWUYIECCKOTO
UCCIIeIOBaHUA o6pa3isl
HCCIICTyEMOT0
JIeKapCTBEHHOTO IIperapara:

49.1.

B TOM € JeKapCTBEHHOM
dopme, KoTopas IIaHUpyeTCs
JUIS TIpUMEHEHUA?

49.2.

IIPOH3BEACHHbIC 1o
TEXHOJIOTHH, KoTOpas
OpeayCMaTpUBaETCS JUIs
BKITIOUECHUSA B
IPOMEIIUICHHBIA  perjiaMeHT
MM B WHOM JOKYMEHT,
OIPENCISIOMHN TEXHOJIOTHIO
IIPOHM3BOACTBA?

49.3.

COOTBETCTBYIOIIHE
TpeOOBaHUAM Ka4yecTBa,
IIPeAyCMOTPEHHBIM IIPOEKTOM
HOPMAaTHBHOTO JIOKYMEHTA Ha
JIEKapCTBEHHBIH Ipenapar?

49.4.

c MapKHPOBKOIA,
COOTBETCTBYIONIEH
TpeOoBaHUAM  cTaThm 46
DenepanbHOro 3akoHa Ne 61-
®3?

ITyukr 86 IIpaBun
HCCIECOBaHUsA

50.

CompoBoxpaiorcs 1H  y
KOHTPOJIMPYEMOTO IMIa
o6pasnbl JI€KapCTBEHHOTO
mpenapara IIpeCTaBICHHOMN
pa3paboTIHKOM

JOKyMEHTAITHEH,

cozepxamen nHpopMaIHIo:

50.1.

00 YCHOBHSAX H  CpOKax
XpaHCHUA?

50.2.

0 Mepax 1no OOeCHeYCHHIO
6esonmacHocTH  pabGoTHl  C
HCCIIETyeMbIM

ITynkr 87 IIpaBun
HCCIIEXOBaHUS
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JIEKapCTBEHHBIM NpenapaTom?

0 MfEpax II0 obecmeuyenuio

50.3. |6esomacHocTH  paboTEr ¢
pacTBopUTEnIMH?
50.4. | o xoMILTEKTHOCTH?
YuHTHIBaIOTCA b1y | y
KOHTPOJIMPYEMOI'0 JIHIA IPH
IIPOBEJCHUH KIMHHYECKOTO
HCCIIC/IOBaHAA o0pa3isl
5], |Huccnenyemoro
" |JIeKapCTBEHHOTO Ipenapara B
COOTBETCTBHH C NPOLEAYPO,
YTBEPXKJICHHON
OpraHW3allieHd, NPOBOIMWIEH | ITynkr 88 [Tpasun
HCCIICIOBAHHC! HCCIeAOBaHUSA
51.1. |npu npueme?
51.2. | mpu pacxone?
51.3. | npu Bo3Bpare?
51.4. | npu yrrum3zanuun?
OcymectBusiercss 1y
KOHTPOJIUPYEMOT'O b)1%)1¢:]
52. |xpaseHMe o0pasnos
HCCIIEIyEMOTO
JICKapCTBEHHOT'O IIpernapara:
B COOTBETCTBHH c
521 TpeGOBaHUAMH,
""" | yCTaHOBIIEHHEIMH
pa3paboTuukoM?
ITynxr 89 IIpapun
B yNaKkoBKe,| HCCII€IOBaHHSA
52.2. |obecriequBaromeii 3ammry Ot
3arps3HEHUs WY nopqu?
B OTAENBHON 30HE
TIOMCIICHHIH,
59 3 |MPeAHAa3HAYCHHEIX JuIs
" |OpoBeeHHS  KIMHHYECKOTO
HCCIIeIOBaHuUA, c
OTpaHMYEHHBIM JOCTYIIOM?
IIpencraBnrores 1 .
1«? . 0. €MOro JMua ;mi Absan repaLif
53, |<OHTPOIMDY nyrkra 90 TTpasun
IPOBEICHUA KIHMHHYECKOTO
HCCIICIOBaHUS

HCCJICIOBAHHA o6pa3ibl
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HCCIIEyEMOTO
JIEKapCTBEHHOTO WpeInapara,
HMMEIOIUE CPOK TOJHOCTH He
MEHEE CpOKa, HEOoOXOmMMOro
LA IIPOBECHUS
KJIMHAYECKOTO HMCCIICIOBAHUS
B COOTBETCTBHH C ILIQHOM
KIIHFHUYECKOT'O

HccaeioBanua?

54.

3anpemaercs M y
KOHTPOIIUPYEMOTO nHIa
HCIIONB30BaHHE B
KIMHHIECKOM HCCIIE0BaHHA
00paslioB  JEKapCTBEHHOI'O
nopenapara  C  HCTCKIOIHM
CPOKOM TOJHOCTH WIH C
HapymeHueM TpeOOBaHHEH K
XpPaHCHHIO, YCTaHOBJIEHHBIX
pa3paboTaukoM?

Ab63arn; BTOpOIi
nyskra 90 ITpapun
HCCIICIOBaHUSA

55.

Ilpu moxroToBke 06pasnoB
HCCIETYEMOTO
JICKapCTBEHHOTO IIpenapara y
KOHTPOJIMPYEMOI'0 JIHIA JUIs
BBC/ICHUSA IETICBEIM
XHMBOTHEIM:

55.1.

He JoIycKaeTcs M
KOHTAMHMHAITHS MCCIICAYEMEIX
JIEKapCTBEHHBIX TPeIapaToB
JAPYTHMHM  JI€KapCTBEHHBEIMH
cpencramu?

55.2.

HE JIOIyCKaeTCst m
KOHTaMHMHALH HCCIIEXyEMBIX
JICKapCTBEHHBIX IIPEmaparoB
HMHGEKIIMOHHBIME areHTaMu?

A63an BTopoii
nyHkTa 91 [IpaBun
HCCIICIOBaHUS

55.3.

obecnequBaercs Bi0
6esomacHoCcTe I JIMIY,
Y9aCTBYIOIIHMX B
OCYIIECTBICHHH
HCCIIEOBAHH, H
OKpYyXarome# cpeni?

Ab63an TpeTwmii
myHkTa 91 IlpaBun
HCCIIEIOBaHUSA

56.

YHUYTOXKAIOTCA it y
KOHTPOIHUPYEMOTO IMna
OCTaTKH HCCIIEyEeMOro
JIEKapCTBEHHOIO IIpenapara’?

ITynkr 92 IlpaBun
MCCIIEIOBaHHUS

57.

YTBepx)aeHb! I s

NOPOBCJICHUA  KJIHMHHYECCKOI'O

IynxTt 93 [IpaBun
HCCIICIOBaHUS
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HCCIIEOBAaHUs OpraHW3alHuei
CTaHAAPTHBIE ONECPAIMOHHEBIC
Ipouenypsi?

58.

OnuceiBaroTcs M y
KOHTPOJIMPYEMOT0 JIdIa B
CTaHJapTHHIX ONEPAMUOHHBIX
mponexypax TpeOOBaHHA K
OCYIIECTBICHHIO
KIMHAYECKOTO HCCIICJOBAHMS,
B TOM 4YHCIE€ Y4YeT Bcex
1a6opaTopHEIX "
IIPOU3BOJCTBEHHBIX
onepanyii, BKIIIo4as:

58.1.

IpHEM,  TPaHCIIOPTHPOBKY,
pasMeIlleHie, MapKUPOBaHHe,

06paboTky u  KOpMIICHHE
MeJEBRIX XXHBOTHEIX?

58.2.

obcayxuBaHWE ¥  IIOBEPKY
CpEeACTB M3MCHEHUH B ClTydae,
YCTaHOBJICHHOM IyHKTOM 14
IpaBun uccnenosanus?

58.3.

IIPUTOTOBJIEHAE PEaKTHBOB,
IIHTaTeJIbHBIX Cpea’?

58.4.

BEJACHUE 3aIlUCEH, OTYETOB,
IIPOTOKOIIOB B CIy4asXx,
IIPETyCMOTPEHHRIX ITyHKTaMH
85, 94, 98, 103, 104, 107 —
109 IlpaBmn uccienosanus, u
UX XpaHeHHE?

58.5.

oOciryKHBaHWEe IOMELICHHIA,
B KOTOPRIX  OPOBOTUTCH
KIMHHYECKOE HCCIEeHOBaHnE?

58.6.

IIPUTOTOBJIIEHHE KOPMOB IS
NEJIEBRIX )XUBOTHBIX?

38.7.

MIOCTYIUICHHUE o6pa3nos
HCCIIETyEMOTO
JICKapCTBEHHOTO IIpelapara u
CTaHAapTHEIX o00OpasmoB (B
CIIydae MX HCIONB30BaHus)?

58.8.

HICHTUQUKAIMIO  06pasios
HCCTIETyeMOoro
JICKapCTBEHHOTO TpeInapara u
CTaHIapTHEIX 06pasmnoB (B
CITyYae X MCTIOJIb30BaHHs)?

ITynxT 93 ITpaBun
HCCIeROBaHUA
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58.9.

MapKHUpOBKY obpa3nos
HCCIIETyEeMOTO
JIEKapCTBEHHOTO Ipemnapara
CTAHJAPTHEIX 00pasnos (B
CIIy4ae UX UCTIONb30BaHMsA)?

58.10.

o6paboTky obpa3uoB
HCCIIElyeMOTO
JIEKapCTBEHHOTO Ipenapara M
CTaHAapTHEIX o0pasuoB (B
Cay4ae UX UCIIOIb30BaHMA)?

58.11.

otbop npo6 o6pasnoB
HCCIICTyEMOTO
JIEKapCTBEHHOTO Ipenapara u
CTaHJapTHeIX oOpasmoB (B
CIIy4ae MX MCIIOJb30BaHuA)?

58.12.

KCHONIE30BaHHE obpasios
HCCIIEyeMOro
JIEKapCTBEHHOT'O ITperapara u
CTaHJAapTHBIX oOpasmoB (B
ClIy4ae X HCIOJIb30BaHMs)?

58.13.

XpaHEeHUE o0pasios
HCCIIEyeMOro
JIEKapCTBEHHOT'O IIpernapara u
CTaHAapTHEIX o00pasmoB (B
CIIy4ae MX MCHIOJIL30BaHMs)?

58.14,

YHHYTOXCHHE (YTHIH3AIHIO)
o6pasos HCCIIEyEMOTO
JIEKapCTBEHHOTO Ipenapara u
CTaHJapTHEIX 06pasmoB (B
CIIy4ae MX KCIIOJIb30BAHMS)?

59.

YT1BepxacH M
paspaboTiHKOM IUIaH
KaXJ0ro KJIMHHYECKOT'O
HCCIICIOBAHUSA, IIPOBOAMMOIO
B paMKax KJIHHHYECKOIrO
HCCIENOBaHUA, C yKa3aHHEM
JaThl €T0 YTBEPXKICHUA?

ITynxr 94 IlpaBun
HCCIICIOBaHMS

60.

YKassIBaoTcs m y
KOHTPOJIADYEMOI'O JHMIa B
I1aHe KJIMHA4ECKOT0
HCCIENOBaHHUs:

60.1.

HaHMEHOBaHHe
HCCIICIOBAHHUSA, TPOBOAMMOIO
B paMKax KIHHHYECKOI'O
HCCIIeNOBaHUA?

ITynkr 95 ITpaBun
HCCIIEIOBaHUA
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TIOJIHOE M (MJIM) COKpAIIEHHOE
(pu HAaJIM49H1H)
HaUMEHOBaHHE, azpec
PETHCTPaIMd 1O  MECTY
60.2. |HaXOXJIEHUSA HOPUAMIECKOIO

JMIa, TIPOBOJIAIIIETO
HCCIIENOBAHHE, azapec
OCYINECTBICHHA
HCCIIeI0BaHMuA?

dammnus, mMs, oTaecTBO (TpH

HaJITM9WH) JmIa,
OTBETCTBEHHOTO 3a
603, | OCYmecTBICHAE
" |uccnenoBanms, H JIHII,
Y4JaCTBYIOIIUX B
OCYILECTBJICHHH
HCCIICIOBaHMM?

60.4. [nenn uccnenopanmn?

60.5. |3amauu uccnenoBaHus?

06ocHOBaHHE IUIaHa
KIIMHAYECKOr0 UCCIICIOBAHNS,
60.6. |mpoBogMMOTO B  paMKax
KITHHHYECKOT'O
HCCIIEOBaHMA?

CPOK (Mecsl, rox) Hayana M
IUIAHUPYEMBIA CpPOK (MecHIl,
rox) OKOHYaHUS
UCCIIeI0BaHAA?

60.7.

CBEICHM: 00 ucciexyeMoM
JIEKapCTBEHHOM  IIperaparte

(HamMeHOBaHHE,
KavyeCTBEHHBIH Hu
KOJIHYECTBEHHEIA COCTaB,

60.8. |[Homep cepum, 00BEM cepuu,
AaTa IPOM3BOJCTBA, CPOK
TOIHOCTH, ¢duzHgeckue,
XUMHYECKUE, OMOJIOTHIECKHE,
dapmaneBTHIECKHE
cBolicTBa)?

CBEICHMA O  IIpemapare
cpaBHeHHs" (HaWMEHOBaHWe,

60.9. |kauecTBEHHBIH "
KOJIM9eCTBEHHEIM COCTaB
JEHCTBYIOMINX BENIECTB,

* TlogmysKkT «3» MyHKT4 3 pasgena V npanoxenns Ne 15 k Ilpasunam Ne 1.
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Ka4eCTBEHHBIH COCTaB
BCIIOMOTATEIbHBIX BEINECTB,
HOMEP CEpUH, CPOK F'OTHOCTH,
busndgeckne,  XMMHYECKHE,
Ononoruyeckue,

bapMareBTHUECKIE CBORKCTBA,
HOMEP  PETHCTPAllHOHHOIO
YAOCTOBEPECHHS

JIEKapCTBEHHOI'O IIpenapara)
B CIydae €ro HCIOJIL30BAHMUS

IpH [pOBEICHUH
KIMHUYECKOrO
HCClIeN0oBaHuA?
obocHoBaHHE BEIOOpa
60.10. pedepentroro  mpenapara’
7 (apm HCCIIEIOBaHUHU
61OIKBHBAJICHTHOCTH)?

OIIMCaHUE H O000CHOBaHHE
HCTONB3YEMBIX B
60.11. uccnenoBaumsix METOJIOB,
obopynoBaHMS H  CpeNCTB

HU3MEpeHUA?

CBEJICHUSA o BIOOpE

HCTIONb3YyeMBIX B
60.12.| nccnenoBannmn IETEBBIX

JKHBOTHEIX, HX BHNA,

BO3pacTa, Mmojia, Maccel Tena?

0 BKIIOYEHHMH (MCKIIFOYEHHH)
LENEBRIX  )KABOTHBIX B

60.13.
HCCIENOBaHUE, MOPANOK HX
3aMeHEI?
CXe€Ma MCCICIOBAHMA U ee
60.14.
obocHOBaHuE?
KOJIHYECTBO IEIEBBIX
JKMBOTHBIX B rpyimrme,
IePUOTHYHOCTD OLICHKH
COCTOAHUSA LIEJIEBBIX

60.15./xuBOTHBIX M oTGOpa mpos,
OLICHMBAaEMblE€ B IPOLECCE
HCCIIEOBAHUSA II0KA3aTed M
MCTOJUKA HX ONEHKH, HX
ob6ocHoBaHHE?

OIMHCaHHue 61oorHIecKoro

60.16. MarepHaia, oTOUpaeMoro s

3 ynxkr 11 craten 4 ®enepamsuoro 3akona Ne 61-D3.
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OCYIIECTBICHHSA
HCCIICAOBAHMA, CIIOCO0OB €ro
otbopa M XpaHeHMd, MX
obocHoBaHHE?

60.17,

METOJIbI pacnpeeneHus
LENeBRX  JKMBOTHBIX  IIO
rpynmnaM, HHpopMamma o
NpeamecTByOmei "
COIYTCTBYIOINEH Tepanuu?

60.18.

KPHTEpUH [OCTaHOBKH
IUarfHo3a ® CHOCOOBI ero

NOATBEPXKACHUA®?

60.19.,

ONnHCaHHe 1ab0paTOpHBIX
HCCJIC/IOBaHHH, NPOBOJUMEIX
B IIPOLIECCE HUCCIIEAOBaHHAA?

60.20.

cOocoObl, MYTH BBEIECHHA,
71032 H PEXHM JO3HPOBaHMS
HCCIIEIyEMOTO

JICKapCTBEHHOI'O IIperapara M
(npy  HayMuMEM) TpemapaTa
CpaBHEHHSA, UX 00OOCHOBAHHE?

60.21.

KPHUTEPHH OLICHKH
3¢ PEeKTHBHOCTH %
6€30I1aCHOCTH HCCIIELYyEMOro
JIEKapCTBEHHOTO MpernapaTa’?

60.22.

TpeOOBaHUA K  BHECEHHMIO
M3MCHEHUM B ILUIaH
KIIMHU4ECKOT'0
HUCCIECHOBAHMA?

60.23.

OIMCaHHE HPOLIEAYPhI
CTaTHCTUYECKOH 00paboTku
pe3ybTaTOB HCCIICAOBAHUSA?

61.

CocraBnserca Ju  miaH
KIIMHHYECKOTO MCCIIEIOBaHUS
pa3paboTInKOM 1281
CTOPOHHEH opraHm3amuei (B
Cllydae € IPUBICHECHHA IS
OCYIIECTBIICHUA

HCCIIEIOBaHN)?

ITynxr 96 ITpaBun
HCCIIeNOBaHUA

62.

IommuceiBaercs m y
KOHTPOIHPYEMOT0 JIHIa IUIaH
KIMHHYCCKOTO HMCCIIEIOBaHUA

ITyukr 97 ITpaBun
HCCIIEIOBaHUA

¢ oamynxr «m» myrKTa 3 pasgena V npunoxeHus Ne 15 x ITpasanam Ne 1.
" Hoamysxr «d» mynKTa 3 pasgena V npuioxeHHA Ne 15 x Ilpasunam Ne 1.
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THIIOM, OTBETCTBEHHBIM 32
IPOBE/ICHHE  KIIMHAYECKOTO
HCCIIENIOBAHUA, € YKa3aHHEM
€r0  JOIDKHOCTH,  MeECTa
paboTe1?

63.

Benyt m1 y koHTpOIMpyemMoro
JvIia JHIa, yJacCTBYIOIIHE B
OCYIIIECTBIEHHH
HCCIIC/IOBAHNA, ITIPOTOKOTI
UCCIEN0BaHUA Ha OyMakKHOM
Hocurene ®wW  (Wm) B
3JIEKTPOHHOM BHjie?

ITyskr 98 [IpaBun
MCCIIC/IOBaHMS

64.

VYka3nBaroTcs m y

KOHTPOJIMPYEMOr0 JHMIa B
IPOTOKOJIE HCCIIEAOBAHMSI:

64.1.

HaNMCHOBaHHE
HCCIICOBaHUA, ITPOBOAUMOIO
B paMKax KJIMHHYECKOI'O
UCCIICIOBAaHMA?

64.2.

HepedeHh HCIOIb30BAHHOIO
obopy/ioBaHwms, CpenCTB
M3MEPEHH W  PEaKTUBOB,
peareHros, CTaHJAPTHBIX
06pa3noB H TecT-cACTEM (TIpH
HCIO/Ib30BaHUH)?

64.3.

IICPBUYHBIC JTaHHBIE 0
pesyibTaTax M3MEpEeHHHd M
Ha6JroieHmiA (mpu
BO3MOXHOCTH

HHJIUBUAY AJIbHOM
UICHTU(GHKAIMY XUBOTHBIX)?

64.4.

OIIMCaHHE H OlIEHKA IIPOLEAYP
CTATUCTHUYECKOro aHaimm3a (C
yKa3aHHEM Ha3BaHUs
HCIIOJIB30BaHHOTO
IPOrpaMMHOTO OOecIeueHHs
IPH €0 KCIOIL30BaHMK)?

64.5.

CBEJCHUA 00 HCIIONB3YEMBIX
LENCBRIX )KMBOTHBIX (BHA,
BO3pacT, KOJMYECTBO, Macca,
OO H KOJIMYECTBO TIpyII
IETIEBEIX JKUBOTHBIX ),
YCIOBHA  COACPKAHHA H
KOpMJICHUS IEICBBIX

KMBOTHBIX, napaMeTphI
OKpyXarllled  cpesl B

ITynxr 99 IpaBun
HCCIIEJOBaHUSA




IIOMEIIEHUAX, B KOTOPHIX
cojiepxarcs IIEJIEBBIE
JKHABOTHEIE?

CBEICHHA O BO3HUKHOBEHHH
HEKENATEIBHBIX PEaKIuit® u
64.6. |cepbe3HBIX HEXeNaTeIbHBIX
peakumii’® ¥ Mepax Ho HX
yCTpaHEeHHIO?

CXeMa HcclefoBaHUA (Hanee
— JIU3aifiH MCCIE/IOBaHHUA), B
TOM 9HCIe croco® BBeIeHHS
JIEKapCTBEHHEBIX IIPEApaToB,
71033 H PEeXUM HTO3HUPOBAHMS,
UHTEPBAT BPEMCHH MEXIY
64.7. |BBelCHHEM  JIEKapPCTBEHHBIX
IIPENapaToB, OMONOrHYICCKHIA
Marepuan, cxeMa orbopa
1po6 OHONOTHIECKOTO
MaTepyala, YCIOBHA  HX
XpaHEeHHUS (IPH UCCIEAOBAHAH
OGHO3KBHBAJICHTHOCTH)?

OIMCaHHE  AHAIMTHYECKOTO
64.8. |[MeTona (mpH wHcCClIEIOBaHHM
OGHO3KBHBAJIEHTHOCTH)?

XpOMaTOrpaMMhl (npu
HCCIIEOBaHUH
OHOPKBHBAJICHTHOCTH
XpoMaTorpaguueckuM  HIH
MAacCCIEKTPOMETPHIECKHM
Metonamu)?

64.9.

olHCcaHne METOI0B
(apMaKOKMHETHIECKOTO
aHanmu3a (TIpH HCCIEIOBaHUH
6HO3KBHBAJICHTHOCTH)?

64.10.

OIIHCaHHUE KPHUTEPHEB
OHMO3KBHBAICHTHOCTH  (TIpH
HCCIICAOBaHUN
6HO>KBHBAJIEHTHOCTH)?

64.11.

(GaMUINM, HMeEHa, OTYECTBa
(mpu  HaMuMH),  y4eHEBIE
64.12 ctenenu (UpH HaMHIUHK) JIALL,
YJacTBOBABIIIHX B
OCYIECTBIICHIH

8 Mynkr 50.1 cTathn 4 MenepansHOro 3axona Ne 61-03.
S ITynkr 51 cratsn 4 GeaepansHoro sakona Ne 61-03.
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HCCIeIOBaHUA?

64.13.

JaTa TOANMCAaHUA H HOMEp,
TO3BOAFOIIHMA
UAeHTU(UIHPOBATh
ITPOTOKOJI HCCICIOBAHHUSA?

65.

ITommiceiBaercs M y
KOHTPOJIUPYEMOT0 bi1%i16:]
IIPOTOKOJI MCCIICAOBaHUS
BCEMH JIMLIaMH,
y4aCTBOBABIIMMH B
IIPOBEICHUH HCCIICAOBAHUA?

Nynxr 101 Ipapun
HCCIETOBaHUS

66.

ITosBosser 1M copepxanue
IPOTOKOJIa MCCIIENOBaHHA Y
KOHTPOJIUPYEMOr'0 JHLa
OTHO3HaYHO
UICHTUHIMPOBATD

CIEAYIOMYIO HHPOPMALIHIO:

66.1.

HCCIIeAOBaHHE?

66.2.

KCTIONB30BaBMIKECT 00Opa3Iibl
JIEKapCTBEHHOTO IIpemnapara’?

66.3.

BHJI HCCIIEXOBaHUA?

66.4.

METOJIEI HCCICTOBAHNA?

66.5.

JIHII, Y4aCTBYIOLIMX B
NONYyYeHHHM JaHHBIX H B
IOJTOTOBKE OCYIIECTBICHUA
HCCIEeqOBaHMA?

66.6.

obopynoBanue?

66.7.

pEarcHTHl HW  PEaKTHBHIL,
CTaHIapTHblE OOpa3lll |
TECT-CACTEMEI (B CIydaec HX
KCTONb30BaHuA)?

ITynxr 102 IlpaBun
HCCIICIOBaHUSA

67.

ITo3Bomser M copepxanue
IIPOTOKOJIa MCCIICJIOBaHUS Y
KOHTPOJIHPYEMOro JHIa
BOCITPOH3BECTH XOn
HCCIE0BaHNS,
IIPEAYCMOTPEHHOTO  ILIAHOM
KIMHHIECKOTO
HCCICIOBAHMA?

ITynxr 102 Ipasun
HCCIIeJOBaHUSA

68.

Odopmustorcs )¢ y
KOHTPOJIMPYEMOTro aMa

ITynxt 103 IlpaBmn
HCCIIC/IOBaHUSA
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U3MCHEHHSA CBEIICHUIA,
COJZIEPKAIIMXCS B IIPOTOKOJIE
HCCIICIOBaHHUA, B BHUIE

NOMOMHECHUH K YKa3aHHOMY
IIpOTOKOIY?

69.

IopmaceiBarorcs M y
KOHTPOJIMPYEMOT'0 JHIa
JONONHEHUSI K IIPOTOKO.IY
HCCIICIOBAHAA BCEMH
JMIAMH, Yy4acTBOBaBIIUMH B
OpOBCJACHUH  KIMHHYCCKOrO
HCCIENI0OBAHUA, C yKa3aHHEM
JaThl B HOMEPA AONOIHECHHUS
K IIPOTOKOJTY UCCIICAOBAHAA?

ITynxt 103 IIpasun
HCCIIEJOBaHUSA

70.

Cocrasier ¥ nomnucad M y
KOHTPOJIMPYEMOTO 1A
oT4er o pe3ynbTaTax
UCCIICIOBAHUS mocie
3aBEpIICHHAS HCCIICIOBaHMU,
IPOBEACHHOTO B  paMKax
KIMHAYIECKOT0 HCCIEI0BaHMS,
JIUIIOM, OTBETCTBEHHBIM 34
OCYILIECTBJIEHHE JaHHOT'O
HCCIICJIOBaHUA?

ITysxr 104 IlpaBun
HCCIIECIOBaHUS

71.

Yka3nBaeTcs A y
KOHTPOIMPYEMOr0 JIMIIa B
oTHeTe o pesyiabTaTax
HCCIENIOBAaHUA  Cledylomas
uHopMaIm:

71.1.

HaHMEHOBaHHE BHIA
HCCJISI0BaHUA?

71.2.

JaTa 1 HOMEP, MO3BOJIAIONIHE
UACHTUOHUIMPOBATh JaHHbIN
orger?

71.3.

HOJIHOE ¥ (WIM) COKPAIICHHOE
(mpu HaJIN9HH)
HaVMCHOBaHHE, azxpec
PETHCTpaLMA 110  MECTY
HAXOXACHUS IOPHIMYECKOrO
Mua, TIPOBOASLIETO
UCCIICOBAHHE, azxpec
OCYIIECTBICHUS

HCCJIC/IOBAHMSA?

71.4.

JaTel Hadajga ¥ 3aBEpHICHUA
HCCIIeqOBaHUA?

ITynxr 104 IlpaBun
HCCIICAOBaHUS




32

71.5. |mens ¥ 3a0a4u HCCIEOBAHMA?

baMumis, MM, OTIECTBO (IIpH
HAlIMYUH), YYeHas CTeleHb
(Trpu HaIMIUMHK), MECTO PabOTHI
JMUa, OTBETCTBEHHOIO 3a

71.6. |ocymectBieHuE JaHHOTO
BHIIa MCCIICOBaHUSA, M JIHII,
YYaCTBYIOIIHX B
OCYILIECTBICHHAH
HCCIIC/IOBaHUA?

OIHCaHue HCCIeyeMOro

JIEKapCTBEHHOT'O IIpenapara u
Ipenapara cpaBHEHUs (IIpH
HaJIMYUH), BKITIOYaA COCTaB,
71.7. | pu3HKO-XHUMHUYECKHE,
OHOJIOrHYECKHE,
dbapManeBTHYECKHE
CBOMCTBa, HOMEP CEPHUH, CPOK
TOQHOCTH?

OIMHCaHHUE X0Aa HCCIIEAOBaHNA

71.8. € yKa3aHHEM
" | HICTIONIb30BaHHBIX MaTEPHAIIOB
M METOAOB?
71.9, |MEPEUCHb  HCIIONIE30BAHHOIO
" |o6opynoBaHHA?
IIEpEYEHh  HCMOJIb30BaHHBIX
71.10{ %P

CPEJCTB U3MEPEHHUA?

IIEPEICHb  HCIONB30BaHHBIX
PEaKTHBOB, peareHroB,
71.11|mpenapatoB  CpaBHEHHA W
TeCT-cHCTeM (B ciydae HX
HCIIOIb30BaHMA)?

peXKUM JO3MPOBaHMA,
KpPaTHOCTb M IyTh BBENCHHSA
HCCIIC/lyEMOTO

JIEKapCTBEHHOTO Ipenapata?

71.12.

BHUJ, BO3pAcT, o,
KOJIM9ECTBO IEJIeBhIX
JXHBOTHEIX B KaXKIO# Ipyme,
YCIIOBHS KOPMJICHUSA?

71.13

Pe3yIbTATHI HCCIIEAOBAHHS CO
CCBUIKaMHM Ha
COOTBETCTBYIOIIHE

IICPBHYHEIE JIQHHEIE 0

71.14,
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pe3ynbTaTax W3MEpeHHHd H
HaO0JTI0/ICHMIH, HX
CTATUCTHYECKUH aHamm3?

71.15,

BEIBOABI M3 IPOBEIECHHOIO
HCCIICIOBAaHMA?

72.

VYkazpBaloTCS m y
KOHTpOIMPYEMOr'0 JIMLA TpH
HCCIIC/IOBAaHHHA

6MO3KBHBAJIEHTHOCTH B
oT4eTe O  pe3yibTarax
HCCIIECAOBaAHUA ciaeayoomast
HUHOPpMAIHASL:

72.1.

obocHOBaHHE BEIOOpa MeTOa
ONPEACNCHHS JCHCTBYIONIETO
BEIECTBa, WIM MeTabolIHTa,
MM u30Mepa, o0sajaromux
(hapMaKoJIOrH4ecKoi
aKTMBHOCTBIO  (najee  —
aHaJIUT), B OHOIOTHYECKOM
Marepuane?

72.2.

OIHMCaHUE HCIIOJIE30BAHHOIO
cocoba pacdera
(apMaKOKHHETHYECKHX
1apameTpoB?

72.3.

Pe3yJIbTaThI oIpeeeHus
CONCPKAHWA  aHANMTA B
OHOIIOTHYECKOM  MaTepHale,
HOJTyYEHHBIE [UI1  KaXIOro
IIETIEBOTrO KHBOTHOTO,
COOTBETCTBYIOL[EC CPEOHHE
3HaY€HMA W BEJIMYHMHBI
CTaHIAPTHBIX OTKJIOHCHHUH?

72.4.

CTaTHCTUYECKHE  KPHUTEPHH,
HCIIOJIb30BAHHBIE [UIA OLEHKH
OHO3KBHBAJICHTHOCTH, 21
Pe3yNbTaTHI 3TOH OIIEHKH?

ITynkr 105 Ilpasun
HCCIICAOBaHUS

73.

Vkazana ™ y
KOHTPOJIMPYEMOTI'0 JIMIa Jiist
KaXXZI0ro CpPaBHUBAEMOTO
JICKapCTBEHHOTO  Ipenapara
UHpOpMAaIH,
IIPEyCMOTpEHHAs B ab3aie
ABanmaroM  pasgena 10
npwiokeHus Ne 12 k
ITpaBunam Ne 1?

ITynxr 106 IlpaBun
HCCIICIOBaHMSA
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74.

CocraBmarores M y
KOHTPOJIMPYEMOTO JIMI[A B
CIIydae OTKJIOHEHMS OT IUIaHa
KJIMHAYECKOTO MCCIICHAOBaHMS
JHMIIOM, OTBETCTBEHHBIM 3a
OCYHICCTBIICHHE
KIMHHYECKOIO HCCIIEJOBAHMA,
IPOBOZMMOIO B paMKax
KIMHUYECKOTO UCCIIEIOBaHMA,
HM3MEHCHUS B IUIaH
KIMHHYECKOTO MCCIIEAOBaHUS
c yKa3aHHEM IpAIAH
OTKJIOHEHHMA, KOTOpBIE
YTBEPKAAIOTCS
pazpaboTunkoM "
IpUIIATaloTcss K IUIaHy
KIMHHYECKOr0
HCCeNoBaHus?

ITynxr 107 IlpaBun
HCCIICOBaHUS

75.

Cocrasnsercs U
MOJNMCHIBAETCA JIM JIHILIOM,
OTBETCTBEHHBIM 3a
OCYILECTBIEHHE

KJIMHHYECKOIO HCCIICXOBAHUS
y KOHTPOIHPYEMOIrO JIMIa,
3aKIOYCHHE,  COACPIKAINEE
BEIBOABI M3 IPOBEIEHHOIO
HCCIIC/IOBaHUA, B  Cilydae
IPUBJICYCHHA UL
IPOBEJACHUA  KIHHHIECKOTO
HCCIIEIOBAHUS CTOpOHHEH
OpraHH3anHH ocCJIe
3aBEpIEHHUS  HMCCIECHOBaHUSI
Ha OCHOBaHHH OT4YE€Ta O
pe3ylbTaTax HCCIenOBaHuA?

ITynxr 108 ITpaBun
HCCIIEOBaHUS

76.

CocraBisercs b’
paspaboTaukom nocie
3aBepIICHHS BCEX
HCCIICIOBAHUH, MPOBEICHHBIX
B paMKax KIAHHYECKOro
UCCIIC/IOBAHUA, OTY4ET Ha
OCHOBaHHH OTYETOB 0
pe3yibTaTax HCCIICHOBaHUHI
U 3aKIIOYEHMH, coAepKaIluxX
BBIBOJBl U3 IIPOBEIEHHOIO
HCCIICOBaHHSA (mpu
HaJIIun)?

IMynkr 109 IlpaBun
HCCIIEJOBaHUS

77.

IomwuceBacTes M

PYKOBOAHUTENEM
paspaborumka order O

ITynxr 110 ITpaBun
HCCIIEIOBaHUSA
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pe3ynbTaTax KIKHHYEeCKOro
HUCCIEHOBaHHUA?

78.

VkasniBaeTcs b1’ y
KOHTPOJIMPYEMOro JIMI[a B
oT4ere o pe3yibraTax
KIIMHHYECKOTO HCCIIEIOBAHUSA
ciaeayromas uHbpopMaIus:

78.1.

HaMMEHOBaHUE oT4yera?

78.2.

JaTa M  HOMEp OTYETa,
MO3BOJIAIONIHE €ro
UICHTU(HIHPOBATE?

78.3.

HaUMEHOBAHHUE HCCIICAYEMOro
JIeKapCTBEHHOT'O Ipenapara?

78.4.

HOJIHBIE 7} (wm)
COKpAICHHBIC (IIPY HAJTHIHH)
HaUMEHOBaHHS, agpeca
PCTHCTpallM¥ IO  MECTY
HAXOXACHUI  IOPHIHYECKHX
JIUIL; paspabor4auka,
TIPOU3BOAUTEINA
HCCIIEyeMOTr0
JIEKapCTBEHHOT'O IIperapara U
CTOpPOHHHMX OpraHu3auuii (B
Cllydae NOpHUBJICYEHAA TaKHX
OpraHv3anvy s IPOBEICHHUA
KJIMHAYECKOTO
HCcIe1oBanusA)?

78.5.

AaTbl Ha4dalla M OKOHYAHUA
KIIMHHYECKOI'0
HUCCIeOOBaHUS?

78.6.

eI M 33/1a94 KIIMHUYECKOTO
HCCIIeOBaHMA?

78.7.

KpaTkoe OIHMCaHHe
MPOBEICHHOTO KIMHHYECKOTO
HCCIIeqOBaHuUs?

78.8.

HaMMEHOBaHHUE
HCCIIEyEMOTO
JIEKapCTBEHHOTI'O Ipenapara?

78.9.

JIO3UPOBKa HCCIEAYEMOr0O
JIEKapCTBEHHOTO Ipenapara?

78.10,

PEXUM JO3UPOBAHUS
HCCIEXyEMOTO
JIEKapCTBEHHOT'0 Ipenapara?

ITynxr 111 IlpaBun
HCCIIE/IOBaHUSA
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78.11.

NOKa3aHHUsA 11 IPUMECHEHUSA
Iperapara CpaBHEHHUS (TIpH
HanuIum)?

78.12,

[IPOAOIDKUTENHHOCTE
KIIMHAYECKOrO
HccnegoBaHud?

78.13.

I03MPOBAHHE HCCIIETYEMOTO
JEKapCTBEHHOTO npenapara?

78.14. BUABI 1IENEBEIX KUBOTHHIX?
78,15 | PE3Y/BTATHL KIMHHYECKOTO
""" luccnenosanusn?
OTJIaBJICHHE, BKJIIOYas
78.16) nepeueHn TIPUIIOIKEHHUH,
Tabmn?
78,17 | TICPEICHE COKpAICHHHA,

HCIIONIb3yEMBIX B OTYETE?

78.18.

oImMcanue IIPOBEIEHHOT O
JIOKIIHHHYECKOTO
HCCIeqOBaHUA?

78.19.

HMHpOpMaLHA O CTaHAAPTHOM
obpasne (rpu Haymmauun)?

78.20.

MIPOJIOJDKHTENBHOCTD
JOKIHHAYECKOTO
HUCCIICIIOBaHMA?

78.21,

uHpopMaua 06
9KCIEPUMCHTAIBHEIX
JKMBOTHBIX?

78.22

PE3YIbTaThl JOKIHHHUYCCKOTO

uccaenoBanusa?

78.23.

OITUCaHHE HCCIIETYyEMOro
JIEKapCTBEHHOTO IIperapara,
BKJHOYAd COCTaB, (pH3MKO-
XUMHWYECKHE, OHONOTHIECKHE,
¢apmareBTHIECKHE
cBoicTBa?

78.24,

BHJIBL HCCIIEIOBaHHIA,
IPOBEACHHEIX B  paMxax
KIMHHYECKOI0
HUCCIICAOBAaHMA?

78.25)

CBCACHHA 0 HEJICBBIX
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XHBOTHBIX U pachlpeleleHun
UX II0 TpyIIIaM (BHJI, BO3PAcCT,
KOIMMYECTBO, Macca M II01
LIEJICBEIX YKUBOTHEIX,
KUCTONB30BaHHBIX B KaXIOM
BHJIC MCCIICZIOBAHWM, yCIIOBUS
HX COAEpKaHHsi, KOpMIICHUS
Y IIOCHUs, KOJIMIECTBO TPy
EIEBRIX ’KMBOTHBIX B

78.26,

KaXKJ{OM BUJIC
HCCIIe0BaHu)?

Jo03a (mo3m1), PEXUM
JO3UPOBAHMA, c1oco65I

BBEACHHA M IPUMEHEHHH,
BpPEMsi IIPHEMA HCCIICYEMOTO
JIEKapCTBEHHOTO IIpernapara,
IIPOJIOJDKUTEIIEHOCTD
Je9eHun?

78.27,

OIIMCAHNE U OLeHKA MPOLETYP
CTaTHCTHYIECKOro aHamm3a (C
yKa3aHHeM Ha3BaHUA
IIPOIPaMMHOTO0 OOECTICYCHHS
TIpH €70 NCHONB30BaHUA)?

78.28.

pe3yIbTaThl HCCIEIOBaHHI CO
CCBUIKAMH Ha OTYETH O
pe3yabTaTax KaXKJIoro BHAA
HCCIIC/IOBaHNH, TPOBEACHHBIX
B paMKax KIHHHYECKOTO
UCCJICAOBAaHHS, a  TaKKe

aHanms yKa3aHHBIX
pe3yIIbTATOR, BKJIIO9As
ONMCAaHHE  HEeXeJaTebHBIX
peaxumit (omacanme
HeKeNIaTeNbHBIX peakiyid, ux
aHaym3, CIIUCKHU

HEXENaTebHBIX  peaKIuid,
KOTOphl€ Habmogamucs Yy
IENIEBRIX JKUBOTHEIX),
OIMCAHME CIyJ4aeB THOEIH
HEJIEBEIX JKUBOTHBIX H APYTHX
CEPBLE3HBIX  HEXKEIATEIHLHBIX
peakiMi, OLEHKAa KIHHHUKO-
1a60paTOPHBIX IMOKA3aTelICH
XHBOTHBIX (IpM HAJIAYMH),
HapaMeTphl KHU3HEHHO
BaKHBIX GyHKIMI OpraHu3Ma,
IEICBBIX XMBOTHBIX W HHas
HHQOpMAalMA MO BOIPOCaM
OezomacHOoCTH, a  TaKxke
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oneHka 3¢¢eKTHBHOCTH H
6e30macHOCTH
JIEKapCTBEHHOT'O Ipenapara?

78.29,

BBIBOABI O IIEPEHOCHMOCTH
HCCIIElyeMOTr0
JIEKapCTBEHHOTO  Mpernapara
CJICBEIMU XHBOTHEIMH,
nog6ope ONTUMAaNbHBIX
JO3HPOBOK  HCCIIEIYEMOTO
JIEKapCTBEHHOTO Ipenapara u
Kypca JedeHUS Ha
KOHKPETHOM rpymnme
JKHBOTHBIX C OIpPEAEICHHBIM
3abojieBaHMEM, 6€30M1aCHOCTH
U 3¢ PEKTUBHOCTH
HCCIEIyeMOTo
JIEKapCTBEHHOTO IIpemapara,
IpeIHa3HaYEHHOTO Ui
b (5 (0210 OIIPEAETICHHBIX
3a00JIeBaHMi XKUBOTHEIX, HIH
3¢ EKTHBHOCTH
HCCIIEIyeMOTO
JICKapCTBCHHOTO  Ipenapara
U1 , PO UIAKTHKH
3aboreBaHumi 3{0OPOBBIX
XHMBOTHBIX,  BO3MOXHOCTSX
pacnIMpeHHs IIOKa3aHMH K
IpHMEHEHHIO
3apErHCTPUPOBAHHOTO
JIEKapCTBEHHOTO IIperapara u
BBIABJICHHA panee
HEM3BECTHBIX n060IHBIX
aeiictemii!*?

79.

IIpunararorcs M y
KOHTPOIMPYEMOIO JHIa K
OTYeTy 0  pesynbTarax
KIIHHHYECKOT O
UCCIIC/IOBAHUA:

79.1.

IJIaHel (WM WX  KOIMH,
3aBEpPEeHHBIE pa3paboTIUKOM
JIEKapCTBEHHOTO Iipenapara)?

79.2.

OTYETHI 0  pesylIsTaTax
KaX/I0ro BU/a HCCICAOBAHHIA,
IPOBEJCHHBIX B  paMKax
KIMHHYECKOIO
HcclieoBaHus?

IIynxt 112 TIpaBun
HCCIICIOBaHHS

Yacrs 5 cratem 12 GenepansEoro sakona Ne 61-03.
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79.3.

33KIIOYEHHA CTOPOHHUX
opraHu3anui (Ipy HaJIHIHH)
MMM KONMHM 3aKIIOUYEeHMHd Hu
OTYECTOB O  pe3yabTaTrax
KaXXI0T0 BHAA UCCIIETOBAHHH,
IIPOBEICHHEIX B  paMKax
KIMHAYECKOT0 HCCIIEIOBAHU,
3aBEPECHHEIE 3THMH
OopraHw3anusMu?

80.

IIpunaraiorcs I y
KOHTPOJIMPYEMOrO JIANA IIpH
UCCeI0BaHHH
OHOSKBHBAJICHTHOCTH K
OTYeTy o pe3yabTaTax
KIIMHUYECKOrO HCCIICOBAHUSNA
KOIUS IPOTOKOJIA BaMIAI[HH
MeTo/la onpeeneHus
aHaNlWTa, coZiepaKaIero
CIICAYIONIUE CBEACHHA O:

80.1.

JHHEHHOCTH B HEOOXOIUMOM
JMarna3oHe KOHLIEHTpamyii?

80.2.

BIMSHUM  OHOIIOTHYECKOTO
MaTepHajla Ha MOJyJacMBIiH
Ppe3yNIbTaT UcCHeNOBaAHHA?

80.3.

npenene  KOJHYECTBEHHOI'O
oOHapy)xeHHs® MeToa?

80.4.

CEJIEKTHBHOCTH MeToaa?

80.5.

TOYHOCTH MeToza?

80.6.

IPEUH3HOHHOCTH MeToAa?

80.7.

CTaOMIILHOCTY aHAIWTA B
6HOJIOTHYECKOM MaTepHae?

ITynkr 113 IlpaBun
HCCIIEIOBaHUS

81.

IIpunararorcs ™ y
KOHTPOJIMPYEMOr0 JMIa K
IPOTOKOIy BalUAaLHU
METO/Ia OLPEACICHHS aHAJIUTA
B clydae  ONpeJelieHHs
aHanwTa
XpoMaTorpagpu4ecKuM  HIH
MAaCCIEKTPOMETPHICCKUM
METOJJaMH  XpPOMAaTOrPaMMEIL,
HOATBEPKIAIONTHE
IpeACTaBIECHHbIE Pe3yIbTAThI
BTHIAONH?

ITynxr 114 Ilpasun
HCCIIeOBaHUsA
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Umeer 1M JeiicTByromee
BEIIECTBO B pedEepPEeHTHOM
JIEKApCTBEHHOM Ipenapate’!

82. (u B BOCIIPOM3BEACHHOM Ilyrxr 116 Ilpapmn
12| HccnemoBaHUs
JEKapCTBEHHBIX IIperapare
OJTMHAKOBYI0 MOJIEKYJISIPHYIO
popmy?
IIpoBenen b1’ y
KOHTPOJIUPYEMOTO avna
nepen HavaJIoM
HCCIICAOBAHHUA
OHO3KBUBAJICHTHOCTH aHAIM3
o6pasrios ITynxr 117 IlpaBun
83. |Bocmpom3BeneHHOro U
HCCIIEAOBaHMS
pebepeHTHOTO
JIEKapCTBEHHBIX IpenapaToB
Ha COJIepXKaHHE U
IOJIMHHOCTh AEHCTBYIOLIETO
BEIICCTBA (neitcTBYIOmIMX
BEMECTB)?
OmuHakoBele M JO3HI
84, pedepeHTHOro u | ITynkr 118 Ilpasun
BOCIIPOH3BEIEHHOTO HCCIIeIOBaHUS
JICKapCTBCHHBIX MIpenapaToB?
PyxoBoacTBOoBaIMCE ST TIpH
BRIOOpE O3HI B IepecyeTe Ha
JeHcTByOMIEE BEOIECTBO Tyser 118 Tipasi
85. |mHCTpYyKTMEH mno
HCCIIeJOBaHHS
BETEPUHAPHOMY IIPHMCHEHHIO
pedepenTHOrO
JIEKapCTBEHHOT'O Ipenapara’?
Hcnons3oBaracs m
MakCHMaJIbHas 71032
pedepeHTHOrO
JICKAPCTBEHHOI'0 Ipenapara,
PEKOMEHIOBaHHASA
36. HHCTPYKIIHEH no | ITyskr 119 Ilpasun
BETEPHHAPHOMY HCCIIeIOBaHMs
NPHUMEHEHUIO, B CIIy4ae, eCiu
pedepeHTHBIH
JIEKapCTBEHHBIH npenapar
MOXET  IIPUMEHATECA B
Pa3HEIX J03ax?
87, ITpoBoguTcs M y | Hynxr 121 Ipasun
KOHTPOIIMPYEMOT'0 I¥Ia| HCCIeJOBaHUA

"' Tynkr 11 cratsu 4 @eaepamsroro 3akona Ne 61-03.
12 Tlymxr 12 craten 4 Genepanbaoro 3akona Ne 61-03.
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HOJTOTOBKA
BOCIIPOH3BEACHHOI'0 "
pedepeHTHOrO

JICKapCTBCHHBIX TPEIaparoB
K BBEACHHUIO LieIeBbIM
JKHBOTHBIM CIIOCOOOM, TIpH
KOTOPOM HE€ OKa3bIBaeTCs
BIMAHUS Ha  Pe3yJbTaThI
UCCIIEeIOBaHUA?

88.

BBogurcs b7t y
KOHTPOJIMPYEMOTO b)17)16:]
HCCIIEXYEMBIN

JIEKapCTBECHHBIH Ipenapar
LIEJIEBHIM JKUBOTHEIM TaKMM
o6pa3oM, dTOOBI  Kaxmo€e
Takoe JKHBOTHOE
TapaHTHPOBAaHHO  IIOJIyYHIIO
A03y BBEIIEHHOTO
HCCIIEyEMOT0

JIEKapCTBEHHOI0 Ipenapara’?

IynxT 121 IIpaBun
MCCIIC/IOBaHUSA

89.

IIpoBomutcs m y
KOHTPOJIMPYEMOrO nvna
HCCNedOBaHUE
6HOPKBHBAJICHTHOCTH
BOCIIPOH3BEXEHHOTO
JEKapCTBCHHOTO IIpenapara,
ecim pedepenTHEIif
JICKapCTBEHHBIN Ipemnapar
BRITYCKAEeTC C  pa3Ho#
JIO3UPOBKOM, 1O OJHOH U3
IO3UPOBOK MpH COOMIOZEHHH
CIEYIOMUX YCIIOBHIA:

89.1.

Ka4eCTBEHHBIM COCTaB
JEHCTBYIOITHUX BEIIECTB H
BCIIOMOTATENbHEIX  BEIIECTB
pedeperTHOTO
JIEKapCTBEHHOTO IIpenapara ¢
pazHoit IIO3HUPOBKOM
OJIMHAKOB (33 HCKJIIOYEHHEM
Kpacutenei u
apoMaTu3aTopoB)?

89.2.

COOTHOIIIEHHE MEXIy
COCPIKAHHUEM NCHCTBYIOIIMX
BENIECTB H BCIIOMOTaTeIbHBIX
BEILIECTB pedepenTHOrO
JIEKapCTBEHHOTO IIpenapara ¢
pa3HoH JO3UPOBKO#
OXMHAKOBO?

ITynxr 122 TIpaBun
HCCIIEIOBaHUS
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89.3.

TEXHONOTUA  IIPOM3BOACTBA
pedepeHTHOrO
JIEKapCTBEHHOIO IIpernapara ¢
pa3HoH JIO3UPOBKOH
oJuHaKoBa?

90.

IIpumensercs by’ | y
KOHTPOJIUPYEMOTO JUIa
MHOTOKpaTHOE BBEICHHE NpH
HCCIIC/IOBaHUH
OMO3KBHBAJICHTHOCTH JULS:

90.1.

JEeKapCTBEHHBIX IpenapaToB
c MO (DUITMPOBAHHBIM
BEICBOOOKIEHHEM
JEHCTBYIOMIETO BEIIIECTBA,
IpeAHa3HAYEHHBIX s
MHOTOKPAaTHOTO BBEJCHHA H
HaKaIUIMBAaEMBIX B OpraHH3Me
XHBOTHOTO?

90.2.

JICKapCTBEHHBIX IPENapaToB,
KOHLICHTPAI[HIO KOTOPBIX B
KpOBH CYIIECTBYIOIHAMHM
aHAINTHYECKHMH METOLaMHU
HE MIPE/ICTABIACTCS
BO3MOKHEIM OIIpEeNHTE TPH
O/THOKPATHOM BBCJICHHHU?

ITynxr 123 IlpaBun
HCCIIEeAOBaHUSA

91.

PykoBomctByroTcs 1y
KOHTPOJIMPYEMOT'0 JIMLA MpH
BBIOOpE KPaTHOCTH BBEAEHHMs
pu HCCIICIOBAaHHH
OMOIKBHBAJIEHTHOCTH, B
ciIydae MHOT'OKpPaTHOTO
BBEJICHUA, HHCTPYKIMEH IO
BETCPUHAPHOMY IIPUMEHEHHIO
pedepeHTHOrO

JICKapCTBEHHOTO Ipenapara’?

Ilynxr 124 Ilpapun
HCCIICIOBaHUS

92.

Onpenensercs b1 y
KOHTPOIHMPYEMOTO JMIAa B
CIIyqasx MHOT'OKPaTHOTO
BBEICHHA opu  BeIOOpe
KParHOCTH BBEJCHHSA IIpH
UCCIIEIOBaHAH
OHO3KBHBAJICHTHOCTH,
KOHIIEHTpaIAA
JCHACTBYIOIIEIO BEIIECTBA B
KPOBH IIepell  BBEJACHHEM
cIenyIomen JIO3bl
JIEKapCTBEHHOT'O Ipenapara’?

Ilynxr 124 IlpaBun
HCCIICOBaHUSA
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93.

IIpumensercs b1 y
KOHTPOJIUPYEMOTO biizic]
OJTHOKpaTHOE BBEIICHUE

JIEKapCTBEHHOT'O  IIperapara
IPH OTCYTCTBHHM B IUIaHe
OHMOSKBHBAJICHTHOCTH

HCCIEIOBaHHA O00OCHOBaHUS
JUIS MHOTOKpPaTHOTO BBEACHHS
IpH HCCIIEIOBaHHH
OMODKBHBAJICHTHOCTH?

ITysxt 125 IlpaBun
HCCIIEOBaHUS

94.

ITpoBoauTcs B 1 | y
KOHTPOJIHPYEMOro Mna
HCCIIC/IOBAHHUE
OMODKBHBAJICHTHOCTH  MpH
BCEX cmocobax BBeACHHUSA
JIEKapCTBEHHOTO IIpenapara,
IIPEAYCMOTPEHHBIX NPOECKTOM
HHCTPYKI[H 1o
BETCPUHAPHOMY IIPHMCHEHHIO
BOCITPOM3BEACHHOTO
JICKapCTBEHHOTO IIperapara,
IpAd OTCYICTBUM B IUIaHe
OMOSKBHBAJICHTHOCTH
UccIeIoBaHUA OOOCHOBaHMSA
B3aMMO3aMEHAEMOCTH Pa3HEIX
myTed BBEJICHUSA
JIEKapCTBEHHOTO npenapara?

ITynxr 126 IlpaBun
HCCIICOBaHUSA

9s.

CootBercTByIOT M y
KOHTPOIUPYEMOT'0 Iuna
BO3pAcT JXHBOTHEIX, IIOPOAA,
Macca, YPOBEHb
IPOIYKTHBHOCTH (s
XHMBOTHEIX, HCIHOJIb3yEMBIX
JJS TONydYeHHS IPOIYKIHH
HMBOTHOTO ITPOUCXOXICHHA)
B I'PYIIIE XXUBOTHBIX, KOTOPO#
BBOIMTCS pedepeHTHBIH
JCKapCTBCHHBIA  IIpemapar,
rpynme >XHBOTHEIX, KOTOpOM
BBOAMTCS BOCHPOU3BEIICHHEIH
JeKapCTBEHHBIH Mpemnapar?

ITysxr 129 IIpaBun
HCCIIeIOBaHUsA

96.

Orpanmngen M y
KOHTPOJIUPYEMOr0 JIMIa B
IeHb BBEACHUA
JEKapCTBCHHOI'O  IIperapara
JOCTYIl XXHBOTHBIX K KOPMY,
€CIIM HHOE HE TIPEyCMOTPEHO
B IJIaHE UCCIETOBaHUA?

ITynxrt 130 IIpaBun
HCCIICIOBaHUSA
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He moayqaida My
KOHTPOJIMPYEMOTO JIHIA
XHMBOTHBIE [UIi NpOBEACHUSA
HCCIIEIOBAHMS
OMOSKBHBATICHTHOCTH B
TCYCHHE HE MecHee ueM 30
CYTOK (IITUIIBI — B Te4eHHe 15
CYTOK) JI0 Hadaja
HCCIIEIOBAHHSA
OHMOSKBHBAJICHTHOCTH M B
HEpHOL HCCIIEI0BaHHS
OGHOIKBHBAJIEHTHOCTH
JIEKAPCTBEHHBIX IIPETIapaToB,
€CIIM HHOE HE IIPEyCMOTPEHO
IUIAHOM HCCIeNoBaHug?

ITynxr 131 IIpaBun
HCCIIC/IOBAHUS

98.

Hcnons3yrores bi1’ y
KOHTPOIIMPYEMOT'O JIMIla B
UCCIIEOBAaHHUH
OMOIKBHBAJICHTHOCTH
LIeJICBEIE XHBOTHBIE B
KOIIMYECTBE, HEOOXOQUMOM
U obecrieuenus
CTaTUCTHYECKO 3HAYHMOCTH
HCCIIEJOBAaHHUA, HO HE MeEHee
IIECTH B OAHOM rpyImie?

ITynxr 132 Jlpasun
HCCIICAOBaHUS

99.

Hcnonszyiores b’ y
KOHTPOIMPYEMOTrO JIHIIa B
KagecTBE  OHOJIOTMYECKOTO
MaTepuana JJif HCCIleXOBaHuA
OMOIKBHBAJICHTHOCTH
CHIBOPOTKA, IUIa3Ma KpPOBH
WIA [EeNbHAsA KPOBb IECJICBBIX
JKHUBOTHEIX?

ITynxt 133 IlpaBun
HCCIIEAOBaHUS

100.

Hcnonesyrorcs b1 y
KOHTPOJHMPYEMOT'O JTHIA TIPH
MPOBEICHUM  HCCIEAOBaHUA
OGHODKBHBAJICHTHOCTH CXEMa
u IIPOAOIDKHTENLHOCTD
orbopa mpob, MO3BOIAIOMME
OLICHHTH BO3pacTaHHe YPOBHA
aHaIWTa B KPOBH, BpeEMs
JOCTIDKEHHAS MAaKCHMAaILHOU
KOHICHTpAllMM, a  TakoKe
11 (50)’ (i CHIDKEHUS
KOHIICHTparyu?

AG3an nepsbIit
nyskTa 134 ITpaBun
HCCIIeJOBaHUA

101.

ITpoBomuTcs M y

KOHTPOJIMPYEMOIO nuna
orbop mpo6, NO3BOIAIOMMIA

A63ar1 epBhIit
nyekTa 134 ITpaBun
HCCIICIOBaHUS
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OLEHATh TONBKO TEPHOX
CHIDKCHHS KOHIICHTpAIMH, B
cirydae A3yYEHUSA
6HOSKBUBAJICHTHOCTH
Ipenaparos VLS
BHYTPHBEHHOT'O BBEICHUA?

102.

Onpenensercs M y
KOHTPOIIUPYEMOTO nMIa
IIPO/IOJDKMTEIILHOCTE  0TOOpa
mpob wHcxond H3 mepuoAa
nozepxKanus 3¢ (EeKTUBHBIX
KOHIIEHTpaLMi U
obecrnieacHUA
CTaTUCTHYECKON 3HAYHMOCTH
HCCIIC/IOBAHMA?

A63an BTOpOI
nyHkTa 134 [IpaBun
HCCIIeJOBaHUSA

103.

IlpenycmatpuBaerca 1 y
KOHTPOJIMPYEMOTO TUIa
otbop mpo6 GuoNIOrHYEcKOro
MaTepHala He MEeHee BYX pa3
JUIs ompeleNieHuss (OHOBOTO
YPOBHA TakuX  BelIecCTB,
KOTOpBIE B HOpME
IIPUCYTCTBYIOT B OpraHM3Me
XMBOTHBIX, IIPH W3y94ECHHU
JIEKapCTBEHHBIX IIPENapaToB,
CoJIepKaIIHNX TaKHe
JEHACTBYIOLIUE BENIECTBA?

ITynkr 135 IlpaBun
HCCIICIOBaHUS

104.

Onpenensercs b1 y
KOHTPOJIMPYEMOTO IMna
KOHLICHTpaIA Ka)KAOTo
JAEHCTBYIOIIETO BEI[ECTBA,
BXOJSAIIETO B COCTaB
JICKapCTBEHHOI'O IIperapara,
npH HCCIIEJOBaHUHU
6HOSKBHBAJICHTHOCTH
JIEKapCTBEHHOr0 Iperapara,
COZIEpXalero B COCTaBe
HECKOJIBKO JEHCTBYIOIUX
BEIISCTB?

ITynxr 136 IlpaBun
HCCIIeI0OBaHUS

105.

IIpoBomutcs JH y
KOHTPOJIMPYEMOTr'0 JIMIA
oneHKa OHO3KBMBAJIECHTHOCTHU
Ha OCHOBaHMM OIPeIEeICHHUA

KOHLICHTpAIHH
6HONIOrHYECKOM  Marepuae
($apMaKoJIOTHIECKH

aKTHBHOI'O BelecTBa?

A63an nepBsIit

o | TVEKT2 137 IIpaBun

HCCIICAOBaHUA
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Onpenensercs m y

KOHTPOJIHPYEMOT'0 JHIA

KOHLICHTpaIHs KaXJIOro \

MeTaboIHTa, ecimu| A63an nepBbIit
106. |melicTBytomee BelecTBO | MyHKTa 137 IlpaBmn

TI0/[BEpracTcs METaboIH3MYy B HCCIIEAOBaHUS

OpraHu3Me LIeJIEBBIX

JKHBOTHEIX ¢ 0Opa3oBaHHWEM

aKTHBHEIX METa00JIUTOB?

Hcnons3yrorcs hiis i y

KOHTPOJIMPYEMOTO JIMIA JIIst
OIIEHKM OHO3KBHUBAJIEHTHOCTH
rpapuku 3aBHCAMOCTH
KOHIIEHTpallid aHAIWTA B
GuonormdeckoM Marepuane| AG63arn Bropoit
107. |or BpemeHHu mocie BBemeHus | myHkTa 137 IpaBun
npenapara, IOCTPOCHHEIE U |  HCCIIEOBaHMS
pedepenTHOrO U
BOCIIPOM3BEAECHHOTO
IpenaparoB
(bapmaxoxuHeTHIECKAS
KpuBas'*)?

(tbammmas, ums1, OT4ECTBO (IPH HATIMYMH) IOJDKHOCTHOTO (MECTO 115 OIIIMCH HOIDKHOCTHOTO JIMIIA, 3aTI0THHBIIETO

JIHIa, 3AM0HMBIIETO TPOBEPOTHEIHA JIHCT) IPOBEPOYHBIMN JINCT)

13 A63an Tperuii pasiena 4 mpunoxerus Ne 12 x IIpaBrnam Ne 1.




IIpunoxenue Ne 3

K npukasy DenepanbHOn
CIIyXOBI IO BETEPUHAPHOMY
U pUTOCAHUTapHOMY HAJ[30PY
or 1 aBrycra 2025 r. Ne 937

®opma

Mecre ms QR-koza

IIpoBepoynsi JIHCT
(CIIHCOK KOHTPOJBHEIX BOIIPOCOB, OTBETHL HA KOTOPHIE CBHAETEILCTBYIOT O
COGII0€HNH HIIH HECOOTIOAEHHH KOHTPOJIUPYEMEIM THIOM 00S3aTeIbHEIX
TpeboBanwmii), mpuMenseMsit exepanbHoi Cayx60if 10 BETepHHAPHOMY H
(purocaHUTAPHOMY HAN30pY M €€ TePPUTOPUAILHEIMA OPraHaAMH IPH
OCYHIECTBIICHHH (heEPaIbHOI0 TOCYAapCTBEHHOTO KOHTPONIA (Ham3opa) B chepe
oOpaleHus 1EKapCTBEHHLIX CPECTB ISl BETEPUHAPHOrO NPUMEHEHNUS B YaCTH
COOJII0/IEHHs KOHTPOIMPYEMEIM JHIOM 00S3aTeNbHBIX Tpe6oBaHuil
K M3TOTOBJICHHIO H OTITyCKY JIEKapCTBEHHBIX [IPENApaTOB IS BETEPHHAPHOIO
IIpPUMEHEHHUA

DenepanbHbIi TOCy AapCTBEHHBIH KOHTPOIb (Han30p) B chepe o6pamerys

JICKapCTBCHHBIX CPCACTB Uil BCTCPUHAPHOI'O NIPUMCHCHUS
(nanmeHOBaHue BHAR (elePATEHOIO IOCY AAPCTBEHHOTO KOHTPOMA (Ha/30pa), BIIOYCHHOTO B EMHBIH PEoCTp BHAOB

¢eneparsHOro rocyapCTBEHHOr0 KOHTPONIA (Hag3opa)

(naEMeHOBaHVE KOHTPOIBHOTO (HA/I30PHOTO) Oprana (IoApasaeneHrs PoccemX03HaT30pa/ TepPHTOPHATEHOIO opraHa

Poccemsxo3namzopa)
«_» 20 r.
(BAD KOHTPOJBHOIO (HAA30PHOrO) (y49eTHRI® HOMEpP KOHTPOIEHOrO (naTa 3amoNTHeHNs IPOBEPOIHOrO
MEPOTPHSTHA) o (HaJ30PHOTO) MEPONIPHUATHS) JHCTa)
1. CDaMHHHSI, UM H  OTYECTBO (HpH HaJII/I‘IHIfI) TpaXXagaHNMHA  HIH

HHIMBUIYIbHOTO  IPCAUPHHHUMATCIA, €ro  HICHTH(QUKAIUOHHEIA  HOMEp
HaJIOrOIUIaTCIbIIMKA U OCHOBHOM IOCYJIapCTBEHHBIH PETMCTPALMOHHBIA HOMEP
HHIYBHIYaIbHOTO NPCIIPHHAMATEII, aPeC PETHCTPALMH IO MECTY JKHTEILCTBA
(mpeOBiBaHus) TpaXNaHWHA WIM  HMHIMBUAYaJbHOTO  NPEAIPUHHAMATEILS,
HAVMCHOBAHHE IOPUIMYECKOTO JIMIA, €ro HWICHTH(MKAIMOHHBIA HOMEp
HAJIOTOILIATENbIIMKA M OCHOBHOM TI'OCYJapCTBEHHEIH PETUCTPAIMOHHBIN HOMEp
IODHIMYECKOr0  JIMLA, aJpec  IOPHAMYecKoro Jmuna (ero  (uIMaios,
IPE/ICTaBUTENHCTB, 000COONEHHBIX CTPYKTYPHBIX IOAPA3JECAeHNI), ABISIONMXCS
KOHTPOIIMDYEMBIMH ~ JuIamMu  (Jajee  —  KOHTPOJIMPYEMOE  IIMIIO):




2. Mecro (MecTa) IpOBEAEHHS KOHTPOJBHOTO (HAJ30PHOTO) MEPONPHSTHS C
3aI0ITHEHHEM ITPOBEPOYHOTO JIKCTA:
3. PeKBHM3UTHI pemieHHs KOHTPONLHOTO (HaJ30pHOIO) OpraHa O IPOBECHHH
KOHTPOJIBHOTO (HaJ30PHOTO) MEPONPHATHS, IOANMCAHHOIO YIIOJHOMOYECHHBIM
JOJKHOCTHBIM JHUILIOM KOHTPOJIHOTO (Hag30pHOrO) OpraHa:

4.  JlomxHOCTh, GaMUIHs M MHHIMAIBI JO/DKHOCTHOTO JIHIA KOHTPOIBHOTO
(Ha130pHOTO) OpraHa, B AOJDKHOCTHBEIE OGA3aHHOCTH KOTOPOTO B COOTBETCTBHMH C
HOJIOXKECHUEM O BHJIEC KOHTPOJIA, JOJDKHOCTHBIM PErIAMEHTOM HIIH IOJDKHOCTHOM
MHCTPYKIIHCH BXOAHUT OCYLIECTBICHHME NOJHOMOYMI IO BHIY KOHTDOISA, B TOM
YHCIE IPOBEACHHE KOHTPOILHBIX (HAI30PHEIX) MEPONPHATHIMA, IMPOBOAAILIEIO
KOHTPOJIBHOE (HaA30pHOE) MEPONPHATHE M 3alONHSIOWIETO IPOBEPOUHEIH JIHCT:

5. COHCOK KOHTPOIBLHBIX BOIPOCOB, OTPAXAIOIIMX COAEPKAHUE 00M3aTEIHHBIX
TpeOOBaHMHA, OTBETHI Ha KOTOPHIE CBHETENLCTBYIOT O COONIONCHMH WIH
HECOOMIOIEHHH KOHTPOIHPYEMBIM JIUIOM 003aTeNbHEIX TPeOOBAHMIH:

OTBETH Ha BOIIPOCHI, OTPAXKAIOIIHE
coJiepKaHue 00s3aTeIbHBIX

TpeboBaHmii
PexBu3uts
«IpHMe-
HOPMAaTHBHEIX
IIPaBOBBIX aKTOB aHmey
KoHTponsHEIe Bompocs! 00s13a-
TPOCEL, C YKa3aHUeM (
OTPaXaIONIHE COACPIKAHHE CTPYKTYDHEIX TENBHO
New/nn | o6szarensubIx TpeGoBanmii enb ' I s
’ | «HempH- | 3amoiHe-
KOTOPBIMH «Ja» | «<HeT»
MCHHMO» | HHA B
YCTaHOBJICHBI cnvaae
obs3arenpHbIe e
3amoJHe-
TpeGoBaHuA
HESA rpadel
«HEIpUMe-
HHMOY)
1. (2. 3. 4. 5. 6. 7.
]
OcymectBusercs | Yaore 1 craten
U3TOTOBIICHHE H  OTIYCK 56
1. JIEKapCTBEHHBIX IIpeapaToB e epaibHOro B N 3 _
JUJIA BCTCPHUHAPHOI'O 3aKoHa oT 12
TIPUMCHCHI (maree  — anpens 2010 r.
JICKapCTBEHHBIC IIPETIApaTHhI): Ne 61-03 «O6
BETEPHHADHBIMHM alTEYHBIMH obpamermn
OpraHM3amMsAME, HMEIOImMMHU | 1o AP CTBEHHBIX
1.1. e — na| CPEACTBY (namee
dbapmaneBTHUECKYIO — DenepanbHbli

HEATENBHOCTE € TIPaBOM 3aKk0H Ne 61-D3)




H3rOTOBIEHUA
JICKapCTBEHHBIX IPEHapaToB
(namee -  BeTepuHapHEIE
anTeKu)?

1.2.

BETEPHHAPHBIMH anTEKaMH 110
penenty Ha JI€KapCTBEHHEIH
npenapat (fanee — pernenr)?

1.3.

BETEPMHAPHLIMY aNTEKaMH 110
TpeOOBaHUAM BETEPHHAPHEIX
OpraHu3alui WIH
opraHu3anui
(MHAMBUIYATEHEIX
IpeanpUHAMATENe),
OCYIECTBISFOIINX
pasBefieHHE, BEIpAlIUBaHHE H
CoZiepXKaHue JKMBOTHEIX
(nanee - TpeGoBaHMe
BETEpHHAPHOHN
OpraHu3anuu)?

14.

B COOTBETCTBUH ¢ I[IpaBHinamu
H3TOTOBJIEHHA M  OTIIYCKa
JIEKapCTBEHHBIX IIpEIapaToB
IS BETEPUHAPHOTO
IpHMEHEHHUs BETEpHHAPHHIMH
anTeYHbIMH OpraHU3AIHIMH,
HMCIOIIMMH JIMIEH3HMI0 Ha
(bapManeBTHIECKYIO
AEATENILHOCTD,
YTBEP)KAECHHBIMH  IIPHKA30M
Mmuncensxo3a Poccun or 10
anpens 2023 r. Ne 353! (nanee
— IlpaBuna HM3roToBIEHHI H

OTITycKa)?

Hcnomesyrorcs 1M npm
U3TOTOBJICHAM
JIEKapPCTBEHHBIX IPEnapaToB
BETCPUHAPHLIMH  ANTEKaMH,
HUMEIOIMMH  JIMIICH3HIO HA
(bapManeBTHIECKYTO
JEATeJIBHOCTB,
JIEKapCTBEHHBIC NPENapaThl U
(wmn) ¢bapManeBTHUIECKHE
CyOCTaHIIMM,  BKIIOYECHHEIE
COOTBETCTBEHHO B

YacTts 2 cTaTe
56
®denepanbHOrO
3akoHa Ne 61-03

! 3apernctpuposan Mumniocrom Poccun 1 mrons 2023 r., perucTpauroHubii Ne 73667. B cOOTBETCTBHHM ¢ IyHKTOM 3 mpHKasa
Muscensxosa Poccrs or 10 anpers 2023 r. Ne 353 gasmeii axT aeiictayer 7o 1 cenTs6psx 2029 1.




roCyZapCTBCHHBIN peectp
JICKapCTBEHHBIX CPEJICTB IS
BETCPHHAPHOTO IPUMEHCHHS,

€ TUHBIA peectp
3apETUCTPHPOBAHHAIX
JICKapCTBEHHBIX CpEACTB
EBpa3uiickoro
5KOHOMUYECKOT'O COK03a,
€IUHBIH peectp
3apETHCTPUPOBAHHBIX
BETCPHHAPHBIX
JICKapCTBCHHBIX IIperapaToB
Espasuiickoro
9KOHOMUYECKOTO COI032

(nanee - Cor03)?

3anpemaercs m
H3TOTOBJIICHUE

BEeTEPMHAPHBIMH  allTeKaMH,
HMEIOIUMH  JIMIEH3WI0 Ha

JIEKapPCTBEHHBIX CPEJCTB A
BETEPHHAPHOTO IPHMEHEHUA
(manee — QapManeBTHUCCKHE

(hapMaleBTHYECKYIO Yacts 2 cratbu
3. JIEeATEeIbHOCTD, 56

JEKapCTBEHHBIX Mpenapartos,| PDeaepaisHOro

3apErHCTPHPOBAHHBIX B| 3aKkoHa Ne 61-03

Poccwuiickoit Denpepamu

60 B COOTBETCTBHH C

aKTaMH, COCTaBIAIOIIUMH

paso Coroza?

CooTBercTBYeT 1M Ka4ecTBO

JIEKapCTBEHHBIX IIpEIapaToB, Tlyscr 3 Tlpasmn
4. M3rOTOBJICHHBIX

. ., | M3TOTOBIICHHS U

BETEpPUHAPHOM anTeKoi,

TpeOOoBaHUIM ormycxa

(apMakoneiinoi craTeu?

Ocymectnsercs 1 mpu

H3rOTOBJICHHH B
3. BETEPHHAPHOMK amnTeke

JICKapCTBCHHBIX MpenapaToB

KOHTPOIIb: ITynxr 5 IlpaBun

(bapManeBTHIECKIX U3TOTOBJICHUA U

CcyOCTaHIMii, BKIIOYEHHBIX B OTIycka
5.1, roCy1apCTBEHHBIH peectp

2 Tloguyskr 22 cratsu 4 PGexepansHoro saxona Ne 61-@3.

3 Cratsa 34 @enepannHoro 3akona Ne 61-@3.




cybcraHimm)?

5.2

3aPErMCTPUPOBAHHEIX
JIEKaPCTBEHHBIX
npenaparos*?

5.3.

BCIIOMOTaTEJIbHBIX BEIIECTB?

5.4.

YIIaKOBOYHEIX MaTECPHUAIOB?

3.5.

IIPOIYKTOB, IIONy4aeMBIX M3
HCXOIHOTO ChIpbs (mamee —
IIPOMEXYTOYHbIE OPOTYKTHI)?

3.6.

M3TOTOBJIEHHBIX
JICKapCTBEHHBIX IIpEnapaToB?

OcymecTaisercs ™
KOHTpOJb (papMaIleBTHYECKHX
cyOcTaHImii,
3apErHCTPHPOBAHHBIX
JIEKapCTBEHHBIX MPETAPATOB,
BCIIOMOTATeNIbHBIX BEIECTB,
YIaKOBOYHBIX  MAaTEPHAJIOB,
IPOMEXYTOYHBIX IIPOAYKTOB
U H3TOTOBJICHHEIX
IIpenapaToB (manee -
BHYTPHANTCYHBI KOHTPOJIb)
paboOTHUKaMH BeTEpPUHAPHOK
anTeKH, IESATEILHOCTD
KOTOPBIX  HENOCPEACTBEHHO
CBsi3aHA C H3TOTOBJIEHHEM
JIEKapCTBEHHBIX IPEIapaToB
(naree - anTe4HEIC
paboTHHKH), H (WIHM) JHIOM,
OTBETCTBCHHEIM 3a
BHYTPHANITEYHEI KOHTPOJb
(nalee —  OTBETCTBEHHOE
muo)?

A63an nepBaIif
nyHkTa 6 IIpaBun
H3TOTOBJIEHHS U
OTIycKa

OcymecTBisercs I
OTBETCTBEHHBIM JUIOM,
Ha3Ha4YEeHHBIM
PYKOBOZHTENEM
BETEPHHAPHOM aIlTeKH, BHABI
BHYTPHAITCYHOTO KOHTPOJIA,
oIlpeieNIeHHBIE B ero
JMOIDKHOCTHBIX HHCTPYKITHSX,
B COOTBETCTBUH C Ii1aBoii VII

A63an BTOpOit
myHkra 6 IIpaBun
H3rOTORJICHHS U
OTIIyCKa

*Yacrs 2 craten 13 GenepansHoro sakona Ne 61-®3.




IlpaBun  H3TOTOBNEHHA W
oTmycka?

ObecneunBaer m
PYKOBOAMTENL BETEPHHAPHOM
anTeKH WIH €ro 3aMeCTHUTEIb
B ciydae OTCYTCTBHSA
anTeqHoro  paboTHMKa W
OTBETCTBEHHOT'O Imna
BEITIOTHEHHE
BHYTPHAIITEYHOTO KOHTPOIIA,
32 HCKIIIOYECHHEM KOHTPOJIA,
OCYIIECTBIIAEMOT0 B
COOTBETCTBHM C IyHKTOM 28
IlpaBun  HU3rOTOBNEHHA U
OTITyCKa?

ITynkr 7 Ipasun
H3rOTOBJICHHUA U
OTIIyCKa

OcymecTBIsioTcs 1M B
BCTCPHHAPHOM anTeKke:

9.1.

BEJICHHE BHYTpEHHEH
TEXHUYECKOH JIOKYMEHTAIHH
(mamee -  CraHpmapTHEIE
OIICPAlIMOHHBIE IPOLEAYPHI)
B COOTBETCTBUH C IIYHKTOM 9
IIpaBun  H3roTOBIIEHHA |
OTIrycKa?

9.2.

OpraHH3aIHs paboTHI
BETEPHHAPHOM anTeku?

9.3.

YCHOBHA JUIA BRIIOJHEHWS
BHYTPHAIITEYHOTO KOHTPOJIA
B COOTBETCTBHH c
TpeOOBaHHAMH ITpaBun
H3COTOBJIICHHS M OTITyCKa?

94.

XpaHEHHE BCIIOMOTATEIHHEIX
BEIIECTB U  YMAKOBOYHBIX
MaTEpHAJIOB B COOTBETCTBHH
¢ TpeboBaHUAMH (B Clydae MX
HaJIM4UA), YCTaHOBJICHHBEIMH
HX  TOpOU3BOJWUTENEM, H
TpeGOBaHUAMHI
(apMakoneHHBIX cTaTei?

ITynxr 8 IlpaBmn
H3TOTOBJICHHA U
OTITyCKa

10.

YTBepKaeHEI b B
BETCpHHAPHOMN arTeKe
CrannapTHBle OnepanuoHHEIE
IIPOIEYPhI?

ITynxr 9 IIpasun
H3TOTOBIICHUSA U
OTITyCcKa

11.

Omcan m y
KOHTPOIMPYEMOTO JIMIa B




CraHIapTHBIX ONEpallMOHHEIX
nporeaypax NOPSAZIOK
OCYHIECTBIIEHHA M  YydeTa
CIHEAYIOIHUX ACUCTBHM:
BEIGOD oprasmsamuy,| [LOATYHKT «@»
11.1. |ocymecTusromeli mnocrasky | IyHKTa 9 IIpasun
HCXOJHOTO CHIpbA (Halee —| M3rOTOBIEHHS U
IIOCTABIIHK)? oTIycKa
. IMommyHKT «6»
11.2. |u3roroBicHHE nyHkra 9 IIpaBun
IPOMEXYTOYHBIX MPOAYKTOB? | H3TOTOBJIECHMS U
OTIyCcKa
IommyHKT «B»
11.3. |u3roToBIcHHE nyHkra 9 [Ipapun
JIEKapCTBEHHBIX IIpenapaToB? | H3rOTOBIECHMS U
OTITyCKa
IloamyHKT «r»
11.4. |ymaxoBka H daconka | IyHKTa 9 IIpaBmun
JIEKapCTBEHHBIX IpenapaToB? | M3rOTOBICHHSA U
OTIyCKa
IIpOLECCHI CTEpPHIH3AIHH HoamyHkr «m»
11.5. |HcxomHOrO CHIPBA u | yHKTa 9 IIpaBun
H3rOTOBIIEHHBIX H3TOTOBIIEHHA U
JIEKapCTBEHHBIX IpenapaToB? oTIycKa
HoamyHkT «e»
11.6. |ocymecTBiIcHHE nyHkra 9 [IpaBun
BHYTPHANITEYHOTO KOHTPOJIA? | U3TOTOBIECHMS
OTIyCKa
IommyHKT «XK»
11.7. |ormyck H3rOTOBNeHHEIX | IYHKTa 9 [IpaBun
JIEKapPCTBEHHBIX NpenaparoB? | M3rOTOBICHHS U
OTHyCKa
IToarmyHkT «3»
11.8. OT6Op 1Ipo6 A1 MpoBereHHs nyHkTa 9 Ilpasun
MHKPOOHOJIOTHYECKOTO
M3TOTOBICHHA U
KOHTpons?
OTIycKa
11.9 OYHCTKA M  JAe3HHQEKIus HommyHKT «»
" | obopynoBaHuA, oyHkra 9 IIpasun

HCIIOJIB3YEMOI'O IIpH

HU3roTOBJICHUA U




HU3rOTOBJICHUHU
JIEKapCTBEHHBIX IIpenapaToB?

OTIyCKa

OYHCTKA M  CTCPHIM3ALMS
11.10 nabopaTopHo# ITOCYAHI,
7" | MCTIoN3yeMon pH
H3TOTOBJICHUH
JIEKapCTBEHHBIX NpenapaToB?
IMoxmyHKT «K»
11.11. |ybopka wu  gesundexius | IyHKTa 9 Ilpasun
OMENICHMIH? U3rOTOBJICHUA U
OTIycKa
IIPOBEICHUE pacclelOBaHMIA
LIpH OOHAPYXCHUH | [loAmyHKT «D»
11.12. HenoOpoKauYeCTBEHHBIX, nysxra 9 Tpasun
KOHTpaaKTHEIX,
H3TOTOBJICHUA M
barscupHIIPOBaHHEIX
JICKapCTBCHHBIX IIpenapaToB OTIyCKa
(manee — paccnenoBaHus)?
IIPUMCHCHUC [MoamyHKT «M>»
11.13. Kogpelc'rlzpylg;mx u o (wm) myskra 9 [IpaBun
HpEAYTIPOXIAION H3TOTOBJICHAS U
JEHCTBMH IO pe3yJbTaTaM
paccleIoOBaHHiA? OTIrycka
Bxmouator mu CraHgapTHBEIE
12. ONEpalMOHHBIE ITPOLEAYPHI, B
YTBEpXKJICHHBIE
BETEPHHAPHOH aIITEKOM:
yaer JAHHEIX mpH IloamyHKT «a»
|p. |PmomHEHIH CrampaprHeix|  HyHKTa 10
""" |ONepalMOHHBIX  IPOLEAYP Ipasun
(BKJIIOUast COCTABICHHE AKTOB, | H3rOTOBJICHHA H
BeJICHHUE KYPHAIOB)? oTmycka
IoamyHkT «6»
12y |OcymecrBrenue aHammza|  TYHKTa 10
- CTaHIlapTHLIX onepanHoOHHEBIX IIpaBun
npouexyp? H3TOTOBJICHHS U
oTImycKa
IMoamyHxKT «B»
|p.3 |YcraHoBmenme mpuums| TYHKTa 10
" |mapymenus  CraHmapTHBIX IIpaBmn
OIIepallHOHHBIX Tpouexyp? H3TOTOBIICHHA U

OTIyCKa




13.

IlpenycMatpuBaer mu y
KOHTPOJIHPYEMOT'O JIMIa
CrannapTHas omnepamuoHHas
nponeaypa BHIOOpa
MOCTAaBITHUKA coOIroieHue
MOCTABIIMKOM:

13.1.

CPOKOB TIOCTaBKM HCXOIHOTO
ChIpba?

13.2.

YCIOBHIA [IOCTaBKH

HCXOJTHOTO CHIPhs?

13.3.

ITPOBEPKHU BETEpHHApHOU
anTeKOn HaIM4Yus y
IOCTAaBIIMKA JIMIECH3HA Ha
OCYIIECCTBIICHHAE
(apManeBTHIECKO
JeATenbHOCTH B cdepe
ofpameHus JIEKapCTBEHHEBIX
CPEACTB IS BETEPUHAPHOIO
IPAMEHEHUA C YyKa3aHHEM
BBIIIOJTHAEMBIX pabor,
OKa3bIBAEMBIX  YCIYT MM
JMIEH3UM Ha [POM3BOACTBO
JICKapCTBEHHBIX CPEJCTB JIIs
BETEPHHAPHOTO NPUMEHEHHA
¢ yKa3zaHHeM 1iepedns pabor?

IommyHKT «a»
myHkTa 11
IIpaBun
M3TOTOBJICHUA U
OTIIyCcKa

134.

CPOKOB ITOCTaBKH
3apErHCTPHPOBAHHEIX
JIEKapCTBEHHBIX IIPEIapaToB
)21 (hapMareBTHYECKHUX
cyOcTanumif?

13.5.

YCIOBHH MTOCTaBKH
3apErHCTPHPOBAHHBIX
JIEKapCTBEHHBIX MpemaparoB
U (apMaLeBTHIECKUX
cybcTaHmii?

13.6.

IIpEeJICTaBlICHUA HH(OpMaIHH
o6  ycHOBMAX  XpaHEHMs
3apPErHCTPAPOBaHHBIX
JICKaPCTBEHHBIX INPENapaTos,
YCTaHOBJIEHHBIX
HMHCTPYKIIHAMH o
BETEPHHAPHOMY IPHMEHEHHIO
JIEKapCTBEHHBIX IIPENaparosB,

H  YCIOBHAX  XpaHEHHs
tbapmaneBTHIECKHX
cyOcTaHImiA, KOTOpBIE

cojiepKarcs B

ITommyHkT «6»
nyHkra 11
IIpaBuin
H3TOTOBJICHAA H
OTIyCKa
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TOCY[apCTBEHHOM  peecTpe
JIEKapCTBEHHBIX CPEJICTB IS
BETEPHHAPHOTO NPUMEHEHHS?

14.

IlpenycMatpuBaer mu y
KOHTPOJIMPYEMOTO JMIa
CranmapTHas onepanMoHHas
mporeaypa HM3rOTOBJICHHS
IIPOMEKYTOYHBIX NPOTYKTOB
MOCJIEA0OBATEILHOCTD
JIelcTBUH aNTeYHBIX
paboTHHKOB WA
OTBETCTBCHHOTO JIMNA TpH
HU3TOTOBJICHHH

MIPOMEXYTOYHBIX TPOJYKTOB?

Ilynxr 12
[IpaBun
H3TOTOBJICHUA U
OTIyCKa

15.

IlpenycmatpuBaer m Yy
KOHTPOJIMPYEMOT'O JMIa
CrannapTHas onepanuoHHas
porneRypa HM3TOTOBJICHHSA
JIEKapCTBEHHBIX IPENapaToB
IIOCIEA0BaTEILHOCTD
JeHCTBUI aIrTeYHbIX
paboTHHKOB HITH
OTBETCTBCHHOTO IMIa TpH
H3TOTOBJICHUH
JIEKapCTBEHHBIX IIpenaparToB?

Iynkr 13
IIpasmn
M3TOTOBJICHUA U
OTIIyCKa

16.

IlpexycmatpuBaer 1y
KOHTPOIIHPYEMOro Imna
CraHnapTHas omnepanHoHHas
Oponenypa  YIakOBKM U
tacoBku JeKapCTBEHHBIX
IpenaparoB
MIOCNIEAOBATENHLHOCTD
JcHCTBUIL aATEYHBIX
paboTHHKOB WIH
OTBETCTBCHHOTO IIMIIa TIPH
yHakoBKe " dacoBke
JIEKapCTBEHHBIX IIpenapaToB?

Ilynxt 14
ITpaBun
U3TOTOBIICHUSA U
OTHyCKa

17.

IlpenycmaTpuBaer mm y
KOHTPOJIMPYEMOro auna
CranpapTHas onepanHoHHAA
npoueaypa IIPOLIECCOB
CTEpWIN3ALMH HCXOIHOTO
CBIPBA, H3TOTOBJICHHBIX
JICKapCTBEHHBIX IIpENapaToB
II0CTIE0BATENBHOCTD

JAcHcTRHI AITEYHBIX
paboTHHKOB HIH
OTBETCTBCHHOTO JIMI[A TIPH

Ilynxkr 15
IIpaBun
H3TOTOBJIEHHA H
OTIyCKa
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CTepUIM3ALMM  HCXOJHOTO
CBIPBA, H3TOTOBIIEHHBIX
JIeKapCTBEHHBIX IIpenapaToB?

18.

IlpenycMaTpuBaeT 11 Yy
KOHTPOJHMPYEMOTO JMna
CranpapTHas onepanmoHHas
npoueaypa  OCYIICCTBICHHS
BHYTPHANTEYHOTO KOHTPOJA
IIPOBEPKY COOTBETCTBHSA
U3TOTOBIIEHHBIX
JICKapCTBCHHBIX IPEIapaToB
TpeboBaHUAM
(bapmMakoneHHbIX cTaTCit?

ITynkr 16
IIpaBun
H3TOTOBJICHUSA U
OTIIycKa

19.

IlpexycmaTpuBaer m y
KOHTPOIIMPYEMOT0 Mna
CragpapTHas omnepalMoHHas
mpouexypa OTITyCKa
H3TOTOBIICHHBIX

JIEKapCTBEHHBIX IIPErapaToB
OTITyCK JIEKapCTBEHHBIX
IpenapaToB B COOTBETCTBHH C
perenTom, TpeGoBaHHEM
BETEPHHAPHOMN opraHu3anyu’?

Ilynkr 17
IlpaBun
U3TOTOBIICHUS U
OTIyCKa

20.

IlpenycMmaTpuBaer m Yy
KOHTPOJIHPYEMOTO Imna
CraHaapTHas omnepanoHHas
mponeaypa orbopa mpob s
MpOBEACHUS
MHKPOOHOJIOTHIECKOTO
KOHTpOJIA
II0CJIE0BATEIBHOCTD
IeicTBHit aIrTeIHBIX
paboTHUKOB WIH
OTBETCTBEHHOTO JIMLA MpH
orbope 1pob 115 poBeCHUS
KOHTPOJIA,
IPEAYCMOTPEHHOTO ITYHKTOM
39 IlpaBun H3rOTOBIEHHS H
oTtirycka?

Ilynxr 18
ITpaBun
H3TOTOBIICHHSA U

OTIyCKa

21.

IlpenycmatpuBaer My
KOHTPOJIMPYEMOI0 JHna
CranpapTHad omepanuoHHAs
Ipoueaypa  OYMCTKM M
Je3nHpeKIMH 060pymOBaHHA,
HCTIONB3YEMOro pu
HU3TOTOBIICHHH
J€KapCTBEHHBIX IIpenaparos,
MOCJIEAOBATEHHOCTD

ITynkr 19
ITpaBun
H3TOTOBICHUSA U

OTIyCKa
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JeHCTBHH alTeYHbIX
pabOTHHKOB WA
OTBETCTBEHHOTI'O JIHI(A:

21.1.

10 OYHCTKE M Ae3UH(EKIMU
obopyznoBanus?

21.2.

10 OYHCTKE W CTEPHIIM3AIMU
nabopaTopHo#i ocyae1?

22,

IIpenycmaTpuBaer mu y
KOHTPOJIMPYEMOTO JHna
CrangapTHas onepanMOHHas
mponenypa ybopku u
JAC3MHGEKIMY  [OMEICHHI
[IOCIIEI0BATENBHOCTD
JeicTBUHR ANTEYHEIX
pabOTHHKOB WIn
OTBETCTBEHHOTO JIMA @pH
ybopke ®  nesuH(peKImH
[IOMELICHUIA?

IlynkT 20
IIpaBun
H3TOTOBIICHUSA U
OTIIyCKa

23.

IIpexycmarpuBaer bt
CrangapTHas onepampoHHas
poueaypa IIPOBEACHUS
paccie10BaHHI
YCTaHOBJICHHE
OTBETCTBEHHEIM JIHIIOM WJIH
PYKOBOJUTEIEM
BETEpHHAPHOH alTeKH
IIPUYHH:

23.1.

HOCTYILICHANA
HeJ0OGpoKaYeCTBEHHBIX
JIEKapCTBEHHBIX IPEeapaToB?

23.2.

MOCTYTUICHUA
KOHTpadaKTHBIX
JICKapCTBEHHBIX NPEapaToB?

23.3.

MOCTYIUICHAS
dambcupUIAPOBaHHEIX
JICKapCTBEHHBIX IIPENIapaToB?

234.

XpaHeHUS BETEPHUHAPHOMN
alTEKOH
HEAOOPOKaYEeCTBEHHBIX
JIEKapCTBEHHBIX NpenapaToB?

23.5.

XpaHEHHUA BETEpHUHApHOM
alTeKon KOHTpaGaKTHEIX
JIEKapCTBEHHBIX NIpenapaToB?

ITynkr 21
IIpaBun
H3TOTOBJICHHA U

OTIIyCKa
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23.6.

XpaHCHUs BETEpUHAPHOM
anTeKon
panpcudHIEpOBaHHBIX

JIEKapCTBCHHBIX IpenapaToB?

24,

IlpexycMaTtpuBaecr Jm y
KOHTPOIIUPYEMOTO mia
CranpaprHas oneparMOHHasA
Ipouexypa IPOBEACHHSA
pacciieJOBaHuUit IPHHATHE
Opeaynpexaaromux Mep?

Ilynkr 21
IIpaBun
U3TOTOBIICHUA U
OTIyCKa

25.

IIpenycMaTpuBaeT b1
CraHgapTHas omeparnMoOHHAsA
npouenypa [IPUMEHEHUA
KOppEKTHpyIoUmX # (HiIH)
IpeaynpeXTarOIIX
ACHCTBHM IO pe3yibTaraM
paccneoBaHHN ONpeNEelIcHUE
OTBETCTBEHHBIM JIMIIOM WIIH
pyKOBoOAMTEIEM
BETCPUHAPHOMN alTeKA
IEPEYHEH KOPPEKTHPYIOIIHMX
1 (W) TIpexynpexTarommx
IeHcTBUH u CPOKOB
HCTIONTHCHUSA TaKAX
HIeifcTBHi?

ITynxr 22
[IpaBnn
M3TOTOBJICHHA U

OTITyCKa

26.

Conepxar m y
KOHTPOJMPYEMOTro mia
usMeHeHds B CraHpgapTHBIE
OlIEpallMOHHEIE IPOLCAYPHI,
YTBEpXKIACHHBIE B
COOTBETCTBMH C IIyHKTOM 9
IlpaBun  W3roTOBIEHHA W
OTITyCKa, YKa3aHHE Ha
IIPUYHHEI BHOCHMBIX
W3MCHCHUMA?

Ilymkt 23
IIpaBun
H3TOTOBJICHAA U
OTIycKa

27.

ITpunararorcs b1 y
KOHTPOIIMPYEMOr0 avna
u3MeHeHus B CraHIapTHEIE
OIICPALMOHHBIE MPOLEAYPHl K
IOKyMEHTaM, KOTOPBIMH
YTBEPXKICHEI
COOTBETCTBYIOILHE
CranzapTHBIE ONEPALIOHHEIE

IIpoueaypsi?

ITynxt 23
IIpaBun
U3TOTOBIICHHUA U
OTIIyCcKa

28.

OpranusoBaHo b1 B
BETCPUHAPHOH anTeKe
XpaHEHHE CJIEAYIOMMX

Ilynxr 24
IIpaBun
H3TOTOBJICHHA U
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JOKYMEHTOB:

28.1.

aKTOB?

28.2.

IacHoOpTOB ITHCHMEHHOTO
KOHTpOJIsA?

28.3.

3amMcel IO  IPOBEACHHIO
HCCIICIOBaHUM KOHTPOJIA
KagecTBa H3TOTOBJICHHBIX
JIEKapCTBEHHBIX MpenapaToB?

284.

JKYPHAJIOB, COCTaBJICHHUE
(BeneHue) KOTOPBIX
IPEAyCMOTPEHO  ITyHKTaMH
59, 70, 74 u 81 Ilpasun
U3TOTOBJICHUS U OTITycKa?

28.5.

peuentos?

28.6.

TpeOOBaHUH  BETEPUHAPHEIX
opraHu3arnuii?

28.7.

COIIPOBOJMTENBHBIX
JAOKYMEHTOB Ha HCXOJHOE
CBIphE?

28.8.

CONPOBOAMTENLHBIX
JAOKYMEHTOB Ha YIIaKOBOYHEIC
MaTepHaisl?

28.9.

JOKYMEHTOB ITPOW3BOAUTENA,
MOATBEPKIAIOITHX
COOTBETCTBHE KayecTBa
HCXOJHOTO CHIpbsl (B ClIydae
UX Hanmuaus)?

28.10.

JOKyMEHTOB IIPOH3BOAMTEN,
HOATBEPXKAAIOMIHMX
COOTBETCTBHE Ka4ecTBa
YNIaKOBOYHBIX MaTepHailoB (B
CllyJae uX HaA4us)?

oTOycKa

29.

Ycranosnen )17
BETEPHHAPHOM amnTeKoi Cpok
XpaHEHHMsI HE MEHee TPeX JIeT
c JIaThl OTITyCKa
H3IOTOBJICHHOTO

JIEKapCTBEHHOTO  IIpernapara
b1i) ¢ JOKYMCHTAIIUH,
NPEXYCMOTPEHHOH ITyHKTOM
24 TlpaBui W3rOTOBICHHS H
oTmycka (32 MCKIIOYEHHEM

XKYpHAIOB)?

ITynxr 25
IIpaBun
H3TOTOBJICHAA U

OTIOyCKa
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YcraHoBIeH m
BETCPHUHAPHOH aNTEeKOH CpOK
XpaHEHUsT M1 JKypPHAIOB, Ilynkt 26
30. IIPEAYCMOTPEHHBIX ITYHKTOM ITpaBun
24 IlpaBun HM3rOTOBIEHUS H| H3TOTOBIICHHS H
OTITyCKa, HE MEHEE TPEX JIET C OTIycKa
JaThl BHECEHHWS IOCIECIHHUX
3anmcen?
Y cTaHOBIICHBI M y
KOHTPOIIMPYEMOT0o IMna Tlysxr 27
JOJDKHOCTHBEIMH
31 UHCTPYKUMAMH MOIHOMOYHS Tpasan
H3TOTOBIICHUA U
A O00f3aHHOCTH aNTEeYHBIX
OTIYyCKa
pabOTHHKOB, OTBETCTBEHHBIX
J?
OcymecTBisAoTes biut
BETEpHHApHOM anTekoi
32, CaMOCTOATEIIHLHO WA c
PHBIICICHAEM -
UCIEITaTELHOM HTabopaTopun
CIEMyIOImMe BHIBI KOHTPOJIA:
IoamynkT «a»
. IyHKTa 28
321 bH3HKO-XIMUYECKHI Tpaswr
KOHTpOJIb?
H3TOTOBJICHUSA H
OTIycKa
ONPEACICHHE CTEPUILHOCTH
bin) b CTEPWIBHBIX
IIPOMEXYTOYHBIX IIPOAYKTOB | IToxmyHKT «6»
WIH  MHKpOOGHOIOrHYECKOM TyHKTa 28
3o |TACTOTEL JUIT HECTEPHIBHEIX Tipaun
?gj::imquﬂbm npon;ym"og H3TOTOBJICHHA B
MHKPOOHOIOrHIeCcKuit OTHyCka
KOHTPOJIb  IPOMEXYTOYHEIX
IPOIYKTOB)?
OIIpEACIEHNE CTEePUILHOCTH
373 | CTEPUITBHBIX
U3rOTOBJIEHHBIX IMommysKT «B»
JICKapCTBEHHBIX MperapaToB? MyHKTa 28
OIIpE/ICIICHUE Iipasnn
MHKPOOHOIOrHIECKOH H3rOTOBIICHUS X
32.4. |49UCTOTHI JUIi HECTEPHIBHEIX OTIIyCKa
H3TOTOBJIEHHBIX

JICKapCTBEHHBIX ITpEnapaToB?
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ONIPEACIICHHE ITHPOT€HHOCTH

32,5, |mia MHBCKITHOHHEIX
pacTBOpoB?
olpeeneHue HaJMYuA
6aKTepUaNBEHBIX
9HJIOTOKCUHOB A
NapeHTEePANbHBIX
32.6. |nexapCTBEHHBIX IpenapaToB
U JpYruX T[IOKa3aTelieii B
COOTBETCTBHH c
TpeGoBaHUAMH
(papmakoneiiHsix craTeii?
MHKpPOOHONOrHIeCKMiA Hommyrkr «r»
KOHTpPOJIb, MPOBOAMMEIA B myHKTa 28
32.7. |coorBercTBMM C MyHKTOM 39 IIpaBun
IlpaBun  M3roTOBNEHMA M| W3roTOBJICHHS M
oTmycka? OTIycKa
Pasmemeno I y
KOHTPOJIMPYEMOTO Jmna
obopyznoBanue TaKuM
o0pazom, qT00H  OBLTa ITynxr 29
33. ofecredeHa  BO3MOMKHOCTB IIpaBun
AJIA €ro OYHMCTKM C LeNbIO| H3TOTOBJICHHA M
IPEAOTBPAICHHS OTIIyCKa
KOHTaMHHAIHH
H3IOTOBICHHBIX
JIEKapCTBEHHBIX IIpenapaTos?
Hcnonsayercs b1’ y
KOHTPOJIMPYEMOro IHna
obopynoBaHve TaKHM
obpasoM, urobm  6huia ITynxr 29
34. ofecriedeHa  BO3MOKHOCTb ITpaBun
JUIL €r0 OYHUCTKM C NENBIO| H3rOTOBJICHHA U
IIPEOTBPAIIEHHS OTIycKa
KOHTAMHHAI[UU
U3TOTOBJICHHEIX
JICKapCTBEHHBIX IIPENapaToB?
O6opynosans ™ y
KOHTPOIUPYEMOro mna
HOMEINCHUS  BETEPHHAPHOM Tysxr 30
35. anTeKw, B KOTOPBIX Tlpassor
OCYHICCTBIAETCSH
HArOTORIEHIe M3TOTOBJICHHS M
OTIycKa

JICKapCTBEHHBIX IIPEapaTos,
IIPHTOYHO-BEITSKHOMK
BECHTHJIALIHEH?
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36.

Obecnieuensl M MOMeMIEHAS
BCTCPHHAPDHON  anTekH, B
KOTOPHIX  OCYIIECTBIAETCA
U3rOTOBJICHHE

JEKapCTBEHHBIX IIpeIapaTos,
CIEeIYIOIHM 000pyI0BaHUEM
LSt M3TOTOBJICHHS
JICKAPCTBEHHBIX IIPEIIapaTOB:

36.1.

J1abopaToOpHEIM
obopynoBanueM H
CPEACTBAMM H3MEPEHHHM, B
TOM YHCJIE TEXHHYECKUMH
CPEACTBAMH ISl IOCTOSHHOTO
KOHTpOJIsI TEMIEpaTypsl H
BIIQXKHOCTU?

36.2.

XOJIOMIbHUKAMH,
H3TOTOBJIEHHE
JIEKapCTBCHHOTO  TIpemapaTa
Tpebyer cobmoxeHus
TEMICPATYPHBIX PEXHMOB?

CCIIH

36.3.

11abopaTOpHO# nocymoi?

364.

mxadamu (cTemnaxamu)?

ITynxr 30
IIpaBun
H3TOTOBIICHHUA U

OTIyCKa

37.

3anpemen b1’ JoCTyT
HNOTPEeOUTENIIM B IIOMEIICHHS
BETCpHHADHOM amTeKkH, 3a
HCKJIIOYCHHEM IIOMCIICHMIA, B
KOTOPBIX  OCYILECTBIIIETCA
OTIYCK HM3TOTOBJICHHEIX
JI€KapCTBEHHBIX Npenaparos?

Ilynxr 31
ITpasun
H3rOTOBJICHHS U

OTIyCKa

38.

HUmeror 1m
BETCPHHAPHOM
OCYMIECTBIIAIOLIEH
U3TOTOBICHHE HECTEPHIILHEIX
JEKapCTBEHHBIX IIPENapaToB,
CHEAYIOUIUE 30HBI:

MOMEILCHUS
aITeKH,

38.1.

30HY Ui  M3TOTOBJICHHUS
JEKapCTBEHHBIX Ipenaparop?

IogmyskT «a»
MmyHKTa 32
IIpaBun
H3TOTOBJICHHA B

OTIycKa

38.2.

30HYy IS MOMKH "
CTepHIM3alMH TabopaTopHoi
(102115 ¢4

IHoamyHkT «6%

NyHKTa 32
ITpaBun
H3TOTOBJICHHS U
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OTIyCKa
IoamyHkT «B»
MyHKTa 32
30 hi1i) i} XpaHCHHS
38.3. ncgzmoro CBIpbA? ’ Hpasitz
) M3TOTOBIEHUA U
OTHycKa
HommyskT «r»
30Hy [UI1 XpaHEeHHS H TYHKTa 32
38.4. |usrorosimeHus IlpaBun
IIPOMEXKYTOYHBIX IPOAYKTOB? | M3rOTOBJICHHS M
OTHyCKa
IoamyHkT «1»
MyHKTa 32
385, |[3CHY U1  XpaHeHHA H Tpaswr
HM3TOTOBJICHUS PEAKTUBOB?
H3rOTOBIICHAS U
OTIIyCKa
IopmysKT «e»
30HY JUIs XpaHEHHs IyHKTa 32
38.6. |M3roTOBIEHHBIX IIpasun
JICKapCTBCHHBIX NPENApaToOB? | M3rOTORICHUS U
OTIIyCKa
IMomrysKT «K»
30HY UL XpaHeHUs IyHKTa 32
387, |YUWAKOBOYHEIX  MATEpHAJIOB, Tpasm
BCIIOMOTaTeNbHAIX
MATepHAIIOB, Taph? H3TOTOBJICHHS U
OTIyCKa
30Hy I  KOHTPOJILHOM Tozmyser «3»
MapKHPOBKH U T€pMETHYHOIO yHKTa 32
38.8. |yxymopusanus ITpaeun
H3TOTOBJIEHHEIX H3TOTOBJICHHS U
JICKapCTBEHHBIX Npenaparos? oTmycka
ToamyHKT «»
30HY bl ¢ YIaKOBKH TMyHKTa 32
38.9. |usroromieHHbIX IIpaBun
JICKapCTBEHHBIX MPENapaToB? | M3rOTOBICHHS U
OTIyCKa
IommyHKT «K»
30HY OTITyCKa JIEKapCTBEHHBIX
38.10. |*0%Y P IyHKTa 32
[IpenaparoB NoTpedHuTeIM?
IIpaBua
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H3TOTOBJICHHA U
OTIycKa
A03arn
30HY I OOJy4eHHsi Bojpl| ABCHAIUATHIM
3811 |O"MIIEHHOH B cmywae| MYyHKTa 32
77" |HEOOXOMMMOCTM  HOTyYeHHS ITpaBwi
BO/IbI OIHINEHHOM? M3TOTOBIICHHA U
OTIycKa
HcxmrogeHsr )1 pH
PacONOKEHHH 30H
BETEPHHAPHOIA anTeKn ITynxr 33
39. BCTPEYHBIE WA IIpaBun
IIEPEKpPECTHEIE OOTOKH | M3TOTOBJIEHHA U
HCXOIHOTO CBIPbS " oTIycKa
H3TOTOBJICHHBIX
JICKAPCTBEHHLIX IIPenapaToB?
Pacnonaraercsa b1’ y
KOHTPOJIHPYEMOIro mna
pabodee MeCTO anTeYHOro
abOTHHKa, 3aHMUMAOIEroCs
P ’ = Tysxr 34
U3TOTOBIICHHEM
40. IlpaBun
TIEKapCTBEHHBIX IPENapaToB
M3TOTORIICHHSA U
H (WIM) OCYIIECTBIAIOMIErO oTITyCKA
BHYTPHANTEYHHA KOHTPOII, )
B IIOMEIICHHH, B KOTOPOM
H3rOTaBIMBAIOTCA
JICKapPCTBEHHBIE IIPENApAThI?
3anpemeHo 14 B IOMEIIEHHAX
41. BCTCPHHAPDHOM  amTekd, B
KOTOPBIX  H3TOTAaBJIHBAIOTCA
JICKAPCTBCHHLIE NIPENAPATHI:
XpaHCHHE XO3AHCTBEHHOro M| IlommyHKT «a»
Apyroro  WHBEHTapA, He IIyHKTa 35
41.1. |ucmome3yemoro npu IlpaBun
U3TOTOBJIECHHH H3IOTOBIIEHHA U
JICKapCTBEHHBIX Mpenaparos? OTIyCKa
IMomryskT «a»
ImyHkra 35
XpaHCHHE oze
412. |*® AEEL Tipasm
paboTHUKORB?
H3TOTOBIICHHA
OTIyCKa
IoamyHkT «6»
413 |Pa3MCIICHHE 30HEI OTHBIXA H MyHKTa 35
" | mpuema nmumu? IIpaBun
H3TOTOBIICHHSA U
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OTIyCKa
IopmmyHKT «B»
OCYIIECTBIICHHE TOPTOBIIH IyHKTa 35
41.4. |nexapcTBeHHBIMH IlpaBun
npenaparamMu? H3TOTOBJICHHUA U
OTIycCKa
Umeer m1 Berepunapnas
anTeKa,  OCYIIECCTBIAIOMIASA ITynkr 36
42 H3TOTOBIIEHHE  CTEPHIIBHBIX ITpaBun
JICKapCTBEHHBIX MPEHAapaToB| M3TOTOBIICHHS U
B AaCEeNTHYECKUX YCIOBHAX, OTHyCKa
aceNTHIECKHif 6110K?
Bxmouaer m y
43. KOHTPOJHPYEMOro una
aceNTHIeCKHit 610K B
CIICAYIOIHE IOMEILCHHSA:
HUIIO3B! 1 paGOTHUKOB IpH
BXO/Ie B aCENTHYECKHH OIIOK,
KOTOPBIC 3allMIIAIOT BO3AYX
43.1. |nomemeHus s
H3TOTOBJICHUA
JCKapCTBEHHBIX IPENapaToB
OT KOHTaMUHAIMH?
ILTO3Kl Uil TIOCTYTIAFOLIMX
HCXOJHOTO CBIPbS H
YIAKOBOYHEIX ~ MaTE€PHAJIOB, TIoAmyRKT «a»
43, :(I:))Topme 3alIUIIAIOT BO3XYX nyHKTa 36
MEILCHUSI JULS Tpasm
H3TOTOBJIEHHA M3rOTOBNEHNS 1
JEKapCTBEHHBIX IPENapaToB oTmycka
OT KOHTaMUHAIIHHK?
OUTIO3Bl 11 mepeaadu
H3rOTOBJICHHBIX
JICKapCTBEHHBIX IIpENaparoB,
433, |XOTOPBIC 3alMINAIOT BO3AyX
MOMEIeHUS ISt
H3TOTOBJICHUSA
JIEKapCTBEHHBIX IIpErapaToB
OT KOHTaMHHANWK?
IIOMEIICHUE MOJTY9YCHHUS
Bonblm mm mJJI'z:mmﬁ IoamyHkr «6»
(coBmemenHOe ¢ 30HOM mus|  LIYHKTa 36
43.4. |mONMyYeHMs BOIBI OYHIIECHHOM ITpaBun
B CiIy4Yac TIOMYYECHHMA B| M3TOTOBJIEHHS U
BETEPUHAPHONW anTeke BOBI oTmycka

OYMIICHHOM W BOOH s
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HMHBEKIMIA)?
IIOMEILCHHE s Hommyrkr «B»
H3TrOTOBJICHUA myHKTa 36
43.5. |IIeKapCTBEHHBIX MPENApaTOB, IMpaBmn
000py/I0BaHHOE JIAMMHAPHEIM | H3rOTOBJICHUS M
60xcoM? oTIycKa
HNoamysKT «r®
IIOMETICHUE VISt IyHKTa 36
43.6. |CTePHIHM3aIMH Tpasm
H3rOTOBJICHHBIX S
I
JIEKapCTBEHHBIX MpenapaTos? | © H
OTITyCKa
[OMeIleHHe it i Honmyskr «»
KOHTPOJILHONH MapKHpoBKH |  UYHKTa 36
43.7. |TepMETHIHOTO YKYTOpPHBAHHA [IpaBun
H3TOTOBJICHHEIX H3TOTOBJICHHA U
JIeKapCTBEHHBIX IIpenapaToB? oTmycka
IommyskT «e»
[IOMEMIEHHe [UI1 YIaKOBKH IIyHKTa 36
43.8. | M3rOTOBICHHEBIX IIpaBun
JIEKapCTBEHHBIX MPENAapaToB? | H3rOTORICHHA H
OTIycKa
Hwmeror JH y
KOHTPOJIUPYEMOI0o Imna
OCTYII B 4CENTUYECKHIM GJIOK
A . 4 ITynxr 37
YKa3aHHBIA B 1mOyHKTE 36
44, IIpaBun
IlpaBun wm3roroBneHMs w
H3TOTOBJICHUA U
OTITyCKa, TOJILKO aITCYHEIC
OTIIyCcKa
paGOTHHKH, ONpEJENeHHEIE
PyKoOBOIHUTENEM
BETEPHHAPHON anTeKu?
IIpoBoauTcs m y
KOHTPOJIMDYEMOT0 JHIa B
45 acenTHIeCKOM Oioke mepern
’ HavqajIOM H3rOTOBJICHUA
JEKapCTBEHHBIX IpenapaToB
6 - ITynxr 39
MHKPOOHOIOTMYECKHIA
KOHTpOJIb: Tlpasmn
H3TOTOBIICHUS U
45.1. | Bo3myxa? OTIIyCKa
45, |BOAbI OYMIEHHOH ¥ BOMEI JIIA
| nEBexImit?
45.3. |ob6opynoBarus?
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45.4. | nabopaTopHO#H moCyaEI?
PYK H O#EXKAB AaNTEYHELIX
paboTHHKOB,
45.5. |HeTOCPencTBeHHO
3aJIeHCTBOBaHHEBIX B
H3TOTOBJIEHHH
JICKapCTBEHHBIX IpenapaToB?
IIpoBoauTcs ™
MHKpPOGHOJIOTHIECKHIH
KOHTPOIIb B MOMEMICHHsX Tyskr 39
46. BETEpHHAPDHOW anTekH, 3a TTpasmr
HCKIIFOYCHHEM  MOMEIICHUA
H3TOTOBJICHHS U
UL OTIyCKa JIeKapCTBEHHBIX
OTIyCKa
OpenapaToB  NOTPEOHTEIIsM,
He pexe OmHOTO pas3a B
KBaprTan?
Hcnoneayrores h)i y
KOHTPOIMPYEMOTO JHLA IIPH
H3TOTOBIIEHHH ITynkr 40
47. JICKapCTBCHHLIX IIpenapaToB IlpaBun
3apPErHCTPHPOBAHHBIC H3TOTOBJICHHSA U
TIEKapCTBEHHEIE TIpenapaTsl U OTIycKa
(wm) tapmanieBTHIECKHE
cy6eTaHmumn®?
CoorBercTByroT m y
KOHTPOJIUPYEMOIo JMna
48. BCIIOMOraTe/IbHEIC BEIECTBA,
UCIIONIb3yEMBIE pu
U3TOTOBICHHM
T€KapCTBEHHBIX MPENapaToB:
TpeOOBaHUAM
papmakoneiHrIx cTarei
48.1. |(BCIIOMOTaTeNBHEIE BEIECTBA, Iynkr 41
ONMCAHHEIE B IIpaBun
TOCYAapCTBEHHOM H3TOTOBJICHHUA U
dapmakonee)? OTIyCKa
TpeGOBaHMAM,
YCTaHOBJIEHHBIM 170.
48 TIPOH3BO/UTEIIEM
2. (BcioMoraTenbHbIE BEMIECTBa,
HE OIIMCAaHHBIE B
TOCY/lapCTBEHHOM
dapmaxonee)?

5 Yacrs 2 cTaThu 56 DenepansHOro 3axosa Ne 61-03,
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49.

He nmomyckaercs ma vy
KOHTPOJIMPYEMOT'O JIUIA IIPH
H3TOTOBIICHHH
JICKapCTBEHHBIX IPENapaToB
HCIIONB30BaHHE  SHOBHTHIX,
HapKOTHYECKHX,
MICUXOTPOITHEIX,
CHJIBHOZICHCTBYIOIHX
BEIECTB, PanviOHYKIHIOB
(pa¥OaKTHBHEIX H30TOIOB),
a TaKkKe OHOJIOrHYECKOro
Marepuaja JKHBOTHBIX H
IITAMMOB MHKPOOPraHU3MOB?

ITynxr 42
ITpaBun
H3TOTOBJICHUA U
OTIyCKa

50.

He nomyckaercs
KOHTPOJIHPYEMOTO
H3COTOBJICHHE

BETCPHHADHEIMA  aNTEKAMH
TIEKapCTBEHHHIX IIperiaparoB,
3apPETHCTPUPOBAHHEIX B
Poccniickoii ®enepamuns?

m y
JMna

ITynxr 43
ITpaBun
H3IOTOBJICHHA U
OTIyCKa

S1.

Hcnonesyrores §)1 1 y
KOHTPOJIMPYEMOT'O Jmna
3apETHCTPHPOBAHHEIE
JICKapCTBCHHBIC  Mpemaparsl
IpU H3rOTOBJICHHN
JICKapCTBCHHBIX IIPEIapaToB
IUIs TIpHEMa BHYTPb W [JIA
Hapy»XHOTO IPUMCHEHUA
TOJIBKO B CIy4ae, €ClIM 3TO
YKa3aHo B  peunente H
COOTBETCTBYET MHCTPYKIIMH
1o BETCPUHAPHOMY
IIPUMEHEHHUIO
3aPETHCTPHPOBAHHOIO
JI€KapCTBEHHOTO Ipemnapara?

Ilynxr 44
ITpapun
H3TOTOBJICHHA B

OTIIyCKa

52.

3anpemeHo by’ y
KOHTPOJIMPYEMOTO JIHIIA IpPH
H3TOTOBIECHUU

JICKAPCTBEHHBIX IIPENApaToB
HCIIONTB30BaTh

JICKapCTBCHHBIC MpPEIapaThl,
BKIIOYEHHBIE B  I€pedYeHb
JIEKapCTBEHHBIX IIPEMaparos,
npeaHa3HaYeHHbBIX bibi
JCYCHUS HMHQEKIMOHHEIX M
napa3UTapHBIX 6oxnesHeit
XHBOTHEIX, BEI3BIBAEMBIX

Ilynxr 45
IIpaBun
H3TrOTOBIECHUA U

OTITyCKa

$ Yacrs, 2 craThH 56 ®enepansHOro 3akoHa Ne 61-D3.
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MaTOTe€HHBIMHU
MHKpPOOPTaHU3MaMH u
YCIOBHO-ODATOTE€HHBIMH
MHKPOOPraHH3MaMH, B
OTHOIIEHHH KOTOPBIX
BBOAATCS OTPaHHYCHHUS Ha
OPHMEHEHHE B  Jie4eOHBIX
UensX, B TOM YHCIE JUIA
TeYeHns
CENIbCKOXO3MHCTBEHHBIX
JKABOTHBIX, YTBEPKIAEMEIH B
COOTBETCTBMM C IIyHKTOM 6
4acTH 4 CTaThH 10
DenepansHOro 3akoHa or 30
Aekabpst 2020 r. Ne 492-®3
«0 6uonoruyeckoi,
6ezonacHocti B Poccuiickoii
Oeneparmn»?

3anomasercs ™ y
KOHTPOJIMPYEMOT0 JHMIA B
porecce M3TOTOBJICHUSA
JIEKapCTBEHHOT'O ernapara
P Tperap IlyHkT 46
aIITCYHBIM paboTHHKOM
33. JIOKYMEHT CoAEpKaLIHA Tpasu
HHpopM > © P H3TOTOBIICHUA B
PMAILHIO, OTOyCKa
HOpEeIyCMOTPEHHYIO ITYHKTOM
75 IlpaBun HW3roTOBICHMA W
OTIyCKa (Jalee — macmopr
HHCBMEHHOTO KOHTPOJIA)?
BHrocaTcs ™ y
54 KOHTPOJIMPYEMOI'0 JHMIa B
) nacrnoprt NHUCEMEHHOTO -
KOHTPOIIS ClIeIyromue
CBCJICHHSA:
IoamyHkT «a»
HOMEp H Jata oQpopMICHHA yHKTa 75
54.1. |penenra, TpeboBanus IIpaBun
BCTCPUHAPHOM OPraHM3aliK? | W3rOTOBIEHHS U
OTIyCKa
IoamyHkT «6»
HaUMEHOBaHHE U KomMdecTBo|  NYHKTa 75
54.2. |MCIIONIB30BAHHOTO HMCXOIHOTO IIpaBun
ChIpbA? U3TOTOBIEHHS U
OTIyCKa
54.3 TIOpPsAZIOK BBEACHUS BemecTB u| IIOAMYHKT «B»
' |mepedeHp TEXHONOTHYECKHX IyHKTa 75
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onepauuii? IIpaBun
M3TOTOBIICHHS U
OTIyCKa
IloamynkT «m»
HaMMEHOBaHHA mynKTa 75
HCHONB3yEeMBIX
54.4. 4 TpaBmn
oGopyzoarirs, cpeacTs H3TOTOBIICHUS ¥
H3MEPEHMIA, peaKTHBOB?
OTHYCKa
IoamynkT «m»
obmas wmacca wmm o6pem| NYHKTa 75
54.5. |NeKapcCTBEHHOrO Ipemaparta, IpaBun
YHUCIIO 71037 M3TOTOBJIEHHA H
OTITyCKa
CTENeHb pa3BeeHHA Hopmmymxr «e»
rOMEOIATHIECKOTO TIyHKTa 75
54.6. |ucxomHoro ceipea (B ciydae ITpasmr
HCTIONIb30BAHMA ~ WMCXOJHOIO | M3rOTOBJICHHS M
TOMEONATHYECKOTO CHIPHA)? oTIycKa
Macca oTaembapx | IOATYHKT (ko
HKO3HPOBAHHEIX €WHUI[ M ux| IYHKTa 75
54.7. |xommgecTBo (tpn IIpaBun
U3TOTOBJICHHH IIOPOMIKOB M| KM3rOTOBIICHHS M
CYIIIO3UTOpHEB)? oTmycKa
KOHOeHTpams u  oObeM| IlommyHKT «3»
(macca) n06aBIeHHOTrO myHKTa 75
H30TOH €ro BellecTBa
348, (ipu ggz’:jl?mm B rJI?asﬁme Hpasm
Saile H3TOTOBIIEHUA
KaIuy, pacTBOpEI LS
UHBEKIMH H UHOY3w1it)? OTIycKa
COCTaB, KOHUEHTpaumus M| ITomuyHkT «m»
00bEM KOHIIEHTPHPOBAHHBIX myHKTa 75
PacTBOpOB (npu TTpasun
54.9. |ucnome3zopanMu L I ——
H3rOTOBJICHHSA
JIEKapCTBEHHBIX OTIyCKa
npenaparos)?
HUCTIO/Ib30BaHHEIE IpH pacdere| ITOAmMyHKT oy
K03} pUIMerTE nyHKTa 75
BOJIOIIOTJIOIECHHS JUISt
54.10. af:lm'renmigro CBIPhSA Hpasii
P P54, H3TOTOBIICHUSA U
HCIIOJIb3yEeMOTO npu
M3TOTOBIICHAH OTIryCka




JIeKapCTBEHHOTO Mpenapara?

HCTIONE30BaHHEIE IIpH pacdere | [IoAmyHKT «m»
KO3 (HIUEHTE  yBEIHICHHUS nyskTa 75
o0beMa BOIHBEIX pacTBOPOB
S4.11. )¢ aCTBOI[HeHPIH pBe e(I:)TB Hpasi
UPH P P I ’| M3TOTOBJICHUS M
BXOJIAIIAX B COCTaB
JICKapCTBEHHOT'O Ipenapara? oThycka
[MogmyHKT «M»
ITyHKTa 75
ara HM3rOTOBJICHHS
54.12. |# ITpaBnn
JIEKapCTBEHHOT'O Ipemnapara?
H3TOTOBJIECHHA U
OTIycKa
IopmyHKT «H»
HOMEP 3allUCH B XXypHale MyHKTa 75
54.13. |KOHTPONS  H3rOTOBJICHHBIX IIpaBmn
JEKapCTBEHHBIX IIPENapaToB? | M3roTOBICHHSL U
OTIyCKa
amunus, uMs, oT9ecTBo (pd |  TToAMYHKT «o»
HaJIMIH) H HOMIHCH nyHkTa 75
anTe4YHoro paboTHuKa, TIpasmr
M3TOTOBUBIIETO
. M3TOTOBJICHHA U
JIEKapCTBEHHbIH IIpenapar, H
54.14. |anreyHoro paGoOTHMKA WIH oThycka
OTBETCTBEHHOTO MIa,
OCYIIECTBHBIIETO
BHYTPHANTEYHBH  KOHTPOIb
HM3TOTOBJICHHOTO
TeKapCTBEHHOTO Npenapara?
XpaHuTtcs m y
KOHTPOJIUPYEMOro biiziit]
HCXOIHOE  CBHIppE  IIOCIE
o =P ol Tymxr47
55 BCKPBITHSA MICPBUIHOM Tpaswr
’ TIaKOBKM B OILIE
4 TIPOILIIIAX H3TOTOBJICHUA U
OYHUCTKY E€MKOCTAX c
OTIyCKa
cobmonieHneM CPOKOB
XPaHCHHUs] YKa3aHHOTO CHIPhA
BO BCKPHITOH yIakoBKe?
Vkazana m y
56 KOHTPOJIAPYEMOr0 JIAIIAa Ha
' 3THKETKaX  €eMKocTeil ¢ —
HCXO/THBIM CBIPbEM
cremyromas MHQopMaIHs:
56.1 Ha¥MeHOBaHHe  HcxopHoro| ILloamyHKT «a»
" |coipea? IIyHKTa 48
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IIpaBun
H3TOTOBIICHUA U
OTIyCKa
56.2. |ycmoBuA XpaHeHus? TommyHKT «6»
IyHKTa 48
563, |M4Ta BCKPHITHA YIaKOBKH IIpaBun
HCXOMHOI'O CHIphA? HM3IrOTOBJICHHA N
OTIyCKa
IoamyHkT «B»
IIyHKTa 48
56.4. |nmata 3anoNHEHHS eMKOCTH? Ipasun
H3TOTOBIICHHA
OTIycKa
damumis, mMs, oTIECTBO (TIpH
56.5. HATHIHR) alrTeyHoro IoamyskT «r»
paboTHHKA,  3aNOJIHUBINErO
€MKOCTh? nyHKTa 48
IIpaBun
MOJIHUCE anTeYHOIO | M3rOTOBICHHUS U
56.6. |paboTHHKa, 3alOIHMBIIETO oTIyCKa
€MKOCTb?
Ykazana I y
KOHTPOJIMPYEMOr0 JIHMIia Ha
57. STHUKETKaX  eMKocTel ¢ B
IIPOMEXYTOYHBIMH
IPOJYKTaMH cleayomas
HH(pOpMaIHA:
HomrynkT «a»
IyHKTa 49
S7.1. g;zx:;;ig?{iro IpoAykTa? Hpasnx
H3TOTOBIICHHA U
OTIyCKa
IoamyHkT «6»
COZlEpXKaHHE JICHCTBYIONLIETO TyHKTa 49
57.2. |pemectBa (Wi pPacTBOPOB IIpaBun
YKa3hIBaeTCA KOHIIEHTPAHA)? | H3roTOBICHHSA U
OTIyCKa
57.3. |AeTa H3I‘0TOBJICHI:I;I IMommyHKT «BY
IPOMEKYTOJHOTO TIPOYKTa? ryrra 49
574, |CPOK T'OJIHOCTH IIpasmn
IIPOMEXYTOTHOTO IMPOAYKTAa? | H3rOTOBJIEHHSA U
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57.5.

YCIIOBHSA XpaHeHnA
MPOMEXKYTOYHOTO MPOyKTa?

OTITycKa

57.6.

damums, M, oTaecTBO (IpU
HaJTM9HH) anTeYHoro
pabOTHHKA, M3rOTOBUBIIETO

IPOMEXYTOYHBIH MPOAYKT?

57.1.

IOAITUCH AIlITCYHOr' O
paﬁoTHnKa, H3TrOTOBUBLICTO

IIPOMEXYTOYHBIH MPOAYKT?

57.8.

(pamuns, mms, oTyeCTBO (MpH
HaJINYHH) anTE4HOro
paborHuka HIH
OTBETCTBEHHOT'O I,
OCYILECTBHUBLIETO
BHYTPHANTEYHEIH KOHTPOIIH?

57.9.

MOAIHCH
paboTHuKa
OTBETCTBEHHOTO
OCYIIICCTBHBLIETO
BHYTPHANTEYHBIN KOHTPOJIB?

alITCYHOro
WA

JIMna,

IloamyHKT «r»
IMyHKTa 49
IIpaBun
H3TOTOBIICHHUSA U
OTIIyCKa

58.

HmMerot b)1 y
KOHTPOJIHPYEMOro aMna
€MKOCTH c HCXOIHBIM
CBIPBbEM, YIaKOBOYHBEIMH
MaTepHaIaMH a
IIPOMEKYTOYHBIMHU
IIPOXYKTaMH ClIeyIoIue
MapKHUPOBKH:

58.1.

«OcymecTtBisercs
BHYTPHANTEYHbIH KOHTPOIB»?

58.2.

«Pa3penIeHo UCTIOIB30BaTE»?

58.3.

«3alpemeno UCIONBL30BaTh»?

58.4.

«3abpakoBaHO TIPH BXOJHOM
(IpHEMOYHOM) KOHTpOIIEH?

Ilynkr 50
IIpaBun
H3TOTOBJICHHA
OTHyCKa

59.

IIpoxomur m y
KOHTPOJIMPYEMOro aMna
nabopaTopHas nocypua,
KOTOpasi HCHOJIB3YeTCs IpH
H3TOTOBJIEHHH
JICKapCTBEHHBIX IIPenaparos,
OYHCTKY B COOTBETCTBHH CO
CrannaprasiMu
OIIepaITMOHHBIMH
npouexypamu?

Ilynxr 51
IlpaBun
HM3TOTOBIICHUA U
OTOyCKa




Crepunusyercs M y

KOHTPOJIMPYEMOT'0 Jma
nabopatopHas nocyJja,
KOTOpast HCHOIB3YETCs IpH Ilynkr 51
60. H3TOTOBIIEHHH IIpaBun
JICKApCTBCHHBIX IIPENapaToB,| M3TOTOBICHHS U
B COOTBETCTBHHU co OTIyCKa
CraHaapTHEIMK
OIEpallHOHHEIMH
npoueaypaMu?
3akynopuBaercs m y
KOHTPOIIHPYEMOro mna Ilynxr 51
61. nabopaTopHas nocypa, IpaBun
KOTOpass HCIOJb3yeTcs NpH| M3OTOBICHHA H
H3rOTOBJIICHHUM OTIyCKa
JIEKapCTBEHHLIX IpernapaToB?
Xpanurcs 1mu naGoparopHas
nmocyza, KOTOpast Ilynkr 51
62. HCIIONIB3yeTCA MpHu ITpaBun
H3rOTOBJICHHM H3TOTOBJICHHA U
JIEKapCTBEHHBIX IIpenaparos, OTIycKa
B 3aKPEITHIX mIKadax?
Cobmonaercs m y
KOHTPOIHMPYEMOTO JTHIIAa CPOK
XDAaHCHMA ~  CTEPHITBHOH Tlysxr 52
63. nabopatopHoii MOCY IIBI, Tpasmr
KOTOpas HMCHONB3YeTcs IpH
H3TOTOBJICHHA U
H3TOTOBICHHH HECTEPHIBHEIX
OTIyCKa
JICKapCTBEHHBIX IIPENAparoB,
— He Gonee Tpex CyTOK ¢ AaThl
cTepmwiM3anun?
Cobmonaercs M y
KOHTPOJIMPYEMOT'O JIMIA CPOK
XpaHEeHHA CTEpUIILHOM
nabopaTopHOi TIOCY /I, ITynxr 52
64. KOTOpasd HCOONB3YETCS IIpH IIpaBun
H3TOTOBJICHHM  CTCPWIBHBIX | M3rOTOBJICHHS U
JIeKapCTBEHHBIX IIPENaparoB, OTIyCKa
— He bosee CyTOK ¢ MOMeHTa
CTEpUIIH3ALMY J1abopaTOpHOM
nocyzapi?
Crepunusyercs sm nosTopuo
Y KOHTPOIMPYEMOTO JHLA ITynkT 52
65. nabopaTopHass mocyna B IpaBun
CIly9ae, €ClIi B CPOK He 60oJiee | M3rOTORIICHHA U
CYTOK (IIPH H3rOTOBJICHHU OTIyCKa

CTCPUIIBHBIX JICKApPCTBECHHBIX
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IpernapaTtoB) 60 He Gonee
Tpex CYTOK (pm
H3TOTOBJICHUM HECTEPHIIBHBIX
JICKAPCTBEHHLIX IIPENIapaToB)
oHa He ObUIa HCIIOIB30BaHa?

3anpemaercs )17 y
KOHTPOJIMPYEMOTO mna
OJTHOBPEMEHHOE

HU3TrOTOBJICHHE Ha OJHOM
paﬁoqu MECTE€ HECKOJILKHX

y Iynkr 53
PacTBOPOB ISl WHBEKIMH W
66. Tpasin
(wm) JIEKapCTBEHHBIX
€1apaToB coiepanmx H3TOTOBJIEHHS U
e ’ OTIyCKa
BENIECTBA C  Pa3IHIHBIMH
HAaUMECHOBAaHUAMH WM
BEIIEeCTBa OHOTO
HAMMEHOBaHHS, HO B
Pa3TMYHBIX KOHIEHTpaIHsIX?
OcymectBmgercs 1 y
KOHTPOJIMPYEMOro IHIa
d N ITynkr 54
67 CTEPHIIH3AIHA PACTBOPOB HE Toammn
) IO3[[HEE TPEX YAaCOB C HAYAIA p
H3rOTOBIICHHS U
HX HM3TOTOBJICHHUA, 3a
OTIIyCKa
UCKITFOYCHHEM PacTBOpoOB
TIIIOKO3KI?
OcymecTBnsercs  JH
= Y Ilynxr 55
68 KOHTPOJIMPYEMOI'O IHIa Mpasin
' CTEpHIIH3ALUS aCTBOPOB
: P POB| aroToRTeHNS 1
TIIOKO3BL  Cpa3y IOCIe MX
OTITyCKa
H3rOTOBJICHUA?
3anpemena H
KOHI‘PI;IJIHP €MOoro JIPIHZ Ilynkr 56
69. MIOBTO Ha;[y SO——— IIpaBun
: P H3TOTOBJIEHHSA U
HHBEKIIHOHHEIX
0 OTIIyCKa
MH(Y3HOHHBIX PACTBOPOB?
Hcnonesyercs M y
KOHTPOJIMPYEMOI'O JIMIA UL
M3rOTOBJICHHUS
HapeHTEPANbHBIX
JICII:a C:]I:CHHLIX €NIapaToB Iynxr 57
70. P Tpenaparos, Dipasix
KOTOppl€ ~ HE  mojyexar
TEPMHYECKOM  CTEpHIH3AIMH H3TOTOBJICHAS U
OTITyCKa

U B M3TOTOBIEHMH KOTOPBIX B
KadecTBe pacTBOpHUTEIS

HCTIONB3YeTCA BOJR, TONBKO
BOJAA IS UH'BEKIIHA?
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71.

IIpoBoguTtcs M y
KOHTPOJIAPYEMOr'0 JIMNA IS
U3TOTOBJIECHHA
TIapEHTEPATBLHBIX
JIeKapCTBEHHBIX IIPeMaparoB,
KOTOpBIE  HE  MOMICKAT
TEPMHYECKOH CTEepUIH3alMH
H B U3TOTOBJICHHM KOTOPHIX B
KauecTBe pacTBopuTens
UCIIOJIB3YETCH BO/J1a,
¢unanbHast  crepmmMzamms
IIyTeM ¢usTpanuK B
JIaMHHAPHOM IIOTOKE BO3IyXa
C MOMOIBI0 MEMOpaHHEIX
QUIBTPOB C HOMHHAIHHHIM
pasMepoM nop He 6onee 0,22
MKM?

Ilynkr 57
IIpaBun
H3TOTOBIIEHHA B
OTIyCKa

72.

Hcnonesyercs m y
KOHTPOJIMPYEMOr0 JIMIA UIS
HM3TOTOBIICHHA INa3HbBIX
Kalreb, KOTOpEIE HE
HOJIEKAT JalnbpHeHIe
TEPMHYECKOH CTCPHIIH3ALIUH,
BOJIa ISl HHBEKIHiA?

Ilynxr 58
IIpaBun
H3rOTOBJICHUS U

OTITyCKa

73.

IIpoBogurcs bt | y
KOHTPOJMPYEMOT'O JIMIIa IS
H3rOTOBIICHHS I1a3HBIX
Kallelb, KOTOpEIE HE
MoAJIeXKaT JanbHenmeit
TEPMHIECKON CTEPIITH3ALMH,
dunareHas  crepmmMzanms
IyTeM briIBTpanuM B
JIaMHHAapHOM IIOTOKE BO3IyXa
C IOMOMmBI0 MEMOPaHHBIX
GuIETPOB ¢ HOMHHATHHEIM
pasmepoM nop He Gonee 0,22
MKM?

IIyukr 58
ITpaBui
HM3TOTOBJICHHSA U
OTIIyCKa

74.

Benerca 1 B BetepunapHoii

anTeKe XypPHAI PETHCTPAIMU
peXHuMa CTepHIH3au?

Ilynxr 59
IIpasun
HM3TOTOBJIICHUA U
OTIIyCKa

75.

Brocarcs M y
KOHTPOJIMPYEMOIO JMIA B
XKyPHAJl PETHCTPaLlUH PeXHUMa
CTCpHIM3ALMH  CIEAYIOIHe
CBCICHHS:

75.1.

Aara ¥ NOPAIKOBHIA HOMeEp

IoamyHkT «a»
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IIPOBEACHUS CTEPUIU3AIHK? IIyHKTa 59
IIpaBun
H3TOTOBJICHUA U
OTIyCKa
HAMMEHOBaHHE  HMCXOIHOIO
75.2. |cwiph4, MOJICKANMIETO
CTEpHIM3AIMU?
KOJIMYECTBO HCXOIHOTO
75.3. | ceipb4, MO JICKAMIETO
CTEpHIM3aLUU?
HaMMEHOBaHHE
754, |USTOTOBIEHHBIX
JIEKapCTBEHHBIX npeuapaTo?), ToamysKT «6»
HOANIEXKAMMX CTEPHITH3AIMHU?
a °P ™ ITyHKTa 59
KOJIMYECTBO HM3TOTOBJIEHHBIX Ilpasun
75.5. | neKapCTBEHHBIX NPENAPATOB,| H3rOTOBICHHS U
HOIEXKAINMX CTEPUITH3ALAN? oTIycKa
HaMMEHOBaHHe
75.6 1abopaTOpHOH  HOCYARI H
7 | mpoymx MaTEpHAJIOB,
NIOJICXKAIMX CTEPIIH3ALMK?
KOIHYECTBO  J1abopaTopHOit
757 ~ |mOCYmEI H IIPOYHX
"' |MaTepHaloB,  MOJUIEKAIMX
CTEPHIIH3ALIHN?
Ioamynkr «B»
MMyHKTa 59
CIIOBHSA CTEpHIIU3AIMH
758 {TeMnepaTypa BpeSm)? Tpasn
’ ) M3TOTOBJICHHA U
OTITyCKa
Ioamysxr «r»
IIyHKTa 59
75.9. |pe3ynbraThl TepMOTECTA? IMpasun
H3TOTOBJICHHSA U
OTIycKa
IlopmyHKT «1»
IOJITHCH aITEIHOrO IyHKTa 59
75.10. |paboTHHKa, IPOBOAUBIIETO IMpasmn
CTEpHIM3AIUIO? H3TOTOBJIEHUA U
OTIycKa
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76.

Ocymectpngercs J1H y
KOHTPOJIMPYEMOr'o nmna
BEIGOp YTIaKOBKH 71
YKYyIIOPOUHBIX  CPEACTB B
3aBHCHMOCTH OT CBOMCTB,
HAa3HAYCHHSA M KOIMYECTBA
H3TOTOBJICHHOT'O
JICKapCTBEHHOTO IIpenapara B
COOTBETCTBHH c
TpeOOBaHHUAMM
papMakoneHHEIX cTaTeit?

ITynxr 60
IIpaBun
H3TOTOBJICHUA U

OTIyCKa

77.

YnakoBaHbI i’ y
KOHTPOJIAPYEMOTO JIHna
CTCPHIIBHEIE JIEKAPCTBEHHEIE

Openaparel B CTCPHIBHYIO
yIakoBKy?

ITynxr 61
IlpaBun
H3TOTOBJIEHHA U
OTIIyCKa

78.

YnakoBaHbl ™M y
KOHTPOJIUPYEMOTO mna
JEKapCTBEHHBIE IIpemnaparsl,
TpeOyIomKe  3amMTHl  OT
JeHcTBHA CBETa, B
CBETO3aNHTHELIE EMKOCTH?

ITynxr 62
IIpaBun
H3TOTOBJICHUSA H

OTIyCcKa

79.

VYnakoBaHsI m y
KOHTPOJIUPYEMOr0 Jmna
JCKapCTBCHHBIC IIpenaparThl,
coJiepkamue JIeTyqne
BEIIECTBA, Tpebyromue
3a0IMTBl OT YJIEeTyYHBAaHHUA,
TMTPOCKONIMYIHEIE BEIECTBA U
BEILECTBA, KOTOpBbIE
OKHCIISAIOTCS:

79.1.

B I'€PMETHIHBIE €MKOCTH H3
HETIPOHMIIAEMBIX bibis
COOTBETCTBYIOLIIMX BELIECTB
MaTepHaoB?

79.2.

B T'€PMETHYHEIE
YKYTIOpEHHBIE
HAaBHHYUBAIOLIUMHUCS
KOJTAYKaMH WIM KpPBILIKAMH
B KOMILIEKTE C IPOOKAMH MK
IPOKJIaqKaMH c
YILIOTHAIOIHMH
SJIEMEHTaMH?

€MKOCTH,

ITynkr 63
IIpaBun
H3TOTOBIICHUA U

OTIyCKa

80.

OcymectBasercs M y
KOHTPOJIMPYEMOTO A
YOdKOBKa  JIEKAPCTBEHHBIX
IpEenapaToB,  COAEpPXKAIIMX

Iynxr 64
IIpaBun
H3TOTOBJIIEHHA U
OTIyCKa
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NeTydde BEIIECTBA,
Tpebylomp|e  3amMTEL  OT
YIETy4HBaHH, HIIA BEMIECTBA
C 3alaxoM OTAEIBHO OT

YTIaKOBKH IOpYTUX
JICKAPCTBEHHBIX NPENapaTos?

Hanecensr I y
KOHTPOIIMpYEMOr0 JIHMIa Ha
81. YIIaKOBKY H3TOTOBJIEHHEIX _
JIEKapCTBEHHBIX MpENapaToB
STHKETKH, coziepiKalIue
CIIeAyIONIy10 HHGOPMALHUIO:
IommyHKT «a»
ITyHKTa 65
81.1. |HOoMep pelienrta (npu Tpasr
Haymaun)?
H3TOTOBJICHAA U
OTIyCKa
IonmyskT «6»
IyHKTa 65
g1y |cocTaB JIEKapCTBEHHOTO Tpasun
mpemnapara?
H3TOTOBIICHAS U
OTIycKa
IommyHKT «B»
Hajmuch « /s IyHKTa 65
81.3. |BerepmHapHOro IIpaBun
IPHMEHCHUS)? H3rOTOBJICHHA H
OTHycKa
IMoamyskT «r»
IyHKTa 65
81.4. |mary msrorosieHus? IlpaBun
H3TOTOBIEHUA U
oTImycKa
IMoamyHkT «a»
coocob IIPUMEHEHNA TyHKTa 65
LS. |TCNEPCTCUHOrO  NPCTADITR 1oy
D p— H3TOTOBIICHHS M
OTIycKa
IMomryHkT «e»
81.6 CPOK TOMHOCTH («TOJeH 0 myHKTa 65
T IlpaBua

H3TOTOBJICHHUS U
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OTIycCKa
IToamyHKT «K»
IyHKTa 65
81.7. |ycmoBus xpaHeHus? IlpaBun
H3TOTOBIICHUA
OTIycKa
IMommyHKT «3»
IpeocTepeXeHne «XpaHUTh TIYHKTa 65
81.8. |B HemocTymHOM gus nereii IIpaBun
MecTen? H3TOTOBICHUA U
OTIyCKa
IoamyHKT «m»
ykasaHue «CrepwibHo» (mms| — YHKTa 65
81.9. |cTepHIBHEIX JIEKapCTBEHHBIX ITpaBun
bopm)? H3TOTOBICHUA U
OTITycKa
Yka3niBaeTcs b1’ y
KOHTPOJIMPYEMOrO JHMId B
3aBHCHMOCTM OT COCTaBa
82. H3TOTOBJIEHHOTO
JICKapCTBEHHOTO Mpernapara 1
€ro CBOWCTRB JOIOJHHUTENbHASL
uHbOpManM:
«bepeuyr or ormsm» (ms
JIETKOBOCILIAMEHAIOLIMXCA M
82.1. |nerxoroproumx HomrrysKT 0%
JIEKapCTBEHHBIX TMyHKTa 65
1Ipenaparos)? Ilpasun
H3TOTOBJIICHHA U
«O6pamarscs  OCTOPOKHO!» OTIIyCKa
822, (s B3pPBIBOOIIACHEIX
JIEKapCTBEHHEIX
npenaparos)?
«IIepen MPUMEHEHUEM
B30aJITEIBATE» (st
82.3. |meKapCTBEHHBIX IIpemapaTos,
OpH  XPaHCHHH  KOTOPBIX
obpa3syercs ocafok)?
Odopmuens m y
KOHTPOIUPYEMOTO ma Ilynxr 67
83. JOKYMEHTAJIbHO  JeicTBHA, IIpaBun
TIOATBEPXK/IAIONIHE, 9TO| M3TOTOBJICHHSA U
yKasaHHBIE  METOA  WIH oTIycKa
ponecc COOTBETCTBYIOT




TpeboBaHMAM
dapMakonmeHHBIX cTareifi B
OTHOIIEHHH:

83.1.

KOHTPOJI HCXOZHOTO CHIphA?

83.2.

KOHTPOJS IPOMEXYTOYHBIX
IpOIYKTOB?

83.3.

KOHTPOJA  H3TOTOBIEHHBIX
JIEKapPCTBCHHEIX IIpEHapaTos?

83.4.

IIPOLIECCOB HM3TrOTOBJICHHS
JIEKapCTBEHHBIX ITpenapaToB?

84.

ITonseprarores m y
KOHTPOJIUPYEMOr0o Imna
HOCTYTIAIOIHE HCXOIHOE
CBIPb€ H  YIaKOBOYHEIE
MaTepHaJIbl BXOZTHOMY
(IpreMOYHOMY) KOHTPOIIO?

ITynkr 68
ITpaBun
HM3TOTOBIICHUA U

OTIyCKa

8s.

Bximouaer T y
KOHTPOIIMPYEMOI'o MIa
BXO/IHOIM (mpremogHEIi)
KOHTPOIIb HMCXOJHOTO CHIPBS
Y YIIAKOBOYHBIX MaTE€PHAJIOB:

85.1.

TIPOBEPKY BHEIIHETO BUAa?

85.2.

HIPOBEPKY arperaTHoro
COCTOSTHHA?

85.3.

IIPOBEPKY IBeTa?

85.4.

IIPOBEPKY KOHCHCTEHIHH?

85.5.

IPOBEPKY OHOPOJHOCTH
CMemHnBanus?

85.6.

IIPOBEPKY OTCYTCTBMA MJIH
HaJIUIuA MEXaHUIECKUX
BKJIIOYEHHUH HCXOIHOTO CHIPBS
¥ YIAKOBOYHBIX MaTepHajion?

85.7.

BH3YIILHYIO OIICHKY
LEIOCTHOCTH yTIaKOBKH?

85.8.

BH3YalILHYIO OLICHKY
COOTBETCTBHS  MapKHPOBKH
(apManeBTHIeCKHX

cyOcraHimii?

85.9.

BH3YaJIbHYIO OIICHKY
MapKUPOBKH

IlynxT 69
IIpaBun
H3TOTOBJICHHA U

OTITyCKa
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3apETHCTPUPOBAHHEBIX
JIEKapCTBEHHBIX NPENapaTon?

IIPOBEPKY NIPaBHILHOCTH
odopmnenus
85.10. |°2°P
COIIPOBOIUTEIBHBIX
JOKYMEHTOB?
IIPOBEPKY HaJIAIHs
JOKYMEHTOB IIPOM3BOJMTEILS,
MOATBEPKIAFONIHUX
85.11. [coorBercTBHE HACXOAHOTO
CBIPbS H  YNMaKOBOYHBIX
MaTepUaioB TIOKa3aTeIIM
KayecTBa?
BaocsTes m y
36 KOHTPOIMPYEMOTO JIHI[A B
’ XypHau BXOJHOI'0O -
(IpreMoO4HOrO0) KOHTPOJIA
CICAYIOLIHE CBEICHHUS:
IToamyHkT «a»
myHkra 70
86.1. |mopsOKoBBIf HOMEp 3amHCH? Ipasun
H3TOTOBJICHAS M
OTIIyCKa
IoamyHkT «6»
HaUMCHOBAaHME  HCXOLHOTO nyHkTa 70
86.2. |CHIpBS HIM  YINAaKOBOYHBIX IIpaBun
MaTepUaion? H3TOTOBJIEHHS H
OTIyCKa
IMoamyHKT «BY
JlaTa OCTYIUICHHS ucxoqHoro|  HyHKTa 70
86.3. [CBIpB WM YIAKOBOYHEIX ITpaBun
MaTepHasoB? H3TOTOBIICHHA H
OTIyCKa
IloamyskT «r»
maTa " Homep| TyHKTa 70
86.4. |compoBoauTENEHOTO ITpaBun
NOKyMeHTa? M3TOTOBICHUA U
OTIycKa
HOMeEp 3aMUCH B| ITommymKT «1»
roCy/IJapCTBCHHOM eecTpe
86.5. yaap peectp nmyHKTa 70
JIEKapCTBEHHBIX CPEACTB UL
IIpaBun

BETCPHHAPHOTO IIPUMEHECHHSA
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(B cmyuae TIOCTYIUIEHHA| M3rOTOBICHHA M
(bapManeBTHIECKHX OTHycKa
cybcranomii B  KaudecTBe
HCXOJHOTO CHIpbs)?
HOMEDP  PETHUCTPAIHOHHOTO
YAOCTOBECpECHHA Ha HOlIl'I}’HKT «e»
JICKapCTBCHHBIN IIpenapar (B myrxra 70
86.6. |cmyuae MOCTYILIEHAS Tipasmr
3aPETHCTPUPOBAHHBIX S —
JEKapCTBEHHBIX IIpeIapaToB
B Ka4eCTBE  HCXOIHOTO OTIyCKa
CBIpBA)?
pE3yNbTaTH BXOZHOTO
(TIpHeMOYHOTO0) KOHTpPOISA Ha Hommymkr x>
COOTBETCTBHE MOKa3aTelIsM nyHkra 70
86.7. |kadecTBa, YyKa3aHHEIM B IIpaBun
¢apMakoneiiHoi CTaTbh€| M3rOTOBJICHHSA U
(«cooTBeTcTBYET» WM «HE OTIyCKa
COOTBETCTBYET»)?
(amunus, ums, oTyecTBO (IIpH
HaJIMIHH) anTe4HoTO
86.8. paboTHuKa WA
OTBETCTBEHHOTO T, | oy HKT «3»
OCYIIECTBUBINET0  BXOXHOI
(TTpHEeMOYHEIiT) KOHTPOIIB? nyrxra 70
IIpaBun
HOJIIHCH anTe4YHOI'O | M3TOTOBJIEHHUA U
paboTrHuKa WIH oTIycKa
86.9. |oTBETCTBEHHOTO JIHIa,
OCYILECTBHUBIIErO0  BXOIHOM
(IpHeMOYHBIif) KOHTPOIBH?
Hanpasnsrores )1’
KOHTPOJIMPYEMBIM JMIIOM
o0pasuibl HCXOZHOTO CHIPhA
WA YIaKOBOYHKIX
MaTepHaJIoB Ins
UCCIIEI0BaHYs (MCIIBITAHUA) B
nabopaTopuio IpH IMynxt 71
87. BO3HMKHOBCHHM B paMKax IIpaBun
OPraHOJETITHYECKOTO H3TOTOBJICHUA U
KOHTPOJII HMCXOJHOIO CHIPhS OTIyCcKa

U YNaKOBOYHEIX MAaTepHAJIOB
IPH BXOJHOM (IIPHEMOYHOM)
KOHTpOJIE COMHEHHfT B
Ka4eCTBE HCXOIHOIO CHIPbs
WIH YIaKOBOYHBIX
MaTepuanos?
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88.

XpanuTcs (XpaHATCA) M Y
KOHTPOJIMPYEMOTO JIHna
HCXOIHOe CHIpbE HITH
YNIaKOBOYHLIC MaTepHajbi, B
Ka4ecTBe  KOTOPBIX  €CTh
COMHCHHA, C MapKHpPOBKOMH
«3a0pakoBaHO IpPH BXOZHOM
(IIPHEMOYHOM) KOHTpONIE» B
BETEpHHAPHOH anTeke
H30JIMPOBAHHO JIO MOIydEHUA
OpOTOKOJIA MCIBITAHHM M3
naboparopun?

ITynxt 71
ITpaBun
H3TOTOBIICHHA U
OTITyCcKa

89.

Cobnrogaercs JH y
KOHTPOJIMPYEMOT0 nvna
3alpeT Ha HCIOIB30BAaHHE
HCXONHOIO  CHIpBS  HIH
YUIAaKOBOYHEIX MaTEpPHAJIOB B
Clydae  MONyYeHHS U3
naboparopun HIPOTOKOJIA
HUCIIEITaHHH, KOTOpPBIM
YCTQHOBJICHO HECOOTBETCTBHE
KayecTBa HCXOIHOIO CHIphs
WA YIIaKOBOJIHEIX
MaTepHaioB?

ITynxr 71
IIpaBun
H3TOTOBJICHHA H
oTIycKa

90.

Ocymectmgercs m  y
KOHTPOIIMPYEMOTO JIMIIa TPH
IPOMEXYTOYHOM  KOHTpOJIE
IPOMEXYTOYHBIX IPOIYKTOB
B COOTBETCTBHH c
TPeOOBaHUAMH

(apmakoneiHbIX craTeif s
JIEKapCTBEHHOM b opMEI
JIEKapCTBEHHOTO  IIperapara
OIIPEACIICHHUE:

90.1.

dusMueckux mokaszareneii?

90.2.

XUMHYECKHX ITOKa3aTeiei?

90.3.

KOJIHYEeCTBa
BemecTna?

JEHCTBYIOMEro

904.

IIO/UTMHHOCTH ACHCTBYIOIIETO
BelniecTBa?

Ilynxr 73
ITpaBun
H3TOTOBIICHUS

OTITyCKa

91.

OcymecTBnsercs M y
KOHTPOJIMPYEMOIO JIMIA TpH
IPOMEXYTOYHOM  KOHTpOJIE
IIPOMEXYTOYHBIX IIPOIYKTOB
MHKPOOHOIOrHIeCKmit

KOHTPOIb  IIPOMEXKYTOYHBIX

ITynxr 73
IpaBun
H3TOTOBIICHUS
OTIyCKa




IIPOXYKTOB?

BHocsTes ™ y
KOHTPOJIMPYEMOro JIMIla B
92. KypHan IIPOMEXYTOIHOT'O
KOHTPOIII  IIPOMEXYTOYHEIX
IPOXYKTOB CIIEAYIOIIHE
CBCJICHUS:
IMogmyHKT «a»
nyHKTa 74
92.1. |mopsAKOBEI HOMEP 3anUCcH? IlpaBun
H3TOTOBIICHHS U
OTIycKa
IMoamyHkT «O»
nyHKTa 74
H HUS
92.2. na'ga o 311;0TOBJIC o IIpaBun
MEXYTOYHOTO IPOAYKTa?
P T P H3TOTOBIICHHS U
OTIyCKa
IoamyHxT «B»
yHKTa 74
92.3. cpzllttexcy'roqnoro x(?nymaﬁe a? Tpasn
P P " | u3roToBneHus U
OTIyCKa
OIMCaHHE NpOMexXyTouHoro| IIOAMYEKT «r
IIPOAYKTa (omucanue nyHkra 74
92.4. |BHeUIHero BHAA, arperaTHOTO IpaBun
COCTOSIHUA, I[BETa, | M3rOTOBJICHHUS U
KOHCHCTEHLIUH)? oTmycKa
IoamyHkT «m»
Jara Hadajla IpOBEICHHA TyHKTa 74
K TH
92.5. OHTpPOJIl IIPOMEKYTOYHOIrO Tpasmr
IOpOOYKTa IO HOKa3aTesiM
KauecTBa? H3TOTOBIICHHA U
OTIYyCKa
IMoamyHKT «e»
JlaTa OKOHYaHHA IPOBEACHHS nyHKTa 74
I
026, |KOHTPOIS IIPOMEXYTOYHOTO TIpanun
IpONYKTa IO IIOKa3aTeIIM
KauecTBa? H3TOTOBIICHUSA
OTIyCKa
HaMMEHOBaHMs IIOKa3aTelei TIOAIYHKT «¥»
Ka4ecTna c Ka3aHHEM
92.7. ( y HyHKTa 74
HOPMATHBHBIX H TOJyYEHHEBIX
IIpaBun

3HAYECHHIH ToKasareiei
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KadecTBa)? H3TOTOBIIEHHS H
OTITyCKa
PE3YIIBTaThI INoamyHKT «3»
IPOMEXYTOYHOIO  KOHTPOJIA nynKTa 74
Ha COOTBETCTBHE
92.8. IIpaBun
I0Ka3aTessM Ka4yecTBa N —
H3TOTOBJICHHS
(«cooTBeTCTBYET» WIH «HE
COOTBETCTBYET»)? OTIyCKa
damuus, ums, oTyectso (pu
HaJIMYIHAH) anTeYHOro
9.9 paboTHuka WIH
OTBETCTBEHHOI'O JIHIIA, TIOQMYHKT «i»
OCYIIIECTBHUBILETO o 74
IIPOMEXYTOYHBIH KOHTPOIH? YH
IIpaBun
IIOJIHCH anTeYHOro | M3rOTOBJICHHA U
paboTHuka HIH oTmycka
92.10. |oTBeTCTBEHHOTO JIHIIA,
OCYIIECTBHBHIETO
IPOMEXYTOYHBIA KOHTPOIH?
Ocymectiorcs 1y
93. KOHTPOJIMPYEMOI'0 JIMIa IpH
KOHTpPONI€  HM3TOTOBJICHHOI'O
JIEKapCTBEHHOTO TIperapara:
93.1. |npoBepka BHEmHEro BHaa?
93.2 IpoBEpKa OJTHOPOIXHOCTH
| cMemmBanus?
IommyHKT «a»
IPOBEPKA OTCYTCTBHS WU nynkra 76
93.3. |Hamuux § MEXaHHYEeCKHX Ipasmn
BKJIIOYCHUH?
H3TOTOBJICHHSA U
IIPOBEpKa KadecTBa OTITyCKa
93.4 YKYTIIOPHBaHHS
""" | M3rOTOBJIEHHOTO
JIEKapCTBEHHOT'O mperapara?
NpoBepKa oOmIeif Macchl WM
93.5. |obnema H3TOTOBJICHHOTO
JIEKapCTBEHHOTO Ipenapara?
IoamyHKT «6»
IPOBEPKa KOJIMYECTBa, nyHkra 76
93.6. |[obbeMa M Maccel OTHEIBHEIX TIpasm
O3HPOBAHHBIX €IHHUIL]?
HLO3Hp a HU3TOTOBJICHHS U
93.7 NpoBepKa BOIOPOJHOTO OTHyCKa
nokasares?
93.8. |mpoBepka mwI0THOCTH?
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93.9.

IIPOBEPKA BA3KOCTH?

93.10.

IpoBepKa MaccoBOM JOJIH
BJIaru?

93.11.

IPOBEPKAa Ha IOJIHHHOCTD
JAeHCTBYIOMMX BeINeCTB?

93.12.

IIPOBEpKa oIpeieNIeHUs
KOJINYECTBEHHOTO
CONCPXKAHUA  JICHCTBYFOLIMX
BEIIECTB, KOTOPhIE BXOIAT B
cocTaB JIEKapCTBEHHOTO
nmpenapara?

93.13.

IIpOBepKa OIpeAeICHAS
APYTMX  IIOKasateleif B
COOTBETCTBHH c
TpeOoBaHMAMU
dapMaxoneHHBIX cTaTen?

93.14.

MHKpOOGHOIOTHIECKHIH
KOHTPOJIb ~ M3TOTOBJICHHOI'O
JIEKapCTBEHHOTO Npemnapara?

IMomryHKT «BY
IIyHKTa 76

IlpaBun
H3TOTOBIICHUSA U
OTIIyCKa

93.15.

IIpOBEpKa anTeYHRIM
paboTHHKOM U ()
OTBETCTBEHHBIM JHIIOM
3aTIOTHEHUS 1acmnopra
IIHCEMEHHOTO KOHTpOJIA
HETIOCPEACTBCHHO ocie
H3rOTOBJICHUA

JIEKapCTBEHHOTO Ipemnapara?:

93.16.

IpOBEpKA aNTeYHBIM
paboTHHKOM H (wm)
OTBETCTBEHHEIM JIMLOM
3aTIOJHEHHS XKYpHAIOB
BXOJHOIO (IIPHEMOYHOTO) H
IPOMEXYTOIHOTO

BHYTPHAITEYHOTO KOHTPOJIA?

93.17.

IIPOBEpKa aITEIHRIM
paboTHHKOM U (nm)
OTBETCTBEHHBIM JIMIIOM
COOTBETCTBHA  3allUCEH B
1acIiopTe THUCbMEHHOT'O
KOHTpOIIA U peluenTe?

93.18.

IpOBEpPKa anTeYHLIM
paboTHHKOM 7§ (um)

IomryHKT «T»
IyHKTa 76

ITpaBun
H3TOTOBIICHUSA
OTIIyCKa




OTBETCTBCHHEIM JHIIOM
IIPaBHILHOCTH IPOBEJCHHEIX
PacueToB IpH HM3TOTOBIICHHM
JICKapCTBEHHOIO Iperapara’?

BE/ICHHE OTBETCTBCHHEIM
IMIOM H (WIHM) anTeYHBIM
pPabOTHHKOM, NpPOBOAMBIIMM | IIOAMYHKT «I»
HCCIIENIOBaHUSA IIPH KOHTpOJIE IyHKTa 76
93.19. |kagecTBAa  WM3rOTOBJIEHHOIO ITpaBun
JIEKapCTBEHHOI'O IIpenapara,| H3TOTOBIEHHA U
3aMCEH 1O  IPOBCACHHIO OTITyCKa
HccnenoBaHul  (manee  —
KOHTPOJIbHBIH JIACT)?
Brumogarorcs m y
94. KOHTPOIMPYEMOIo JIWlla B
KOHTPOJIEHEIH JHCT B
ClIEyIONIHE CBEXECHUS:
IommyskT «a»
JaTa Havana mposedeHms| LyHKTa 77
94.1. |uccnemoBaHMii M gara WX IIpaBui
OKOHYaHUA? M3TOTOBJICHAA H
OTIyCKa
uHpopManma 06
M3TOTOBJICHHOM Hommysxr «6»
JIEKapCTBEHHOM  mTpemapare|  yHKTa 77
94.2. |(HamMeHOBaHHME, HOMeEp IIpaswun
penenra, TpeOOBaHNS | U3TOTOBJICHUA H
BETEPHHAPHOH oTIycKa
opraHu3anuu)?
HAaHMCHOBAaHMC HJIA HOMCp HOIIHYHKT «B»
METOJUKH  HCIBITAHMIA, g nyskra 77
943 |COOTBEICTBMM ¢  KOTOpOW Tipasmr
IPOBOASATCA  MCCIEIOBaHHS
— ocymecTaeryy | FTOTORICHHS U
BHYTPHANTEYHOTO KOHTPOJLA? OTIyCka
IloamyHKT «r»
myHkTa 77
04,4, |PAacueTEHl MpH IpPOBeJCHNMH Tipasun
KOHTpOJIs KayecTBa?
H3TOTOBJIICHHSA U
OTITyCKa
Macca  B3ATBIX  HABECOK,| LIOAIYHKT «»
945 |Pasmenemus (mpM Hamwumw)| —MyHKTa 77
IPH IIPOBECJCHHH KOHTPOJIS IlpaBun

KadecTBa?

H3TrOTOBJICHUA U




94.6.

UIeHTH(HUKALHOHHBIE HOMEpa
CTaHJIaPTHBIX o6pasmos,
PacTBOpOB, PEaKkTHBOB,
[TUTaTEebHBIX cpexn,
JHArHOCTHYECKHX HabopoB,
TECT-CUCTEM, IPHMEHSEMEIX
npH TIPOBEACHUH
HccaenoBaHuA?

94.7.

HAVMCHOBAHHE CTaHIAPTHEIX
o0pasros, PacTBOpOB,
PEaKTHUBOB, IHTATENbHBIX
cpen, JTHArHOCTHYECKHX
Habopos, TECT-CHCTEM,
IPHMEHAEMBIX npH
IIPOBEICHUM UCCIICJOBAHUA?

94.8.

napTus CTaHJAPTHEIX
00pa3ios, pacTBOpOB,
PEaKTHBOB, HUTATEILHRIX
cpex, JHArHOCTHYECKHX
HabopoB, TECT-CUCTEM,
IIPUMEHAEMBIX pH
MPOBEICHUM UCCIIEIOBAHUA?

94.9.

H3PacXOJOBaHHOE
KOJIMY4ECTBO  CTaHAAPTHHIX
o0pasros, PacTBOPOB,
PEaKTHBOB, IIUTaTENbHBIX
cpen, JAMAarHOCTHYECKHUX
HabopoB, TECT-CHUCTEM,
IPUMEHACMBIX p4
MIPOBEJICHUH UCCIICAOBAHHA?

94.10.

CPOK TOIHOCTH CTaHAApPTHBIX
06pasnos, pacTBOpOB,
PEaKTHBOB, MUTATEIHHBIX
cpexn, JIAATHOCTUYECKUX
HabopoB, TECT-CHCTEM,
MIPUMEHIEMBIX npH
NpOBEACHUM MCCIIETIOBAHMA?

94.11.

TeMIlepaTypa HHKy GUpOBaHus
(111 MMTaTEeNBHEIX cpex)?

94.12.

HOIPABOYHEIA KO3 HUIHEHT

(ans TUTPOBAaHHBIX
pacTBopoB)?

94.13.

Aara CMEHBI IapTHH (B CITydae
CMEHEI MapTHH

IommyHKT «e»
nyHkra 77
ITpaBun
U3rOTOBIIEHHS H
OTHyCKa




HCIOJIB3YEMOT'O PEaKTHBA HITH
CTaHAApTHOTO 06pasua B xoze
HpOBeAEHUS UCCIIE[OBAHMIA)?

(paxTHIeCKHEe pE3yIBTATHI
MIPOBEJICHHBIX HCCICIOBAHMIA
Ipu KOHTpOIC KayecTBa HOI[,IIYHKT OEK»
(yxa3mBaeTcs M nynxra 77
94.14, |COOTBETCTBHE Tipas
(apMaKkomEeHHBIM  CTATHAM: S —
«COOTBETCTBYET» WIH «HE
COOTBETCTBYET» HO KakKIOMY OTOyCKa
OIIpefieIIeEMOMY II0KA3aTETIO
Ka4ecTBa)?
IIpoBomuTcs i y
KOHTPOIUPYEMOTO JMIa IIpH
9. OTITyCKE HM3TrOTOBJICHHBIX -
JIEKapCTBEHHBIX IpENapaToB
KOHTPOJIb:
95.1 YIIaKOBKM  JIEKApPCTBEHHOT'O
""" |mpenapara Ha LEIOCTHOCTH?
HommysxT «a»
YIAaKOBKH  JIEKQpPCTBEHHOTO myHKTa 78
95.2. |mpemapara Ha TIpasun
TCPMETHIHOCTE? H3rOTOBJICHHA U
953 |YUAKOBKM  JIEKapCTBEHHOIO OTIyCKa
’ IIpernapaTa Ha 3arpsA3HeHus?
MapKHMpOBKH JIEKapCTBEHHOTO
954 |Tpemapara B 4acTu TomnysKr «6»
COOTBETCTBHA TpeOOBaHHAM K
MapKupoBKe? myHxra 78
ITpaBun
HHGOpPMAIMH, COAEPKANIEHCs | H3TOTORICHHAS B
95.5. |B penemre, TpeGoBaHMM oTmycKa
BETCPHHAPHON OpraHu3anuu?
Brocsarces g y
KOHTPOJIHPYEMOT'0 mna
anTe4HbIM pabOTHUKOM HIIH
96. OTBETCTBEHHBIM JIMIIOM B
JKypHAI KOHTPOJIS B
M3TOTOBJIEHHBIX
JICKapCTBCHHBIX IIPEIIApaToB
CIIEAyYIOITHE CBEICHYS:
IloamyHKT «a»
96.1. |HOPSAKOBEI HOMEp 3amUCH? asl
ITpaBun

H3TOTOBIICHHA U
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OTITyCKa
IopmyHKT «6»
HOMEp M naata oQOopMICHHSA myHKra 81
96.2. |penenra, TpeboBanms IIpaBun
BETEpHHAPHOMN OpPraHU3aldH? | M3rOTOBRIEHHS U
OTIIyCKa
baMumis, uMs, 0TIECTBO (MpH
Ha/IMIHH) Qu3sudeckoro mna| [loamyHKT «BY»
— BJIaJeNbla XUBOTHOTO HJIH myHkTa 81
IOJIHOE WJIH CO C€HHOE
96.3. ipam TIpasmn
(mpu HATIHITH) H3TrOTOBJICHUA U
HauMMEHOBaHUE B
IOPHANYECKOTO  JHOa  — OTiyCKa
BJIaJICIIbIIA dKUBOTHOT'O?
IommyHKT «T)
HaUMCHOBAHHE U KOJHICCTBO nyHkTa 81
96.4. |HCHONB30BAHHOIO HCXOIHOIO [IpaBmn
CBIpBA? H3TOTORJIEHHS U
OTIyCKa
IoamyHKkT «1»
JIEKapCTBEHHAA ¢dopma nyHKTa 81
96.5. |H3rOTOBICHHOTO IIpaswmn
JIEKapCTBEHHOI'O IIpenapaTta? | W3roTOBJIEHHSI B
OTIycKa
IomryHKT «e»
myHkTa 81
roT HUA
96.6. |3 M3rOTOBJIC Tipaswr
JI€KapCTBEHHOTO IIpenapaTa?
H3TOTOBJICHHUA U
OTIIyCKa
IoamyHKT «oK»
CPOK XpaHEHHA TyHKTa 81
96.7. |M3rOTOBICHHOrO IIpasun
JIEKapCTBEHHOTO TpenapaTta? | W3roTOBICHHS U
OTIyCKa
INonmynkT «3»
JlaTa Hadaja [POBEACHHA nysxra 81
068 |KOHTPOIA KadecTBa Tipasm
H3TOTOBJICHHOTO
T
JIEKapCTBEHHOTO Npenapara? M3TOTORJICHHA 1
OTHycKa
96.9. |nara okoHuanus mposenecHus| IlommyHKT «H»
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KOHTpOJIA Ka4yecTBa myHkra 81
HU3rOTOBJIICHHOT'O HpaBPIJI
JIEKapCTBEHHOTO Mpenapara? | ..o oo o e o
OTHyCKa
ONMCaHHE  W3rOTOBNEHHOro| LLOATYHKT (0>
JIEKapCTBEHHOI'0  IIpemapara nyHkra 81

96.10. |(ommcanue BHENIHETO BHIA, IIpaBun
arperaTHoro COCTOSHHS, | U3rOTOBICHHUA U
[IBETa, KOHCUCTCHIMH)? OTIyCKa
HOMepa ¢bapMaxkoneHHrIX Iopmyrkr «wp>
crarelfi, ~mo  koropem| IYyHkra 8l

96.11. |ocymecTBiIsIICA KOHTPOIIb IIpaBun
Ka4eCTBa  H3TOTOBJICHHOTO | M3rOTOBJICHHSA U
JIEKapCTBEHHOTO Ipemnapara? OTIyCKa
HaMMCHOBaHME II0Ka3aresei
Ka4eCTBa, o KOTOpHIM | [To JITYHKT «M»
OCYMECTBIUICA  KOHTPOJb myHkra 81
Ka4eCcTBa  H3TOTOBIECHHOIO

96.12. IIpaBun
JIEKapCTBEHHOTO  IIperapara ATOTORIIE

BIICHHSA

(c ykasaHueM HOpMaTHBHOrO| . "
U [OIYYEHHOTO 3HAYCHHMH OTiycKa
[I0Ka3aTens KauecTsa)?
JaThl ¥ HOMEpa IPOTOKOJIOB
HMCTILITAHUHI B ciryqac| TIommyHKT «H»
OCYIIECTBICHHS du3HKo- nyHKTa 81

CKOT:

96,13, |XAMHICCKOTO, Tlpasmn
MHKPOOHOIOTHIECKOT0 ar .
KOHTPOJISL  M3TOTOBJICHHOro| o) 0 FOBICHHA 1
JIEKapCTBEHHOT'O IIpenapaTa B OTIycKa
s1aboparopuu?

PE3YIbTATHI KOHTPOJIA

IToxmyHKT «0o»
Ka4ecTBa  H3TOTOBIEHHOTO
JIEKApCTBEHHOTO Tpemaparta|  NyHKTa 81

96.14. |Ha COOTBETCTBHE [IpaBun
(bapMakoneHHEM CTaThAM | M3rOTORJICHHS U
(«cooTBETCTBYET» HWIM «HE OTIycKa
COOTBETCTBYET»)?

TloamyHKT «ID»
naTa ormycka| TyHKTa 81

96.15. |HM3roTOBIEHHOIO IIpaBun

JICKapCTBEHHOTO Npenapata? | M3roToBJEHHS U
OTIyCKa
96.16. | dbammmus, uMma, oraectBo (mpu| IloAmyHKT «p»
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HAJIUIHH) aITeYyHoro
paboTHMKa, W3rOTOBHUBLIETO
JIEKapCTBEHHBIM  IIpemnapar,
anTeYHOro paboOTHHKA U (HITH)
OTBETCTBEHHOTO I,
OCYIIECTBHBINETO  KOHTPOJIb
H3TOTOBIIEHHOTO
JICKapCTBEHHOI'O I[Iperapara,
anTeYHOro paboTHHKa,
OCYIIECTBUBILIETO OTITyCK
H3TOTOBJICHHOTO
JIEKapCTBEHHOT'O Ipernapara’?

96.17.

HOATUCH aNTeIHOro
pabOTHHKA, W3rOTOBHBIIErO
JCKapCTBEHHBIH  mpemapar,
anTevHoro paboTHHKA U (HIIH)
OTBETCTBEHHOTO TMIa,
OCYIIECTBUBIIETO KOHTPOJIb
H3TOTOBJIEHHOTO
JIEKapCTBEHHOTO TIpernapara,
anTe4YHOrO paboTHHKa,
OCYMIECTBUBIETO OTITyCK
H3TOTOBJIECHHOTO
JIEKapCTBEHHOT'O IpenapaTa’?

nmyHkTa 81
IIpaBun

H3TOTOBJICHHSA U
OTIyCKa

97.

3anpemeH b1} y
KOHTPOJIMPYEMOT'0 IMna
OTITyCK U3TOTOBIIEHHBIX
JICKapCTBEHHBIX IIPENapaToB,
KauecTBO  KOTOpBIX IO
pesynbTaTaM  IPOBEICHHOIO
BHYTPHANITEYHOTO KOHTPOJIS
HE COOTBETCTBYET
Tpe6oBaHUAM
dbapMakoneHHbIX cTaTeit?

Ilynxr 82
IlpaBun
H3TOTOBJICHHSA U

OTITyCKa

98.

YHugTOXKAIOTCS
KOHTPOIIMPYEMOTO
H3rOTOBJICHHBIC
JIEKapCTBEHHBIE IIpemaparsl,
Ka4eCTBO  KOTOPEIX  IIO
pesynbTaTaM IpOBEAECHHOTO
BHYTPHAIITEYHOTO KOHTPOJIS
HE COOTBETCTBYET
TpeOOBaHUAM
(apMakoneiHbIx cTaTel, B
cooTBeTcTBMM ¢ IlpaBumamu

B 1’ y
THIIa

YHHITOXEHHUSA H3BATHIX
banscudunEpoBaHHEIX
JIeKapCTBEHHBIX CpEACTB,

HEOOPOKAaYECTBEHHBIX

Ilynxr 82
IIpaBun
H3TOTOBJICHHA H

OTIyCKa




JIEKapCTBEHHBIX CPEICTB H
KOHTpadaKTHBIX
JIEKapCTBEHHBIX
YTBEPKACHHBIMHA
NOCTaHOBJIEHHEM
ITpaBuresmsecTBa  Poccuiickoit
Oenepaumd ot 15 ceHTAOpA
2020 r. Ne 144777

CPEACTB,

99.

3anpemaercs m y
KOHTPOJIHPYEMOI0 mmna
OTIIyCKaTh  JICKAPCTBCHHBIE
IpenapaTsl MO penentaM c
HCTEKITHM CPOKOM JEHCTBHSA
penenra, 3a HCKIIOYEHHEM
CIIy4acB, €CIIM CPOK ACHCTBHSA
penenTta HCTEK B IIEPHOA
HM3rOTOBIICHUSA

JIEKapCTBEHHOI'O Ipenaparta?

Ilynkt 85
IIpaBun
H3TOTOBIIEHUSA U

OTIycKa

100.

Huadopmupyer T anredHsii
pabOTHHK TpH  OTIIyCKe
JIEKapCTBEHHOTO  Ipenapara
IOTPEOUTENS O peXAME H
no3ax IpreMa
JICKapCTBEHHOTO MIpemnapara,
YCIIOBHAX XpaHEHHUS,
B3aMMOJCHCTBUM C IPYTHUMH
JICKapCTBCHHBIMHA
Ipernaparamu?

Ilynkr 86
IIpaBun
M3TOTOBJICHUSA
OTIycKa

101.

OcymecrtBiasercs 1wy
KOHTPOJIMPYEMOTO Mna
OTITyCK JIEKapCTBCHHBIX
IpenapaToB IO peLenTy B
KOJIMIECTBAX, YKa3aHHEIX B
TaKoM pelnenTe?

Ilynxr 87
ITpaBun
H3TOTOBIICHUA U
OTIIyCKa

102.

3anpemaercs I y
KOHTPOJIUPYEMOTro Ivna
OTIYCK  darscupuIHpOBaH-
HBIX, HenoO6pOKa49eCTBEHHBIX
7} KOHTpahakTHEIX
JIEKapCTBEHHBIX
npenapatos®?

ITynxr 88
ITpaBun
H3TOTOBJICHHAS M

OTIIyCKa

(bammmsi, M5, OTUECTBO (HPH HANMYMH) JOKHOCTHOTO (MecTO IS NOANMCH JODKHOCTHOrO JIMIIA, 3aNONHABINEr0

JIMIIA, 3AOIHMBIIETO ITPOBEPOTHAIA JIHCT) TIPOBEPOYHBIN JINCT)

7 Cornaceo nyHKTy 2 nocranoBnenns IIpasuremscrsa Poccuiickoit @enepanuu or 15 centa6pa 2020 r. Ne 1447 nasmbii akT
neficteyer 0 1 axBaps 2027 r.
& Crates 57 denepansnoro 3axona Ne 61-03,




ITpunoxenue Ne 4

K npuka3y PenepanbHOM
CIy>k0BI TI0 BETEPUHAPHOMY
U (PUTOCAaHUTAPHOMY HaJ30py
or 1 aBrycra 2025 r. Ne 937

®opma

Mecto pa QR-koxa

ITpoBepo4HEIii MHCT
(CHHCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETHI HA KOTOPLIE CBHAETEIHCTBYIOT O
COOIIOICHNH UM HECOOTIOAEHHI KOHTPOIHPYEMBIM IHLOM 06S3aTeIbHEIX
TpeOoBauuii), npumensemsiit OeaepansHoi cirysx6oii o BETEPUHAPHOMY U
¢uTocaHUTapHOMY HANI30PY H €€ TEPPUTOPUANHHEIMH OPraHAMH npu
OCYIIECTBIICHHHN (he/IepaTbHOTO rOCYJapCTBEHHOrO KOHTPOIA (HajA30pa) B chepe
00paIIeHHUs IEKaPCTBEHHBIX CPEACTB /IS BETEPHHAPHOTO IIPHMEHEHHS B YaCTH
COOJIIO/ICHHA KOHTPOTMPYEMBIM JIMLOM 0653aTeNbHBIX TpeGoBaHmit
K XpaHEHHIO JIEKApCTBEHHEIX CPEICTB

DezepallbHEIN TOCY AapCTBEHHBIH KOHTPOIb (Ham30p) B chepe obpamenus

JICKapCTBCHHBIX CPCACTB IS BCTCPUHAPHOT'O IIPUMCHCHHUA
(mamMenoBarme Buja deneparbHOTo I0CY1APCTBEHHOTO KOHTPOIA (Ha/30pa), BKIIOYEHHOTO B &/IAHELIH PEECTp BAAOB

(enepansEOro rocyAapCTBEHHOTO KOHTPOIS (1anzopa)

(BaMMeHORAHKE KOHTPOILHOTO (HAI30PHOTO) oprana (mozpaszenerus PoccebX036a/130pa/ TepPATOPHATEHOTO Oprafa

Poccenmpxo3Hamzopa)
« _» 20 r.
(BH{ KOHTPOJIBHOIO (HAA30PHOrO) (Y9eTHEIH HOMEP KOHTPONLHOTO (naTa 3an0IHEHNS IPOBEPOUHOTO
MCPONPHATHSN) (Ha130pHOT0) MEPONPHUSTHS) JIACTa)
1. Qamuwma, MM H  OTYECTBO (IIpH HAIM4MH) TpaXJaHWHA WU

MHIUBHIYAILHOTO  NPEANPHHMMATEIA, €ro  HMACHTH()HKALMOHHBIN  HOMEp
HAJIOrOMIATENbIMKa ¥ OCHOBHOH I'OCYJApCTBEHHEIH DPETHMCTPALMOHHBIN HOMEp
HHIVBHAYANBLHOrO MPEANPUHAMATENA, AAPEC PETUCTPALUM [0 MECTY KHTEIHCTBA
(mpeGbIBanMs) TIpaXKNAHMHA WIM  HHIMBHAYAISHOTO [OpeapUHAMATE]IS,
HanMCHOBAHHE IOPMAMYECKOrO JIMIQ, €ro HACHTHOUKALMOHHBIA HOMep
HAJIOTOIIATENBINMKA ¥ OCHOBHOH TIOCYJapCTBEHHBIH PErHMCTPALMOHHbLIN HOMEp
IOPHMYECKOTO  JIMN2,  ajpec  opuaudeckoro Jymna (ero  ¢uamManos,
MPE/ICTABUTENBCTB, 000COGIECHHBIX CTPYKTYPHEIX [OAPA3AENeHHMIT), SBIAIOMMXCS
KOHTPOJIMPYEMBIMH JIUIIAMH:
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2. Mecro (MecTa) NpoBeneHHS KOHTPOIBHOIO (HAA30PHOTO) MEPONPHSTHSA C
3all0JIHEHHEM ITPOBEPOIHOrO JIMCTA!
3. PeKBH3UTHI pelIeHHs KOHTPONBHOTO (HAX30PHOTO) OpraHa O HPOBEIECHHH
KOHTPOILHOTO (HAI30pPHOr0) MEPOINPHUSATHSA, MOANKCAHHOTO YIIOIHOMOYEHHBIM
JOJKHOCTHBIM JIMIIOM KOHTPOJILHOTO (Ham30pHOrO) Oprasa:

4.  JlomxHOCTb, aMMIHs M HHHIHAIH JODKHOCTHOTO JIMIA KOHTPOJBHOTO
(HaI30pHOTO) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOIO B COOTBETCTBHH C
IIOJIOXKEHMEM O BHAE KOHTPOIIS, AOJDKHOCTHBIM PErIIAMEHTOM WM AOJDKHOCTHOM
MHCTPYKIMCH BXOIMT OCYIIECTBICHHE IIOJHOMOYMI II0 BHAY KOHTDOIS, B TOM
9HCIC NPOBEACHWE KOHTPOIBHBIX (HAA30PHEIX) MEPONPUSATHH, IPOBOIIIIETO
KOHTPOJIBHOE (HAA30PHOE) MEPONPHATHE M 3aONHSIOLIETO MPOBEPOYHEIH JIHCT:

5. COomMCOK KOHTPOJBHEIX BOIIPOCOB, OTPAXKAIOIIMX COAEPKAHUE 00I3aTENBHBIX
TpeOOBaHUY, OTBETHI HA KOTOPHIE CBHAETENLCTBYIOT O COOJIONEHMH MM
HECOOIIO/ICHMH KOHTPOJIMPYEMBIM JIUIOM 00s3aTeNbHEIX TPeGOBaHHMiH:

OTBeTHI Ha BOIIPOCHI, OTPAKAIOIIHE
coZiepKaHue 00s3aTeIbHBIX
TpeboBaHui
PekBU3UTEI
«Tpume-
HOPMaTHBHBIX
paBOBEIX JaHHe)
(o6s3a-
aKTOB C
TENBHO
KoHTponbHBIE BOIPOCHI, yKasaHueM
Ne Ui
" OTpa)karoIlle CoAepIKaHue CTPYKTYPHBIX RAIOIHE
00A3aTeNBbHBIX TPeGOBaHMI e «HETIPH- i
P AR, «Ia» | «<HeT» 1P HUA B
KOTOPBIMH MEHHMO»
clydae
YCTaHOBJICHBI
3amoJHe-
o6s3arebHEIe
TpeOOBaHHA HH
rpa¢st
«HEIpH-
MEHHMO»)
1. 2. 3. 4, 5. 6. 7.
ITynkr 4
IIpaBun
BryTpenHue IOBCPXHOCTH |  XpaHEHHA
OrpakAAOMHX KOHCTPYKIHi nieKap-
(CTEeHBI, MEPETOPOJKA, TMOTOJNKA) B| CTBEHHBIX
1 DOMEIIEHHAX IUIst XpaHEHHS | CpEeICTB AIA
) NEKapCTBEHHBIX CPEJCTB y CyOBEKTa | BETEPUHAPHOTO
06palneHus TeKapCTBEHHBIX CPEACTB | TIPUMEHEHHH,
JIOITyCKAaIOT BO3MOXXHOCTb | YTBEPIKICHHBIX
OPOBEACHHAS BIAXHOH yOOpKu? IIPHKA30M
Muncenbxo3a
Poccnnm ot




29.07.2020 Ne
426' (nanee —
IIpaBuna
XpaHEHHS)
Hmeer 1 cyGnekr oOpameHus
JIEKapCTBEHHBIX CpeacTB B
IIOMETICHAIX TS XpaHCHHA
JIEKapCTBEHHBIX CpEICTB TOJIEI, HE Ilynxr 4
2. AMEIomue JICPEBIHHBIX ITpaBun
HEOKDAaIlICHHLIX ITOBEPXHOCTEH, a| XpaHeHHA
TaKKE OTBEPCTHMH H  JIe(eKTOB,
HapymalomuX LIENIOCTHOCTD
HOKPLITHA?
OcHamensl M 'y  cyObekTa
obpanieHus IeKapCTBEHHBIX CPE/CTB
IOMEIEHNUA IS XpaHEeHUA
JICKAPCTBEHHBIX cpencTs
obopyOBaHHAEM, HO3BOJIAIOIAM
obecrieudTh  TEMmeparypHelE W
BJIQXHOCTHBIE PEXHMBI XpaHEHHA
Ilynxr 5
JICKapCTBEHHBIX CpencTs B
3. IIpaBun
COOTBETCTBHH c YCIOBHSAMHU
XpaHCHUA
XpaHeHus, IIPEXyCMOTPEHHBIMI
AHCTPYKIMAMH @0 MPHUMEHECHHIO
JEKapCTBEHHBIX IMPENapaToB  JuIs
BETEPHHAPHOIrO NMPUMEHEHHA (Ianee
— MHCTpYyKIus) Wi yKa3aHHEIMHM Ha
yIaKoOBKax JeKapCTBEHHBIX
npenaparos (ganee — YrnakoBka)?
Hmeer m1  cyObekr oOpamieHus
4 JIEKapCTBEHHBIX CpencTB
HOMEIICHUA s XpaHEeHHs
JIEKAPCTBEHHBIX CPEACTB: Ilysxr 6
IIpaBun
4.1. |cucremy 371eKTpocHaGKeHMA? XpaHCHHA
4.2. |cucteMy oTOIIECHMS?
OcHamessl My  cyObekTa
obpanreHn JIeKapCTBEHHEIX CPEACTB Tysxr 6
5. HOMEICHANA I XpaHeHHA Tlpasmn
JIEKaPCTBEHHBIX CPEICTB CHCTEMOM
. .| XpaHeHHA
OPUHYUTEILHON WM €CTECTBEHHOM
BEHTWSUU?
6 3anpemeHo JM y  cyObekTa Ilynxt 6
' obpareHus JIeKapCTBEHHEIX CPEJICTB IpaBun

! 3aperucrpuposan MunrocroM Poccru 29 okTa6ps 2020 r., peracrpaiuonnEi Ne 60648.




oborpeBaHie IOMENECHHIA: XpaHeHHS
6.1, |rasoeMu IpHOOpaMH C OTKPHITHIM
" |mmamenem?
3JIEKTPOHATPEBATEIEHBIMH
6.2. |mpubopamu c OTKpHITOH
3NIEKTPOCITHPATIBIO?
O6opynoBaHel 1M y cyObekTa
7 obpanieHus IEKapCTBEHHRIX CPE/ICTB
) ITIOMCTICHHUS s XpaHCHHUS
JIEKapCTBEHHBIX CPEICTB:
P pex Ilynkr 7
7.1.  |cremnaxamu? ITpasmn
XpaHEeHMs
7.2. |mxadamu?
7.3. |DommoHaMM (TIOXTOBapHUKAMH)?
3alpenmeHo JId XpaHeHHe y CyOneKkTa yxr 7
8 oOpallieHns JeKapCTBEHHEIX CPEACTB H};lyannn
' JICKapCTBEHHBIX CPEACTB Ha TIO
P cpent y XpaHEHHS
6e3 mognoHa?
Pacnionarajorca i y cyOmekra
9. obpaIeHus JIEKapCTBEHHBIX CPEJICTB
TNOJIOHEI: A63ar BTOpOI
9 0 ITyHKTa 7
.1. |Ha momy B oguH pax? IIpasun
9o |H&CTeLIakax B HECKOILKO APYCOB B XPaHeHHA
" |3aBHCHMOCTH OT BBICOTHI CTeJUIaXa?
anpemeno JH Yy  CyOBekTa
o6panteHns 1eKapCTBEeHHRIX CpeACTB | A63am Bropoit
10 pa3smelieHue TIO/IIOHOB c¢| mynkra7
" |JIEeKapCTBEHHBIMH CpDEICTBAMH B IIpasun
HECKOIIBKO PSAZIOB IO BHICOTE 0€3| XpaHEHHS
HCIOJIB30BaHMS CTEIUTAKEN?
YeTaHOBACHBI 1My CyObekra
o6palneHus JEKapCTBEHHEIX CPEICTB
B TOMCHICHHSAX [UIi XPaHCHHS
JEKapCTBEHHBIX CPEICTB CTEUIAKH
(uxacni) " IIOJUIOHBI Ilyskr 8
11. |(momTroBapHWMKHM) TakuM o06pasoMm, IIpaBun
urobs  obecnednTs  CBOOOAHBIA| XpaHEHHA
JOCTYI K JE€KapCTBEHHBIM
CpPenCTBAM I@EPCOHANA M IpH
Heo6XoauMOCTH HOTPY3049HBIX
ycTpoiicTs?
12. |ObGecneuecna m cyOBeKTOM ITynkr 8




obpalleHns JIEKapCTBEHHBIX CPECTB
B IOMECIICHHAX JUI1 XpaHEHHA
JIeKapCTBEHHBIX CpeACTB
JIOCTYITHOCTB U1 YOOPKH:

12.1.

creiutaxei (mxagos)?

12.2.

creH?

12.3.

rojna?

IIpaBun
XpaHCHUSA

13.

VYcraHoBneHI 1My cyOBekra
obpaneHns JIeKapCTBEHHBIX CPEICTB
CTEJUTAXH UL XpaHeHUA
JIEKapPCTBEHHBIX CpeacTB B
NOMEINEHMAX IUIomaneio Gonee 10
m? criesyromuM o6pasom:

13.1.

PacCTOSIHHE O HapYXKHBIX CTEH — HE
menee 0,6 M?

13.2.

PAacCTOSIHHE JIO IIOTONKA — HE MEHEE
0,5 m?

13.3.

paccTosHHE OT 110712 — He Menee 0,25
M?

134.

IpOXOIBl MEXAY CTEUIaXaMH — HE
menee 0,75 Mm?

ITynxr 8
IIpaBun
XpaHCHUA

14,

OGecneyensl 1My  cyOnekra
o6pameHns JIeKapCTBEeHHEIX CPEICTB
OpYM  XPaHCHHHM  JICKAPCTBEHHBIX
CPENCTB HX CHCTEMAaTHU3aLUs U yIeT
Ha OyMaXHOM HOCHTENE€ HIH B
3JIEKTPOHHOM BHJIE?

AG3an nepBIii
IIyHKTa 9
IIpasmn
XpaHCHUA

15.

IIporymMepoBaHEI m 3
OPOMAapKHpOBAaHbl JH y CyOBekTa
obpanieHus JICKapCTBEHHBIX CPEJICTB
IpeIHA3HAYCHHBIE [UIA XpaHEHHA
JIEKaPCTBEHHBIX CPE/CTB:

15.1.

cTeluTaxu?

15.2.

mxagpsr?

15.3.

HOJIKH B mKadax?

15.4.

HOJUIOHEI (IIOATOBapHUKH)?

A63an BTopoii
IyHKTa 9
ITpaBun
XpaHEHUS

16.

Hcnomssyrorcs ma y  cyOmekra
o0paieHus IeKapCTBEHHBIX CPELICTB
OpH  XpPaHCHUHM  JIEKAPCTBEHHBIX
CPEICTB  CIEAYIONHE  CIIOCOOH

Ilynxr 11
IIpaBun
XpaHCHUS




CHCTEMaTH3allHH:

16.1.

10 $hapMaKoJIOTHIECKHUM Ipymiam?

16.2.

o crocoby IpUMEHEHHS,
yka3aHHOMY B MHCTpyKIMsAX MM Ha
‘YnakoBkax?

16.3.

B andaBuTHOM NOpsIKE?

16.4.

IO ajpecaM Ha3sHA4YEHMs (LA LeaeH
HaIpaBlIeHAS KOHKPETHOMY
IOPHIMYECKOMY HIHM (PUBHYECKOMY
Ay, MHIMBHIYaTbHOMY
OpeIPUHUMATEIIO)?

17.

IlpukpermeHsl My  cybObekra
o6palleHHs JIEKapCTBEHHEIX CPE/ICTB
Ha  CcrejulaXax W ImKadax
CTEJUIaXHEIE KapThl (3a
HCKIIFOYCHUEM ClIyJaeB
HCIONB30BaHUsA HMH(POPMAIMOHHBIX
TCXHOJIOTHH B LEIIX MapKHPOBKH
(HyMepamuu) crelUtaxei, mxados,
HOJIOK, TOJUIOHOB (IIOATOBAPHUKOB)
C YKa3aHHEM:

17.1.

HaMMEHOBaHHUHA
cpencTs?

JICKapCTBCHHBIX

17.2.

HOMEPOB cephii?

17.3.

CPOKOB I'OAHOCTH?

17.4.

KOJIMIECTBA CAMHUI] XpaHCHUA?

A63an nepBeIii
myHKTa 12
IIpaBun
XpaHEHHS

18.

Hcnoms3oBammcs 1M CyGBEKTOM
obpalIeHus JeKapCTBEHHKIX CPEICTB
HHQODMAallMOHHEIE TEXHOJIOTHH B
OeIAX MapKMPOBKH (HyMepauumu)
CTeJUTaxeH, mKagoB., TMOJIOK,
HO/JIOHOB (TIOATOBapPHHUKOB)?

A63an BTopoit
IIyHKTa 12
IIpaBun
XpaHEeHHS

19.

OcymiecTBiseTcs JM  CyGBEKTOM
o6paieHns JIEKapCTBEHHEIX CPENCTB
Y9€eT JIEKapCTBEHHEBIX CPEJICTB, CPOK
TOAHOCTH  KOTOPHIX  COCTAaBIISET
MEHEE OJIHOM TPETH OT BCETO CPOKa
TOQHOCTH, c yKazaHHeM
HaUMCHOBAHMS,  CEPUM,  CPOKa
TOJHOCTH JIEKAPCTBEHHOTO CPEACTBA
C HCIOJBE30BaHACM XYPHAIOB y4eTa
Ha OyMaXHOM HOCHTENE HIH
MHPOPMAIMOHHEBIX TEXHOJIOTHI?

ITynkT 13
IIpaBun
XpaHECHUA




20.

Xpansrcs 11 y cy6bexTa oOpamenus
JEKapCTBEHHBIX CpeZICTB
JEKapCTBEHHbIE  IIpENapaThl  BO
BTOPHYHOM (roTpebuTENILCKOM)
YIOaKoOBKe, ITHKETKOM

(MapkMpOBKO#f) HApyXy:

20.1..

B mKadax?

20.2.

Ha cTeJniaxax?

20.3.

Ha MoIKax?

Ilynkr 14
[IpaBun
XpaHCHHS

21.

Xpansarcs 4 y cyObexTa o6pammeHus
JIEKapCTBEHHBIX CpenCTB
(dapManeBTHIeCKHE CYOCTaHUMH B
IEPBMYHOM YNAKOBKE OTHKETKOMH

(MapKupOBKOI) HAPYXKY:

21.1.

B mKagax?

21.2.

Ha cTejuaxax?

21.3.

Ha mojikax?

Ilynxr 14
IlpaBun
XpaHCHHA

22.

OcHamessl 1™ y  cyObekTa
o6painieHns JIEKapCTBEHHBIX CPEJICTB
NOMETIEHUA TSt XpaHeHHs
JIEKapCTBEHHBIX CPEACTB,
Tpebyromux 3aIIUTEI oT
BO3JICHCTBHS TIIOBBINICHHOMN
TEMIIEpaTyphl, XOJNOANIBHBIM
obopynoBaHHEM,
YKOMILIEKTOBaHHEIM  IpHOOpamu
JUIS M3MEPEHHSI TEMIICPATyPEI?

ITynkr 15
IIpaBun
XpaHCHUA

23.

OcHamensl 1y  cyOnekra
o6pameHns TeKapCTBEHHKIX CPEJACTB
[IOMEIICHHS JUIs XpaHEHUA
JIEKapCTBEHHBIX CPEACTB IIpHOOpaMK
Ui HM3MEDECHMA TEMIIEPATYpHl M
BIKHOCTH BO3JyXa B MeCTax,

JOCTYNHBIX  JUIS  CYMTHIBAHHA
YKa3aHHBIX [IOKa3aTesei?

IIynkt16
[TpaBun
XpaHCHHUA

24.

PazMemarorcs 1 cyOnexkToM
o6palieHns JIEKapCTBEHHBIX CPE/ICTB
B OOMEIIECHHAX [JJI1 XpaHEHHS
JICKAPCTBEHHBIX CPEACTB ILIOMAABIO
Gonee 10 M?, U3MepHTENBLHEIE YaCTH
IpuOOPOB M3MEPEHHS TEMIIEPATYPHI
H  BIQKHOCTH  BO3QyXa  Ha
PacCTOsIHHM HE MEHEE 3 M OT JBepei,
OKOH M OTOITMTEIbHBIX NpHOGOpOB?

IIynkT 16
IIpaBun
XpaHCHHS




Peructpupyrorcs m y cyOmekra
obpameHus JEKapCTBEHHEIX CPE/ICTB

HOKa3aHHA nOpubopoB Ui

H3MEPECHHA TEMIIEPaTyphl u| Ilysxr 17
25. |BIaXHOCTH BO3AyXa /IBa pPa3a B JicHb IIpaBun

B XKypHal€ (KapTe) pPErHUCTpanuu| XpaHCHHSA

oapaMeTpoB BO3AyXa (mamee —

XKypHan (kapra) Ha OyMaxHOM

HOCHTEIIE WM B HJIEKTPOHHOM BHJE?

Benercs v nuioM, oTBeTCTBEeHHBIM |  [lymkT 17
26. [3a  XpaHEHME  JIEKAPCTBEHHBIX IIpaBun

CpencTB, xKypHan (kapra)? XpaHeHHuA

3aBoauT MM CcyObekT o6Gpamenus| Ilymkr 17
27. |NIEKapCTBEHHBIX CPEACTB JKypHAI IIpaBun

(xapTy) Ha OIWH KalleHAapHEIH roa? XpaHEeHHA

Xpanutes 1My cyOBekTa

o6panieHus JIEKapCTBEHHEIX CPEICTB Tysxr 17
B | operpon sosayxa s renenme| _IPam

XpaHeHHA

YETBIPEX JIET, CIECAYIOMHKX 34 FO0M

BEJICHHUS XypHaJIa (KapTer)?

Hwmerorcs 4 y cyObexTa obpalnesns

JIEKAPCTBEHHBIX CPE/ICTB JOKYMEHTEL

0 CepTHQULMPOBAHHH, KaIUOPOBKE

U T[OBEpKe B COOTBETCTBHM cC| Ilymkr 17
29. |®PenepatbHBIM 3aKOHOM OT 26 HIOHS ITpaBun

2008 T. Ne 102-®3 «O6| xpaHeHus

obecreueHHH eHHCTBA H3MEPEHMID)

Ha mnpubOphl IS  perucTpaluH

IIapaMeTpoB Bo3ayxa?

OkaspiBaeT 1My  cyOBekTa

oOpalIeHNs IeKapPCTBEHHBIX CPEICTB

CTElICHb 3 KA XOJIOTWIb

060 nonminanys | ion(f,[unmnmiilrz Tysxr 18
30. Py IIpaBun

KOMHAaT JIEKapCTBEHHBIMH

XpaHCHHSA

cpeacTBaMmu BIIAAHUE Ha

TEMIIEPATYypHEI PEXHM XpaHEHHMS

JICKapCTBEHHBIX CPEACTB?

XpauaTcs 4 cyObeKTOM oOpameHus

JI€KapCTBEHHBIX CpenCTB

JICKApCTBEHHbBIE CpeAcTBa c

HCTeKIIMM CPOKOM TONHOCTH, B| IIyHkT 19
31. |DoBpexaeHHOH yTIaKOBKeE, IpaBun

He0o6poKaYecTBEHHEIE, XpaHeHHA

¢anscupuIpoBaHHEIe WA

KOHTpaakTHBIE  JIEKApPCTBEHHEIE
CpeAcTBa:




31.1.

OTACIPHO OT JpPYTHX Ipymm
JIEKapCTBEHHBIX CPEICTB? '

31.2.

B CIIEIIHANBHO BRIICICHHOMN 30HE?

31.3.

B OT/ACTLHOM KOHTeHHEpe?

314.

He Oonee 6 MecsEeB?

32.

IlpoBomuTcs M y  cyObekra
obpamieHus JEKapCTBEHHBIX CPECTB
BlaxHast  ybopka moma B
[IOMEIICHUAX JUISL XpaHEeHHA
JIEKapCTBEHHBIX CPEACTB €XeIHEBHO
B JIHH €ro paboTri?

A63a11 nepBhIii
nyHkra 20
IIpaBun
XpaHEeHHA

33.

IIpoBogurcs 1 y  cybObekra
oOpaleHns IEKapCTBEHHBIX CPEICTB
BlaxHas ybopka monoB, mxados,
CTelUTaXeH B TIOMELICHHAX JUIA
XpaHEHHs JIEKapCTBEHHBIX CPEJICTB C
HCHONb30BaHHEM
JC3HHOUIMPYIOIMX CPEACTB HE
pexe OOHOTro pa3a B Heieo?

A63ar Bropoii
myHKTa 20
IIpaBun
XpaHeHHA

34.

IlpoBomurcs 1y  cyOwbekra
o0pallieHus IeKapCTBEHHEIX CPEZICTB
BIaxXHas1 yOopka moMemeHud u
o00pynaoBaHHA I XpaHEHHA
NeKapCTBEHHBIX CPEICTB,
BKJIFOYAIONIast MBIThE CTEH,
[IEPErOpoIoK, IIOTOJKOB, TIIOJOB,
IUIMHTYCOB, NOXOKOHHHKOB, OKOH,
nBepe, mkadoB,  CTe/TaxeH,
MOJI/IOHOB, TIOTPY304HEIX YCTPOMHCTB,
c HCTIONIb30BaHHEM
JC3HHQUIMPYIOIMX CPEACTB  HE
pexe OJJHOTro pa3a B rox?

A63ar TpeTwHii
nmyHkra 20
ITpaBun
XpaHEeHHA

35.

XpaHATcd M y cyOBbeKTa oOparneHus
JCKapCTBEHHBIX CPEICTB BEIIECTBA,
obopyfoBaHHE H  MaTepualbl,
OpeAHa3HAYCHHBIC JUIL  OKa3aHUA
BETEPUHAPHOMH (MemMIUHCKOI)
DOMOIM, YXOJa 33 JKMBOTHEIMH,
yOOpkH moMemeHHW, a TaKKe
JC3HH(QEKIMK, [JC3HHCEKIHM |
JepaTU3alvi, OTHENBHO OT MECT
XpaHEeHH JICKapCTBCHHBIX CPEJCTB?

ITynkT 21
IIpaBun
XpaHeHus

36.

3anpemeH M @y  cyOBekTa
o6pallleHHs JIEKapCTBEHHEBIX CPEJICTB
JOCTYT TIOCTOPOHHMX JIMI[ K MECTaM

ITynxr 22
IIpaBun
XpaHCHUSA
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XpaHEHUS JIEKApCTBEHHBIX CPEACTB?

37.

OcymecTBisercs MM CyOBeKTOM
o0paIeHus JIEKAPCTBEHHBIX CPEICTB
XpaHeHHe JIEKapCTBEHHBIX CPEICTB,
B MHCTpyKnumsx wiM Ha YmakoBKax
KOTOPBIX CoJepKuTcs HMH(popMaims
0 EDV R y HHUX
HOXXapOB3PhIBOOIIACHBIX U
I103XapOOMACHBIX CBOIICTB, B
COOTBETCTBMM ¢ TpeGoBaHHAMH,
YCTaHOBJICHHBIMHA
3aKOHOJAATENbCTBOM
Depepanun 0
6esomacHocTH?

Poccuiickoit
IIOKapHOA

ITynkr 23
IIpaBun
XpaHCHHUA

38.

Xpansrcs M y cy6beKkTa oOpameHus
JICKapCTBEHHBIX CpeACTB
JIEKapCTBEHHBIE CpeJICTBa, B
HncTpyknmsax wimm Ha YaKoBKax
KOTOPBIX COAEPXHUTCS WH(POpMAIHL
0 HEOOXOAMMOCTH HX 3AIOUTHI OT
JEWCTBUSA CBETA, B IOMEIIEHUAX HITH
CHEIMaTBHO 060opyI0BaHHBIX
MeCTaX, OOECIeUHBAIONMX 3alUTy
OT €CTECTBEHHOI'0 M MCKYCCTBEHHOTO
OCBemMEenns?

ITynkr 24
ITpasun
XpaHEeHHS

39.

Xpansarcs m y cy6bekTa obpamenus
JIEKapCTBEHHBIX CpeICTB
¢papmaneBTHUecKHEe  cyGcTaHLWMH,
TpeOyIOImMe 3aIUTEL OT JCHCTBHA
CBETa, B Tape U3 CBETO3AIIMTHBHIX
MaTepHaIoB?

Ilynxr 25
IIpaBun
XpaHCHHUSA

40.

XpaHnaTcs 1 y cyOrekra o6panmeHus
JIEKapCTBEHHBIX CpencTB
JIEKapCTBEHHEIE IIpenaparsl,
TpeOyloImuye 3alMThl OT AEHCTBHA
CBETa, YNaKOBaHHHIE B NEPBUYHYIO
H BTOPHIHYIO (HOOTPEeOUTENBLCKYIO)
YNakoBKy, B mkadax WIM Ha
CTeILIaXaX NpH YCIOBHU TPHHATHS
Mep I IPEIOTBPAIICHUSL
HONaJaHus Ha yKa3aHHEIE
JIEKapCTBEHHEIC IIPENAPATHI PAMOTO
CONIHEYHOTO CBETA MIM HHOTO
HaIIpaBJICHHOTO CBETA?

Ilyskr 26
IIpaBun
XpaHeHHA

41.

Xpansarcs 1 y cyObekTa o6palmeHns
JICKapCTBEHHBIX CpeACTB
JIEKapCTBEHHBIE CpeACTBa, B
HeCTpyKumsax wim Ha VYmakoBkax

IMTynkr 27
IIpaBun
XpaHCHHS
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KOTOPBIX COJEPXUTCS HHGOpMAIHL
0 HEOOXOAMMOCTH HX 3amMThl OT
BO3/ICUCTBHA BIIaTH, B COOTBETCTBHH
c YCIOBHSMU XpaHCHU,
[OPeyCMOTPEHHBIMHI
HHCTpyKIMsSIMH WM yKa3aHHLIMHM HA
YnakoBkax, B repMETHIHOM Tape H3
MaTepHajOB, HEIMPOHMUIIAEMEIX JUIA
[IapOB BOJBI WIIM B CTEKJITHHOM Tape
C FepMETHYHOM KPRILIKOH?

42,

Xpansarcs m y cy6bexTa obpamenus
JIEKapCTBEHHBIX CpencTB
JICKapCTBEHHBIE CPEACTBa, B
HHCTpykumMix Wid Ha YmakoBKax
KOTOPEIX COJZICPXXHTCSH HH(POpMAIHs
0 HeoOXOIMMOCTH HMX 3alIUTHl OT
YISTyYHBaHHs M BBHICHIXaHHUA, B
TepMETHIHOHN Tape H3
HETIPOHMIIAEMBIX JUIs
YJIeTy9MBaIOMIUXCS BEINECTB
MaTe€pHajloOB B COOTBETCTBHM C
YCIOBHAMHA XpaHeHHs,
IPEeAyCMOTPCHHBIMHA
HHCTpyKIMAMY MM yKa3aHHBIMHM Ha
VYnakoBkax?

ITynxr 28
IIpaBun
XpaHCHHA

43.

Xpansrcs 11 y cy6bexTa obpaniesus
JIeKapCTBEHHBIX CpenCTB
dapmaneBTHdeckue cybcraHnumM, B
HWHCcTpyKupsax wim Ha YmakoBKax
KOTOPBIX COJCPIKHMTC HH(POpMAIHUA
O HaIMYHH B HX  COCTaBe
KPHUCTAJUIM3ALMOHHON  BOABI, B
DOMENIEHHH ¢ TeMIepaTypoi
Bo3ayxa He Beimme +15°C mpwm
OTHOCHTENILHOM BIIaXHOCTH BO3JyXa
50 - 65 %?

ITynxr 29
IIpaBun
XpaHCHUA

44,

Xpausrcs M y cyOnexTa o6paineHus
JIEKapCTBEHHBIX CpPEACTB
Ouonorudeckue JICKapCTBEHHBIE
OpenapaTtel OTHOTO H TOTO K€
HaHMEHOBAHHA 110 CEPUAM C YIETOM
CpOKa UX rogHocTu?

IIysxT 30
ITpaBun
XpaHeHMS

45.

anpemeHo 1MWy  cyOBekTa
o6panieHus IeKapCTBEHHBIX CPEJICTB
XpaHeHUe OHonorHYecKux
JCKapCTBEHHBIX  IpenaparoB Ha
BHYTpEHHE# CTOpOHE JIBEpH
XOJIO{HIIbHHAKA?

ITynxr 30
IIpaBun
XpaHCHHA
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46.

Xpauarcs 1 y cyObexTa oOpameHus
JIEKApCTBEHHBIX CpeZICTB
NEKapCTBEHHBIE  TIpemapathl, B
HucTpykumsx wim Ha YOakoBKax
KOTOPBIX COAEPXKHTCS HHGOpPMALUA
O TOM, 4TO OHM IIPEAHA3HAYECHBI IS
JIedeHUS HHQEKITMOHHBIX H
IIapa3sUTapHAIX 60I€3HEH XKMBOTHEIX,
BBI3bIBAEMEBIX IIaTOr€HHBIMH
MHMKPOOpraHM3MaMHd H  YCIIOBHO-
HaTOIeHHBIMM MHKpOOpPraHH3MaMHy,
B  YINakOBKE IIPpM KOMHATHOM
Temriepatype (20 +/- 2°C) (ecrm
HHOE HE IPEelyCMOTPEHO
WHCTpYKUHAMA WIH HE YK43aHO Ha
VnakoBkax)?

IMynxr 31
IIpaBun
XpaHCHHUSA

47.

XpassaTcs M y cyOseKTa o6pammeHus
JIEKapCTBEHHBIX CpenCTB
JICKapCTBCHHEIE IIpenaparsl,
HONYy4YEHHHIE W3 KpOBH, ILIa3MBEI
KpOBM, M3  OpraHoB, TKaHEH
OpraHusMa qeoBeKa 00
KHMBOTHOTO, B 3aIIUIICHHOM OT
CBeTa, CyXoM  MecTe  IIpH
temneparype or 0 xo +15 °C (ecimm
HHOE HeE MIPEXYCMOTPEHO
WHCTpYKIMAMH WM HE yKa3aHO Ha
YmakoBkax)?

ITynxr 32
IIpaBun
XpaHCHHA

48.

Xpausrcs 14 y cybbekra oOpameHus
JICKapCTBEHHBIX CpPEACTB
JIEKapCTBEHHBIE  TpenapaThl, B
HHCTpyxumsax wix Ha YDakoBKax
KOTOPBIX COACP)KHTCH HHGOPMAIHS
O HAJIMYHMH B UX COCTABE Macel] WK
JXHPOB, IIPH TeMIIepaType oT +4 1o
+12 °C (ecm HHOE HE
npexycMoTpeHo MHcTpykimsamu umu
HE yKa3aHO Ha YIIaKOBKax)?

ITynkr 33
ITpaBun
XpaHeHUA

49.

Xpansrcs ;i y cyobexTa o6pamesus
JIEKapCTBEHHBIX CpENCTB
JICKapCTBEHHBIC CpE/ICTRa, B
HucTpykimax wmu Ha VYmakoBKax
KOTOPEIX COACPIKHUTCS HHGOPMAIHs
O HEOOXOZWMOCTH HX 3allUTHl OT
BO3/ICHCTBHA ra30B, HAXOIAIIMUXCS B
OKpY>Karolei cpene, B
TEPMETHYECKH 3aKpBITOM Tape 3
MaTepHaloB, HENPOHHIAEMBIX I
ra3on?

Ilyrkr 34
IIpaBun
XpaHCHHUS
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Xpansarcs 14 y cy6bexTa obpamenus
JIEKapCTBEHHBIX CpEACTB
JIEKapCTBEHHBIE CPEACTBA C 3aMaXxOM,

" ITynxr 35
KOTOPEIH MOXET TIOBIMSTH Ha
50. IIpaBun
BO3MOXHOCTh  IIPHMEHEHHA Y
XpaHEeHHA
pPa3IMdHBIX BHJOB JKHBOTHHIX, B
TEPMETHYECKM  3aKpBITOH  Tape
pasAeIbHO 10 HAUMEHOBAHUAM?
Xpauurcs JmMy  cyObekra
06palleHuA IEKapCTBEHHEBIX CPECTB
JICKapCTBCHHOE PACTHTENILHOE ChIpbe |  ITyHkT 36
51. |(upemBapUTeNbHO BHICYLIEHHOE) B IIpaBun
CYyXOM, XOpOIm©O BEHTHJIHPYEMOM | XpaHEHHS
OOMEIIEHMH B  TE€PMETHYECKH
3aKpHITOH Tape?
XpamuTes 1My cyObekTa
obpamieHns IeKapCTBEHHEIX CPEICTB Tysxr 37
JICKapCTBCHHOE PacTUTENEHOE
52. CEIDBE. O ITpasun
PIPEE, Aepartiee SQuprEIe XpaHEHHSA
Macia, B OTACIBHOM TepMETHYECKH
3aKphITOHd Tape?
IlomsepraecTca ma y cyObekra
obpaIIeHns JIeKapCTBEHHEIX CPE/ICTB Tyskr 38
53, |/IEKAPCTBEHHOE PACTUTEILHOE CHIPbe Tlpasur
OEPHOAMYECKOMY  KOHTPOIIO B —
bopme OLIEHKH mo
OpPraHOJIENITHICCKUM MTOKa3aTenIm?
3anpemensl M K JaabHEAmeMy
XPaHECHHIO ¥ MCIONIb30BaHHUIO TPABa,
KOpHH, KOpHEBMINA, CEMEHa, 1oAsl, | IIymkr 38
54. |yTpaTHBIIME CBOMCTBEHHYIO HM Ilpasun
OKPpACKYy, 3amax, a  TaKKe| XpaHEHHA
HOpaXKxeHHEIE ILUIECEHBIO,
BpeAUTEISIMU?
XpaHATCS M JIEKApCTBEHHEIE
cpeacrsa, B MHCTpYKUMAX Wim Ha
YnakoBKax KOTOPBIX COJEPIKHTCS
zgga(;paﬁ;mx O TOM, YTO OHH Tyrxr 39
55. IIpaBwn
JIETKOBOCILIAMCHAIOIUMUCS WK
. XpaHEHHS
JIETKOTOPIOYMMH  CBOMCTBAMHM, B
TEPMETHYECCKH 3aKpBITOM
CTCKISHHOH MWMIH MeTaITAYECKOH
Tape?
Xpausarcs i y cyobexra obpamenus |  [Tynxr 40
56. |meKapCTBEHHBIX CPENCTB EMKOCTH ITpaBun
obremom Gomee S5 auTPOB C| XpaHeHMs
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JIETKOBOCILIAMEHAIOMIMMHCS "
JIETKOTOPIOYAMH  JICKaPCTBEHHEIMH
CpeNCTBaMH Ha MOJIKaX CTeJUIaXei B
OJIMH psAJ 110 BRICOTE?

57.

3ampenieHo I XpaHeHHE EMKOCTH C
JIErKOBOCILIaMEHAOIUMHCS %4
JICTKOTOPIOYHMH JICKAapCTBCHHBIMH
CPENCTBAMU B HECKONBKO PSIOB IO
BBICOTE c HCIIOTb30BaHUEM
PpasTMYHKIX IPOKJIaJOYHBIX
MaTepHaioB?

ITynkt 40
IIpaBun
XpaHCHUA

58.

OcymectBisiercs 1 y cy0ObekTa
o6pameHus IeKapCTBEHHEBIX CPEJICTB
XpaHcHHE GyTrLneit c
JIErKOBOCILIaMEHAIOIAMHUCS 2
JICTKOTOPIOYHMH  JICKapCTBEHHBEIMH
cpelcTBaMu B Tape,
MIPEIOXPAHSIOEH OT YAapoB WIH
OIIPOKH/IBIBAHHA, B OJTUH Ps?

Ilynxr 41
ITpaBun
XpaHCHUA

59.

ampemeno My  cybbekTa
o6paieHns JIeKapCTBEHHBIX CPECTB
XpaHEHHE

JIETKOBOCTIJIAMEHSFOIIAX CSI 7
JIETKOTOPIOYHX JIeKapCTBEHHBIX
CPCACTB B ITOJIHOCTBIO 3aIOIHCHHOM
Tape?

IlynkT 42
I[TpaBun
XpaHEeHUA

60.

3ampemeno My cy6bekTa
obpalneHus 1eKapCTBEHHBIX CPECTB
3aMOTHEeHHE
JIETKOBOCILIAMEHAONMMHCS "
JIETKOTOPIOYHMMH  JIEKAPCTBEHHBIMH
CpeAcTBaMM Tapel cBeme 90 %
obnema ?

ITynkr 42
IIpaBun
XpaHeHHUA

61.

Xpansrcs i y cyObexTa o6pameHns
JIEKapCTBEHHBIX CPEJCTB CIOHMPTE B
obreme Oonee 5 smTpoB B
MeTaJUTHYECKHX €MKOCTIX,
3an0JIHAECMEIX He Oonee yeMm Ha 75 %
obBpema?

ITynkr 42
IIpaBun
XpaHeHUA

62.

3ampemeHo MMy  cy6bekTa
o6 pammeHus IeKapCTBEHHKIX CPEICTR
COBMCECTHOC XpaHCHHC
JIETKOBOCILTAMEHAIOIUXCS

JIEKapCTBEHHBIX CpelCTB c
MHHEPAILHEIMH KHCIIOTaMH,
CKATBIMM M CXIDKEHHBIMHM TIa3aMH,
JIETKOTOPIOYHMH BCIECTBAMH,

ITyskr 43
IIpaBun
XpaHCHHSA
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MIeNoYaMH, a TaKoKe c
HEOPraHWYECKMMH COJIAMH, KOTOPHIE
Opd KOHTaKT€ C OpraHAYECKHMH
BEIICCTBAMHA obpasyroT
B3PBIBOOIIaCHBIE CMECH?

Xpamutcs My cyObekra
OOpallcHNs JIEKAPCTBEHHBIX CPEJICTB

abup M1 Hapko3a B moMemeHud ¢| IlyHkr 44
63. |TemmepaTypod BO3IyXa HE BEIIIE IIpaBun
+15°C B 3amMIIEHHOM OT CBeTa| XpaHEHHS
MECTE Ha PacCTOSHUM HE MCHee 1 M
OT OTOIMTEIHHBIX IIPHOOPOB?
6 a
oGpantonnn nexapersenot speyory| IS
64. Bcpamxxnnaﬂne i aphl it €HHE Hpasmn
TPAXHB »  yHAapel, Tp XpaHEHHS
€MKOCTEH C JIMITHIIOBEIM dpupom?
XpamuTes 1My cyOmbekTa
obpameHns TeKapcTBeHHRIX cpeacts|  IlyHkT 46
65. |KaiHsA IepMaHraHAT B rEPMETHYECCKH [TpaBun
3aKpBITOM Tape OTAENBLHO OT OPYTHX| XPaHEHHA
BeIEeCTB?
Xpamurcs JHM @y  cybBekra
66. |oOpamIeHus TEKaAPCTBEHHBIX CPEICTB
PacTBOp HATPOIJMIEPHHA!
66.1. |B repMermyecKku 3aKphITOH Tape?
66,0 |B ToMemeHnm c Temmeparypoi| Ilymkr 47
" |Bo3znyxa He BhIIE +15°C? IIpaBun
XpaHeHHs
66.3. |B 3amMIIEHHOM OT CBETa MecTe?
c cobmoeHrEM Mep
66.4. |OpenOCTOPOXKHOCTH, YKa3aHHEIX B
HucTpykuusix umu Ha YnakoBkax?
Ilepensuraercs mm y cyOnekra
o6palienys 1eKapCTBEHHEIX CPEICTB
Tapa C  HHTpOriMuepuHOM H| IlymkT 47
67. |oTBemMBAaeTCA 1M HATPOLIHMIEPHUH B IpaBun
YCIIOBHSIX, UCKIIIOYAIONIMX TIPOJIMB H|  XPaHCHHA
HCIIApEHHe  HUTPOINHIEPHHA, a
TAKKeE MONaJAaHue €ro Ha KOXKy?
XpansTcs M y cyOnexTa obpanieHus
68. |T€KAPCTBEHHBIX CPENCTB| [y 48
HApKOTHYECKHE M TCHXOTPOIHEIE Hj paBmI
JIEKapCTBEHHBIE CPEACTBA: XpAHeHHs
68.1. |otnemsHO OT ApyrMX  rpynm
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JIeKapCTBEHHBIX CpencTB B
OpraHu3anusx?

B M30JIMPOBaHHBIX MOMEHICHHSIX,
CHELUATLHO 060pynoBaHHBIX
HHXKCHEPHBIMM M TEXHHIECKHMH
CpeACcTBaMH OXPaHHI?

68.2.

B MECTaX BPEMEHHOTO XpaHEHWs C
coOmoieHHEM TpeGoBaHMiA,
YCTaHOBJIEHHEIX IIpaBHIaMH
XpaHCHUS HapKOTHUECKHX CPEJICTB,
ICHUXOTPONHEIX BEIMECTB M MX

IPEKypcopoB>?

68.3.

Ocymectasiercs i y CcyOnekTa
69 o6palieHNs IeKapCTBEHHEIX CPEACTB 3 B B N
" |XpaHEHME CHJIBHOJCHCTBYIONUX H

SNOBHUTBIX JIEKAPCTBCHHBIX CPEIICTB:

B CHENMAILHO  00OpYAOBaHHEIX

69.1. OMEIEHUSIX? ITynxr 50

IIpaBun
B MOMEMEHWAX, OCHAIIEHHBIX| XpaHCHHA
MHKCHEPHEIMH M  TEXHHYECKHMM
CpPeICTBaMH OXpaHbl OOBEKTOB M
HNOMENICHHH, MPEAHA3HAYCHHEIX JULs
XpaHCHUs CHIBHOIECHCTBYIONIMX M
SJIOBHUTBIX JICKAPCTBEHHBIX CPEACTB?

69.2.

CobGmoparorcss 1My CyObekra
o6panieHHs JIEKapCTBEHHEIX CPEICTB
MEphl  mpenocTopoxHocTH  mpu| Ilynkr 51
70. |XpaHeHMH CHIFHOAEHCTBYIOIMX M IIpaBun
SJIOBUTHIX JICKAPCTBEHHBIX CPEICTB,| XPaHEHHA
yKa3aHHble B HMHCTpyKmMAX M Ha

VnakoBkax?

Xpansrcs m sapoButeie | Ilymkr 52
71. |nexkapcTBeHHEBIE CpencTBa B IIpaBun

OT/JICIILHOM ITOMEIIEHHH? XpaHEeHHA

OcymectBsnocs 1M y cybOnexra
o6pameHus JIEKapCTBEHHEBIX CPEJICTB
XpaHCHHE CHJIBHOAEHCTBYIOMHUX

ITynxr 53
JIeKapCTBEHHBIX CpeICTB B
72. IIpaBun
OTAEIBHBIX MIKagaX, OCHAIEHHBIX
XpaHCHHS

3alIOpHEIMH YCTPOHCTBaMH, B OZIHOM

OOMEUIEHMM €  JApyruMH  (He
CHIIBHOJEHCTBYIOIMMH)

2 Tlocramornenve TpawmenscrBa Poccutickoit Denepamyn or 30 anpems 2022 r. Ne 809 «O XpaHEeHWH HApKOTHMECKMX CpEJICTS,
TICHXOTPOTIHEIX BEINECTS B HX NPEKypcopoB». CornacHo nynkty 4 mocranomienns ITpasaTenscrsa Poccmiickoit dezepanym ot 30 anpess
2022 r. Ne 809 naHHBA axT feficTeyer xo 1 cenratps 2028 T.
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JICKapCTBEHHBIMHA CpeI(CT‘BaMH?

73.

Xpansarcs 1 y cy6bekxTa obpamenus
JIEKapCTBEHHBIX CpeJICTB
CWIBHOJCHCTBYIOIME M AJOBHUTEHIE
JICKaPCTBEHHBIC cpexacrea B
CIENHANbHO BBIJEICHHBIX I 3TOM
()12 K

73.1.

ceiax?

73.2.

METANTUYECKHX W 0OUTBIX
XKeENe30M AepeBAHHBIX MKagax?

73.3.

SAMMKAX MO 3aMKOM?

ITynkr 54
ITpaBun
XpaHCHHSA

74.

Hwmeercs 1 y cyOnpexra oOpamenus
JIEKapCTBEHHBIX CpeIcTB Ha
BHCIIHEH CTOpPOHE JBepu ceiida
(mxada, smMKa) T XpaHEHHS
CHWIBHOJCHCTBYIONMX
JEKapCTBEHHBIX CPEACTB HAJIIHChH
«CunbHOCHCTBYIOIHE
JIeKapCTBEHHBIE CPEACTBa»?

ITynkr 54
ITpaBun
XpaHeHHs

7.

Hmeercs mm y cybnexta obpainenus
JIEKaPCTBEHHBIX CpeicTB Ha
BHYTPEHHEH CTOpDOHe jaBepu ceida
(mxada, sAmMKa) NPHUKpPEILICHHEBIH
CIOMCOK  XpaHAIMXCA B  HEM
CHILHOJEHCTBYIOIIHX
JIEKapCTBEHHBIX CPECTB?

ITyukr 54
ITpaBun
XpaHEeHHUs

76.

Hmeercs mi y cybbekTa oOpamenns
JICKapCTBEHHBIX CpeACTB Ha
BHENIHEW CTOpPOHE nBepu ceiida
(mxada, smmKa) mIK XpaHCHHA
SIOBHUTEIX JIEKAPCTBEHHBIX CPEICTB
HAJIIHUCH «AnoButHIEe
JIEKapCTBEHHEIE CPEICTBa»?

ITynkr 54
IIpaBun
XpaHEeHUA

71.

Hmeerca mi y cybrekta obpamenus
JICKAPCTBECHHBIX CPEXCTB Ha
BHYTpEHHEH CTOpOHe IBepH ceiida
(mxada, sIMMUKa) NPHUKPEIUICHHBIA
CIIHCOK  XpaHSAIIMXCA B  HEM
SJIOBHUTBIX JICKAPCTBEHHBIX CPEACTB?

ITynkr 54
IIpaBun
XPpaHCHHS

78.

XpansTes 11 y cyosexTa obpatnenus
JIEKapCTBEHHBIX CpelIcTB
CHJIBHO/ICHCTBYIOIMHE M SIOBUTHIC
JIEKapCTBEHHBIE cpeacTBa B
KpynHorabapuTHO#M Tape:

ITynkr 55
IIpaBun
XpaHEHHS
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78.1.

B TOMEHEHUAX, 06GOpyIOBaHHBIX
IIPUTOYHO-BEITSDKHOM BEHTHIISIUEH?

78.2.

B IIOMCOICHHAX, O00OOPYOBaHHBIX
CpENCTBAMH MOXKAPOTYIIEHHA?

78.3.

B NOMEMEHHAX, 06OpyIOBaHHBIX
CHTHAIHM3aImen?

79.

Xpansarca M y cyOpexTa obpalneHus
JIEKAPCTBEHHBIX CpE/CTB
CHIIBHOACHCTBYIOIIME M SOBUTHIC
JIEKApCTBEHHBIE CPE/ICTBA pa3/ebHO
[0 TPyNIiaM Ha OTHENBHBIX IIOJIKaX
mkadoB (celipoB) B 3aBHCHMOCTH OT
croco6a ux mpuMeHeHus?

ITyskT 56
IIpaBun
XpaHCHHSA

80.

3anuparorcs M mKadbl, celdbl,
SIMKA M IOMEIICHUA, B KOTOPBIX
XpaHATCS SAOBHTHIE JIEKAPCTBEHHEIE
CPEACTBa, nocie OKOHYaHHUA
pabodero nOHA Ha 3aMOK, a TaioKe
OIICYaTHIBAIOTCS WM ILIOMOHPYIOTCS
JIHLIOM, OTBETCTBEHHBIM 3a
XpaHEHHE, yd4eT M  OTHYCK
CHIBHOACHUCTBYIOIIMX H SJOBHTHIX
JICKapCTBEHHBIX CPECTB?

Ilyskr 57
ITpaBun
XpaHeHHA

81.

Bampemen My cyObekra
00palneHuns IeKapCTBEHHBIX CPELCTB
JOCTYII B IIOMEINEHUS IS XPaHEHHSL
CHIIBHOICHCTBYIOIMX H SHOBHTHIX
JICKaPCTBEHHBIX CPEJCTB  TOJBKO
OTBETCTBEHHBIM 3a XpaHEHHe, ydeT
U OTIOYCK CHIBHOACHCTBYIOIIHX M
SAIOBUTHIX JICKAPCTBEHHBIX CPEACTB
JHLaM, HENOCPEICTBEHHO
paboTaommum ¢ HUMHE?

ITyskT 58
IIpaBun
XpaHEHHuA

(bammmmis, HMA, OTHECTBO (P HANTHYHMH) JOJDKHOCTHOTO

JHlIa, 3aM0IHABIIETO TPOBEPOYHLL JICT)

(MOCTO AT MMOMITHCH AOJDKHOCTHOI'O JIMOA, 3alOTHUBIICTO

TIPOBEPOYHEI JIUCT)




ITpunoxxenue Ne 5

K mpuka3sy ®enepanbHOit
CIIyOBI [0 BETEPUHAPHOMY
¥ (UTOCaHUTApHOMY HA/I30pPY
or 1 aBrycra 2025 r. Ne 937

®opma

Mecro ana QR-kona

IIpoBepOYHELH TUCT
(CIIHCOK KOHTPONBHEBIX BOIIPOCOB, OTBETH HA KOTOPHIE CBHAETEIbCTBYIOT O
COOII0ICHUH UK HECOOIIOACHNH KOHTPOJIUPYEMBIM JIHIIOM 00513aTENBHEIX
TpeboBanmii), npumeHseMslii DeepanbHOil Ciyx00it 110 BeTepUHAPHOMY H
¢uTOCaHUTAPHOMY HAI30py M €€ TEPPUTOPHATFHEIMH OPraHaMH IIPH
OCYIIECTBICHHH (PeAepaTbHOrO rOCy JApCTBEHHOTO KOHTPOJIs (Haa30pa) B chepe
00paleHus IEKapCTBEHHBIX CPEICTB JJIA BETEPUHAPHOTO PHMEHEHNS B YaCTH
COOIONCHH KOHTPOIMPYEMBIM JIMLIOM 00s3aTeNbHEIX TpeGoBaHMi
K PO3HMYHOH IIPOJaXe JIEKAPCTBEHHBIX IIPENapaToB Il BETEPUHAPHOTO
[IPHUMEHEHHS

®enepabHBIA TOCYAaPCTBEHHbIA KOHTPOIE (Haa3op) B cdepe obpamenus

JICKapCTBCHHBIX CPCACTB I BETCPHHAPHOI'O IIPHUMCHCHHUA
(mauMeHOBaHKE BHIA (eNlepanrbHOrO rocyapeTBEHHOrO KOHTPONA (HaI3opa), BKIOYEHHOTO B €[JAHKI PEECTp BHIOB

(benepankHOro rocyfapcTBEHHOTO KOHTPOIIA (HaA30pa)

(HaMMEHOBAHHE KOHTPOIEHOTO (Ha/I30PHOTO) OpraHa (IoApasaeneHus PoccelbX030a130pa/ TEPPHTOPHATEEOrO Oprana

Poccemsxo3namsopa)
« _» 20 r.
(BUA KOHTPOJILHOTO (HAX30PHOI0) {y9eTHEIH HOMEP KOHTPOJIBLHOTO (mara 3amoIHEHNS POBEPOUHOTO
MEPONPHSATH) (HaI30PHOT0) MEPOTPHATHN) mcTa)
1. QaMmmsa, HMI U oT4ecTBO (IPM HAIMYHHM) TPAKAAHMHA HIH

HHIMBHIYaJIbHOTO  IPEANPUHMMATEN, €ro HMACHTH(OHUKALMOHHBIA HOMED
HAJIOTOIUIATENIBINHKA H OCHOBHOM TOCYHApCTBEHHBIH PETHCTPALIMOHHBIA HOMEP
UHIMBHIYAILHOIO MPEINPHHUMATENS, aiPEC PETUCTPALUH 110 MECTY JKHTENBLCTBA
(mpeCriBanMs) TrpaXAaHMHA WIM  WHANBUAYQIGHOTO  NPEANPHHHMATENS,
HaUMCHOBaHWE KOPHIMYIECKOrO JIMIA, €ro HICHTU(HUKAMOHHBIA HOMED
HaJIOrOIUIATebIIAKA H OCHOBHOM TOCY/apCTBEHHBIH DPErMCTPAIIMOHHEINA HOMED
IOpUAMYECKOr0  JIMIA, aJpec  IOpHAMYecKoro Jmmna (ero  (uIHanios,
IPEJICTABUTENLCTB, 000COONEHHBIX CTPYKTYPHBIX IIOApa3AeleHHi), ABISIOMMXCS




KOHTPOJIMPYEMBIMHU JIMLIAMHU:
2. Mecro (MecTa) OpOBEAEHHS KOHTPOIBLHOTO (HAJ30PHOr0) MEPOIPHATHS C
3aM0JJHEHHEM NPOBEPOYHOrO JIUCTA:
3. PexBHM3UTEI pemieHMs KOHTPOJIBHOTO (HAI30pHOIO) OpraHa O NPOBEJCHHH
KOHTPOJILHOTO (HaA30pHOI0) MEPOHPHSATHA, MOAMMCAHHOIO YIIOJHOMOYEHHBIM
JOJDKHOCTHBIM JUIIOM KOHTPOJILHOTO (Haa3OpHOro) oprasa:

4. JoDKHOCTD, daMUINS M MHHIHAIG JODKHOCTHOTO JIMIA KOHTPOJILHOT'O
(Han30pHOrO) OpraHa, B JOJDKHOCTHEIE 00SI3aHHOCTH KOTOPOTO B COOTBETCTBHM C
HOJIOXKCHHUEM O BHJIE€ KOHTPOIIS, NOJDKHOCTHBIM PErJIAMCHTOM HIIH JMOJDKHOCTHOH
HHCTPYKUHMEH BXOAHUT OCYLICCTBJICHHE NMOJHOMOYHMHA IO BHAY KOHTPOJS, B TOM
YHCIIC TPOBEJACHHE KOHTPOJBHBEIX (HAA30pHBEIX) MEPONPHUATHH, IPOBOIAMIErO
KOHTPOJIBHOE (HAJ30PHOE) MEPOINPHUATHE U 3alOJHAIOLIETO MPOBEPOUHEINA JICT:

5. CnHCOK KOHTPOIBHEIX BOIPOCOB, OTPAKAOUIMX COAEPKAHHE 06S3aTEILHBIX
TpeOOBaHMH{, OTBETH HAa KOTOPHIE CBHJETEILCTBYIOT O COONIONCHHH WM

HECOOMIOICHHH KOHTPOIHPYEMBIM JIMLOM 00A3aTEILHEIX TPEOOBAHHMIA:

OTBeTHI Ha BONPOCHI, OTPAXKAOIIKE
cojiepKaHue 003aTeNbHBIX
TpeboBanmit
PexBusuThI
«pume-
HOPMAaTUBHBIX
IPaBOBEIX AHE)
(06s3a-
aKTOB C
TEJILHO
KoHTpobHEIE BOIIPOCH!, yKa3aHuEeM
Ne ISt
i OTpaXkaloIUE COAEPIKAHHE CTPYKTYPHBIX SAMOIHE
00A3aTeNBHBIX TPeGOBaHMIA eIiH «HETIPH- )
P L an | «aer» 1P HHA B
KOTOPBIMH MEHHMO»
ciryJae
YCTaHOBJIEHBI
3anoJIHe-
obs3aTenpHbIE
HAA
TpeboBaHUA
rpadr
«HETpH-
MCHHUMO))
L. 2. 3. 4. 5. 6. 7.
OcymecTBngercs N poO3HMYHASL Yacts 1
TOPTOBJIA JIEKapCTBEHHBIMHU |  cTaThu 55
nperiapaTaMH BETEpHHAPHBIMH d)ellepa_m,ﬁoro
anTeYHBIMHI OpraHM3alMsMH,| 3aKOHA OT
UHAVBUIyaTbHBIMHA 12 anpens
1.  |npemnpuHAMaTEISIMM, 2010r.
BETCPUHAPHBIMH opranmusanusmy, | Ne 61-®3 «06
HMEIOLMH JMLIEH3HIO ga| OOpameHun
¢apmareBTHYECKYI0  nesTenbHOCTH | JIEKAPCTBEH-
(namee — cyOBekT po3EMYHOIL | HBIX CPEACTB»
TOPTOBIH)? (nanee —




DenepaibHBIH
3aKkoH Ne 61-
@©3)
OcymectBisiercs ™y cyObekra
o0palieHns JICKAPCTBEHHEBIX CPEJICTB Yacts 1
PO3HUIHAA TOPTOBJIA TOMBKO| 55
JIEKapPCTBCHHBIMHA npernaparam,
3apErHCTPHPOBAHHEIME B Poccuiickoit DenepamsHOro
®enepamy mb6o B coorBeTcTBHE | J3KOHA Ne 61-
aKTaMH, COCTaBIMION[UMH  TIPaBO @3
Espaswuiickoro 9KOHOMHYECKOTO
coro3a (nanee — Coro3)?
Yacrs 1
CTaTb 55
DeneparbHOro
3aKOHa
Ne 61-03,
IyHKT 1
IIpaBun
HaJyIexKanien
anTeYHoM
OcymectBisiercs M po3HuyHas| [PAKTHKH
TOPTOBJIA JECKapCTBCHHBIMH | JICKapCTBEH-
IpenaparaMHu, B TOM 9HCIIe HbIX
JCTAHITMOHHBIM crocoboM, | IpemapaToB
CyOBEKTOM DO3HHYHOM TOPrOBIM IIO VIS
OPaBAIaM  HA/UIeXamel  aNTedHOH | pereppraproro
IPaKTHKHA JICKAPCTBEHHBIX | e rericps,
T ESPTD
P ) HBIX IPHKA30M
Mnuncenbxosza
Poccyu ot 21
CeHTAOpA
2020 r. Ne 555
(manee —
ITpaBuia
anTeIHOM
TIPaKTHKH)
OTmyckaroTcs 1M JIeKapcTBeHHBle|  JacTh 4
mpemapaTsl  JUId  BETepHHAapHOro| CTaTh 55

! Tlpuxas Mumcemexosa Poccua or 21 ceHTaGpsa 2020 . Ne 555 «O6 yreepsiuernmu IlpaBmi Hammexamedl aITTeqHON TpAaKTVKH
JIeKApCTBEHHBIX IPENIZPATOB Ul BETEPHHAPHOTO IpHMeHeHHs» (3aperucipupoBan MumiocroM Poccum 19 okmibps 2020 r.,
perucTpatmoHHED Ne 60453). Cormacro nysKkTy 4 nprxasa Muscemsxosa Poccrm ot 21 cerma6pa 2020 r. Ne 555 fanmsdt axr Jieficreyer
Jso 1 Mapra 2027 .



IIPUMEHEHHSI CyOBEKTOM pPO3HHIHO#M | PenepaibHOro
TOPIOBIM, WMMCIONMM JIMIICH3HIO Ha 3aKOHa
(apManeBTHIECKYIO JIEATEIEHOCTE? Ne 61-@3
5 3anpemena M cyOheKTOM PO3HHYHOM
" |TOproBIM mpoxaxa:
tdanscuPHUMPOBAHHEIX
5.1 Cratbsa 57
JIEKapCTBEHHBIX CPeCTB?
DenepaibHOro
5. HeZ06poKadecTBEHHBIX 3aKOHa
""" |nexapcTBeHHBIX CpeACTB? Ne 61-@3
53 KOHTpa(aKTHBIX JICKapCTBEHHBIX
" |cpeactB?
IIpenocrasnser M cyOBbekT
PO3HHYHON TOPIOBIM NOTPEOHTEIIAM I 2
IpH PO3HUYHOH TOProBjie 1.[3 ABHIL
6.  |JIeKapCTBEHHHIMH npenapaTamMu anfetmoﬁ
Ka4eCcTBEHHBIE, J3(Q(QeKTUBHEIE |
6e3omacHEIe JICKapCTBEHHEIC P
npenaparsi?
IIpenocrasmser m cyOBeKT N 5
PO3HMYHOH TOPTOBIM IO IPOCKGeE H)paann
7.  |noTpeburens HHPOPM 0 .
P $opmarnmo anTeYHOH
crocobax NIPAMEHEHHUA —
JIEKapCTBEHHBIX MpENapaToB? P
IloanepxuBaer Bi131 cyOBeKT
8. |posHmumo#i TOproBnM B pabouem -
COCTOSTHUH:
g1 |3Rammd IS OCYIIECTBIECHHSA
" | po3HmuHO# TOproBIM?
g |MOMEIICHHS Ui  OCYNIECTBICHHS
PO3HHYHOM TOproBH? TTOAIYHKT «a»
HKTa 3
MecTa, OTBE/ICHHBIC | Y
. IIpaBun
8.3. |ocymecTBIeHHs PO3HHUIHOM «
anTeYHOM
TOProBiH?
NIPaKTHKH
CPEACTBA  TPYZAa, CBA3AHHEIE C
8.4. [MecTaMM OCYIIECTBIEHHMS PO3IHUIHOM
TOPTOBJIN?
ITonmyHKT «6»
obopynoBaHue s | OPY a3
8.5, |TPOHM3BOICTBCHHBIX IIPOIIECCOB Hl'}I,H:;nn
" |(TexHHYecKue, [IpOrpaMMHEIE P .
anTeYHoH
cpencrea)?

IPAKTHKH




IIpoxomaT 5mM cpencTBa H3MEpEHH,
KOTOpPhIE HCIIONB3YIOTCH CYOBEKTOM
PO3HHYHOM TopropiH,| IlyHkr 4
9 METPOJIOTHIECKYIO HOBEPKY B ITpaBun
’ COOTBETCTBHH c QefepanbHbIM| aNTEYHOMH
3aK0HOM OT 26 mions 2008 r. Ne 102-| mpakTuku
@3 «0O6 obecneyeHnn eaMHCTBA

H3MEPECHUI»?
10 Ob6ecneyuBacT JH  PYKOBOIMTENID _ 3 _ _ B
" |cybBeKTa pO3HHYIHOM TOProBIM:
cobmoneHne YCTaHOBJIEHHBIX
ITonoxenreM ©0 JHOCH3UPOBAHHH
(apMarieBTHIECKON  HEATENLHOCTH,
YTBEPXKJICHHEIM MIOCTaHOBJICHHEM
IIpaBuTenscTBa Poccuiickoit
(I)ez(epgxmn or 31 Map'r:t 2022 . TommyHKT «a»
Ne 5477, TpeGoBaHmi K 5
KBaM(UKa|H, CTaxy paboTel TyHKTa
10.1. ITpaBun
HOBBIIIEHHUIO KBaMUKaul "
PYKOBOIUTENA CyOBEKTa PO3HMYHOM ITCTHOU
MPaKTHKU
TOPTOBIM H €ro  paGOTHMKOB,
JEATEIIFHOCTD KOTOPBIX
HETOCPEACTBEHHO CBf3aHa c
PO3HUYHOM TOProBicH
JIEKapCTBEHHBIMH IpenapaTaMu
(mayee — anTedHBIC PAOOTHHKM)?
OCYIIECTBIICHUE 3aKyTIOK
TEKapCTBEHHBIX  MpemapatoB,  He | [IomImyHKT «6»
JIOITyCKalomee YMBINUIEHHOE |  IYHKTA 5
10.2. | pacnpocTpaneHue ITpaBun
anmscubHIMpOBaHHEIX, HENOOpPOKa-| anTedHOU
9ECTBEHHEIX, KOHTpaQakTHRIX | MpPaKTHKH
JICKapCTBEHHEBIX IIpenapaToB?
IoamyHkT «B»

BCJICHUC BHYTPCHHCH TCXHUYECKOM | IyHKTA 5
10.3. | rokymeHTanum (jajee — CTaHAapTHHIE IlpaBun

OIIEPAIMOHHBIC IIPOLCAYPEI)? anTe4HOR
NPaKTHKH

Hanu4ue o6opymoBaHMA, MOMEMIEHHMIM

.. | ITogmyHKT «»
H JOKyMEHTAl[M, MOATBEPXKIAIOIEH a5
cobmoieHHe CyOBEKTOM pPO3HHYHOH )
10.4. . ITpaBun
TOPTOBIIH TpeOOBaHMIA, .
anTeqHoMH
YCTaHOBJIIEHHBIX 3aKOHOJATEIBCTBOM
.o TIPAKTHKH
Poccuiickoi Oenepanuu o

? MoamysxT «o» mynkra 6 Honoxernus o JHMICH3UPOBAHAHY (GapMalleBTHIECKO AeATEHEHOCTH, YTBEPKICHHOTO IOCTAHOBIEHAEM
Tlpasurenscrsa Poccmiickoit ®enepamuu or 31 mapra 2022 r. Ne 547. Cormacho nysekTy 3 moctanoBineHHA IIpaBuTenscrsa
Poccniickoli @enepanuu or 31 Mapra 2022 r. Ne 547 nanmsxit axt AedicTByer 1o 1 ceaTa0pa 2028 1.




JIUICH3APOBAHMM OTHENbHEIX BUIOB
REATEITLHOCTH?

HHpOpMHUpOBaHUE anTegHBIX
paboTHHKOB 06 u3MeHeHUAX | [lommyHKT «a»
BCTCPUHAPHOIO  3aKOHOJATENLCTBA| IyHKTa 5
10.5. | Poccwiickoif Denepanuu H IlpaBun
3aKOHOJIaTe/ILCTRA Poccwiickoii| amrrednoit
Ddenepanyu 06 obpameHuH| mpaKTHKK
JIEKapCTBEHHBIX CPEACTB?
ObecneunBaeT /™  PyKOBOZHMTEID
1 cyObekTa  pO3HMYHOM  TOPTOBIH

" | MOHMTOPHHT uHpopMarmn,

Kacaromjescs:
IPHOCTAHOBJICHUA  (BO30GHOBJICHMS)
11.1. (peaymm3anuu JIEeKapCTBEHHBIX
npenaparos?
11,2, | OT3BIBA (u3pATHA) U3 obpameHHs
" | nexapcTBEHHBIX MpenapaToB?
BEIBJIEHHA  CIOy4aeB oOpamieHus TToAIYHKT «e»
11.3. | He3aperucTpHpPOBaHHBIX IyHKT2 5
JIEKapCTBEHHBIX NpENapaToB? Tpasun
BEIBIICHHA  (adbCHPHUMPOBaHHBIX ATETHOH
11.4. >|  TpaKTHKH
JICKapCTBEHHLIX IIpErapaToB?
11.5, | BBLABICHHS KOHTpa(aKTHBIX
" | mexapcTBEHHBIX MpenaparoB?
11.6. | BRUIBIICHHSA He0OpOKaYeCTBEHHEIX
" | IeKapCTBEHHBIX IpenapaToB?
IlpoBoauTcss 1M pyKoBOAMTEIEM
cybnexTa po3HUYHO#M ToproBmm (6o
17, |YHOVHOMOYCHHEIM MM IHMLIOM) MUIf _

" |BHOBB IOPUHATRIX anTedHRIX
paboTHMKOB MHCTPYKTaX o
CIIEAYIOIIHMM BOIpOCAM:

IopmyHkT «a»
cobmonenue TpeOOBaHMi| myHKTa 6
12.1. |BeTepuHapHOro  3aKOHOZATENLCTBA ITpaBun
Poccuiickoii Penepanun? alTeYHOoM
NPaKTHKH

cobionenue Tpe6oBanmii | TIoqmyHKT «ax»
3aKOHOJAaTEeIbCTBA Poccwuiickoit| myHkTa 6
12.2. | ®enepanun o6 obpaieHun Ipasun
JeKapCTBEHHBIX CPEACTB, BKIIOYas| anTedHol
Tpe6OBaHUs K PO3HHYHOM TOPIOBIE| NPaKTHKH




JIeKapCTBEHHBIMH IpenapaTramu?

OpeNOCTaBlICHAE [0 TpeGOBaHHIO
norpedurens uHOpMAITHH 0
B3aMMO3aMEHAEMEIX JieKapcTBeHHBIX | [IoAmyHKT «O»
mpenaparaX, HX CTOMMOCTH M| TIIyHKTa 6
12.3. |Hanu4uM, O HOBBIX JEKAPCTBEHHEIX IlpaBun
Ipenaparax, JCKapCTBCHHbIX (opMax| anredHoi
JIEKapCTBEHHBIX IIpenaparoB, | IPaKTHKH
MOKa3aHUAX K HPUMCHCHHUIO
JIEKapCTBEHHBIX NpenapaToB?
IIpeIOCTaBIICHAE JOCTyTIa TToATyHKT «@»
HOTPEOUTENMO TI0 €r0 TPeOOBaHUIO K myHKTa 6
124, b, conpraneies | iy
anTeYHON
TIPHMEHEHUIO JIEKapCTBEHHOTO
0 MPaKTHKH
npenapara?
HampapieHue B PoccembxosHansop
uHpopManmm, HOIY4CHHOH  OT
noTpebHTeNneH, KacaroIeincs
[IPUMCHCHHUSA JIEKapCTBEHHEBIX
IIPENapaToB, & TAKXKE O BHIABICHHBIX
B Ipollecce HMX  IPAMEHEHHA
Mo6OYHERIX ' JeHCTBHSAX, | [TommyHKT «T»
HexXellaTeTbHBIX peakumsx,| MyHKTa 6
12.5. | ceppesnabIx HEXXEIaTeIbHBIX IMpaBun
peakuusx, HETIpEIBUJICHHBIX |  aNTeYHOU
HEXKeJaTeIbHBIX peaKiusx,| NpaKTHKH
HHJMBAAYATBHOH HENEpeHOCHMOCTH,
OTCYTCTBHH 3¢ PEKTHBHOCTH
JIEKapCTBEHHBIX TPEMapaToB, a TaKkkKe
06 MHBIX ¢akTax ¥ 06CTOATENHCTBAX,
IIPEACTARIAIONINX YTPO3y KH3HH HIH
3JI0POBBIO XHBOTHOTO?
Beimenensl 1M B IIOMENMICHHAX,
13, |HCHOIB3yeMBIX cybbexramMu 3
" |PO3HHYHOH TOPrOBIH, 30HBl U (WIH)
KOMHATEI, IPE/{Ha3HAYCHHEIC I
IMoanyHkT «a»
ITyHKTa 8
13.1, | ToprosM JIEKapCTBEHHBIMH I
0 paBuiI
npenaparamu’ o
anTeYHoH
IPaKTUKH
IoxmyskT «6%»
ITyHKTa 8
13 2, | PHeMKH JIEKapCTBEHHBIX TTpasur
npenaparoB? .
anTeYHoH

IPaKTHKH




XpaHeHHus NIeKapCTBEHHBIX
IPENapaToB € HCTEKIIAM CPOKOM
TOJHOCTH, B MOBPEXACHHOM
aKOBKE HEA00OPOKaIECTBEHHBIX,
yu ’ Ao0p ” | TIoamyHKT «B»
¢anscuUIMPOBaHHEIX WM yBKT 8
KOHTpadaKTHRIX JIEKapCTBEHHBIX
13.3. €I1a S)TOB (8 cnyqa?e €CIIH Tlpasu
npKongzmTeneM cybBnexTa (;SHI/I'-IHOf;I anTeHol
py Y P MPaKTHKH
TOProBIM HE MpPHHATO peUIeHHe O
XpaHCHMM TAaKMX JICKAPCTBEHHBIX
[penapaToB B OTACIBEHOM
KOHTelHepe)?
XpaHECHUS OJCKABl PpabOTHHKOB M
p N A p IloamyHKT «>»
XO3SHCTBEHHBIX MaTepHaoB, I 8
HHBCHTaps, MOIONIMX, YHUCTAINIMX M YHKT
13.4. IMpaBun
OEe3NHQHUIMPYIOIMX  CPEACTB  JUIL .
. anTe4Hoi
ybopku u 06paboTkn moMemeHuid u
MPaKTHKH
obopynoBanua?
Honyckaerca m y  cyOmekra )
obpammenus JIeKapCTBEHHBIX CpeAcTB|A63am IepBEIi
JOCTyI norpebuTenei K| IyHKTa9
14. |nekapcTBEHHBIM IpemaparaM TOJHKO ITpaBun
IIpH PO3HHYHOIM TOPTOBJIIE| aANTEYHOM
JICKapCTBEHHBIMH [perapaTamy, | MPaKTHKH
OTITyCKaeMbIMH 6e3 perrenTa?
O6opymoBaHa 1M y cCyOhekTa
obpallieHus JIeKapCTBEHHEBIX CPECTB .
pat P pen A03an BTOpO#t
30Ha JOCTyIla K JIEKapCTBEHHEIM a9
npenapaTam BUTPUHAMH, TIYHKT
15. [MTpasun
CTeJUIaXKaMH, obecnegnBarOMUMH .,
anTeyHOH
BO3MOXHOCTE 0030pa JIEKapCTBEHHBIX
IIPAaKTHKH
IIPENapaToB, pean3yeMBIX
CyOBEKTOM PO3HUTHOM TOProBIH?
Pasmemarorcs 1y cyOmekTa
obpallicHHs JIEKapCTBEHHLIX CPEJCTB
JIEKapCTBEHHBIE Ipenaparsl,
ormyckaemele Ge3 pementa  Ha| AG3an mepslit
BUTPHHAX (CTelUTaxax) ¢ ydeTroM| ITyHKTa 10
16. |ycmoBuit XpaHeHHS, ITpaBun
TIPEXYCMOTPEHHBIX HHCTPYKIMSAMH II0|  anTeqHOH
BETCPHHAPHOMY IPUMCHEHHIO |  MPAKTUKH
JIEKapCTBEHHBIX NpenapaToB u (W)
HA  YNaKOBKaX  JICKAPCTBEHHBIX
npenaparos?
Pasmemarorcs 1m  ;ekapcTBeHHBIe | A63an Bropoit
17. |nmpenaparsl, OTITyCKaeMEIe mo| myrkra 10
penenry, anTedHbiM pabOTHHKOM B [IpaBun




3aKpBITHIX BUTPHMHAX W CTEKIMHHHIX| aNTEYHOM
mKadax ¢ y9eToM yC/IOBUH XpaHCHHSA,| MPAKTHKH
[peAyCMOTPEHHBIX HHCTPYKIMAMHM 110
BETCPHHAPHOMY OPUMEHCHHUIO
JIEKapCTBEHHBIX INpenapaToB H (WiIH)
Ha  yNakoBKaX  JICKAPCTBEHHBIX
penaparos?
Pazmematorcs MM y  cyObekra
o0pamicHus JIEKAPCTBEHHEIX CPE/ICTB
JIEKapCTBEHHBIE npernaparsl,
OTIIyCKacMBbI€ II0 PENENTy, OTHCILHO Iysxr 11
OT JIEKAPCTBEHHBIX  IIpPeaparoB, I
18. |ormyckaemeix 0e3 pemenTa, C pasui
o anTeYHOU
OTMETKOH ~ «T0  pememty  Ha —
JIEKapCTBCHHBIA npenapar»,
HAHECEHHOH Ha MOJKY WIM mKad, B
KOTOPBIX pa3MemIeHE TaKHe
JIeKapCTBEHHBIE MpenapaThi?
Pasmematorcs 1mH y  cyOBekrta
obpamieHus JieKkapcTBeHHBIX cpenctB| Ilymkr 12
19, |7ICKAPCTBEHHEIC TpENapaTsl, B TOM Hpammv
4KCIIE B 30HE JOCTYIA, OTJACIABHO OT| AalTeYHOM
JApPYTMX  TOBapoB, pealM3yeMBIX | MpPaKTHKH
Cy6beKTOM PO3HMYHOM TOProBau?
Pazmemaercs 1wy  cyObekra
obpaimieHus JeKapcTBeHHRIX cpeacts| Ilymkr 13
20. UHGODMAIMUA O HAMMCHOBAHMH H HpaBI/IJIv
CTOMMOCTH JIEKapCTBEHHOTO |  aNTEYHOM
npenapata 3a €IUHMIy TOBapa Ha| IMPAKTHKH
IIeHHMKe JIEKapCTBEHHOTO IpenapaTa?
OOGecnieyeHO M PYKOBOAMTEIEM
21 cyOBekTa  pPO3HMYHOM  TOPIOBIH 3
" |BeneHHE HA OyMaXKHOM HOCHTEIE KM
B 2JIEKTPOHHOM BHJE:
JOKyMEHTOB, COAEpPXAaIlUX CBEIEHHI
O CIPYKType H KajpOBOM COCTaBe Tox «@»
cyObekTa  pO3ZHMYHONM  TOProBIH, II}’H)KTa 14
21,1, |B¥OYAsL TIPHKASKL H PACIIOPMKCHH, TTpasmn
CBCICHMS O KOJIMWYECTBE IITATHHIX .
GOMHMI, & TAKKE JOIDKHOCTHEIX| oliCiHOM
. ., MPaKTHKH
MHCTPYKIHH ¢  OTMETKO# 00
O3HAKOMJICHHM C HUMU PaGOTHHUKOB?
JOKyMEHTOB, coaeprkammx | IlommysKT «6»
HHGOPMAIHIO o cobmonenun | myHkTa 14
21.2. |cy6beKTOM pO3HHYHOM  TOPrOBIM IIpaBun
TpeboBaHUH 3aKOHOJATEILCTBA|  ANTEYHOM
Poccuiickoii ®Oencpamun IIpH| TpPaKTHKH
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OCYIIECTBJIEHHH TOCYAapCTBEHHOTO
KOHTpPOJIA (nam3opa),
MYHMIMIIAIBHOTO KOHTPOJNA  (aKTHI
IIPOBEPOK  CyOBEKTa  PO3HUIHOM
TOPIOBIM JOIDKHOCTHRIMH JIUIIAMHA
OPraHoB IOCY/IapCTBEHHOTO KOHTPOJIA
(Han3opa), OpraHOB MYHUIMIIAIHEHOTO
KOHTpOIIs)?

IoamynxkT «B»
IyHKTa 14
21.3. | xypHana y4eTa penenton? ITpaBun
anTevYHoM
IIPaKTHKH
VTBEpXICHBI m cyOBeKTOM
PO3HMYHOM TOPrOBIM CTaHAAPTHEIE
oy, |OTepanHOHHEIe MPOTIEIYPHI, N
OIMCHIBAIONIHE TIOPAZIOK

OCYIICCTBIICHHSA M ydeTa CIICAYIOMMX
JeHCTBHIA:

YHKT «
BeIOOpa OpraHH3aIHH, Toan 1 Sa»
21 OCYUIECTBIIAIONIEH IMOCTaBKY H) ABILT
"’ | nekapCcTBEHHBIX IpemaparoB (manee — anfeqﬂoﬁ
TIOCTABIIHUK)?
MPaKTHKH
IoamyskT «6»
29 o |TIPHEMKH JIEKapCTBEHHBIX H) pa;nlls
- rapaToB? .
fpenap anTeYHOH
MPaKTHKH
H3BATUA u3 obpamenus o B
¢dambcupUIIUPOBAHHEIX, A 215
HETOOPOKaYEeCTBCHHBIX, Y
22.3. IIpaBun
KOHTpa(aKTHEIX JIeKapCTBEHHBIX .
anTeYHOM

HpPENapaToB M YHUYTOXKCHHSA TaKHX

mpenapatoB? P
IopmyHKT «I»
27 4. | PACCMOTPEHHS Xano6 ¥ npemoKeHuit l'I) aBml15
" |notpebutenei? P .
anTe4HOU
NPaKTHKH
Ormmucannl M4 y cy6bekTa obpamenus
23, |7EKapCTBEHHEIX CPE/CTB B N
" |cTaHZapTHEIX OIepallHOHHBIX
nponexypax:
23.1.|ydeT faHHBIX TIIpH  BBIIOJHEHHH | [IOAIMYHKT «a»
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CTaHJapTHBIX OIIEPallHOHHBIX | ITyHKTa 16
npoueAyp (BKIOYas COCTaBICHHE IlpaBun
AKTOB, BEICHHUE )XypHAIOB)? anTe4YHon
MIPAKTHKH
IToarmynkT «6»
OCYIIECTBIICHHUE aHamu3a| IIyHKTa 16
23.2. | cTaHAAapTHEIX OIICPAIMOHHBIX ITpaBun
npouenyp? alTeIHoM
MIPAKTHKH
IommyHKT «B»
YCTaHOBJIECHHE IIPHYMH HapymieHWsA| ImMyHKTa 16
23.3. | craHAapTHRIX ONEPAIMOHHBIX IMpaBun
npouenyp? anTeqHon
IIPaKTHKH
O6ecnieurBaeT M CTaHAApTHAA
4. |OUEPaMOHHAS IPOLE/YPa 10 BEIOOpY B
" |mocTaBmIMKa NOpPOBEPKY CyOBEKTOM
PO3HUYHOHA TOPTOBIIH:
HAJIM9HUA y IIOCTABINMKA JIMIICH3HM Ha
OCYILIECTBIIEHHE  (hapMaIleBTHIECKOM
JACATEILHOCTH B cdepe oOpameHus
JIeKapCTBEHHBIX CpeAcTB s | HoamyHkT «a»
BCTEPMHAPHOIO  NPHMEHECHWA  C| IyHkra 17
24.1. |yka3aHHeM BHINOJNHAEMBIX pabor, ITpaBun
OKa3bIBAEMBIX YCIYI WIM JIMICH3HH | aNTeYHOM
Ha IPOHM3BOACTBO JIEKAPCTBEHHBIX | MPAaKTHKH
CpEJCTB JUISL BETCPHHAPHOT'O
IIPUMEHEHUSA C YyKa3aHHUEM IIepedHs
pabor?
COOMIO/ICHUA NOCTABIIMKOM CPOKOB H
YCIOBHH IOCTaBKH JIEKAPCTBEHHBIX
., | HHoxmmyHKT «6»
IPENapaToB, B TOM 9HCIE YCIOBHM rysra 17
24 o, | XPaHCHHS JIEKapCTBEHHBIX TTpasun
[IpEnapaTos, YCTaHOBJICHHBIX N
HHCTPYKIIMSIMM 110 BET€pHUHAPHOMY AMTCHHON
MIPaKTHKH
[IPUMEHEHUIO JICKapCTBEHHBIX
npenaparos?
IlpenycmarpuBaer 1 y cy6bekTa
25, PO3HMYHOH TOPrOBJIM CTaHAAPTHAS _
olepanHoHHasA nporuexypa mo
[IPHEMKE JICKAPCTBCHHBIX IPEIApaToB:
HoamyskT «a»
TPOBEPKY KOIMYECTBA MOCTABNEHHBIX | —Jio o 18
25.1. 0 ITpaBun
JICKapCTBEHHBIX MPENapaToB? .
anTeYHOH

MPAaKTHKH
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IpOBEPKY  HAIMYHA  JOKYMEHTAa,
HNOATBEpXKIaomero  kadectBo | IloamyHKT «6»
6e3omacHOCTh JIEKapCTBEHHOTO | ITyHKTa 18
25.2. |mpenapara, BbI/1aBacMOT0 ITpaBun
IPOM3BOJMUTENIEM  JICKAPCTBEHHOTO |  aNTEYHOM
npenapara, WM KOIHMHM YKa3aHHOTO| IPaKTHKH
JTOKyMeHTa?
IPOBEPKY cooTBeTcTBHA | [IoAMyHKT «B»
JIEKapCTBEHHBIX mpenaparoB| ITyHkTa 18
25.3. |cBemeHHAM, YKa3aHHBIM B IIpaBun
TPAHCIIOPTHEIX M COINPOBOMUTEIBHBIX |  AITEYHOM
IOOKyMeHTax? IIPaKTHKA
HoamyHxT «»
OCYIIECTBIICHAE IPHEMKH 218
JEKapCTBEHHBIX IIPENapaToB JIHIIOM, TYHKT
25.4. IIpaBun
YNOJIHOMOYEHHBIM cyOBeKTOoM o
. anTevyHoU
PO3HMYHOM TOPrOBIIU?
IPaKTHKH
3akmoyaeTcs M IPHEMOYHEIA
KOHTpOIL y CyOBeKTa pO3HHYHOM
26. |TOPrOBIM B IPOBEPKE IMOCTYNAIOLIAX -
JICKapCTBCHHBIX [IPENIAPaTOB ITyTEM
BH3YyalIbHOM OLEHKH:
IMoamyHkT «a»
al9
HaHMCHOBaHUSA %4 KoMMuecTBa| ik
26.1. IMpasun
JIEKapCTBEHHBIX MpENapaToB? o
anTevyHon
MPaKTHKH
TommyHKT «6»
ImyHkTa 19
BHEIIHETO BHJA, IIBETa, 3amaxa (ecim
26.2. ", TIBeTa, ( ITpasun
IIPUMEHUMO)? .
anTevYHoH
NPAKTUKH
IloamynxkT «B»
myHKTa 19
26.3. | IEIOCTHOCTH YIIAKOBKH? ITpaBun
anTe4HoMl
IIPAaKTHKH
COOTBETCTBHSA MapKHPOBKH
, P IommyHkT «»
JIEKapCTBEHHBIX IIpenaparoB yHKTa 19
e60BaHUIM CTaHOBJICHHBIM
26.4.|™P ’ y . IMpaBun
3aKOHOJATEIECTBOM Poccuiickoi .
anTeYHoM
Deneparum 06 obpamenun A
JIEKapCTBEHHBIX CPEACTB? P
26.5.|CPOK2  TONHOCTH  JIeKapCTBEHHIX | ITomyHKT «»
" | mpenaparos? ITyHKTa 19
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IlpaBun
anTeIHOM
MPaKTHKU
HAJTMIHA JIOKYMEHTA,
NOATBEPXKAIOMETO  KauecTBO M | [lofmyHKT «e»
6e3onacHOCTD JIEKapCTBEHHOro| IIyHKTa 19
26.6. | mpenapara, BHIIABACMOTO ITpaBun
IPOHU3BOAMTENEM JIEKapCTBEHHOT'O |  alTEYHOM
openapara, Wid KOIMH YKa3aHHOTO| TpPaKTHKH
JOKyMeHTa?
ITpoxonar mu y cy6rekTa po3HUUHOM
TOPTOBJIM JICKAPCTBEHHBIE TPETIapaThl
27. |mo mojaud B 30HY M (WIH) IIOMEIEHHE, -
IpeAHa3HaYCHHBIE [UIS  TOPTOBJIH
NEeKapCTBEHHBIMH IperapaTaMu:
27.1. | pacnakoBky?
27.2. | paccOpTHPOBKY?
27.3. | ocMoTp?
ITysxr 20
IPOBEPKY KadecTBa JICKAPCTBEHHBIX [TpaBun
27.4. | mpenapaTtoB (mo BHEIIHUM | anTe4dHOlM
npu3HaKaMm)? MPaKTHKH
IIPOBEPKY HANM4IUsA HHPOpMAIMH O
27.5. |nekapcTBEHHBIX  IIpemapaTaX, HX
HOCTABIIAKE ¥ IPOU3BOHUTENE?
OcymectBusiercs T y cyObekTa
oOpallleHust JIEKapCTBEHHEIX CPEICTB
OTIIyCK JIC}(apCTBCHHOI‘O mpemnapara B Mysr 21
IIEPBAYHOM H BTOPUYHOM
28. |(moTpeGuTENILCKOI) YIIaKOBKax, Hpas;mv
MapKHpOBKa KOTOPBIX JIOIDKHA alTCHHOH
MPaKTHKA
COOTBETCTBOBATh TpeOOBaHUAM
cTatbd 46 @enepanbHOro 3aKoHa
Ne 61-03?
3amnpemeHo s y cy6rekra po3augsoit|  [Tyskr 21
79 |TOProBIM  HapymIeHHe MIEpBUYHON Hpasmlv
YIIAaKOBKH JICKapCTBEHHOTO IIpenapara| amnTedHoi
IIPH €ro oTImycke? MPaKTHKA
IlpenocraBusercs ma  cyOBeKTOM
oOpanieHus JIEKapCTBEHHBIX CPEICTB Mysr 21
MHCTPYKLUMSL 1O  BETCPUHAPHOMY j Av—
30. |npuMeHeHHIO JIEKapCTBEHHOTO .
anTeYHoU
Ipenapara HWid €€ KOmMs B Cilydae
.| TIpaKTHKH
HapyLIeHUA BTOPUIHOM

(moTpebuTeNnsCKOit) YIIaKOBKH
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JIEKapCTBEHHOT'O IIpenapara | OTIycKa
JIEKapCTBEHHOTO Ipenapara B
IIEPBHYHOM YIIaKOBKE, €CIIH
KOJIMIECTBO JIEKapCTBECHHOTO
Ipenapara, yKazaHHOe B pelelTe Wik
HeoOxoaumoe moTpeburenmo  (pu
OTITYCKE JIEKapCTBEHHOTO mpemnapara
6e3 perenrTa), MEHBIIE KOJIMYECTBA
JIEKapCTBEHHOTO Ipenapara,
CO/ICpXaMerocss  BO  BTOPHYHOM
(moTpebuTensckoit) yrakoske?

Hndopmupyer M anTevHbIH
paboTHHK pu OTITyCKE
JeKapcTBeHHOro  mpemapata  no| IIyHkr 22
31 npocsbe MOTPeOHTEN O PEKHUME H IMpaBun
JA03aX  IpHeMa  IJICKapCTBEHHOIO| aNTeYHOM
npenapara, YCIOBHSAX  XpaHEHHs,| NPaKTHKH
B3aMMOCHCTBUH c JPYTHUMH
JICKapCTBEHHBIMH IperapaTamMu?
IlpenocraBnser 1u mnpu ormycke| [Tysxr 23
3) |7EKapCTBEHHOTO mpemapata anTeYHbIH ITpaBun
" |paboTHHK WHPOPMALMIO O HAJIMYMH| AaNTCYHOH
JIEKapCTBEHHBIX NpenapaToB? MIPaKTHKH
IlpenocraBnser b1y’ anTeYHbIH
paboTHHK O nNpocsbe moTpebuTeNs
UHpopMaIHIO 0 HaITUIUH Tyskr 23
JICKapCTBEHHBIX [IPETIapaToB,
33. |uMmerommx OJIMHAKOBOE Hpammv
MEX/[yHAPOJHOE  HEIATEHTOBAHHOE| oo o oA
IPaKTHKH
HaUMEHOBAaHKWE, B TOM YHCIE O
HAJIMYUH JIEKapCTBEHHBIX IPENapaToB,
HMeomuUX 6onee HU3KYIO LieHy?
OcymecrBisercs i CyObeKTOM
obpallieHus JIeKapcTBeHHBIX cpencTs| IIyHKT 25
34 |OTHYCK JICKapCTBEHHBIX MpENapaToB Hpam»mw
[0 PELENTy B TCYCHHE YKA3aHHOTO B|  aNTE4HOM
penente CpokKa €ro JEHCTBHA B| IIPaKTHKH
KOJIMIECTBaX, YKa3aHHBIX B penenTe?
ObGecrieuuBaer 1My  cyOBeKTa
PO3HHYHOM TOPrOBIM CTaHAAPTHAS
olepanyuoHHasA npouexypa o
35 |HBPATHIO u3 obpamenus B
" | panpcaduLMpPOBaHHEIX, HeXOGpOKa-
YECTBEHHHIX, KOHTpaGaKTHRIX
JEKapCTBEHHBIX  IIpemapaToB  H
YHHYTOXKCHHUIO TAKUX MPEIApaToB:
35.1. | uperTHdHKAIMIO JIEKapCTBEHHBIX | [TOAMYHKT «a»
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IpenapaToB, He COOTBETCTBYIOMHX | IIyHKTa 26
TpeOOBaHMAM HOPMaTHBHOTO ITpaBun
JOKYMEHTA, B LE/IAX IPENOTBPAINEHHA | aNTeYHOH
HX TIpOJaxu? MPAKTHKH
cobmoncHue TpeboBaHMi npan;m TomyHKT «6»
XpaHCHHUs JIEKApCTBEHHBIX CPEACTB® B 2 26
JacTH XpaHCHMS )

35.2. ITpaBun
¢anscHPUIMPOBaHHEIX, HeH0GpoKa- "
YECTBEHHBIX, KOHTpagaKTHHIX AITCHHOH

o IPaKTHKH
JEKapCTBEHHBIX IIpenaparoB’
cobmofieHMe mopsAnKa AeHCTBHM IO
U3BATHIO U3 obpamenns ¥ | [ToxmyHkT «BY
YHHYTOKEHHUIO IyHKTa 26

35.3. | pamscuduimpoBaHHEIX, IMpaBun
HeZ06poKaYeCTBEHHBIX, anreqHoR
KOHTpaaKTHEIX JICKAPCTBCHHBIX | MPAKTHKH
npenaparos*?

YCTaHOBJICHHME NPHYHH MOCTYILICHHMSI,
XpaHeHHWs W peanusalud cyonpekroM | [loamyHkr «a»
PO3HMYHOM TOProBIM HenoOpoka-| myHKTa 26

35.4. | 9eCTBEHHHIX, KOHTpa()aKTHBIX, IMpaBun
dbanscHbUIMpPOBaHHEIX anTeqHOU
JCKapCTBEHHBIX  MpenapaToB M| IPaKTHKH
NPHHATHE IpeIyNpexkIaomux Mep?

ObecneunBaer 1y cybmexra
PO3HHYHOHX TOPTOBIM = CTaHAAPTHAS
ONEpanuOHHasA npouexypa mo| Ilyskr 27
36. |PaccMOTpeHuio kKanod )3 [IpaBun
" | IpemIoxeHui noTpeOuTene| amre4Hol
pacCMOTpeHME TaKMX Jkano® M| IPaKTHKH
NPEJIOKCHUN, HX aAHAJIN3 ¥ NPUHATHE
10 HUM pEIIeHH?

(bammmas, ¥Ms, 0TIeCTBO (I[PH HATHIHH) JIOJDKHOCTHOTO (MecTo JuIs TOATMCH JOIKHOCTHOTO JIALA, 3aII0HABIIET0

VI8, 3aIOJHUBIIErO IIPOBEPOTHEIA JIHCT) TIPOBEPOYHKIH IHCT)

3 Myskr 19 IlpaBun XpaHEHHs JEKAPCTBEHHBIX CPEACTB JUIA BETCPHHAPHOTO NPHUMECHCHHS, YTBEDXACHHBIX IPHKA30M
Mmucensxosa Poccuu ot 29 moms 2020 r. Ne 426 (3apeructpapoas Murioctom Poccun 29 ok16psa 2020 r., perucTpauroOHHbIH
Ne 60648).

4 TIpaBmia yHMUTONKEHHS H3BATHIX anbcHpHUIMPOBAHAEIX JIEKAPCTBEHHEIX CPEACTB, HEJOGPOKATECTBEHHBX JIEKaPCTBEHHBIX
CPENICTB ¥ KOHTPa$aKTHEIX JIEKAPCTBEHHBIX CPEACTB, YTBEPXK/ICHHEIE IOCTAHOBICHHEM IIpasnrenscrea Poccmiickoit ®enepanun
ot 15 cenra6pa 2020 r. Ne 1447. B COOTBETCTBHM C MYHKTOM 2 HOCTAHOBICHHS TIpasutenscra Poccuiickoit ®enepaiym ot 15
ceHTabps 2020 r. Ne 1447 cpok AelCTBAS TAHHOTO JOKYMEHTA orpanudeH Jio 1 aaBaps 2027 r.




ITpunoxenue Ne 6

K npuka3y OenepanbHOit
CIyXOBI 110 BETEPUHAPHOMY
A (PUTOCAHUTAPHOMY HAI30PY
ot 1 aBrycrta 2025 r. Ne 937

dopma

Mecro ana QR-koaa

IIpoBepO4HBIA THCT
(CIIMCOK KOHTPONBHEIX BOIIPOCOB, OTBETHI Ha KOTOPHIE CBHAETENLCTBYIOT O
COOJIIOIEHUH UITH HeCOOII0AeHHN KOHTPOJIUPYEMEIM JTHIOM 06S3aTeNbHEIX
TpeOoBaHuit), npuMensemelit denepansHOM
ciyx00ii 0 BeTepUHApHOMY H (GUTOCAHUTAPHOMY HAJ30Py
U €€ TePPUTOPHATLHEIMU OPTraHaMH IIPH OCYIIECTBICHHUH (eIepaTEHOIO
TOCY/IapCTBEHHOT0 KOHTpOIA (Han3opa) B chepe oOpameHus
JIEKApPCTBEHHBIX CPEACTB AJI BETEPHHAPHOrO [IPHMEHEHHS B 9aCTH
COOIIOACHHA KOHTPOIUPYEMBIM JIMIIOM 0043aTeNbHBIX TpeGoBaHuit
K IIPUMEHEHHUIO JIEKapPCTBEHHBIX IIPEIIapaToB

®enepanbHbIi TOCYAapCTBEHHBIH KOHTPOIb (HaA30p) B chepe obpamenus
JICKAPCTBEHHBIX CPEACTB Ul BETEPHHAPHOIO IPUMEHEHHS
(wauMeROBanwe BA/A (ENiEPANLEOTO TOCYIapCTBEHHOTO KOHTPOILA (HA/30pa), BKIIOYERHOTO B eJIAHEIE PeecTp BHAOB

(enepasbHOro rocyAapcTBEHHOI0 KOHTPONA (Haa3opa)

(HaAMEHOBAHHAE KORTPOTBHOTO (Ha/I30pHOTO) OpraHa (To/pa3AeneHHs PoccebX03Ha130pa/TepPHTOPHATHHOTO Oprana

Poccenexo3nanzopa)
« » 20 r.
(BHJI KOHTPONBLHOTO (HAA30PHOIO) (Y9eTHEIA HOMEP KOHTPOJILHOIO (#aTa 3an0/IHeHN TPOBEPOUHOTO
MEPOIIPHATHS) (HaA30PHOr0) MEPOTIPUATHA) JmcTa)
1. CD&MPIJII/DI, HMI H  OTYECTBO (l'IpPI HaJII/I‘II/II/I) TpaxXaaHWMHAa HIH

HHAUBU/IyallbHOTO  NPEANPUHHUMATENsS, €ro HICHTH()UKAIMOHHBIA  HOMEp
HaJIOTOILIaTENbIINKA U OCHOBHOM TIOCYJapCTBEHHBIH PETHCTPalMOHHBIA HOMEp
UHIUBAAYAILHOTO IPEANPUHUMATEILA, aipeC PETHCTPALIMU 10 MECTY JKHTEILCTBA
(mpelriBaHMs) TrpakJaHWHA WM  HHIMBUAYAILHOTO  IpEANPHHEMATENM,
HaMCHOBAaHWE IOPDHUAMYECKOrO JIMIA, €ro HACHTH(OHUKAIMOHHBI HOMEP
HaJIOrOIUIaTe/bINKa W OCHOBHOM TI'OCYJApCTBCHHBIH DPErMCTPalMOHHBIA HOMED




IODHOMYECKOTO  JIMIA, aJpeC  IOpHAMYECKOro Jmna (ero  (huiHanos,
IPEJCTaBUTENILCTB, 000COOIEHHBIX CTPYKTYPHBIX MOAPA3AEICHUH), ABISIONMXCS
KOHTPOTHPYEMEIMM ~ JHIjaMd  (falee  —  KOHTPOIHMPYEMOE  JIMIIO):

2. Mecto (MecTa) NMPOBENECHHS KOHTPOIBHOrO (HAI30PHOI0) MEPOIPHATHA C
3all0JIHEHHUEM IIPOBEPOYHOTO JIUCTA:
3.  PexBU3WTHI pEmCHHMA KOHTPOIBHOrO (HaZ30PHOIO) OpraHa O IPOBEICHHU
KOHTPOJIBHOrO (HAaA30pPHOTO) MEPONPHATHS, IOMNMCAHHOIO YIOJIHOMOYCHHBIM
JIOJDKHOCTHBIM JIAIIOM KOHTPOJILHOT'O (Hag30pHOTO) oprasa:

4.  JlomxHOCTh, (paMMIMS M HHUIMATHI JOJDKHOCTHOTO JIMIA KOHTPOJILHOTO
(Han30pHOro) OpraHa, B MOJDKHOCTHEIE OOS3aHHOCTH KOTOPOI'O B COOTBETCTBHH C
HOJ0XXEHHEM O BHJIE€ KOHTPOJIS, JOJDKHOCTHBIM PErjIaMEHTOM MM JIOJDKHOCTHOM
HHCTPYKIIUEH BXOIMT OCYLICCTBICHME IOJHOMOYMM [0 BHJY KOHTDOJS, B TOM
YHCIIC TPOBEJCHHE KOHTPONLHBIX (HAA30PHEIX) MEPONPHATHIA, IPOBOISIIETO
KOHTPOIBHOE (HaJ30PHOE) MEPOIPHUATHE M 3alOIHAIOIIETO IIPOBEPOYHBIA JIHCT:

5.  ChoMCOK KOHTPOIBHBIX BOIPOCOB, OTPKAIOIIHUX COAEPKaHHE 06S3aTEIbHBIX
TpeGOBaHU, OTBETHI Ha KOTOPHIC CBHACTEILCTBYIOT O COONIONCHHH HIH
HECOOIOICHMH KOHTPOJIHUPYEMBIM JIMIIOM 00S3aTENBHEIX TpeOOBaHMit:

OTBeTHI Ha BONPOCHL, OTPAXKAKOMIHE
coiepkanue 00s3aTeIbHBIX
TpeGoBaHmi
PexBU3HTHI
HOPMAaTUBHBIX «IpuMeva-
IIPaBOBEIX aKTOB HHE
C yKa3aHHeM (0bs13a-
KonTponsHEIe BOIpOCEH!, TEJILHO
CTPYKTYPHBIX
Ne OTPAXKAIOLIHE COACPKAHHE o U1
o JHHALL
/I 06s13aTeIBHEIX TPeGOBaHMi ’ «enpy- | SAOHE-
KOTOPBIMH «ga» | «aer» verEMoy| TP
YCTaHOBJICHBI Cirydae
obs3aTeNbHEIe 3aroIHe-
Tpe6GoBaHHUA Hus
rpadsl
«HeTpu-
MEHHMOY)
1. 2. 3. 4. 5. 6. 7.
Cobmomaercs i | Ilysxr 4 gactu 4
KOHTPOJMPYEMBIM JIMIIOM 3aImpeT crateu 10
1 Ha Hcmons3oBaHue | DenepalbHOro
' dapmaneBTHICCKHX CyGCTaHIMHK 3aKOHa OT
IIPH DPa3BEJICHUH, BLIPAIIMBaHHH 30 nexabps
M COJICP)KAaHUM KHBOTHBIX? 2020 r.




Ne 492-®3 «O
6uoorndeckoi
0€30I1aCHOCTH B

Poccuiickoit
Deaepanumn»
(manee —

DenepanbHbIH

3aKOH Ne 492-

®3)

Cobnromaercs I
KOHTPOJIMPYEMBIM JIMIIOM 3ampeT
Ha NpUMCHEHHE JIeKapCTBEHHEBIX
[IpenapaToB, TPEJHA3HAYCHHBIX
JUIA JIe4eHHA WHQEKIHOHHBIX H
MapasuTapHBIX Gonesneit
XUBOTHBIX, BBI3BIBAEMBIX
IIaTOTCHHEIMH

MHKpPOOpPTaHH3MaMH H YCJIOBHO-
IIaTOr¢HHBIMHA

Ilynkr S qactu 4
crateu 10
QenepanbHOTO
3aKOHa
Ne 492-@3

MHKpPOOPraHHu3MaMH, 6e3
KIMHAYECKOTO  IOJTBEPKACHHS
Iyarnosa?

Cob6monaercsa b))%

KOHTPOJIMPYEMBIM JIHIIOM 3allpeT
Ha MpPOJOIDKEHHE IpPAMEHEHHA
JIEKapCTBEHHBIX TIIpenapaToB,
IpeHAa3HAYCHHBIX UL JIEYCHHs

Ilyskr 5 9actu 4

HH(EKIMOHHBIX U Napa3sHUTapHEIX cratsu 10
Gonesneit XKHBOTHBIX, | DeneparsHOTO
BBI3BIBAEMBIX IaTOTCHHBIMHA 3aKOHa
MHUKPOOPraHM3MaMHi H YCJIOBHO- Ne 492-@3
NIaTOT€HHEIMH

MHKpOOpTraHW3MaMH, 110)1

OTCYTCTBHH apdexTuBHOCTH

neqdeHun?

BBogmTCs M KOHTpOJIMpYEMBIM

JHIOM OrpaHHICHHE Ha

IIPUMCHECHUE B JICUCOHBIX I[EIISX,

B TOM WYHCIC JIA JICYCHHA
CEIILCKOXO3SHCTBEHHBIX IIyskr 6 gactu 4
JKUBOTHBIX, JIEKapCTBCHHBIX crareu 10
IpenapaTos, TpexHa3HadeHHBX | DenepanbHOro
Ul JIC9E€HUS WH(QPEKIHOHHBIX H 3aKOHa
Napa3ATapHBIX Gonesneit| Ne 492-03
XUBOTHBIX, BBI3BIBAEMBIX

MaTOrCHHBIMHA

MHKPOOPTaHHU3MAMHA W YCIIOBHO-
NaTOTrCHHBIMH




MHUKPOOPTraHM3MaMH,
COIIaCHO YTBEPKACHHOMY
nepegnio!?

IIpamensroTes 171
KOHTPOIHPYEMBIM JTULOM
JEKapCTBEHHBIX [penaparos,

IpeqHa3HaYCHHbIE U JICYeHHA
AHQEKIMOHHBIX M Napa3HTapHEIX
6one3neit KHBOTHBIX,
5. BBI3BIBAEMBIX aTOT¢HHBIMH - - - - -
MHKpPOOPraHH3MaMH M YCJIOBHO-
[IATOTCHHBIMHA
MHUKpOOpraHW3MaMHi Oe3
KIMHAYECKOTO  TIOATBEPIKACHHSA
JMarfosa B Cllydae Ha3zHaYeHUA
JIEKapCTBEHHOTO Mpemnapara:

ToamyHKT «a»
ImyHKTa 1
IpHKa3a

Muncenpxo3a

Poccun ot
6 oxTa6ps
2021 r. Ne 692
«00
YCTaHOBJICHHH
CIIyJaeB, B
KOTOPHIX HE
yCTaHaBIIUBaeTCA
3anpeT Ha
MPUMEHEHHE
JICKapCTBEHHBIX
IperapaTos,
TpeTHa3Ha-
YEHHBIX JUIA
JICIEHUS
HHQEKIHOHHEBIX
M TIapa3uTapHbIX
6onesHeit
JKABOTHEIX,
BEI3BIBAEMBIX

B TOpAAKe?, yTBEPKACHHOM B
COOTBETICTBHM CO craThedl 16.1
5.1. |3akona Poccuiickoit Denepaimu
or 14 mas 1993 r. Ne 4979-1 «O
BETEpUHAPUI»?

! Tlpuxas Muncensxosa Poccun or 18 Hoabps 2021 r. Ne 771 «O6 yrsepxmenmu Ilepedns JICKapCTBEHHBIX IPENapaToB,
NPCAHA3HAYEHHNX /sl JICYCHHS HMHQEKUHOHHRIX H IIapasMTapHeX OGOJe3Hell JXMBOTHEIX, BEI3HIBAGMBIX IIATOTEHHBIMH
MHKDOOPraHH3MaMH H YCIOBHO-IATOT€HHEIMH MHKDOOPT4HM3MAaMM, B OTHONIEHMHM KOTODHIX BBOJMTCSA OTpaHHYEHHE Ha
OpEMeHeHye B Jiede0HEIX IelsX, B TOM JHCIe JUIA JIeGeHAs CelbCKOXO3sCTBeHHBIX KHABOTHRIX) (3aperucTpHpoBaH MHiocToM
Poccun 29 Hos6ps 2021 r., peracTpanmonnsni Ne 66038) (manee — ITpuxas Ne 771). B coorsercTsmu ¢ myHKToM 2 Ipakasa Ne 771
JiaHHEI akT nefictByer fo 1 Mapta 2028 T,

? TIopAnOK HA3HAYEHHA JICKAPCTBOHHEIX TIPENIAPATOB I BETEPHHAPHOTO MPHMEHCHES, YTBEP)KICHHEIH IpHKa3oM Muncensxo3a
Poccuu ot 2 Hoz6pa 2022 r. Ne 776 (3apeructpupoBar MuntoctoM Poccru 30 HosGpa 2022 r., perucTpamuonnEit Ne 71227), ¢
U3MECHEHUAMY, BHECEHHBIMA IPUKa3oM Muncemsxo3a Poccny ot 19 saBaps 2023 r. Ne 31 (sapeructpuposan Mumtoctom Poccuu
3 ¢eBpanst 2023 r., perucTpamonHELt Ne 72246). B COOTBETCTBHH ¢ MyHKTOM 4 mpukasa Muncenmexo3a Poccnn ot 2 mog6ps 2022
1. Ne 776 nannkit akr neiictyer o 1 Mapra 2031 r.




MaTOr€HHBIMU
MHKPOOpraHM3Ma
MH H YCIOBHO-
NIATOr¢HHBIMHU
MHKpO-
OpraHH3MaMH,
6e3
KJIMHUYECKOTO
MOATBEPKACHHS
JMarHo3a, a
TaKKe 3alpeT Ha
IPOJIOJDKEHUE
IIPAMEHEHUSA
TaKuX
IIpENapaToB IpH
OTCYTCTBHM
addexTuBHOCTH
negeHus’ (nanee
— IIpukas Ne 692)
pH NOJTOTOBKE K
5.2. |xupypruyeckoMy
BMEIIATENHCTBY ? TommyskT «a»
myHkTa 1
53 |B Tpomecce  XHPYPIHYECKOro IIpukasa Ne 692
" | BMemaTeNnbCTBa M MOCIIE HEro?
IommynxT «6»
5.4. |mpH NaToONOTHYECKHX pojax? IyHKTa 1
ITpukasa Ne 692
B JIe4eOHO-IpOdUIAKTHIECKOM
J103€¢, YKa3aHHOM B MHCTPYKIIHUAX
II0 BETEPHHAPHOMY IPUMEHEHHUIO
JIEKapCTBEHHBIX IIpEeNapaToB
(manee - HHCTpYKUMH), H C
IPOJIO/DKUTENIFHOCTRIO  JICYEHUS,
HE NIpeBBIIIAIOIIEH
4eTRIPHAATH KaleHJapHBIX
THEH, rpynme XKHUBOTHBIX, | IloAmyHKT «B»
6. KOHTaKTHPYIOIIMX C )KUBOTHBIMH, ImyHkTa 1
GonbHBIME HHGekimonnONH wim | ITpukaza Ne 692
apasuTapHOH 6ome3HbI0
JKHBOTHBIX, BBI3BIBAEMOH
HaTOT€HHBIMH
MHKpPOOpPTaHM3MaMH H YCIOBHO-
NIaTOr'CHHBIMHA
MHKDOOPraHM3MaMH, H  HE
HMEIOIHX KIIMHUYECKHX
IPHU3HAKOB  COOTBETCTBYIOMIEH

? 3aperncrpuposan Mumoctom Poccuu 9 HosGps 2021 r., peracTpammoHHE Ne 65730. B cooTBETCTBHM C IIyHKTOM 3 OpHKa3a
Mrmcemxo3a Poccan or 6 okra6pa 2021 r. Ne 692 nanmstit axr gedicTsyer fo 1 mapta 2028 r.




6one3nu, B LEIAX
IPEAOTBPAMCHUS
pacnpocTpaHeHuA
COOTBETCTBYIOMEH 60Ne3HM nNpH
IpyIIIOBOM COZIEp)KaHHH
JKMBOTHBIX WIM €CIIM LIS yXOja
3a TaKAMH XHBOTHBIMH
HCMOJB3YETCS OJHO M TO XK€
obopynoBaHue a (nm)
HHBEHTaph?

IIpumenstoTes b1
KOHTPOJIHAPYEMBIM JIHIIOM
JEKapCTBEHHBIE MpENapaTl IpH
OTCYTCTBUH 3¢ GeKTUBHOCTH
JeYEHWsT B TEYCHHE CPOKa,
OIpENIENICHHOT0  MHCTPYKIHAMH,
B CICAYIOMMUX CAyJasx:

7.1.

YCTaHOBJICHUE JIMar[aosa,
Tpebytommero 3aMeHEBI
NIPUMCHAEMOrO JIEKapCTBEHHOT'O
npenapara HHBIM
JEKapCTBCHHBIM, penapaTtoM?

IoamyHkT «a»
IIyHKTa 2

IIpuxasa Ne 692

7.2.

BO3HHKHOBCHHEC  YCTOWYIHBOCTH
BO30yIUTEIS 6one3nu K
IPAMEHIEMOMY JIEKapCTBEHHOMY
Ipenapary TIIPH YCIOBHHM €rO
3aMCHBI JIPYTHM JICKAPCTBEHHBIM
[penaparoM, OTCYTCTBHE
YCTOMYHBOCTH BO30yAMTENS
Gone3Hu K KOTOpOMY
THOATBEPKACHO  pe3yNbTaTAMH
71a60paTOpPHEIX UCClIENOBAHUM?

IMommyHKT «O»
ITyHKTa 2
ITpukaza Ne 692

(dbamwmst, HMS, OTYECTBO (IIPH HATMYHH) JOJDKHOCTHOTO

JHI(A, 3aTI0THHBIICTO IIPOBEPOIHEIA JIHCT)

(MGCTO AJIA TOJITMCH ROJDKHOCTHOI'O JTMNA, 3alIOJHHBINETO

TIPOBEPOYHBIH JIMCT)



ITpwnoxenue No 7

K npukasy PenepanbHOM
CIy>kObI IO BETEPUHAPHOMY
A QUTOCAaHHTapHOMY HA30py
ot 1 aBrycra 2025 r. Ne 937

®opmMa

Mecro ama QR-kona

IIpoBepoYHEIi THCT
(CIIHCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETHI HA KOTOPHIE CBHAETEILCTBYIOT O
COOJIIOCHUH UIH HECOOMIOACHUH KOHTPOIUPYEMBIM JIMIIOM 00513aTeNbHBIX
TpeGoBanwuii), mpuMeHsaeMerii enepanbHOi Ciry)60ii 110 BETEpHHAPHOMY H
¢uTocanuTapHOMY Haf30py ¥ €€ TEPPUTOPUAIBHEIMA OPraHAMH IIPH
OCYHIECTBIICHHH (eZIepaTbHOro rocyJapCTBEHHOTO KOHTPOIs (Haa30pa) B chepe
oOpalenus JeKapCTBEHHEIX CPECTB U1 BETEPUHAPHOTO IPUMEHEHHS B YACTH
COOIOZIEHNs] KOHTPOIHUPYEMBIM JIULIOM 00s3aTeILHEIX TpeboBaHMil
K YHHYTOKEHHIO JIEKAPCTBEHHBIX CPEICTB

DenepanbHbIi roCyJapCTBEHHBIH KOHTPOJIB (HaA30p) B cdhepe oOpaienus
JICKapCTBEHHBIX CPECTB IS BETCPHHAPHOIO IPHMEHEHH

(rauMeHoBamvEe BAJA (eNEpATLHOTO rOCYISPCTBEHHOTO KOHTPOIIA (HaI30pa), BRIIOYEHHOTO B €IAHEN PeecTp BHIOB

¢enepanbHOro roCyAapCTBEHHOTO KOHTPOIIA (HAA30Da)

(HanMeHOBaRVE KOHTPOMEHOTO (HAZI30PHOTO) OpraHa (MoApasaeneHns PocceEX030a/130pa/ TepPHTOPHATFHOTO OPraHa

Poccemsxo3nansopa)
« _» 20 r.
(BH KOHTPOJBLHOrO (HAX30PHOIO) (y49eTHsIi HOMEP KOHTPONBHOTO (mara 3anoNHEHHUS NPOBEPOYHOTO
MEPOIPHATHS ) (Haa30pHOrO) MEPOIIPHSTHS) JIMCTa)
1. Qamwius, BMA M OTYeCTBO (UPH HAIMYAM) TPOKAAHMHA HIH

HHIMBUAYaNbHOTO  NPCAUPHHHMATEISA, €r0 HMICHTHQHUKALMOHHEIA  HOMEp
HAJIOrOIUIATEIbIIMKA M OCHOBHOM TIOCYIapCTBEHHBIM PErMCTPALMOHHBEIA HOMED
HUHIMBUAYALHOI'O NPEANPUHAMATENSA, apeC PETHCTPALMK IO MECTY JKHUTEILCTBA
(mpe0biBanus) TrpakJaHWHA WIM  MHAMBUIAYaJLHOTO  IIPEANPHHUMATEIS,
HaUMCHOBAaHME IOPHUAMYCCKOrO JIMIA, €ro HMACHTU(QUKAIMOHHBIA HOMEp
HAJIOromjaTeNbIlliKa W OCHOBHOM IOCYJapCTBEHHBIM PETHCTPAI[MOHHEIH HOMEp
IOpHTMYECKOTO  JIMIlA,  aJpec  IOPHIMYECKOro Jmmna (ero  ¢uinanos,
IPECTaBUTENLCTB, 000COONEHHBIX CTPYKTYPHBIX HOAPA3/IENCHHMI), SBISIONMXCS
KOHTPOIHPYEMBIMH IMIamMu (mamee - KOHTPOJIHMpPYEMOE TIULO):




2.  Mecro (MecTa) MpOBEICHHUSA KOHTPOIBHOTO (HAJ30PHOTO) MEPOIPHUSATHS C
3all0JTHEHHEM NPOBEPOYHOTO JIUCTA!
3.  PexBH3MUTH pelIeHHs KOHTPOJBHOTO (HaJ30pPHOI0) OpraHa O IPOBEINCHHH
KOHTPOJNBHOTO (HaA30pHOT0) MEPOIPHUATHA, IIOJIMCAHHOIO YIIOJHOMOYEHHBIM
JNOJDKHOCTHBIM JUIIOM KOHTPOJIBHOT'O (Hag30pHOTIO) opraHa:

4.  JlomxHOCTb, GaMWIMS M HWHHITHAIBI JODKHOCTHOTO JIMIA KOHTPOJBHOI'O
(Ham30pHOrO) OpraHa, B JOJDKHOCTHEIC OOS3aHHOCTH KOTOPOIO B COOTBETCTBMH C
MOJIOXXCHHUEM O BHUJE KOHTPOJI, JODKHOCTHBIM PErIaMEHTOM HIH JOJDKHOCTHOM
HHCTPYKIMEH BXOIUT OCYIICCTBICHHE NONHOMOYMI MO BHAY KOHTPOJIA, B TOM
9HCII€ IPOBEJACHHE KOHTPOIBHBIX (HAA30PHBIX) MEPOIPUATHIA, IPOBOMAAIIEIO
KOHTPOJILHOE (HAJ30pPHOE) MEPONPHUATHE U 3aMONHAIOLIETO MPOBEPOYHEIN JIHCT:

5.  ChomMcox KOHTPOJBLHBIX BOIIPOCOB, OTPAXKAIOIHUX COJAEPKAHHE 003aTENbHBIX
TpeOoBaHMIi, OTBETHl Ha KOTOPHIE CBHACTEILCTBYIOT O COOIIONCHHH WIH
HECOOII0 A€ HUH KOHTPOJIHPYEMBIM JIUIIOM 00S3aTeIbHBIX TPeGOBaHHIH:

OTBeTHI Ha BOIPOCHI,
OTpaXKalOLIHEe COAEPKAHUE
06s3aTeILHEIX TpeGOBAHHIT
PexBu3uTHI
HOPMAaTHBHBIX «mpuMeYa-
IIPaBOBBIX aKTOB HHE»
C yKa3aHHEM (0bs3a-
KoHTpobHEIE BONPOCHL, TEIBHO
No CTPYKTYPHBIX
° OTpakalomuye COJepIKaHue s
n/m 06s3aTeIBHEIX TpeGOBaHMIA CAHHAL, «Henpp-| S2OIHE-
KOTOPRIMH «Iay | «HeT» Memldlnpm)x HHSA B
YCTaHOBJICHEI clrydae
obs3aTensHbIE 3aroHe-
TpeGoBaHMs HyA
rpads
«HEenpH-
MCHHUMO»)
1. 2. 3. 4. 5. 6. 7.
Yacts 1 craTbn
59
®depepanbHOro
IIpoBoguTcs 1M KOHTPOIHPYEMBIM 3aKOHa OT
1 JMIIOM M3BATHE W3 oOpameHus 12 anmpens
" | danbcudUIHPOBAHHEIX 2010 1. Ne 61-03
JICKapCTBEHHBIX CPEACTB? «O6 obpanieHnn
JIEKapCTBEHHBIX
cpencTB» (mHanee
— @enepanbHbIT




3akoH Ne 61-D3)

IIpoBoguTCS MM KOHTPOIMPYEMEIM

JIATIOM yanuroxxeHue | Yacts 1 craten
2 GanbcubUIUPOBaHHEIX 59
) JICKapCTBEHHBIX CPEACTB B mopszke,| DexepanbHoro
yctaHoBlneHHOM  IlpaBurenscrBoM | 3akoHa Ne 61-D3
Poccuiickoit Oenepamun'?
VYHUYTONKAIOTCA JIH JICKAPCTBEHHBIC
CpelicTBa Ha OCHOBAaHHM pEIICHHUS
pen P Yacts 1 cTaten
BIIAJICNbIIa JIEKAPCTBEHHBIX CPEJCTB, 59
3. eUICHUA COOTBETCTB €ro
; OJIHOMOYCHHOro  (ene an(;n;oro @eneparsHoro
yn SHED 3akoHa Ne 61-®3
OpraHa UCTIOIHUTEIbHOMR BIIACTH HIH
pemenus cya?
IIpoBomUTCS JIH KOHTPOJIUPYEMBIM
p TPOIIPY YacTs 2 cTaThH
JHLOM U3BATHE KOHTpaaKTHBIX 59
4. JICKapCTBEHHBIX CTB U3
6 o 7 yan};Tenxc He 1O DenepansHoro
00paICHIA OXeH 01 sakona Ne 61-®3
pewenuro cyaa?
Bosmemalorcs g BIagensnem
JEKaPCTBEHHBIX CPEACTB pacxonsl,| YacTh 3 cTaThu
CBSI3aHHEIE c YHUYTOXCHUEM 59
5 KOHTpadaKTHRIX JeKkapcTBeHHBIX | DepepansHOro
) CPEICTB, He0OpOKaYecTBEHHEIX | 3aK0Ha Ne 61-D3,
JIEKapCTBEHHBIX cpeacTB, | myHKT 9 [IpaBun
banscupUIMpPOBaHHBIX YHUYTOXEHUA
JIEKapCTBEHHBIX CPEACTB?
[Tpencrasnser JH BIaaeser
JICKaAPCTBECHHBIX CPEnCTB B
YIOTHOMOYEHHBIH denepanbueli| YacTh 4 cTaThH
6 opral  HCHONHHUTCIFHOM  BJIACTH 59
" |#oxyMeHT (kom0 JOKyMeHTa),| PeaepampHOro
TIOXTBEPIKJAIOIIHIA daxr | 3akona Ne 61-03
YHUYTOXEHHSA JIeKapCTBEHHBIX
cpeacTs?
IIpousBogUTCS M  YHHYTOXKEHHE
7.  |IeKapCTBEHHBIX CpeICTB - - —
OpraHU3aIUAMH:
HAMEIOMUMHI JIHIICH3HIO H2| UYgacth 6 CTaThH
71, |OCYIIECTBIEHHE JIEATENBHOCTH IO 59
T | cbo AQHCIIO OBaHMIO
6 Py, P PP ’| DeaepanrbHOTO
obpabotke, YTHIH3ALHH, :

! Mlpasuna yEuaTONEHHS MIBATHIX (anscaGUIMPOBAHNEX JeKAPCTBEHHEIX CPEACTB, HeNOOPOKAYECTBEHHEX NEKAPCTBEHHBIX
CPEZCTB ¥ KOHTpa()aKTHEIX JTEKAPCTBEHHBKIX CPEICTB, YTBEPA/ICHHEIE TIOCTAHOBICHAEM IIpasmrenscrsa Poccuiickoii Menepamuu
ot 15 cenra6ps 2020 r. Ne 1447 (manee — Ipaswia yruaroxkenns). B cooTsercrsnm ¢ TIYHKTOM 2 nocTaHOBAeHUA IIpaBHTeNLCTBa

Poccnticko#t ®enepamam oT 15 centabpa 2020 r. Ne 1447 nanmeii axt Aeficrayer fo 1 suBapsg 2027 r.




06e3BpeXXUBaHHUIO, pa3MENECHHIO
otxonoB I — IV xiaccoB onacHocTH?

3akoHa Ne 61-@3,
nysKT 8 IIpaBun
YHUYTOXKCHUSA

7.2.

Ha CHCHHAIBHO OOOPYAOBaHHBIX
IJIOINAaKaXx, MOJMHTOHaX?

7.3.

B  COEIMATbHO  00OpYZOBaHHBIX
OOMEIIEHHAX C€  COOMoaeHHeM
TpeOoBaHMH B 00nacTH OXpaHbI
OKpYXaromei cpeasi?

Yacts 6 cTaThu
59
DenepaabHOro
3akoHa Ne 61-@3

OcymecTtBiser "
danscuuIEpoBaHHBIX
JICKapCTBEHHBIX CpeACTB H (WIH)
HEeZ0OPOKaYeCTBEHHBIX
JEKapCTBEHHBIX  CPEJCTB pH
BEIHECCHUH YTIOJTHOMOYCHHBIM
OpPraHOM peEIIeHHA 00 M3IBATHH U
YHHYTOXKECHUH TAKHX JIEKAPCTBEHHBIX
CPEACTB CIeAyIOmue AeHCTBHA:

BIIaaciicn

8.1.

U3BATHE TAKUX  JIEKapPCTBEHHBIX
cpenacTB u3 obpameHus?

8.2.

H30IMPDOBAaHHE W
JIEKapCTBEHHBIX
CIeHaILHO
moMeIeHn! (30He)?

pa3MeieHue
CpencTB B
BBIJICIICHHOM

8.3.

coobmenne 0 HECOrJIacCHH
YIOITHOMOYEHHOMY oprany B
Tedenne 30 aHEH co JHA BEIHECEHHS
peImeHus yIOITHOMOYEHHOTO OpraHa
06 H3BATHM H  YHHYTOXXCHHH
danscupuEpoBaHHBIX
JEKapCTBEHHBIX CPEICTB H  (WIH)
HeJI0OpOKadeCTBEHHBIX
JICKapCTBEHHBIX CPEICTB B CIydae
HECOIIacus c yKa3aHHEIM
pemenuem?

8.4.

YHUYTOXEHHE H3BATHIX
JICKapCTBEHHBIX CPEJCTB B TEYEHHUE 6
MECANEB CO  JOHA  BHIHECEHHSA
pemeHus?

Ilynxr 5 TIpaBun
YHUYTOXKESHHUS

YHUYTOKAET M

HeZ0OpOKa4eCTBEHHEIX
JICKapCTBEHHBIX CPEICTB,
OPUHABIINHA pelieHue 06 X U3BIATHH
H YHHYITOXCHUH, yKa3aHHbIC

BJIAZIEIIEL]

Ilynxr 10
ITpaBun
YHUYTOMKECHHU




JICKapCTBEHHbIE  cpeicTBa  (TpH
HIMYMH Yy HEro JIMIECH3WH Ha
YHUYTOXEHUE)?

Iepenaer m BIIaIeNel]

He/I00pOKa4eCTBEHHAIX

JIEKapCTBEHHBIX CpeACTB,

MPHHABINHA PEIICHHE 00 UX U3BATAN ITyskr 10
10. |M  yHHYTOXEHHM, OpraHH3aLUH, IIpaBun

OCYTIECTBIISIONMCH YHHYTOXCHHE | YHUYTOXCHHA

JIEKapCTBEHHBIX CPEACTB, Ha

OCHOBaHHH COOTBETCTBYIOLIETO

JoroBopa?

OcymectBnser m BIajelen

HEeA00OPOKaIEeCTBEHHAIX

JIeKapCTBEHHBIX CpPEACTB,

IPHHABIIMHA pemICHHE 00 UX U3BATHH Iysxt 10
11. (m BEIBO3E, . BHIBO3 IIpaBun

HeJJ0OOpOKadeCTBEHHBIX YHUYTOXKCHUSA

JIEKapCTBEHHBIX CPEICTB B IIONHOM

obreme ¢ Teppuropum Poccuiickoii

Denepanuu?

Ilepenaer m BIIazieNnen

damscuUIUpoBaHHBIX

JIEKapCTBEHHBIX CpeACTB,

[IPUHABIIMA PENICHHE 00 UX U3BATHH Tysxr 11
12 |® YHHYTOXXCHUH, yKa3aHHBIE Tpasan

JICKapCTBEHHBIE cpencTBa

.| yHM9TOXECHHS

OpraHM3aIH, OCYIIECTBIIAIOMEH

YHHYTOXEHHE JICKapCTBEHHBIX

CPEICTB, Ha OCHOBaHHHU

COOTBETCTBYIOIIETO ZIOTOBOpa?

OcymecTrisier M BJaJielNel]

danscnuIMpoBaHHBIX

JIEKapCTBEHHBIX CpEACTB, Ilynxr 11
13. |nDpuHABIIHIA penieHue 00 UX M3BATHH ITpaBun

H BHBO3€, MX BBIBO3 B IIOJHOM| YHHYTOXKEHHS

obbeme c TeppuTopun PoccHiicKoi

Denepanym?

CocraBiser bi974 BJIAJEIIER

HeI0OpOKaYeCTBEHHEIX

JIEKapCTBEHHBIX CpeAcTB 170)1

opraHusanus, OCYIICCTBILAIOMAs
14. |yHudTOXEHHE JIEKapCTBEHHBIX -

CPEACTB, aKT 00 YHHYTOXKECHHH

¢$anbcHPUIMPOBAHHBIX

JICKapCTBCHHBIX CPEICTB, W (WIIH)
HeoOpOKa9eCTBEHHBIX




JEKapCTBEHHBIX CPEACTB, W (WIM)
KOHTpa(aKTHEIX JEKapCTBEHHBIX
cpeactB  (manee — akr 00
YHHUYTOXXCHUH JIEKapCTBEHHBIX
CpPEICTB), B KOTOPOM YKa3BIBAFOTCS:

14.1.

Jara ¥ MECTO  YHHYTOXCHHUS
JICKapCTBEHHBIX CPEICTB?

14.2.

damumug, wWMsA, oOTUecTBO (IIpH
HaJIM9UH) IMna (),
NPHHUMABIIIECTO (IpYHMMaBIIHX)
yJacTHe B YHUYTOXKEHUH
JEKapCTBEHHBIX  CPEACTB, MECTO
pabOTHL U JOJDKHOCTD?

14.3.

o6ocHOBaHKE YHHYTOXKEHUS
JIEKapCTBEHHBIX CPEeACTB?

14.4.

CBEZICHHMA 06 YHHYTOXXEHHBIX
JIEKapCTBCHHBIX CpeacTBax
(HauMeHOBaHME, JIeKapCTBEHHAA
dopma,  [TO3HPOBKA,  EAMHMIEI
H3MEPEHUA, CEPHS) H UX KOJIHMYECTBE,
a TaKKe 0 Tape WIHM YIaKOBKe?

14.5.

HaUMECHOBAHHUE TIPOU3BOJIUTENS
JICKapCTBEHHBIX CPEACTR?

14.6.

CBEACHHA \ BIIazieNble
JIEKapCTBEHHBIX CPEACTB?

14.7.

cnocob YHMYTOXKCHUA
JIEKapCTBEHHBIX CPEJICTB?

Ilynxr 12
IIpaBun
YHMYTOXCHHUSA

15.

CocraBiger m BIazelnel]
He10OPOKaIEeCTBECHHBIX
JIEKapCTBEHHBIX  CPEACTB WU
opraHu3anys, OCYMIECTBIISIOMAs
YHUYTOXKCHHE JIEKapCTBEHHBIX
CPeACTB, aKT 00 YHHYTOXKEHHH
JIEKapCTBEHHBIX CpPEACTB B A€HL
YHHYITOXEHUSA
¢damscubUIEpPOBaHHEIX
JCKapCTBEHHBIX CPEJCTB, ¥ (WIIH)
He00pOKaYeCTBEHHBIX
JICKapCTBCHHBIX CPEJCTB, W (WIIH)
KOHTpa(aKTHEIX JIEKapCTBEHHBIX
cpeacts?

ITynkr 13
IIpaBun
YHUYTOXKCHAA

16.

IlojuckIBaeTCA JM aKT BCEMH
JHMIIaMH, IIPUHYMABIIMMHU yJacTHE B
YHUITOXCHUH YKa3aHHBIX

Iynxt 13
IIpaBmn
YHHYTOXCHHUSA




JIEKapCTBEHHBIX CpencTB, HIH
BIIAJENbIEM HEAOOPOKaIECTBEHHBIX
JIEKapCTBEHHBIX CPEICTB?

17.

3aBepsAceTCs JH  aKT  [E€YaThio
OpraHU3alvH, OCYILICCTBUBINEH
YHUYTOXKEHUE JeKapCTBEHHBIX
CPEICTB, WM BIIQJICTBIEM
JIEKapCTBEHHBIX CPEACTB, B CIydae
YHUYTOXKCHHS MM JICKAPCTBEHHBIX
cpencts?

Ilynkr 13
IlpaBun
YHHYTOXXEHHUS

18.

IIpencraBnsercs byt
KOHTPOJIMPYEMBIM JIMI[OM KOIHSA aKTa
00 yHMYTOXEHHHM JIEKAPCTBEHHBIX
CPEIICTB, 3aBCpEHHAS B
YCTaHOBJIEHHOM IMOpSAAKE, B TEUECHHE
5 paboumx mgHCH Cco AHA €ro
COCTaBJIEHHSI WJIH B TEYCHHE 5
pabogux THEH CO JHA €ro TONydCHUS
BIIaAEbIIEM YHUYTOXXEHHBIX
JIEKapCTBEHHBIX CPEACTB B
YIOOITHOMOYEHHBIH opraH c
HCTIOIb30BaHUEM 3NEKTPOHHBIX
CPEACTB CBA3H?

ITynxr 14
IIpaBun
YHHUTOXCHHUA

19.

HampaBnsier 1mm  opraHu3zamms,
OCYIIIECTBIISIOMAS YHHYTOXKCHHE
JIEKapCTBEHHBIX CPEICTB, B CIIydae,
ecH YHHITOXCHHE
¢damscuuIpOBaHHEIX
JICKaPCTBEHHBIX CPEACTB, M (MIIK)
HeZoO6poKadecTBEHHBIX
JICKapCTBEHHBIX CPEACTB, W (WIH)
KOHTpadaKTHRIX JIEKapCTBEHHBIX
CpeJCTB OCYIIECTBIIANA aTa
OpraHu3aLusg B OTCYTCTBHE
BIIAJICIBIIA YHUYTOXKECHHBIX
JIEKapCTBEHHBIX CpeICTB, akT o0
YHHYTOXXCHHUH JIEKapCTBEHHBIX
CPEICTB MITH €70 KOIUIO, 3aBEPEHHYIO
B  YCTaHOBIICHHOM TIOpsJKE, B
TedeHue 5 pabouux aHei co XHA ero
COCTaBJICHAA yKa3aHHOMY BIIAJICIIBITY
C HCHONB30BaHWEM 3JIEKTPOHHBIX
CPEACTB CBA3H?

Ilynkr 14
ITpaBun
YHHUYTOXKECHH

(dbamymmst, ©MA, OTHECTBO (IPH HATMYHH) JODKHOCTHOTO

JIMNA, 3al0NHUBOIETO OPOBEPOTHEL JIACT)

(MeCTO AJA DORIMMUCHA JOJDKHOCTHOTI'O JIMIA, 3aII0JIRMBILIETO

IIPOBEPOIHEIHA JIACT)




ITpunoxenue Ne 8

K nmpHka3y deaepaibHOM
CIIyXOBI 110 BETEpUHAPHOMY
A GUTOCAaHUTAPHOMY HAII30PY
or 1 aBrycra 2025 r. Ne 937

®opmMma

Mecto mna QR-kona

IIpoBEpOYHEIH JTUCT
(CIMCOK KOHTPOJBHBIX BOIPOCOB, OTBETH HA KOTOPEIE CBHIAETEILCTBYIOT O
CO0MI0OICHUY UM HECOOIIOIEHHU KOHTPOIHPYEMEIM JTUIIOM 06S3aTEIbHEIX
TpeOoBaHHit), mpuMeHseMbIi OenepanbHoi cayx60if 10 BETepUHAPHOMY H
¢uTOCaHMTApHOMY Ha/J30py H €€ TepPUTOPHUAIBHEIMA OPraHaAMH IIpH
OCYIIECTBJICHHH (eaepanbHOT0 TOCYJapCTBEHHOTO KOHTPOIs (Haa30pa) B cdepe
oOpanieHns JeKapCTBEHHEIX CPE/ICTB JUIA BETEPUHAPHOTO MPUMEHEHUS B YaCTH .
coOIII0ZIeHHs] KOHTPOJIHUPYEMBIM JIHLIOM 00S3aTeNLHEIX TpeboBaHMit
IIPH OCYINECTBICHUH (apMalleBTUIECKOM HeATEeNbHOCTH

DenepanbHbIN rOCYAapCTBEHHBIH KOHTPOJB (Haa30p) B chepe obpalneHus

JICKAPCTBCHHBIX CPCACTB AJIA BCTCPHUHAPHOI'O IIPUMCHCHHA
(vauMeHOBaHue BHAR QeEPATEHOTO TOCYAAPCTBEHHOTO KOHTPOIA (HaZ30pa), BKIIOYEHHOTO B WAL PeecTp BAOB

{eaepansHOro rocyfapCTBEHHOIO KOHTPOS (Haazopa)

(HauMeHOBaHHKe KORTPOILHOTO (HAT30PHOTO) OpraHa (moapas/esnenys PoccesXx03Haa30pa/TepPHTOPHATEHOTO OpraHa

Poccemsxo3aaa30pa)
«_» 20 r.
(BHA KOHTPOJIBHOI'O (HAA30PHOrO) (Y4eTHEL HOMEP KOHTPOJIBHOTO (naTa 3amoIHeH!s: MPOBEPOYHOTO
MEPONPHATAA) (Haq30pHOro) MEpOIpPUSITHA) JIMcTa)
1. (I)aMI/IIlH}I, HMJI H OTYCCTBO (IIpPI HaJII/I‘II/II/I) TpaXxXJaHrMHa  HWIH

HMHIVBUIYAIFHOTO  IPCAUPHHHMATENSA, €ro  HMICHTHOUKALMOHHBIA  HOMEP
HaJIOTOILIATENbIIMKA M OCHOBHOM TIOCYJapCTBEHHBIH DPETHCTPALMOHHBIH HOMEp
HHIUBHIYAIFHOTO MPEAIPHHAMATENS, aApEC PETHCTPALMHU 110 MECTY JKHTEIbCTBA
(mpeOmiBanms) TIpakJaHHHA WIM  HWHIMBUAYANLHOTO  OPEANPHHMMATENS,
HaUMCHOBAaHWE IOPUAMYECKOrO JIMIA, €ro HACHTU(PUKAMMOHHEIA HOMEp
HAJIOTOIUIATENbIIAKAa ¥ OCHOBHOM TIOCYAapCTBEHHBIH DPErMCTPAI[MOHHEIN HOMED
IODHIMYECKOTO  JIMIIA, aJpeC  IOpHUAMYECKOro Jmna (ero  (uiHanos,
NPE/ICTABUTENLCTB, 000COOIEHHBIX CTPYKTYPHBIX IOAPA3AEICHHI), SBISIOMMXCS

KOHTPOJIMPYCMBIMH JIMIIAMU.




2

2. Mecro (MecTa) MpOBENCHHS KOHTPONBHOTO (HAJ30PHOT0) MEPOIPUATHS C
3aIlOJIHEHUEM ITPOBEPOYHOTO JIKCTA!
3.  PexBH3WTEI PEMICHHS KOHTPOJNHHOTO (HAJ30PHOrO) OpPraHa O IPOBEICHHH
KOHTPOJILHOTO (HaJ30pHOTO) MEPOIPHUSTHS, MOJIMCAHHOIO YHNOJIHOMOYEHHBIM
IOOJDKHOCTHBIM JHMIIOM KOHTPOIILHOTO (Hag30pHOTO) oprasa:

4.  JlomxHOCTh, GaMWINs M HMHUIMATHl JOJDKHOCTHOIO JHIA KOHTPOJBHOTO
(Haa30pHOrO) Oprana, B JOJDKHOCTHEIC 00S3aHHOCTH KOTOPOTO B COOTBETCTBHH C
HOJIOKEHHEM O BHAE KOHTPOJIA, JOJDKHOCTHBEIM PErJIAMEHTOM WM AOJKHOCTHOM
MHCTPYKIIHEH BXOAMT OCYIICCTBICHME IOJHOMOYHM 10 BHAY KOHTPOJS, B TOM
YHCI€ TPOBEJACHHE KOHTPOJBHBIX (HAA30PHBIX) MEPONPHSATHI, POBOSIIIETO
KOHTPOJILHOE (HaJ30PHOE) MEPOIPUATHE M 3AlOHAIOLIETO IPOBEPOYHEIN JIHCT:

5. CHHCOK KOHTPOJIBHBIX BOIPOCOB, OTPKAIOMIUX COAEPKAHUE 00sI3aTeNbHBIX
TpeOOBaHMM, OTBETHI Ha KOTOPHIE CBHACTEILCTBYIOT O COOIIONCHHM WIH
HECOOJIOICHHH KOHTPOJIHPYEMBIM JIMIIOM 00s3aTeIbHEIX TpeGoBaHMi:

OTBeTHI Ha BOOPOCHI, OTPAKAIOLIKE
coJiepXKaHUE 00A3aTENbHBIX

TpeGoBaHMit
PexBu3HTEHI
HOPMaTHBHEIX «mpume-
HPABOBBIX AKTOB C I3HHE)
yKa3zaHHEM (0bs13a-
KoHTpombHEIE BOIpOCHI, c _— TEIBHO
Ne OTpaXXaloIKe COAEPIKaHUe TPYKTYP G
/o 00s13aTeNbHBIX TpeGoBaHMi S, «aenpn-| 2HOT-
KOTOPHIMH «aa» | «HeT» MCHII;I\?;O» HEHUS B
YCTaHOBJICHEI ciryyae
o0s3aTensHbIe 3aIoJI-
TpeGoBanus HEHMA
rpadur
«HETpH-
MCHHMO))
1. 2. 3. 4, S. 6. 7.
HNmMmeroTcs nu y JMIeH3Mara 1o TTo/myHKTHE <6
MecTy _OCYMECTBIEHUS | o myBKTa 6
(dapMareBTUIECKOH AEATEIBHOCTH TToNOKEHIS O
OpHHA/[UIeKAIME €My Ha TIpaBe D —
1 COOCTBEHHOCTH WJIM HAa HHOM (bapmanesTa- B 3 _ _
3aKOHHOM OCHOBaHHH, eCKOi
IIPEAYCMaTPHBAIOIEM IIPaBo [IeATETbHOCTH,
Bna,zﬁxem M TPaBO TNOJB30BaHHA ¥ VTBEPAICHHOTO
HEOOXOMMEIE 6M~ﬂ BLITIONHCHAS | = ORIICHHEM
3asABIAEMBIX paboT: Tpasurenncrsa
1.1. | momemenus? Poccuiickoit




1.2.|3pasma? ®denepaiyu OT
31 mapra 2022 1.
1.3. | coopyxenus? Ne 5471 (manee —
Ilonoxenue
1.4. | o6opynoBanue? )
COOTBETCTBYIOT JIM Y OpraHH3ALMIA
OIITOBOM TOProBIH
JICKapCTBCHHBIMH CPEJICTBaMH Is
BETEPUHAPHOI'O pPUMEHEHHA
2 (manee — IeKapCTBEHHEBIE CPEACTBA)
" | TpeboBaHMAM CTaThH 54
DepepanpHOro 3akoHa ot 12 ampens
2010 r. Ne 61-®3 «O6 obpamennn ToanysKT «6»
JIEKapCTBEHHBIX CPEACTBY (Aanee — IyHKTa 6
ODenepanpHblii 3aKkoH Ne 61-D3): ) LT
2.1. |momentenns?
2.2.|30anusa?
2.3. | coopyxeHua?
2.4.|o6opynoBanue?
CoOTBETCTBYIOT M Y OpraHH3aLHiA
PO3HUTHO#M TOPrOBIH
JIeKapCTBEHHBIMH npenapaTramMmu
3, |AUl BETEPUHAPHOTO MPUMEHEHNS
" |(namee - JIeKapCTBEHHBIE
npenaparsl) TpeOOBaHHAM CTATHH
i_So o CI);D.ez(epaJIr,Horo 3aKOHA| Y., MYHKT «6»
Sheaiae IYHKTa 6
3.1. |momemenns? Ilonoxenus
3.2. {3manusn?
3.3. | coopyxenna?
3.4.|obopynoBanue?
COOTBETCTBYIOT I y JIMIEH3HATa
TpeboBarmam [IpaBun HayIeKanen
JACTPUOBIOTOPCKOM NPaKTHKY B Tox ©»
4, |Pamxax Espasmuiickoro ) a6
" | 5KOHOMHYECKOT'O COr03a, .
Ionoxxenus
yTBepxKZcHHBIX Pemenuem Cosera
Espasmuiickoit 3KOHOMUYECKOH
KoMuccuu or 3 Hosbps 2016 .

! Cornacro mynxty 3 nocranosnenns Ilpasrrenscrea Poccmiickol Penepamm ot 31 Mapra 2022 1. Ne 547 nanmiii akt aeicTByer
no 1 cenrsbps 2028 r.




4
Ne 80 (mamee - IIpaBmna
JHMCTPHOBLIOTOPCKO# NPaKTHKH):
4.1. | nomemeHns?
4.2.|3nanmua?
4.3. | coopyxeHuA?
4.4. | obopynoBanue?
CoOTBETCTBYIOT I y JIMIl€H3HAaTa
TpeboBaHMsaM IIpaBun xpaneHus
JIEKapCTBEHHBIX  CPEACTB  JyIA
5. |BerepunapHoro IPUMECHCHUS, 3 N 3 3
" | yTBEpXKAECHHBIX IPHKa30M
Muncensxo3a Poccun ot 29 uions
3 -
2020 r. Ne. 426° (nanee — IIpaBuia TIO/MYHKTH «6»
XpaHeHus): U «B» ITyHKTa 6
5.1. |momemneHua? Ionozxenys
5.2. [3nanunA?
5.3.|coopyxeHusn?
5.4.|o6opynoBanne?
CoOTBETCTBYIOT JIM Yy JIHMIEH3HATa
6. |TpeboBaHmAM CTaThbH 56 - - - -
®enepampHOro 3akoHa Ne 61-03:
6.1. noMeneHug? HO}II‘I}'HKT «B»
0 ITyHKTa 6
6.2. |3manusn? 1O —
6.3. | coopyxxeHus?
6.4. | obopynoBanue?
CoOTBETCTBYIOT I Y JIHMIEH3HATa
TpebOBaHUAM IIpaBun
H3TOTOBJICHHS H OTIyCcKa
JICKAPCTBEHHBIX pENapatoB Juis| . T By
- |BeTepuHapHOro IpUMEHEeHUA Hﬂy:ra 6 3 B B B
" |BeTCpUHAPHBEIMH alrTCYHBIMHA le)f({)xcenm
OpraHU3aIUAMH, HMEIOIUMH
JHIECH3UIO Ha (apMaleBTHYCCKYIO
JeATeIbHOCTD, YTBEPXKJICHHBIX
mpuka3oM MuHcemsxo3a Poccun or

2 Berynano s cany s Poccuiickoi Denepamu 6 Mast 2017 r. lannstii akT spiaeTcs obssaTensusm aa Poceriickoit Genepamuu
B cootBeTcTBHH C JloroBopoM 0 EBpasmifckoM 3KOHOMIIECKOM colose ot 29 Mas 2014 r., paradHIHpoBaHHEM DepepansaemM
3aKOHOM 0T 3 OKTAGPA 2014 r. Ne 279-03 «O patrdrxanmn [lorosopa o EBpasuiickoM SKOHOMHATECKOM COI03E» (nanusii Jorosop
BCTynmx B cATy ;uta Poccuiickoit Pepepamyn 1 susaps 2015 1.).

3 3aperncrprposar MumiocTom Poccry 29 oKkTa6ps 2020 ., perucTpanosEEni Ne 60648,




10 anpens 2023 r. Ne 3534 (nanee —
IIpaBuna M3roTOBICHNUA):

7.1.

TOMeIeHus?

7.2.

3nagusa?

7.3.

COOpY>KEHUA?

74.

obopynoBanue?

CoOTBETCTBYIOT JIM y JIMI[EH3HATA
TpeboBanusam [IpaBun Hagexkameit
anTevYHol MPaKTUKH
JIEKapCTBEHHBIX NPENaparoB JyIs
BETEPUHAPHOTO IIPUMEHEHUS,
YTBEPXKICHHBIX IIPHUKA30M
Muncensxo3a Poccuu oT
21 cents6ps 2020 r. Ne 555° (nanee
—IIpaBuna anTeq9HON IMPaKTHKH):

8.1.

OMeEIEeHAs?

8.2.

3MaHuA?

83.

coopyxeHusn?

8.4.

obopyznosanune?

IloamyHkT «B»

IyHKTa 6
Ionoxenns

Cobmonaer m
OCYIIECTRIAIOIIUI OITOBYIO
TOPT'OBIIIO JEKapCTBCHHBIMHA
cpelcTBaMu, TpeOOBaHHA CTATHH 53
DenepansHOro 3akoHa Ne 61-03?

JIMIICH3HAT,

ITommyHKT «1»

IIyHKTa 6
ITonoxenus

10.

Cobmonaer biot
OCYIIECTBIIAFOIIIH OIITOBYIO
TOPT'OBJIIO JICKapCTBEHHBIMH
CpeACTBaMH, TpeGOBaHUA CTATEH 54
®enepanbHOro 3akona Ne 61-03?

JIMIICH3HAT,

IoamysxT «I»

IyHKTa 6
ITonoxenus

11.

Cobmonaer b1’ JIMUCH3HAT,
OCYIIECTBIISAIOMIMA ONITOBYIO
TOPrOBJIIO JIEKapCTBEHHBIMHA
CpeACTBaMH, TpeOOBaHHS CTATHH 58
®enepanbHoro 3akona Ne 61-03?

IoamyHKT «m»
IyHKTa 6
Ionmoxerus

12.

Cobmoaaer ™
OCYIIECTBIIAIOLIUAM
TOPT'OBITIO

JIHIICH3HAT,
OIITOBY1O

IopmyHKT «I»

ITyHKTa 6
Tlonoxenus

JIEKapCTBEHHAIMH

4 3aperucrpuposan Muniocrom Poccnu 1 utons 2023 T., PerHCTpauuOHHBIA Ne 73667. B cooTBeTCTBHM C IMyHKTOM 3 HpHKasa
Muncensxo3a Poccau ot 10 anpeis 2023 r. Ne 353 xaHnsiif akT aeictsyer 10 1 centa6ps 2029 .

5 3apeructpupoear Mumrocrom Poccum 19 oxmifpst 2020 r., pervcTpaioHEE Ne 60453, B cooTBeTCTBEM ¢ IYHKTOM 4 NpHKasa
Muncensxosa Poccrm or 21 cenrsiGps 2020 r. Ne 555 panmsii akr aeficrsyer o 1 Mapra 2027 T.



cpencTeamd, TpeGoBanms I[IpaBun

XpaHeHUs?

Cobmopmaer m JIMIICH3HAT,

OCYIIECTBIAIOIUH omroBylo | IloamyHKT «»
13. |Toprosimo JIEKapCTBCHHBLIMU IyHKTa 6

cpencrBaMH, TpeboBanus IlpaBun| ITomoxenus

JTHUCTPUOBIOTOPCKOM IPaKTHKH?

Cobimomaer M JIMIICH3MAT,

OCYIIECTBIIAIONIHA posuuuHyo | IloAmyHKT «OK»
14. |Topromimio J€KapCTBECHHBIMH ITyHKTa 6

nopenapaTtamu, TpeGoBanus [Ipasun| IlonoxkeHus

anTeYHOMU MPaKTHKK?

Cobmopnaer B0 JIMIICH3HAT,

OCYIUECTBIIAIOIUH posuuunyio | IlommyHKT «K»
15. |Toproeiio JIeKapCTBEHHBIMH IyHKTa 6

npenaparamu, tpeGosanus [Ipaswn| Tlomoxenus

XpaHeHus?

Cobmopnaer B0 JIMIIEH3HAT,

OCYLIECTBIISIOIMH H3roToBNeHME M| IloAmyHKT «3»
16. |oTmyck JIEKapCTBEHHBIX IIyHKTa 6

nopenapaTtoB, TpeGoBanus I[Ipaswn| Ilonoxenus

M3TOTOBJICHHA?

Cobomopaer JTH nunensuar| IloamyHKT «m»
17. | Tpe6oBanms CTaThH 57 ITyHKTa 6

®enepanbHoro 3akoHa Ne 61-03? Iomoxenus

Cobmonaer m JIMIIEH3HAT, TomyssT «x»
18, | OCYIeCTBISION A XpaHeHue a6

JIEKapCTBEHHBIX CPEeICTB, )

Ionoxenust

TpeboBanus [IpaBur xpanenus?

Hmeercss 1 y MHIMBHIAYAIBHOrO

OpEANpAHUMATENA BBICIIEE KM

cpenHee (dapmMareBTHIECKOE

o6pasoBanue, a Take cepruduxar| IIOAMYHKT «M»
19. |cnenmanucra WM OpOMACHHAA IyHKTa 6

aKKpeauTanus crnenuamicra gmbo| Ilomoxxenws

BEICHICE WA cpenHee

BeTepHHapHoe obpa3oBanue, a

TaKOKe CepTUPHUKAT CIICHATHCTA?

Mmeercs m y  JMICH3HMATa

paboTHHK (paboTHHKH),

3aKIIOYMBIIMKA ¢ HUM TpynoBoi| IlogmyHKT «o»
20. | moroBop, MAEATENBPHOCT KOTOPOro ITyHKTa 6

HCNOCPEACTBEHHO  cBszaHa  ¢|  [lonoxkeHus

OOTOBOM TOProBieit

JICKapCTBCHHBIMH CPEJICTBAMH, HX




XpaHeHHeM H (WIM) pO3HHIHOMH

TOProBIEH JICKapCTBCHHBIMH
mpenaparamy, HMX  OTIIYCKOM,
XpaHCHUEM, TIEPEBO3KOi u

H3FOTOBIIEHHEM, MMEIOIIHIA BhICIIIEe
WM cpeaHee (apMaleBTHICCKOE
obpa3oBaHue, a TalOKe CepTHPUKAT
CICHMAINCTA WIM I[PONACHHYIO
aKKpeAUTAIMIO CHEHAICTa U0
BEICIIICE WM cpenaHee
BeTepUHapHOE oOpa3zoBaHME, a
TaKKe cepTUUKAT crienHanrucTa?

[MoBemmatror M y JHICH3HATa
KBaMpuKkanmuio cnemHamucTel ¢ | IloamyHKT «1m»
21. | papManeBTHICCKUM W ITyHKTa 6

BETEpUHApHBIM o0OpazoBanueM He| Ilonoxenus
pexe oJHOro pasa B 5 set?

(bammmas, uMs, OTIECTBO (IIPH HAMINHK) JODKHOCTHOTO (MecTo s MOAIHCH JOIDKHOCTHOTO JIALA, 3aN0HHBINETO

JIMIA, 3aIIOJIHABIICTO IPOBEPOYHBIHA JIUCT) TIPOBEPOYHBIN THCT)




ITpunoxxenue Ne 9

K npukasy QenepanbHoi
CIIy>KOBI 10 BETEPUHAPHOMY
A GUTOCaHUTAPHOMY HAI[30PY
or 1 aBrycra 2025 r. Ne 937

®opma

Mecto ana QR-koxa

IIpoBepoyHSI JIHCT

(CIIHCOK KOHTPOJIBHEIX BOIPOCOB, OTBETH HA KOTOPHIE CBHAETENLCTBYIOT O
COONMIOACHNH HITH HECOOIIOAEHHN KOHTPOIUPYEMEIM JIMIIOM 00S3aTEIbHBIX

TpeboBanuil), npuMeHseMeii OeaepanbHOi Ciyx00i 10 BETEPHHAPHOMY H

(urocanuTapHOMY HAA30pY M €€ TEPPUTOPUAILHEIMA OPraHAMM IIPH
OCYIIECTBIICHHH (e/IEpaILHOrO IOCyJapCTBEHHOTI0 KOHTPOIIS (Haj30pa) B cdepe
0OpaIneHus IEKapCTBEHHBIX CPEJCTB I BETEPHHAPHOTO NPHMEHEHHS B YaCTH
COOIOZIEHHs] KOHTPOJIMPYEMBIM JIUIIOM 00S3aTeILHEIX TpeGoBaHH ik
IIPY OCYIIECTBICHUH ONITOBOM TOPIOBIHY JIEKAPCTBEHHBIMH CPEACTBAMH IS
BETEPHHAPHOI'O IPUMEHEHUSA

®enepainbHbIA TOCYJapCTBEHHBIH KOHTPOJIb (Hax30p) B cepe obpammenys

JICKApCTBCHHBIX CPCACTB JI1 BCTCPHHAPHOI'O IIPHMECHCHH A
(maumenoBanue BHZI2 (eaepaNBEHOro roCyAaPCTBEHHOO KOHTPOI (HAX30pa), BRIIOUEHHOTO B €M PeecTp BHAOB

deneparbHOro roCyAapcTBEEHOTO KOHTPOIA (HAa130pa)

(HauMeHOBaHHE KOHTPOIEHOTO (HaI30PHOTO) OpraHa (Iofpasfeenns PoccelmsX03HaI30pa/ TepPHTOPHAIEHOTO oprana

Poccemsxo3nansopa)
« _» 20 r.
(BEI KOHTPOJBLHOTO (HAX3OPHOIO0) (y9ETHELf HOMEP KOHTPONIBHOTO (nara 3anonHEeHUs IPOBEPOUHOTO
MEDPOIIPHATHS) (Ha30pHOT0) MEPOTIPUATHSI) JICTa)
1. ®amwmsa, uMs u or4ecTBO (P HAIMYMH) TPaXIAHMHA WK

HHAMBHIYaIbHOTO  IPEANPHHUMATENS, €ro  HMICHTH(QHWKAIIMOHHBIA  HOMED
HAJIOrOIUIATENbIIAKA W OCHOBHOM I'OCYJapCTBEHHBIA DPETHCTPAIMOHHEIN HOMED
HHJIMBHUYIbHOTO NPEINPUHUMATENS, a{PEC PETUCTPAIMH N0 MECTY XHUTEILCTBA
(mpebbiBanus) TIpaXNaHWHA WIM  HMHIMBAAYANLHOTO  IpENIPHHHMATEINS,
HaUMEHOBAaHME IOPHIUYECKOTO JIMIA, €ro HICHTUGHKANMOHHEIA  HOMED
HaJIOTONJIATENbIINKA U OCHOBHOM TIOCYJapCTBEHHBIH DPETHCTPAIMOHHEIH HOMEp
IOPUAMYIECCKOrO  JMIA, aJpec  IOpUAHMYECKOro Juna (ero  (UIHajos,
IPE/ICTABUTENBCTB, 060COOIEHHBIX CTPYKTYPHBIX IIOApa3fieleHuii), SBISIOMMXCS




2

KOHTPOJIMPDYEMBEIMH ~ JMIAMM  (#ajlee  —  KOHTPOJMPYEMOE  JIMIIO):

2. Mecto (MecTa) NpoBEAEHHS KOHTPOJBLHOTO (HAX30PHOIO) MEPOIPHATHS C
3aM0JTHCHHUEM MIPOBEPOYHOrO JIUCTA:
3.  PeKBH3HTHI pEIICHHS KOHTPOIBHOTO (HAJ30pPHOTO) OpraHa O IPOBEICHHH
KOHTPOJILHOTO (HaA30PHOTO) MEPOIPHATHA, MOJIHUCAHHOTO YIIOJIHOMOYECHHBIM
JOJDKHOCTHBIM JIMIIOM KOHTPOJILHOT'O (Hag30pHOrO) oprasa:

4.  JIooKHOCTh, (paMMIIMA M HHHIMAIBI JO/DKHOCTHOTO JIMIa KOHTPOJBHOTO
(Han30pHOrO) OpraHa, B JOJDKHOCTHEIC OOS3aHHOCTH KOTOPOI'O B COOTBETCTBHMH C
IIOJIOXKCHHECM O BHAC KOHTDPOIA, NOJXKHOCTHBIM PETIAMCHTOM HIIH JTOJDKHOCTHOM
HHCTPYKUHKEH BXOAHMT OCYIIECTBICHHE NOIHOMOYHM NHO BHAY KOHTPOISA, B TOM
YHUCIIC MPOBEACHHE KOHTPOIBHBIX (HAO3OPHEIX) MEPOIPHUITHIA, MPOBOISIIETO
KOHTPOILHOE (HAA30PHOE) MEPONPHATHE M 3aMOJHAIOMIEr0 IMPOBEPOYHEIN JHCT:

5. CrHCOK KOHTPONBHBIX BOIIPOCOB, OTPAXKAIONIMX COAEPKAHAE 00A3aTEMBHBIX
TpeOOBaHMM, OTBETHI Ha KOTOPHIE CBHETENHCTBYIOT O COOIIONCHHM HIH
HeCOOIIOICHHH KOHTPOIUPYEMBIM JIMIIOM 00A3aTeNbHBIX TPEOGOBAHMIA:

OTBeTEI Ha BOIPOCHI, OTPAKAIOIIHE
coziepxaHue 00sA3aTeNbHbIX TpeGoBaHMI
PexBH3UTHI
HOPMATHMBHBIX «pHMeda-
NIPaBOBEIX aKTOB C HHE»
KoHTponsHEIE BOIPOCHI, yKa3aHHeM (obstsarems-
No /i OTPaXAIOIHE CONEPKAHNE | CTPYKTYPHBIX €HHHII, 3:30?:;_
00s13aTeIbHBIX TPeOOBaHHI KOTOPEIMH «wray | «aer» | HETPH- HUS B
YCTaHOBJIEHEI MCHHUMO» cyae
obs3aTenbHEIE 3aroNHe-
Tpe6oBaHuA HHA rpadsi
«HEmpHMe-
HHMOY)
1. 2. 3. 4. 5. 6. 7.
OcymectBnser b’
opranusanus OIITOBOM
TOPrOBII  JIEKApPCTBEHHBIMH
CpeICTBaMH MPOJAXY
JICKapCTBEHHBIX CPEACTB HIIH
nepenagy ux B| Yacrs 1 crateu 53
1. YCTaHOBIIEHHOM ®eepalbHOTO — - - -
3aKOHO/ATEILCTBOM 3akoHa Ne 61-03
Poccuiickoit ODenepanuu
oopake (3a HMCKIIOYEHHEM
(hapManeBTHIECKOH
cyOcTaHImMH cHHpTa
3THIIOBOTO (3TaHONa)




CICOYIOIIUM OpraHM3aITuiIM:

L.1.

JpYyTHM OpraHM3aIuAM
ONTOBOH TOPTOBIIH
JI€KapCTBEHHBIMHA
cpencTBamu?

1.2.

IIPOU3BOUTECIIAM
JIEKapCTBEHHBIX CPEACTB IJIA
neieit IIPOU3BOZICTBA
JIEKapCTBEHHBIX CPEICTB?

1.3.

anTeYHbIM OpraHU3alHAM H
BETCpUHAPHEIM aNTSYHBIM
opraHu3auuam?

1.4.

HAY9IHBIM OpPraHU3aIMAM JUIs
HayJHO-HCCIEOBATEIBCKON
paboTsi?

1.5.

HHJIUBHY U TEHBIM
OpeITPHHUMATEIIM,
HMCIOIMAM  JIMI[CH3HIO Ha
(bapManeBTHIECKYIO
JeATEbHOCTh WITH JIHIEH3HUIO
Ha MEMIHHCKYTO
JEeATEITEHOCTR?

1.6.

OpraHH3aUAM "
AHIUBATY ATbHBIM
IpeNPHHAMATEIM,
OCYIIECTBILTIOIINM
pa3BeleHHE, BHIPAIMBAHUE H
CofiepXKaHWEe JKHBOTHBIX (3a
HCKIIOYCHUEM IIPOJAaXH MM
tbapManeBTHIECKHX
cyOcranmmit WA HX
nepenaqn)?

CobOmonmaercs b1
opranusanuen ONTOBOM
TOPTOBIH  JIEKAPCTBEHHBIMH
CpeACTBaMH  3amnpeT  Ha
IPOIAXy (nepemagy B
YCTaHOBIIEHHOM
3aKOHOJATEIbCTBOM
Poccniickoit Deneparyu
nopsake) hapManeBTHIECKOM
cybcraHmm cnupTa
3THJIOBOTO (3TaHoJa)?

Yacts 2 cTratbu 53
DenepanbHOro
3axoHa Ne 61-P3

O00cHOBaHEBI M
KOHTPOJINPYEMEIM JIMLIOM

ITynkr 5 IIpaBun
HaJICKaIei
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KIIFOYEBRIE IJTalbl Iponecca| AMCTPHOBIOTOPCKOIMA
ONTOBOA peaM3anMy | NPaKTUKH B paMKax
(Bmrogas Haubonee EBpaszwiickoro
3HAYMMBIC H3MCHEHHA)? 9KOHOMMYECKOTO
€OI033,
YTBEPXKICHHBIX
Pemenuem CoBera
EBpasuiickoit
5KOHOMHYECKOH
KOMHCCHH OT 3
Hosi6ps 2016 T.
Ne 80! (nanee —
IIpaBuna
IUCTPAOBIOTOPCKOM
IPaKTHUKH)
JloKyMeHTHpOBaHa m Tysr 7 Tpasun
KOHTPOIUPYEMBIM JIHIIOM "
4. JTHCTPHOBIOTOPCKO#H
chucteMa Ka4yecTBa
0 IIPAKTUKA
HOOJHOCTBIO?
Ionsepraercs 117
MOHUTOpPMHTY H aHamu3y| Ilymxr 7 IlpaBun
5. a¢pdexruBHOCTH CHCTEMa | TUCTPUOLIOTOPCKOM
Ka4ecTBa KOHTPOIMPYEMOTO IIPaKTHKH
Juna?
Brenpeno ma| Ilymxr 7 IIpaBun
6. KOHTPOJIUPYEMEBIM JIMIIOM | TUCTPHAOBIOTOPCKOM
PYKOBOJCTBO II0 Ka9€CTBY? TIPaKTHKHA
IMonnepxuBacrcs m Tyser 7 Tipasen
7. KOHTPOITHPYCMEIM TTHIOM IHCTPUOBIOTOPCKO#
PYKOBOJICTBO TIO Ka4deCTBY B
aKTyallbHOM COCTOSTHUH? TpaicrHiH
Hasnayeno m pykoBoAcTBOM
KOHTPOJIIMPYEMOTO by ie]
(opraHm3zanum)
OTBETCTBEHHOE JHIIO, A63ar iepBEIif
8 HaJICICHHOE TMOJHOMOYMSIMH | ITyHKTa 8 IIpaBun
) H 00s3aHHOCTSIMHI VIS | TCTPUOBIOTOPCKOM
obecriedeHUs BHEAPEHHA M IIPaKTUKH
HNOJACPKAHUA B AKTYaIBHOM
COCTOSHUH CHCTEMBI
KadecTBa?
9. Buenpena M y| Ilysxr 10 IIpaBun

! Pemenwe Cosera EBpasuifCKoii 3KOHOMHYECKOH KOMHCCHH OT 3 Bos6ps 2016 r. Ne 80 Berymmno B cumy min Poccwiickoit
Denepauun 6 max 2017 r. lannsii akT sBasercs obssareasunM st Poccuiickoii dPeepanyy B COOTBETCTBHH C JoroBopom o
Espasuiickom skoHOMEYECKOM co103e oT 29 mast 2014 r., patuduumpopannbM DefeparbHEM 3aKOHOM OT 3 okTa6pa 2014 r.
Ne 279-@3 «O parudmkampm Jorosopa o EspasmiickoM 3KOHOMHYECKOM COKO3EN (mannEDi JOroBOp BCTYIWI B CHTY 1A

Poccuiickoii Pepepanmu 1 susaps 2015 1.).




KOHTpPOJIHPYEMOTO JMIA | AMCTPAOBIOTOPCKOM
(mucTpubpioTopa)  cHcrema TIPaKTHKH
YOpaBICHAS H3MEHEHHSIMH,
SBJIIOMIASACS
MPONIOPLHOHATBHOM H
3pdeKTUBHON, a  TaKKe
OCHOBaHHOM Ha IIPHUHIIHAIIAX
YOPaBICHUA pPHUCKaMM JUIs
KadecTBa?
lapantupyer mm cucrema| Ilymxr 11 IlpaBun
10. Ka4eCTBa KOHTPOIMPYEMOIO | JUCTPHOBIOTOPCKOIA
JHLa ClIeAylolee: TIPaKTHKH
JICKapCTBEHHBIE cpeacTBa
OpuoOpeTaroTCsA,  XPAHATCH,
TPaHCIIOPTUPYIOTCH, INoamyHskT «a»
10.1 MOCTaBILIOTCA wm | myskra 11 IIpaBun
" | 3KCOOPTHPYIOTCH ¢| micTpubpIOTOPCKOM
cobmoneHueM  TpeGoBaHMA TIPaKTHKH
IpaBun auCTPUOBIOTOPCKOIM
OpaKTHKHA?
obs3anHOCTH  pykoBoAcrBa|  I[lommyHKT «6»
10,2, |KOHTpOIHMpyeMoro muia | myHkTa 11 ITpaBun
" |9eTKo ompeaeneHsI? TACTPUOBIOTOPCKOM
MIPaKTUKH
JieKapCTBEHHBIE cpencTBa TommyHKT @»
JOCTABIIAIOTC HAJICIKAIAM
myHkTa 11 IIpaBun
10.3. |momydatensim B o
. IUCTPHOBIOTOPCKOM
COIJIaCOBAaHHEBIH NEpHOJ
0 IIPAaKTHKH
BpEMeHH
JOKYMEHTAIILHOE
odopmireHHE AeHcTBUH
OCyIIECTBIIIETCA B  XOJe IMoamyHKT «I»
104, |BPIIOTHEHHS wm | myHkTa 11 IIpaBun
"7 |HemocCpeACTBEHHO ocse | AUCTpUOBIOTOPCKOM
3aBEpIICHUA TIPaKTHKH
COOTBETCTBYIOLIMX
aeHcTBHii?
OTKJIOHEHUS oT
ycTaHoBleHHRIX  mponenayp| IMoamymkr «a»
10,5, |AOKYMEHTAIBHO myHkTa 11 [IpaBun
T |obopmusiorcas M B MX| AUCTPHOLIOTOPCKOl
OTHONICHHM IIPOBOJATCS TIPaKTHUKH
paccrnenoBanus?
HeOOXO/IUMBIC ITommyHKT «€»
10.6. |xoppexTupylommue | myskra 11 ITpaBun
OPeYNPERAAIONIME ACHCTBHSA | TUCTPHOBIOTOPCKOM




OPEANPUHUMAIOTCH JUTS
YCTpaHEHHsS OTKIOHCHUH WU
OpeRyTpexICHUS HX
HOSBICHHA B COOTBETCTBHH C
OpUHLUUNAMH  YOpaBIECHHS
pHCKaMH /171 KadecTBa?

TIPaKTHKH

Bxirouaer I CHCTEMA
Ka4ecTBa KOHTPOIHPYEMOTO
JUlla KOHTPOJNL H aHaIH3

1. JICATENIbHOCTH, IIepeaHHOMK
Ha ayTCOPCHHI "
OTHOCALIEHCS K:
11.1. |mpuobperenuo? ITynxt 12 IIpaBun
AUCTPUOBIOTOPCKOM
11.2. |xpaHeHUIO? TIPaKTHKH
11.3. |TpaHCHOPTHpPOBKE?
11.4. |mocraBke?
11.5. |3xcnopry?
Conmepxur 1M nesTensHOCTh,|  A63al nepBEli
12 nepeaHHad Ha ayTcopcHHr| myHKTa 12 [IpaBun
' KOHTPOJIMPYEMEIM JTHI[OM: IMCTPUOBIOTOPCKOI
IIPaKTHKH
OLEHKY MPUIOJHOCTH H
KOMIICTEHTHOCTH IMommysKT «a»
12.1 HCIIOJHUTEIA g | myHkta 12 [TpaBun
"’ |BemonHeHMs  06A3aTENBCTB | AUCTPHOBIOTOPCKOM
OO  JOTOBOPY  JOJDKHBIM TIPaKTHUKA
obpazom?
OpPOBEPKY HAJIMIHSA y
HCIOJIHUTEIL HeoOX0auMEBIX
Pa3pemUTENLHBIX
IToamyHKT «@»
IOKYMEHTOB B COOTBETCTBHH
myHkTa 12 IIpaBun
122, |c 3aKOHOAATEIHCTBOM .
JUCTPUOBIOTOPCKOIM
rOCyAapCTB - YJICHOB
. NIPAKTHKH
EBpasuiickoro
3KOHOMHYECKOI'0 COr03a
(manee — Coxo3)?
OIIPEJICTICHAE
OTBETCTBEHHOCTH, IIOpsAAKa
. ’ P IMogmyHKT «O»
B3aUMOACHCTBUS CTOPOH H
. myHkTa 12 ITpasun
12.3. |obmena wuHpopMammerr o "
. TACTPHOBIOTOPCKO#
NEWCTBUAX B pamkax
TIPaKTHKH

MEPONPHATUNA, OTHOCAIUXCH
K Ka4ecTBy?




MOHHTODMHI W  aHamu3
IEATCILHOCTH HcnonHuTes, | IloamyHkT «B»
12.4. | Talke ONpejeNcHHE M| IyHKTa 12 Tlpasun
" |BHEApEHHE Ha PETyJIIPHOM | JUCTPUOBLIOTOPCKOM
OCHOBE M€p, HeoOXOIHUMBIX IIPaKTHKH
JUIS YIIy4IICHUSA?
YCTaHOBWIIO JIH PYKOBOZICTBO
KOHTPOJIHPYEMOTO HIa Tlyser 13 Tipasun
(opranm3amum) .
13. . JUCTPUOBIOTOPCKOIH
¢dopManu30BaHHBIA IPOIECC
HEPHOTUICCKOTO o630pa TIpaKTHiH
CHCTEMBI KauecTBa?
Bxmovaer 1 0630p cucteMbl|  AG3an mepBElit
14 Ka4eCTBa KOHTPOIMpyeMoro | myHkra 13 IIpaBun
' nuna: AUCTpUOBIOTOPCKOM
IIPaKTHKH
OIECHKY CTENEHM RocTiokeHus |  IlommyHKT «a»
14.1 Henel cucTeMsl kKadecTBa? myHkTa 13 ITpaBun
o TUCTPUOBIOTOPCKOIM
IIPaKTHUKH
OIIEHKY IoKa3zarenei
3 deKTHBHOCTH,  KOTOpEIE
MOTYT OBITh MCHOJB30BaHBI
IS MOHHTOPHHTA
3¢ dexTHBHOCTH TaKuX
IPOLIECCOB CHCTEMBI
Ka4yecTBa, KaK KOJHYECTBO
IOPETCH3HM, OTKIOHCHHH OT
YCTaHOBJICHHBIX HOPM,
3¢ EeKTHBHOCTE
KOPPEKTUPYIOIUX u| [NommyHkT «6»
14.2 IIPEAYIIPEIKIAIONIIX myHkTa 13 IIpaBun
" |meHCTBHH, H3MEHEHHMA B| AUCTPHUOBIOTOPCKOM
nporneccax, OT3BIBHI ) TIPaKTUKA
JEATEbHOCTA ()
ayTCOPCHHTY, TIPOIECCHI
CaMOIIPOBEPKHU (Bxmovas
aHaJlu3 PHCKOB W ayJIWTHI),
pe3ynbTaTH BHEIITHETO
KOHTPOJIS (Bxmogas
HHCIICKIIMH M ayAWTH),
BBISIBJICHHEIC
HECOOTBETCTBHA, ayIuTHI
KJIMEHTOB?
U3MCHCHHUs, BHECCHHEIE B| IloamyHKT «BY»
14.3. |HOpMaTHBHEIE npaBoBEIe | ITyHKTa 13 IIpaBmn
aKTHl, PYKOBOJACTBA, a TaKkKe | JUCTPAOBIOTOPCKOM




BO3HUKHOBCHHE HOBBIX IIPaKTHKH
00CTOSATENBCTB, CBA3AHHBIX C
Ka4eCTBOM, KOTOpBIE MOTYT
0Ka3aTh BIIMSIHHE HA CHCTEMY
yIIpaBJIEHHS Ka4E€CTBOM?
HHHOBalluM, KoTtopble Moryr| IlommyHKT «r»
14.4. |moBEICHTH s dexruBHOCTE | myHKTa 13 Ipasun
) CHCTEMBI KagecTBa? JACTPUOBIOTOPCKOM
IIPaKTHKH
HM3MCHEHUA B JCIOBOM Cpeie IMopmynxT «m»
14.5 M [IOCTaBJICHHBIX LENaX? myHkTa 13 IlpaBun
h TMCTPUOBIOTOPCKOIH
TIPaKTHKH
Couzmepumsl b1 y
KOHTPOJIHUPYEMOTO bvic]
o6beM paboT 1o yrpaBIeHUIO A63ar BTopoOit
15 puckamMH JUIs KadecTBa M| IyHKTa 15 [IpaBun
) JOKyMEHTaIbHOe IHUCTPUOBIOTOPCKOM
odbopmiIeHHE  pe3yNILTaTOB TIPaKTHKH
OLICHKH DPHCKOB HCXOAA U3
YPOBHS pucka?
OG6namaer 1M OTBETCTBEHHOE
Lo, Ha3HaYeHHOe
PYKOBOJICTBOM
KOHTPOJIHPYEMOTro maua | Ilynxr 17 IIpaBun
16. (mucTpubsIOTOpA), TUCTPUOBIOTOPCKOIH
HeoOXoauMOoit MIPaKTHKU
KBaMpuKanueidr B 001acTH
HaJIexamen
JUCTpUOBIOIH?
O6mamaeT 1M OTBETCTBEHHOE
JIUIIO, Ha3Ha4YeHHOE
PYKOBOZCTEOM ITynxr 17 IIpaBun
17. KOHTPOIHPYeMOTO THia TACTPHOBIOTOPCKOIH
(mcTpubBIOTOpPa), ONBITOM H
TIPaKTUKH
3HAaHUAMHA B obnactr
HaJJIeKaImen
JUCTpUOBIOIHNA?
YcranoBieH M
PYKOBOACTBOM IO KayecTBY
KOHTPOJIMPYEMOTO JMua
(auctpubpiotopa) mnpoduns| Ilymxrt 17 IlpaBun
18. 06pa3oBaHKsA OTBETCTBEHHOTO | JUCTPUOBIOTOPCKOM
auna ACXOZst u3 TIPaKTHKH
HOMEHKIIATYpH  TOBapHEIX
ITO3HIIMA JIEKapCTBEHHBIX
CPEACTB  KOHTPOJIHPYEMOIO




Ju1a?
Beinmonmuaser b’ Tysxr 18 Tpasun
OTBETCTBEHHOE JMI0 .
19. JIUCTPHOLIOTOPCKO#
KOHTPOJIMPYEMOT'0 JIMIIa CBOK
TIPAaKTHKH
00513aHHOCTH JINYHO?
ObecneueH ™
KOHTPOJIMPYEMBIM munoM | Ilynxr 18 IlpaBun
20. JOCTYII K KOHTaKTaM C| JUCTPUOBIOTOPCKOM
OTBETCTBEHHBIM JIMOOM B TIPaKTHKH
IIOCTOSIHHOM peXuMe?
Onpenenenst ™
KOHTPOIIUPYEMEIM JULIOM
IIOJTHOMOYHS OTBETCTBEHHOI'O
JHUa 1o npuHATHIO pemenuii | ITynxr 19 IlpaBun
21. B paMKax CBOMX | TMCTPHOBIOTOPCKO#
JOJDKHOCTHBRIX O0S3aHHOCTEH, IIPaKTHKH
a  TaKxe HEOOXOUMBIC
PECYPCH IJI UX BHIITONHEHHS
JOIDKHOCTHOH MHCTPYKIMEH?
Haneneno nu orBercTBEeHHOS
JIMIO0 KOHTPOJIHPYEMOT'O JIHIIa
2. HE0OXO0IMMBIMHU UL N
BHIMIOJIHEHUA  BO3JIOXKEHHBIX
Ha Hero O0A3aHHOCTEH YETKO
oTIpeieIeHHEIMH: Hywnxkr 19 Tlpasmn
THMCTPUOBIOTOPCKOM
22.1. |momHOMOYHMAMU? IIPAKTHKHA
22.2. |pecypcaMu?
22.3. |30HaMH OTBETCTBCHHOCTH?
Brinomaser by’
OTBETCTBEHHOE JIMI0
KOHTPOJMPYEMOTO JIHIa CBOH
06s13aHHOCTH TakuM o6pasom, | ITymxr 20 IIpasun
23. 9T00Bl  AMCTPUGBIOTOP MOT | AUCTPHOBIOTOPCKOM
NOATBEPAUTE  coOmoaeHne TIPaKTHKH
HaIexamei
TUCTPHOBIOTOPCKO#
IPaKTHKHU?
Og‘Hoc;chx ™ K Ilynkr 21 [IpaBun
24. OVAZAHHOCTAM JUCTPHOBIOTOPCKOM —
OTBETCTBEHHOIO mua
. TIPaKTHKH
KOHTPOJIMPYEMOTO JIHIIA:
24.1. obecrieueHre BHEIApEHUs H IToamyskT «a»

HOICPIKaHHUA CHCTEMBI

myHkTa 21 ITpaBun
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yHOpaBJICHUSA Ka9€CTBOM? TUCTPHOBIOTOPCKOIH
IIPaKTHKH
obecriedyeHHe BHEAPECHUA H
orpamMm
TOMICPXAHHA Tporp IToammyHKT «B»
IEPBHIHOT'O H
myHkTa 21 IIpaBun
24.2. |mociemyroIero obyueHus .
JUCTPUOBIOTOPCKO#
UL BCETO IIEpCOHAA,
IIPaKTHKU
BOBJIEYEHHOIO B  MpOIECC
TMCTpUOBIOIHHA?
YTBEpK/ICHHE OCTaBIMKOB B |  IToamyHKT «e»
24.3 noJryJaTenei? myHkTa 21 [TpaBun
- JHMCTPHAOBIOTOPCKOM
IIPaKTHKU
YIBEpXKJCHHE Iepejadd Ha
QYTCOPCHHI  JEATENBLHOCTH,| IlommyHKT «K»
244, |TOTCHIHATLHO BIuAomed Ha| myHkra 21 [IpaBun
" |cobmonenne  Hamiexame#| IUCTPUOBIOTOPCKON
JACTPUOBIOTOPCKOI TIPaKTHKH
IIPaKTUKA?
obecneueHUE  TPOBEACHUS
CaMOMHCIEKIUH B
COOTBETCTBHH c
. HoamyskT «3»
YCTaHOBIICHHO#
myHkTa 21 [IpaBun
24.5. |NepUOAUIHOCTHIO H o
. IMCTPUOBIOTOPCKOM
HOATOTOBIEHHOM
. IIPaKTUKU
IIPOrpaMMOii, a  TaKke
OPHHATASL HEOOXOIHMBIX
KOPPEKTHPYIOIUX Mep?
XpaHCHHE HeoOXomuMBIX | TToamyHKT «H»
246 3amuced, OTHOCAmMMXCA K| MyHKTa 21 IIpaBun
" | neneTHpOBaHHEIM AUCTPUOBIOTOPCKO#M
06s3aHHOCTAM? MIPaKTHKH
OPUHATHE pelmeHun
OTHOCHTEIILHO
TToamyHKT «K»
BO3BPAIlICHHEIX, OTO3BAHHEIX,
nyHkra 21 IlpaBun
24.7. |OTKIOHEHHBIX, NPHU3HAHHBIX .
JUCTPUOBIOTOPCKO#M
He06pOKaYeCTBEHHBIMHY,
TIPaKTHKH
¢dabCHOUIUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB?
onobpeHue Bo3pamenus| IloamyHkT «i»
248, |"EKapCTBEHHEIX CDEICTB B| IyHKTa 21 IlpaBun
" |KaTeropHMio NPMIOAHBIX IS | AMCTPHOBIOTOPCKOM
peanuzanun? MIPaKTUKH
24.9 obeciederne  cobmogeHus| ITommyHKT «v»
" (mo6bIx JOMOJIHMTENEHBIX | MyHKTa 21 IIpasun
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TpeOGOBaHMH, yCTaHOBJICHHBIX

JHCTPHOBIOTOPCKOM

B OTHOIICHHH OIPEEICHHOK IIPaKTHKH

IPONYKIMH

3aKOHOJIATEIECTBOM

Poccuiickoii Qenepanun?

Onpenensgercs b1’

KOHTPOJINPYEMBIM JuuoMm | ITynxr 22 TlpaBun
25. KOJIMYECTBO pabOTHHKOB | TUCTPHUOBIOTOPCKOM

ofbeMaM#  BBIIOJHAEMBIX IPaKTHKA

pabot?

Odopmirena m

KOHTPOJIUPYEMBIM minoM | Ilynxr 23 IIpapun
26. OpPraHH3alMOHHAS CTPYKTypa| AUCTPUOBIOTOPCKOM

JMCTpUOBIOTOPa B BHAE IIPaKTHKU

CXEMBI?

YTBepxkaeHa m

PyKOBOIHTEIEM ITynkr 23 IIpaBun
27. KOHTPOTHPYEMOro JTHHa JUCTPUOBIOTOPCKOM

OPraHM3alOHHAA CTPYKTypa

IMCTpUOBIOTOpa B BHIE fipakria

CXEMBI?

CocraBieHs b

KOHTPOJIMPYEMEIM JIHIIOM Ha

pabOTHUKOB, 3aHMMAIOIIMX

KITIOYEBEIE JOIDKHOCTH, TTysxr 24 Tpasi
28. JOJDKHOCTHEIE MHCTPYKIHH, B e ——

KOTOPBIX OIpENENAOTCA HX

JIOJDKHOCTHEIC  00S3aHHOCTH, TIpaKTHKA

a TaloKke IOPANOK  HMX

3aMEIECHUA JPYTHMH

pabotHukaMu?

IMpommu mu ofyduenwe 1o

Hadajla BBIIOJHECHHS CBOHX

IOOJDKHOCTHBIX 00s3aHHOCTEH

BCE paboTHuKH

KOHTPOJIMPYEMOTO avna,|  A63an nepBEIit
29 BOBJICYCHHEIC B JIEATENLHOCTE | ITyHKTa 25 [IpaBun

’ no JHUCTPHOBIONMH | THCTPUOBLIOTOPCKOM

JEKapCTBEHHBIX CPEJICTB, II0 TIPaKTHKH

BOIIPOCaM, KacalommMcs

HaJUIeXKaImen

OUCTPUOBIOTOPCKOM

PaKTUKH?

Umeror mm Bce pabGoTHMkM|  AG3am mepBbrit
30. KOHTPOJIIUPYEMOTO Jmna,| myHkra 25 [IpaBun

BOBJICYCHHBIE B JIEATCARHOCT | TUCTPHOBIOTOPCKOM

o JHUCTPUOBIOIMH TIPaKTHKH
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JIEKapCTBEHHBIX CPEACTB, IO
Hayaja BBIIOJHEHHUS CBOMX
JOJDKHOCTHBIX 00s3aHHOCTEH

HEoOXoAUMYIO
KB pUKaLAo?
Ilpoxogar mu  paGoTHukm
KOHTPOJIMPYEMOTO JIMIAa
nepBHYHOe  oOydeHHMEe B A63am BTopoit
COOTBETCTBHH c T 25 Hpamm
31. BBITONHAEMEIMHA HMH TyH P .
TACTPUOBIOTOPCKOM
00543aHHOCTAMH Ha KTV
OCHOBaHHMH IMHCHMEHHO Tp
O(OPMIICHHBIX TIpOLENYP H
IporpamMmsl 06ydeHn1?
IIpoxopar mm  pabGoTHMKH
KOHTPOJIUPYEMOIo JIHIA
nocnenymomee oOyd4eHHE B A6sa sTopoi
COOTBETCTBHH c «Ta 25 [pasiT
32. BHIIIOTHAEMBIMHA v | 0 nﬁmorrop cKOl
00s13aHHOCTAMHA Ha III'IC’IIL aKquE
OCHOBaHHMH IIMCHMEHHO P
O0hOpMIICHHBIX MPOLEXYP H
OpOrpaMMsl 00yUYeHHA?
Bxmouyaer 1 oOydeHue
paboTHHIKOB
KOHTPOJIHPYEMOTrO JIHLA A63 .
aCIeKTHI HICHTHQUKAIIA aI;'SrpH
33. [IPOAYKIMH u| KT PaBit
; IACTpHOBIOTOPCKOM
IIPEOTBPAIICHHS IIONaJaHHs AKTYKH
B LEenb TIOCTaBKH p
GbascuUIMPOBAHHEIX
JEKapCTBEHHBIX CPEACTB?
[Tpomen h) 154 IepcoHal
KOHTPOIHMPYEMOTO JIHIIA,
paborarommii ¢ nmpoxykuuedt,| IlyHxr 26 IIpaBun
34, B OTHOLICHWH  KOTOPOH | AMCTPHOBIOTOPCKOM
YCTaHOBJIEHHI 0oJjiee )KEeCTKHE TIPaKTHKH
yCIIOBHS obpamieHns,
CIIELHATBHYIO TOTOTOBKY?
'y
Xpasre TH ITynkr 27 IlpaBun
35 KOHTPOJIHUPYEMEIM JIALIOM w 6 .
. CTPUOBIOTOPCKO#M
3aMHUCH 0 [POBEICHUH AKTHKH
obyueHns pabOTHHKOB? Tip
B 9af0T e, i
KITIOYA0T JIM IPOLEAYPHI 10 I 28 Tlpasmr
THTHEHE TpyAa Y .
36. JMCTPHOBIOTOPCKOM
KOHTPOJIHPYEMOTO JTHI[A S—

Tpeﬁonanm, OTHOCAIUECA K
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3OPOBLIO, THTHEHE H
onexue?
Bxiro4aror 1m nmpoueaypsl mo
JTU9IHOK THTHEHe | 28 Mpasur
37 KOHTPOJIMPYEMOTO IMna ,uncm)nﬁmo'ropcxoﬁ
' TpeOOBaHUA, OTHOCALIMECH K -
3JI0pOBLIO, THTHEHE " P
onexne?
HMeeTr 1M KOHTpOIHpyeMoe
JLIO0 (mucTpubnIOTOD)
38 OpUroJHbIe s obecreuenus
) HQUICKAMETO XPaHEHHA H
pacpocTpaHeHns IIymkcr 29 Tlpasun
JICKAPCTBEHHEBIX CPEACTB: JWMCTPHOBIOTOPCKOH
TIPaKTHKH
38.1. |momemeHHA?
38.2. |obGopynoBanue?
39 SBnsaroTcs MM MOMeEIEHHS
) KOHTPOJUPYEMOTro JIHIIA;
ITyskr 29 IIpaBun
39.1. |uucTBIMH? JMCTPUOBIOTOPCKOM
TIPaKTHKH
39.2. |cyxumu?
IMonnepxuBaer b
40. KOHTPOIIMPYEMOE JIHIIO B
noMemeHmsIx? TpeGyemsle: Ty 29 Tpasmr
. JUCTPHOBLIOTOPCKO
4?
40.1. |TeMIIEpaTypHBIA peXUM? npa n
40.2. |BIAXHOCTH?
41 SIBAOTCA M IOMEIMEHHA
) KOHTPOJIHUPYEMOTO JTUIIA:
ITysxr 30 IIpaBnn
41.1. |3amumeHHBIME? AUCTPHOBIOTOPCKO#M
IIPaKTUKA
41.2. |opoyHBIMHU?
HMeroT 1M 30HE XpaHeHHs
IIOMEIICHUA ITynxr 30 IIpaBun
42. KOHTPOJIUPYEMOTO JHIa | JUCTPHOBIOTOPCKOM
HaJ[TEXKANLYI0 TIPaKTHKH
OCBEMIEHHOCTE>?

? Iynxr 5 IIpaBmI XpaHEeHUs JEKAPCTBEHHBIX CPE/ICTB Ul BCTEPHHAPHOTO IPUMEHEHNS, YTBEPKACHHEIX TIPHKA30M
Mugncenpxosa Poccum or 29 moms 2020 r. Ne 426 (3apernctpuposan Mumioctom Poccuu 29 okTa6ps 2020 r.,
perrcTpamonnsii Ne 60648) (nanee — [Ipaswia xpaneHAs).

3 Cratea 23 ®@enepamsHoro 3akoHa ot 30 nexabpst 2009 r. Ne 384-D3 «Texundyeckuii pernamMeHT o 6e300acHOCTH
3[aHAR A COOPYKEHUIA».
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43.

Pazpemen byt y
KOHTPOJIHMPYEMOTO biiie]
JOCTYI B 30HBl XpaHEHHA
JIEKapPCTBEHHBIX CpEXCTB
TONBKO MIepCoHAaIy,
HMEIoNIEMY Ha 9TO Npaso?

A63an nepBhii
myHkTa 32 [Ipasun
JTACTPUOBIOTOPCKOM
TIPaKTUKH

ObecneueHa o
KOHTPOJIHPYEMBIM JTHIIOM
BaJIHIaLAs CHCTEMEI,
3aMeHIomeR ¢duzHgecKoe
pa3ieieHue 30H XpaHeHUsA?

A63an epBhIi
myHkTa 32 Ilpasun
IUCTPUOBIOTOPCKOM

MIPaKTHKA

45.

H3onupoBaHE b1’
KOHTPOJIHUPYEMEBIM JIALIOM
JICKApPCTBEHHBIC CPEJCTBa, B
OTHOIIEHHH KOTOPBIX He
MIPUHATO OKOHYATEITLHOE
penreHre 06 oOpameHHM WM
obpameHue KOTOPBIX
IIPHOCTAHOBJIEHO (mobas
OPOAYKIMA C MOJ03PCHUEM
Ha danscudpukanmo,
BO3BpAIllCHHAA IPOIYKIIHA),
¢duzuaecku?

A63ary BTOpOi
myHkTa 32 IIpaBun
TUCTPUOBIOTOPCKOM
MPaKTHKH

46.

H3onupoBansl b0’
KOHTPOIHPYEMBIM JMIIOM
JIEKapCTBEHHbIE CpEeICTBa, B
OTHONICHAM  KOTOPHIX  HE
OPHHSATO OKOHYATeIIEHOE
peuieaue 06 obpameHuu MU
obpamenue KOTOPBIX
IIPHOCTaHOBJIICHO (smobas
OPONYKIMSA C IOJ03pEHHEM
Ha danscudukarmio,
BO3BpallleHHas MMPOAYKLHUA), C
IPUMEHEHHEM JJICKTPOHHOM
CHCTEMBI, obecnednBalomeit
SKBHUBAJICHTHOE pa3jielicHue?

A63ar BTOpOI
myHKTa 32 [IpaBun
TUCTPUOBIOTOPCKOH
TIPaKTHUKHA

47.

Hsomupyercs mi pusmaecku
KOHTPOJIUPYEMBIM JULIOM
mobas pambcHPHIEPOBaHHAS
IpPOAYKIHA, MPOAYKIHA C
HCTCKIIAM CPOKOM I'OJHOCTH,
OTO3BaHHas IPOAYKIHA, a
TaKxKe 3a0paxoBaHHAA
(oTKIOHEHHAs B nemm
TIOCTaBKH)

HeMeLJIeHHO?

POy KIIAs

A63an Tperuit
myHkTa 32 [Ipasun
JUCTPUOBIOTOPCKOM
IIPaKTHKA
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Hzonupyercs nu HeMeieHHO
¢Hu3M4YEeCKH H pa3MelaeTcsa
J¥ KOHTPOJIHPYEMBIM JTHIIOM
mobas damscuduIMpoBaHHas
IPOXYKIAA, TPOAYKIHA C
HCTEKIIMM CPOKOM T'OJHOCTH,

OTO3BaHHAA 0 Ui, a Absan TpeTuii
TIPOAYKITHA, myHkTa 32 IIpasmn
48. TaKKe 3abpaxoBaHHas N
IUCTPUAOBIOTOPCKOM
(oTKnOHEHHAsA B nerm
TIPaKTHKH
OOCTaBKM) IIPOAYKIMS B
CIEIHaIbHO BBUIEJICHHOH
30HE, OTJEICHHOH OT APYTHX
JIEKapCTBEHHBIX CPEACTB,
IOPUTOTHEIX U
JUCTPHOBIOLIUH?
H3onupoBanbl b7
KOHTPOJIUPYEMBIM UIIOM .
TPOIIPY S Ab63an TpeTuit
GU3MYEeCKH  JIEKapCTBEHHBIE
nyHKkTa 32 [Ipasun
49. CpeACTBa, MONYYCHHBIC U3 o
IACTPUOBIOTOPCKOM
TPETBUX CTpaH M  He
TIPaKTHKH
IIpeaHAa3HAYCHHBIC JUIS
obpamenus Ha paraKe Coro3a?
I"apanTHpYyIOT b))
[IPEIIPUHATHIC
KOHTPOJIUPYEMBIM JHLIOM
Mephl  OesomacHocTH, u9TO| AG3an YeTBepTHIA
50 BBIJI€ICHHEIE 30HbI| myHKTa 32 [IpaBun
) obecneynBaoT XPpaHEHHE | UCTPHOBIOTOPCKOM
OPONYKIMH  OTHEIbHO  OT IIPaKTUKH
JIEKapCTBEHHbIX CPEACTB,
TPUTOAHBIX TULA
JIACTPHOBIOIAH?
I'aparTHpyIOT b1’
IOpEINpHHSATEHIC
KOHTPOJIUPYEMBIM JIULIOM
Mepsl GesomacHocTH, 4YTO| AG3am 4eTBEepTHIA
51 BBIJICJICHHEIE 30HHI | IyHKTa 32 [IpaBun
' obecrieunBaoT XpaHEHHe | TUCTPUOBIOTOPCKO#H
IOPORYKIIMH B  YCIOBHSAX, TIPaKTHKH
HCKITIOYAIOIIHNX HX
IOCTYIUICHAE B CBOOOIHOE
obpamenne?
O603Ha9eHEI ma| A63al 9eTBepThI
52 KOHTPOJIUPY CMBIM yarnoM | myHkTa 32 [TpaBun
' 30HHI JUIA XpaHeHus | TUCTPUOBIOTOPCKO#M
U30/IMPOBAHHON TPOIYKIIUH TIPaKTHKH
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HayIexamuM obpasom*?

53.

3amumeHsl T
KOHTPOJIUPYEMEIM JIATIOM
30HBI U1 XpaHECHUA
HM30JIMPOBAHHOMA  IIPOMYKIUH
OT HEMIPaBOMEPHOTI'0 OCTyma?

A63a1 9eTBEPTHIH
myHkTa 32 Ilpaswun
JUCTPHOBIOTOPCKOM
MIPAKTHKH

54.

XpaHarca M
KOHTPOIUPYEMBIM JULIOM
JICKapCTBEHHbIE  CPEICTBa,
Tpebyrompmue ocoboro
ofpamienusi, B YCJIOBHIX,
COOTBETCTBYIOLIMX
Tpe6oBaHUAM
3aKOHOJIaTENILCTBA
Poccuiickoit d)e,uepaumrls?

A63an oAt
myHkTa 32 [Ipasun
IUCTPUOBIOTOPCKOM
IIPAKTHKH

55.

Xpausres T
KOHTPOJIMPYEMBIM JIHIIOM
panHodapManeBTHIECKUe H
apyTHE OTIACHBIE
JIEKapCTBEHHBIE CPEJCTBa, a
TAaKXKE€  OTHEONacHsle |
B3PBIBOONACHEIE
JIEKapCTBEHHBIE CpejacTBa® B
CIELHATBHO OTBE/IEHHBIX
30HaX B COOTBETCTBHH C
3aKOHOAATEIHCTBOM
Poccmiickoit ®Denepampm ¢
IpYMEHEHHEM
COOTBETCTBYIOMAX Mep
6e3omacHocTH'?

A63a1 mecToi
myHkTa 32 [1pasun
IUCTPHOBIOTOPCKOM

TIPAaKTHKH

56.

3amuIeHs! M y
KOHTPOJIHPYEMOTO I
pamodapManieBTHIECKHE H
Ipyrue OTIaCHHIE
JeKapCTBEHHbIE CPEACTBa, a
Taloke  OTHEOMacHBlE |
B3PHIBOOIIACHEIE
JIEKapCTBEHHBIE CPEJICTBA OT
HEOpaBOMEPHOIro JocTyma?

A63ar mecroit
myHkTa 32 IIpaBun
JUCTpHOBIOTOPCKOM
IIPaKTHKH

57.

O6ecnegena ’ I

A63an nepBhIi

4 Iynxr 19 IIpaBun xpaHeHUs.
3 IlynxTe: 48 — 58 IIpaswmw xpaneuns.

6
7

ITynkrs: 41 — 43 IlpaBun xpaseHuA.
IIpasuna mnporuBomoxkapHoro pexuma B Poccuiickoit @enepanum, YTBEpKAEHHBIE IIOCTAHOBICHHUEM

IlpasurensctBa Poccmiickoit Menepamuu ot 16 cemrsops 2020 r. Ne 1479, B COOTBETCTBMM C IYHKTOM 2
nocraHoBnenus IIpaBurenscTea Poccuiickoit @eneparpam ot 16 cenrabps 2020 r. Ne 1479 naHHEIH akT JeHCTBYeET 10
31 nexabps 2026 r. BRIIOYHTEILHO.
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KOHTPOJIHPYEMBIM JIMLIOM
3al[ATa OT  BO3ACHUCTBHA
[OTOAHBIX YCIIOBHH B 30Hax

IIPUEMKH M OTTPY3KH?

myHkTa 33 [IpaBun
TUCTPUOBIOTOPCKOM
TIPaKTHKH

PaspaboTtanst I

KOHTPOJIMUPYEMBEIM JMIIOM B
30HaX NPUEMKH M OTTPY3KH

A63ar mepBhIi

58 mpoueAypsl, onpeaemmomye | myHkTa 33 Ilpasun
' NOPSIAOK OCYIIECTBJICHHA | AUCTPHUOBIOTOPCKO#M
KOHTpONA 32 BXOMAIUINMH H IIPAaKTHKH
HCXOIAILIMMHU HOTOKaMH
JIEKapCTBEHHBIX CPEACTB?
OnpeneneHst H .
KcJHfIr)rpI:)nnpyeMHM JAIIOM Absar nepsbIi
. myHKkTa 33 IIpaBmn
59. CIELMANBLHO 30HBI IPHEMKH, "
IUCTpUOBIOTOPCKO#
HCIOJIb3YEMBIE ISl IIPOBEPKH
MONTy4E€HHOM IIPOAYKIN? TPaKTHKH
IIpenycMorpena b1’ Ab63arn BTOpO#
60 KOHTPOJIMPYEMBIM JIMIOM B| IyHKTa 33 [IpaBmn
' 30HE [IPUEMKH OYUCTKA Taphl? | TUCTPUOBIOTOPCKOM
TIPaKTHKH
Ob6ecneueHo ¢
KOHTPOJIUPYEMBIM JMLIOM
HaJIMYHe OXPaHHOW CHCTEMEI,
NO3BOJIAIOMIEH ITynxr 34 IlpaBun
61. IPeIOTBpalIaTh TUCTPUOBIOTOPCKO#
HEpaBOMEPHOE TIPaKTHKH
IIPOHAKHOBEHHE B JnOOHIC
MOMEMEHUs c
KOHTPOJIUPYEMBIM JIOCTYIIOM?
3anpemnieHo M
KOHTPOJIHMPYEMEIM munoM | Ilyskr 34 IlpaBun
62. HaXO0X/ICHAE IIOCCTUTEICH B| TUCTPHUOBIOTOPCKOI
IIOMEIEHUAX 6e3 TIPaKTHKH
COTIPOBOXACHHUA?
HmeroTcs MM B HaMM4YUM Y
KOHTPOJIUPYEMOTO mmna
pOrpaMMBElI, Ilyskr 35 IlpaBun
63. JOKyMEHTHPOBAHHBIE JTHCTPHOBIOTOPCKOM
Oponexypsl, 3alMCH  IIO TIPaKTHKH
OYHCTKE  NOMECLICHUH |
obopyaoBanus?
Bri6uparotcs )i’ TTysxr 35 Tipasun
64. KOHTPOIIMPYCMBIM oM JUCTPUOBIOTOPCKOM
obopynoBaHHe, HHBEHTaph H
TIPaKTHKH
MaTepualibl, HCIOIb3YEMEIC
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s yoopkd (OYMCTKH), a
TaKKe MOIOIIHE H
JIe3MHGUUHPYIOMIHE CPeJCTBA
TakuM 00pa3oM, 4TOOBI OHH
HE SBHWIHCh HMCTOYHHKOM
KOHTAMHHAIMH?

65.

Hcnons3ytores it
KOHTPOJIUPYEMBIM JMLIOM
000py/I0OBaHHE, WHBEHTAPh U
MaTepUaibl, HCIIOIb3yEeMBIE
s ybopku (ouMcTkH), a
TaKKe MOIOLIHE H
JIE3UHPUITUPYIOMIME CPEACTBA
TakuM 00pa3oM, 4TOOBI OHH
HC ABWINCH HCTOYHHKOM
KOHTaMHUHAIUH?

ITynxr 35 IlpaBun
AACTPHOBIOTOPCKOM
TIPaKTHKH

66.

Xpansrca b)1%4 y
KOHTPOJUPYEMOTO JHIA
obopynoBaHHEe, HHBEHTAPh H
Marepuaibl, HCIONb3yEMEIC
g yoopku (OYHCTKH), a
TaKxKe MOIOIIHE H
Je3uHGHUIHUPYIONIHE CPENCTBA
TakuM 006pa3oM, 4TOOBI OHH
HE ABHIMCh HCTOYHHKOM
KOHTaMUHAIMH?

ITynkr 35 IlpaBun
JUCTPHOBIOTOPCKOM
TIPAKTHKH

67.

CripoexTHpOBaHbI ™
TIOMEIEeHHs

KOHTPOJIIPYEMOT'O A
TakuM  obpa3oM,  UTOOHI
obecrieuuTs  3amMTy  OT
IPOHUKHOBEHHA HACEKOMEBIX,

TPHI3yHOB HIH IpyTHX
JKHUBOTHEIX?

ITynkr 36 Ilpasmn
JUCTpUOBIOTOPCKO#M
IIPAKTHKH

68.

OcHamensl M NOMEIEeHUS
KOHTPOJIMPYEMOT0 M1
TakuM  obpa3oM,  YTOOHI
obecrieyuTh  3amUTy  OT
IIPOHUKHOBEHHS HACEKOMBIX,

TPHI3yHOB 150051 JIPYTHX
JKHBOTHEIX?

Ilynxr 36 IlpaBun
AUCTpUOBIOTOPCKOI
MIPaKTHUKH

69.

Paspaborana m
KOHTPOJIUPYEMBIM JIAIOM
mporpamMma
MPOPUIAKTHIECKOTO
KOHTpOJIA BpeauTenei?

ITynxr 36 IlpaBun
IMCTPUOBIOTOPCKOH
TIPAKTHUKA
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70.

Cobmozaercs )i
KOHTPOJIUPYEMEIM JIALIOM
3alpeT Ha HaJIHJHe IMHINEBLIX
OPOIYKTOB, HAITUTKOB,
TabayHBIX HM3AEIHI, a TakKe
JICKAPCTBEHHBIX CPEACTB I
JUIHOTO WCIIONB30BaHHA B
MOMEIIEHUAX CKIaaa?

ITynxr 37 IlpaBun
AUCTPHOBIOTOPCKOM
TIPaKTUKA

71.

Hwmeercs m y
KOHTPOJIIUPYEMOrO JIMIIa B
HQJINYUH  COOTBETCTBYIOIEE
obopyaoBaHue I KOHTPOJIA
3a YCIOBUAMH
MMPOM3BOJCTBEHHOH  Cpenbl
noMemeHus?

ITynxr 38 IIpaBui
IMCTPUOBIOTOPCKOM
IIPaKTUKH

72.

HUmerotes m y
KOHTPOJIIMPYEMOTO JIMLIAa B
HaJTUIUH
perilaMeHTUpYIOIHYe
IIPOLEAYPRl JOKYMEHTH JUIs
KOHTpPOIIA 33  YCIOBHAMH
IPOU3BOACTBEHHOM  CpeIbl
noMeIueHus?

ITynkr 38 IIpaBun
TUCTPUOBIOTOPCKOM
TIPaKTHKH

73.

Brinonmeno m
KOHTPOJINPYEMBIM JIALIOM
NEpPBOHAYAIbHOE  H3yYeHHE
pacIIpeIeJICHUS TEMIIEPATYPHI
(TemmeparypHoOe

KapTHpOBaHUE) B
[OMEIEeHUAX i1 XpaHEeHHA
nepen HAYaJI0M HX
HCIIOJIb30BaHUA?

A63ai] mepBhIit
rryHkTa 39 IIpaBun
JUCTPHOBIOTOPCKOM
IIPaKTUKHA

74.

Pasmemeno ™
KOHTPOJIMPYEMBIM JMIIOM
obopyznoBaHHe I KOHTPOJIA
TEMIIEPATYPhl B COOTBETCTBHH
C pe3ylbTaTaMM aHaAIH3a
TEMIIEPATYPHOTO
KapTHpPOBaHUA B  TOYKax
Hauboree 3HAYMTEIBHOTO
KonebaHUs TeMOepaTyphl?

A63am nepBkIit
nyHkTa 39 IIpaBun
TUCTPUOBIOTOPCKO#
IIPaKTUKA

75.

ITpoextupyercs b1’
KOHTPOJIHMPYEMBIM JULIOM
obopynoBanue,

OKa3bIBAIONICEC BIMNHUEC Ha
XpaHeHHe U  pealn3aluio

ITynkr 40 Ipasun
IUCTPUOBIOTOPCKOM
TIPaKTUKA

8 Mynxr 16 IIpaswt xpanerns.
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JIEKapCTBEHHBIX CpencTB,
COMJIACHO WMHCTPYKIOUAM IO
ero HCTIOJIB30BAHHIO
(3kcmunyaramumn)?

76.

Pasmemaercs m
KOHTPOJIMPYEMEIM JMLOM
obopynoBaHue,

OKa3BIBAIOIIEE BIMSHUE Ha
XpaHEHHE U  PpeaIu3alLHIo
NeKapCTBEHHBIX CpeICTB,
COIVIACHO MHCTPYKIHAM II0
ero HCTIOJIb30BaHHIO

(3xcruryatanum)?

ITynkr 40 IIpaBun
TUCTPUOBIOTOPCKOM
TIPAKTHKH

71.

O6cnyxuBaercs by’
KOHTPOJIHPYEMBIM JIHIIOM
obopyoBaHue,

OKasplBalolee BIMAHHE Ha
XpaHEHHe U  PealU3aLHI0
JIeKapCTBEHHBIX CpencTB,
COIJIACHO HHCTPYKIMSAM II0
€ero HCIIOJIE30BAHHUIO

(3kcmuryaramum)?

ITynxt 40 IIpaBun
IUCTPUOBIOTOPCKOM
TPaKTHKH

78.

IToBepeno m1 oGopyznoBaHME
(cpencta U3MepeHuit)
KOHTPOJIMPYEMOTO mua,
HCNONB3yeMOE ANl KOHTPOIA
WIM MOHHWTOPMHIA YCIIOBHM
XpaHEeHHs  JIEKApPCTBEHHBIX
CPEICTB, B HOPSIIKE,
YCTaHOBIIEHHOM
3aKOHO/AaTCIILCTBOM
Poccuiickoit @enepaumﬁ?

A63an mepBEIif
nyHkTa 41 IIpasun
JIMCTPUOBIOTOPCKOM

TIPaKTUKH

79.

OtxamibpoBaHO bt y
KOHTPOJIHPYEMOTO JHMIa
obopynoBaHue (cpencrtsa
H3MEPCHHUH), HCIONIb3yeMoe
s KOHTPOJLA )0
MOHHMTOPHHIa yCIOBH#H
XpaHeHHsd  JIEKapCTBEHHBIX
CPEACTB, B OIpEACICHHLIC
MEXIIOBEPOYHbIE HHTEPBAIHI
HCXOA M3 aHaJIM3a PHCKOB H
HaJEXHOCTH 060pyaoBaHHUs?

Ao63a11 nepBrrit
nyHkTa 41 [Ipasun
AUCTpUOBIOTOPCKO#
IIPaKTHKA

80.

ObGecneuena M
KOHTPOJIMPYEMBIM JIUIIOM
METpPOJIOTHYeCKas

A63an BTOpOi
nyHkTa 41 IIpasun
TACTPHOBIOTOPCKOM

9 Crates 13 ®egepansaoro 3akoHa ot 26 mons 2008 r. Ne 102-®3 «06 obecrieaeHrH €HHCTBA H3MEPEHHI.
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TIPOCIIEXXHUBAEMOCTh
HCIOJIB3YEMBIX 3TAJIOHOB K
HaAOHAIFHBIM WA
MEXIYHAPOAHBIM  JTAJIOHAM
€IMHHI BETHIHMH pH
KamOpoBke 06opyRoBaHuA?

TIPaKTUKH

81.

OcymecTBisiorcs ™
KOHTPOJIUPYEMBIM JIMLIOM
omepandM IO  PEMOHTY,
0OCITy)XHBaHHUIO, IOBEPKE M
KaMOpoBKe  000pymOBaHMSA
TakuM  obpasoM,  uTOOHI
Ka4ecTBO JIeKapCTBEHHBIX
CPEACTB He TOABEPrajoch
HETaTUBHOMY BIMSHUIO?

ITynxr 43 IlpaBun
IUACTPHOBIOTOPCKOM
TIPaKTHKU

82.

Coxpansercs m
KOHTPOIIUPYEMEIM JIMLIOM
JIOKyMEHTAIUA [0 PEMOHTY,
06CITy)KHBaHHIO "
KATHOPOBKE Haubonee
3HagyUMoro obopynosaaus?

ITynxr 44 IlpaBun
JTUCTPUOBIOTOPCKOM
TIPAKTHKH

83.

Hmeerca it y
KOHTPOJIIMPYEMOIO JIMIIa B
HaJTM4UH [MIUCbMEHHOE
JICTAJIbHOE OIIMCaHHE
KOMIIBIOTEPU3HPOBAHHOMN
CHCTEMBI?

ITysxr 46 IIpaBun
IUCTPUOBIOTOPCKOM
IIPaKTUKHA

84.

Honnepxusaercs M
KOHTPOJIMPYEMBIM JMLIOM
JIETAITbHOE OIIMCaHUE
KOMITBIOTEPU3HPOBaHHOM
CHCTEMBI B  aKTyalbHOM
COCTOSAHHU?

Ilynxr 46 IlpaBun
IHACTPUOBIOTOPCKOM
IIPAaKTUKA

85.

Bximogaer b0 y
KOHTPOJIMPYEMOTO JHMna
JeTaTbHOE OIMCaHHe
KOMIILIOTEPU3UPOBAHHOM
CHUCTEMBL:

85.1.

NPUHLMAIEBL?

85.2.

nenu?

85.3.

Mepsl 6e3omacHoCTH?

85.4.

obnacTb npuMeHeHHs?

85.5.

OCHOBHBI® (PyHKIIHOHAIILHEIE

ITynkr 46 IlpaBun
MUCTPHOBIOTOPCKO#M
TIPaKTUKH
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ocoberHoCcTH?

85.6.

MOpsAA0K HCIIOb30BaHUA?

85.7.

uHTEpdeEiic Ui
B3aUMOAEHCTBUA C APYTHMH
cucreMamu?

86.

OcymecTBIsIoTCS ™
KOHTPOJIUPYEMBIM JTULICM
BBOJI JIAaHHBIX B
KOMIIBIOTEPH3HPOBAHHYIO
CHCTEMY WJIM UX W3MEHECHHE
TOIIBKO paboTHMKaMH,
OTBETCTBCHHBIMHM 3a JaHHBIA
BHJ paboThI?

ITynxT 47 IlpaBun
IUCTPUOBIOTOPCKOM
IPaKTUKH

87.

Perncrpupyer bz ¢
KOMIIBIOTEPU3HPOBAHHAS

CHCTEMa KOHTPOJIHMPYEMOTO
JUla BCE H3MEHEHHA B
CHCTEME c yKa3aHHEM
HOJIB30BATES,
COBEpMIAIOMIETO
U3MCHEHHA?

3TH

ITynxr 47 Ilpasun
JTUCTPHOBIOTOPCKOH
MIPaKTHKU

88.

ITpexycmoTpeHb! m
KOHTPOJIMPYEMBIM JIAIIOM
¢bu3ugeckue WIH
3NEKTPOHHRIE CPEACTBA JUIA
3a0IMThl JaHHBIX, BBEIEHHBIX
B KOMIIBIOTEPH3MPOBAaHHYIO
CHCTEMY, OT CIy4alHOTO WIH
HENIPAaBOMEPHOIO0  BHECCHHA
H3MEHEeHH?

ITynxr 48 Ipasun
JMCTPUOBIOTOPCKOH
MIPAKTHKH

89.

Xpansrtcs b4
KOHTPOJIMPYEMBIM JIALIOM
pe3epBHBIE KOMHM JaHHBIX,
BBEJICHHBIX B
KOMIIbIOTEPU3HPOBaHHYIO
CHCTEMY, B COOTBETCTBHH CO
CPOKaMH, YCTAaHOBJIEHHBIMH
3aKOHOAATEIECTBOM
Poccuiickoii Denepanuu, HO
HC MeHee S5 Jjer, B
H30JIHPOBAaHHOM H
6e3omacHOM MecTe?

ITynkr 48 IIpaBun
IUCTPHOBIOTOPCKOM
TIPAKTHKH

90.

IIpexycMmoTpeHsl b0’
KOHTPOJIUPYEMEBIM JTUIIOM
HIPOLEAYPEI, ONPEACIIAIONINE
HNOpAAOK JACHCTBHI B ciydae

IIynxr 49 IlpaBun
JUCTPUOBIOTOPCKO#
MPAaKTUKH
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c6oeB B paboTe CHCTEMBI HIIH
BBHIX0/Ia €€ U3 CTPOs?
IIpenycMoTpeHst i
KOHTPOJIPYEMBIM JIMLIOM Tlysxr 49 Tpasm
91, MEphl 110 BOCCTaHOBJICHHIO IHCTPEGEICTOpCKOH
JaHHBIX,  BBEJEHHBIX B
MPAKTHKH
KOMITBIOTCPU3HPOBAHHYIO
cucreMy?
Onpenenser M
KOHTPOJIMpyEMOe JMIO
(opranm3anus) KITI0YEeBOE
obopynoBaHHEe M IIpomeccel,| A63aIll mepBhri
9 KOTOpEIE nmojuiexar| ImyHkTa S0 [Ipasun
' kBampukammd ¥ (W) | JUCTPHOBIOTOPCKO#H
BaTHAALUH c [EBIO IIPaKTHKH
MOATBEPKACHUS
HaJUIeXallero MOHTaXa H
9KCIDTyaTanuu?
Onpenensercs M
KOHTPOJIHUPYEMBIM JHMLIOM
00BeM IpoBOMMEIX paboT mo|  A63aIl mepBEIit
93. kBamupukanpn u  (WnM)| myHkra 50 IIpaBun
BaAJIMIANINH Ha OCHOBE | AUCTPHUOBLIOTOPCKOM
JOKyMEHTAIBHO IIPAaKTUKH
odopMIIEeHHOTO aHam3a
PHCKOB?
BamimupoBansl ma ¥ (MaM)
KB (U BaHEI .
KOH’I‘pSJIIfIII:;):M:;I nnng AGsan BTopoii
myHkTa 50 [Ipasun
94. 000py/IOBaHHE W NPOIECCHI 6 o
JIO Hayaia 3KCILTyaTalluy WA JIMCTPHOBIOTOPCKOR
MIPaKTHKH
nocie moboro
3HAYUTEIHHOTO U3MEHEHUA?
Odopmisercs b1’
KOHTPOJINPYEMBIM JIULIOM Ab63ar TpeTuit
95 MPOBEAICHHE BaIMAAUMH WM | myHkTa S50 [IpaBun
) KBAIM(QHUKAIMHA OTYETAMH, B| AUCTPHOBIOTOPCKOM
KOTOPBIX 060061meHs! TIPAaKTHKH
MIOJTy9€HHBIE Pe3yJIbTaThI?
JaHbel M KOHTpPOJIHpYEMBIM
JIMLIOM 00BACHEHHA Ab63a1 Tpetuit
96 OTKJIOHCHHUSIM, BBIABICHHBIM | IyHKTa SO [Ipasmn
' [P NPOBEACHHM BaMUJAlMH | JUCTPHOBIOTOPCKOM
WA KBTHGUKAITIH IIPAKTHKH
obopynoBanus?
97. Odopminstrores m | Ilynkr 51 [pasun
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KOHTPOJIUPYEMBIM JIMLOM | TUCTPHOBIOTOPCKOIH
OTKJIOHCHHUSA oT IPaKTHKH
YCTaHOBJIIEHHBIX  MPOLIEAYP

JIOKYMEHTAIBHO?

Pa3pabarniBarorcs b1’

KOHTPOJIHPYEMEIM JIMIIOM

MEpBl, HaOpaBJIECHHEIE Ha

yCTpaHEeHHE OTKIOHEHHH OT
YCTaHOBJIEHHBIX IIPOLEAYD, a

ITynxr 51 IlpaBun

98. TUCTPHOBIOTOPCKOM
Taloke Ha IpefOTBpalleHHE AKTHKH
AX TIOABJICHHA B Oyaymem P
(xoppeKTupyomue H
[PEXYIPEKAAIONIHE
JencTBus)?
99 SBnsercsi T OOKyMEHTaIUA
) KOHTPOJIUPYEMOT'O JIAIA:
. Ilynxr 53 IlpaBun
99.1. i;zgﬁg::mﬁ?) fiepcorana TUCTPAOBIOTOPCKO#
) TIpaKTHUKH
99.2. |BoccTaHaBIHMBaEMOM?
SBnsercs b1’ TEKCT
JIOKYMEHTOB
KOHTPOJIMPYEMOI'0 mmga| Ilyskr S5 IpaBun
100. |omHO3HAYHEIM, HE | TUCTPUOBIOTOPCKOH
JIOMYCKAIOIUM TIPaKTHKH
JIBYCMBICJICHHBIX TOJIKOBaHUM
1 omuboK?
YTBepXKIEeHBI I
OTBETCTBCHHBIM JHLOM | 1 56 ITpasu
101. KOHTpOIMPYEMOTO S TUCTPUOBIOTOPCKOM
CTaH/APTHRIC ONEPAIlMOHHLIC AKTHKH
OpoLeRypH, IIMCbMEHHBIE P
IpOLEypEI?
IMoamucansl M
OTBETCTBEHHBIM THLOM | 1 56 TTpasm
102 KOHTPOJIUPYEMOTO nvna Im) 6 PasHl
. CTpHOBIOTOPCKOM
CTaHAapTHHIE ONEpPallHOHHEIE S
OpONCTYPHI, IIUCHEMCHHBIC TP
OpOLERYPHI?
JaTupoBaHsl m
OTBETCTBCHHBIM JHUIIOM Tymer 56 Tpasit
103. | XOHTPOTHPYCMOTO na IUCTPAOBIOTOPCKOHM
CTaHJIapTHRIC OIIEPAIMOHHBIC A TYKH
OpoLeaypHl, IMHCHMEHHBIE TP

OpoLeayphI?
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He JOIyCKaeTCA b1
KOHTPOJIUPYEMBIM JHULIOM
oopMiieHHE JOKyMEHTALlUH T 56 TTpasut
OT DYKH, 32 HCKIIOYCHHUEM ) .
104. IUCTPUOBIOTOPCKOHM
CllydaeB, KOIZJa BHECEHHE
o TIPaKTHUKH
PYKOIIMCHBIX 3anuced
HeoOxoauMo (TIpH HAIUYUH
HEOOXOUMBIX MOJICH)?
HatupoBannl m| o 57 Tpasun
KOHTPOJIUPYEMBIM mmoM| .
105. TMCTPUOBIOTOPCKOM
nro651e MCIIpaBIICHUS,
o TIPAKTUKH
BHECEHHbIE B JOKYMEHTALHUIO?
Il;g) IIIIP(ISI €MBIM M (J)I:/II Iysxr 57 [pasm
106. HIPOIMPY 1 AUCTpAOBIOTOPCKOH
nmoObIe HCIIPaBIICHUS,
o TIPaKTHUKA
BHECEHHEIC B JIOKYMEHTAITUIO?
Brecenst M
KOHTPOIIUPYEMBIM JALIOM Tysxr 57 Tpasmn
HCTIpaBJICHUA TaKUM 00pa3oM, .
107. IUCTpUOBIOTOPCKOHM
YTOOH COXpaHsIach
IIPaKTUKA
BO3MOXHOCTB POYTCHUA
IIEPBOHAYAJIbHBIX 3aIUCEH?
Ionnexut 1 JOKyMeHTaLusA
KOHTPOIIUPYEMOTO Mna
XpaHEeHHUIO B TedeHHMe cpoka,| IIymkr 58 IIpaBun
108. YCTaHOBJICHHOT'O TUCTPUOBIOTOPCKOMH
3aKOHOJATEIBCTBOM ITPAKTUKH
Poccmiickoit Denepanun, HO
He MeHee 5 neT?
VHUYTOXAIOTCA 1M WK
obe3muuBaroTCS ™
KOHTPOJHPYEMBIM JTALIOM
[EPCOHAIBHBIC nanneie | ITynxr 58 IlpaBun
109.  |pabGOTHHMKOB, KaK TONBKO HX| OUCTPUOBIOTOPCKOM
XpaHCHHUE nepecTaeT TIPAKTHKA
Tpe6GoBaThcA A Lenei
JUCTPUCHIOIHI
JIEKapCTBEHHBIX CPEACTB?
IMTpum:
1«? n i?lﬂeTc:MHM b1zt Joll\l:i Ilysxr 60 [lpasur
110. HIPOIHMPY - T JUCTPUOBIOTOPCKOM
KOHTPOJIb BEPCHIA K
0 ITPaKTHUKHA
nponexypam?
Cymectsyer ™ y Ilynkr 60 IIpaBun
KOHTPOJHMPYEMOT0 aMna o
111. cHCTEM N JUCTPUOBIOTOPCKOM
a, mp PaIlarONy TpaKTHKH

HETIPEHAMEPEHHOE
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HCIONb30BaHAE YyTpaTHBLIEH
CHIIy pEe/IaKI[i¥ JOKYMeHTa?

112.

N3simaroTcs b1
KOHTPOJIUPYEMBIM JMLOM
yCTapeBIIME M YTPAaTHBIIHAE
CHIIy pelaKLUH JOKyMEHTOB,
PErIaMEeHTHPYIOIIMX

MpOLEAYPH, u3
JIOKyMeHTO000poTa?

ITysxr 60 ITpaBun
JUCTPHOBIOTOPCKOM
MIPAKTHKH

113.

ApxuBHpyroTcs M
KOHTPOJIUPYEMBIM JMLIOM
yCTapeBOIME H YTPaTHBIINE
CHJIy peIaKLHH JOKyMEHTOB,
perIaMeHTHPYONINX

OpoLexypHl, u3
IoKyMeHToo6opoTa?

ITynxr 60 IIpasun
IACTPUOBIOTOPCKOM
TIPaKTHKH

114.

Coxpansrorcs m
KOHTPOJIHPYEMBIM JIALIOM
3allMCH, OTHOCANIMECA K
BBHITIOJIHCHHMIO BCEX ACHCTBHI,
Kacaronmxcs IIOJTy9CHHOM
A MMOCTaBIICHHOH
IPOAYKIIAH, & TAaKXKE 3aIMCH
IO OKa3aHHIO OpOKepCKHX
YCIyT WM [pYTHE 3alluCH B
3JIEKTPOHHOM BHJE WIH WHOH
bopme?

A63a1] nepBRIi
nyHkTa 61 IIpaBun
JUCTPUOBIOTOPCKOM
IIPaKTUKH

115.

Bxmogaror bii%d
KOHTPOJIUPYEMOTO
AH}pOpMaLHIO 0:

3aIUCH
ivzeie]

115.1.

nare?

115.2.

HaMMEHOBaHUH
JIEKapCTBEHHBIX CPEACTB?

115.3.

KOJIMYECTBE NPHOOPETEHHBIX
178171 MOCTAaBJICHHBIX
NEeKapCTBEHHBIX CPENCTB?

115.4.

HaUMEHOBaHMH M  afipece
IIOCTAaBHIMKA, IIOJTyJaTels HiIH
Tpy30IOIyYaTens (®
3aBHCHMOCTH OT TOTO, YTO
IpUMeHuMO)?

115.5.

HOMeEpe CEpHH?

A63an BTOpOIA
myHkTa 61 IIpasun
IUCTPHOBIOTOPCKOM

TIPAKTHKA

116.

OcymiecTBIAIOTCS 1M BCE

Ilynkr 62 IIpaBun
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OEACTBHA KOHTPOIMPYEMOT'O
JHIa (mucTpubnroropa)
TakuM 00pa3oM, dYTOOBI He
ObUTa yTpadyeHa
HJEHTHYHOCTh
JICKAPCTBEHHBIX CPEICTB?

IMCTPROBIOTOPCKOM
MPaKTHKA

117.

OcCymiecTBIAIOTCA U BCE
INEHCTBHA KOHTPOIHPYEMOTO
JHMIa (aucTpubnroTopa)
TakuM  obpa3zoM,  4TOOHI
cobmogamices  TpeGoBaHMUS,
yKa3aHHBIE Ha  YIaKOBKe
JIEKapCTBEHHbIX CPEACTB?

ITynxr 62 Ipasun
AMCTPHOBIOTOPCKOM
TIPAKTHKU

118.

IMosyqaer ™
KOHTPOJIHPYEMOE JTHII0
(mucTpubBIOTOD)
JIEKapCTBEHHBIE cpencTsa
TONBKO OT  OpraHd3aIWi,
HMEIOMHUX pa3peleHne Ha
OCYUIICCTBIICHAE
JIEATETLHOCTH o
IPOU3BOACTBY WA
TUCTPUOBIOIAN
JICKapCTBEHHBIX CPEICTB,
BBIIAHHOE YIIOJTHOMOYEHHBIM
opraHom?

A63an nepBxhlit
myHKTa 66 [Ipasun
JUCTpHAOBIOTOPCKOH
TPaKTHKU

119.

Y 1ocTOBEpHIIOCH m
KOHTPOJIUpyEMOe JIMIO
(mucTpudsioTop),
npuobperaroniee
JICKapCTBEHHBIC CPE/ICTBA Y
IOpyToro AUCTPHOBIOTOpA, YTO
NOCTABIMK  JICKAPCTBEHHBIX
CpEICTB cobirogaer
TpeOOBaHMA HaJpIexamen
TACTPUOBIOTOPCKO#
IPaKTHKH?

Aob3an Bropoit
myHkTa 66 IIpaBun
TUCTPHOBIOTOPCKOM
IIPAKTHKH

120.

Y 10CTOBEpHUIIOCH b’
KOHTpOJMpPyEMOe JHLO
(macTpubsioTOP),

npuobperaroniee

JICKapCTBEHHBIE CPEJICTBA Y
Apyroro JACTpUOBIOTOpA, 9TO
IOCTAaBIIMK JIEKAPCTBEHHBIX
CPEACTB HMEET pa3peleHne
Ha OCYIICCTBICHHWE TaHHOTO
BHJA JEATEIbHOCTH,
BBIZJAHHOE YTIOTHOMOYEHHEIM

A63ar1 BTopoii
ImyHKTa 66 IIpasmi
JTUCTPUOBIOTOPCKO#
TIPaKTHKH
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opraHoM?
Y nocroBepuwiocs )i’
KOHTPOJIHMPYEMOE JMIO
(mucTpubsioTOp), YTO OGpOKED A6san TpeTail
3aperUCTPUPOBAH B
10 | TyHKTa 66 [IpaBun
121. YCTaHOBIEHHOM  IIOpAAKE ", .
TUCTPUOBIOTOPCKOM
ecin [IOCTaBKa
TIPaKTHKH
JIEKapCTBEHHBIX CpencTB
OCYIIECTBIIACTCS IPH YIaCTHH
6pokepa?
Brinonsenst i1
KOHTPOJMPYEMEIM JIAIIOM JI0
npuobpeTeHus ITynkr 67 IlpaBun
122. JIEKapCTBEHHBIX CPEICTB | AUCTPHUOBIOTOPCKOM
MEPONPHATHA IO OIEHKE H TIPaKTHKH
0f00pEeHNI0  TIOCTAaBIIMKOB
JUCTpHOBIOTOpOM?
OcymiecTBnsI0TCS T
KOHTPOJIHPYEMBIM JIUIIOM Tlysxr 67 Tpasin
MEPONPHATHS TI0  OLIEHKE "
123. JUCTPUOBIOTOPCKOM
IIOCTaBIIMKOB B COOTBETCTBHH
. IPAKTHKH
c YTBEPXKICHHOMK
mporexypoi?
OdopmisroTes ™
KOHTPOIUPYEMBIM manoM | Ilynxr 67 IIpaBun
124. | pe3ynbTaThl MEPOIPHATHH 11O | TACTPHOBIOTOPCKOM
OIICHKE MOCTaBIIUKOB TIPaKTHKH
JIOKyMCHTaILHO?
Y 10CTOBEpUIIOCH )’
KOHTPOJHpYeMoe JTMLO
(mucTpubsioTOp), 9TO
IIOCTaBKa JIeKapCTBEHHBIX
CPEACTB OCYIIECTBIIACTCS
TOJIBKO OpraHu3alMaM, | oo 69 Tpasur
UMEIOIAM paspemieHue : o
125. JUCTPUOBIOTOPCKOM
(MueH3uo) HIH HHEIE
MPaKTHKH
3aKOHHBIC OCHOBAaHHA ISt
OCYIIIECTBIICHUA
JEATEIILHOCTH, OTHOCSIIECHCA
K obpameHnio
JICKApCTBCHHBIX CPEICTB Ha
poiake Coroza?
126 ITpoBoaATcs ma| Ilymkr 71 IlpaBun
) KOHTPOJIUPYEMBIM JIMIIOM | TUCTPHOBIOTOPCKOM

19 Crares 342 @enepansnoro 3akona or 3 asrycra 2018 r. Ne 289-03 «O TaMoxeHHOM perympoBaHyH B Poccaiickoi Oexepammun
M 0 BHECCHWH W3MCHEHMH B OT/IENLHEIC 3aKOHOATeIbHEIE akTh Pocculickoi Denepauuy».
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paccieoBaHUA IIpH
BHIABJICHHH OTKJIIOHCHHHA OT
MIPOIMCAHHOM MpOLENyPH
peaIH3anMK, KOTOPEIE MOTYT
03HavaTh HCIIOJIb30BAHHUE
JICKaPCTBCHHBIX CPEACTB HE
00 Ha3HA4YEHHIO?

IDPaKTHKA

127.

3anpemeHo m
KOHTPOJIUPYEMBIM JIMIIOM
HAIPaBJIATh cepuu
JIEKapCTBEHHbIX CPEICTB,
peHa3HAYCHHBIE bih) i
peaim3anuu B pamkxax Coroza,
B 30HY peanu3alldfl [0 TOro,
KaKk B COOTBETCTBHM C
IUCEMEHHBIMH IIpOLeypaMH
Oyner YIOCTOBEPEHO
BBIIIOTHEHHUE BCeX
TpeboBaHui, yCTaHOBICHHBIX
3aKOHOJIATENTLCTBOM
Poccuiickoit ®Pepeparmun 1
aKTaM#, BXOJSIIMMH B IIPaBO
Coro3a?

Iynxr 75 IpaBun
TUCTpUOBIOTOPCKOH
TIPaKTHKA

128.

XpansTcs )17
KOHTPOIHUPYEMBIM JHMLIOM
JICKapCTBECHHEBIC cpeAcTBa
OTHENIBHO oT IOpYTHX
IIPOXYKTOB, CIIOCOOHBIX
OKa3aTh Ha HUX BIMsHHE?

ITynxr 76 IlpaBun
TMCTpUOBIOTOPCKOM
TIPAKTHKA

129.

3anueHsl b1
KOHTPOJIMPYCMEIM JHIIOM
JIEKapCTBEHHEIE CPEJICTBA OT:

129.1.

BpEIHOr0 BO3JefcTBIA cBeTa?

129.2.

TEMIIEPaTyphl?

129.3.

BIIRXKHOCTH?

Ilynkr 76 IIpaBun
IUCTPUOBIOTOPCKOM
HIPaKTHUKH

130.

OpranusoBaHa M
KOHTPOJIUPYEMBIM JMTIOM
IUCTPUOBIOIAA
JICKapCTBEHHBIX CpencTB
(otrpy3ka) TakuMm o0Opazom,
9TOOBI JIEKapCTBEHHBIC
CPEACTBAa C MEHBIIUM CPOKOM
TOOHOCTH  OTTPYXKAMCh B
[IEPBYIO o4epens?

Ilynxr 79 IlpaBun
TUCTpUOBIOTOPCKOM
TIPaKTHUKA
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131.

3an0KyMEHTHPOBaHBI b1
KOHTPOJINPYEMBIM JMIIOM
OTKJIOHEHHS OT TpeOoBaHHA
OTIPY3KH B MEPBYIO OYepe/lb
JIEKapCTBEHHBIX CPEACTB C
MEHBIIIUM CPOKOM I'OAHOCTHU?

ITysxr 79 IlpaBun
TACTPAOBIOTOPCKO#
TIPAKTHKU

132.

ITpunsaTe M
KOHTPOIUPYEMBIM JHIIOM
MEpEI pu XpaHEeHUH
NEKapCTBEHHBIX CPEICTB H
obpanreHuH c HUMH,
HalpaBJICHHbIE Ha
OpeAOTBPALICHAC:

132.1.

pacchImanusn?

132.2.

HapyIIeHus HENOCTHOCTH

YTIaKOBKH?

132.3.

KOHTaMMHaIUH?

132.4.

nepenyThBaHuA?

ITynxt 80 IIpaBun
IMCTPUOBIOTOPCKOM
TIPaKTUKA

133.

3anpenieHo bz
KOHTPOJIUPYEMEIM JHUIIOM
XpaHEHHE  JIEKapCTBEHHBIX
CPEICTB HEMOCPEICTBEHHO Ha
oony, 3a  HMCKIIOYEHUEM
CllydaeB, KOIJla YIaKOBKa
crenuansHo pa3paboTaHa AnA
TaKOro XpaHCHUSA?

Ilynxr 80 IIpaBun
IMCTPUOBIOTOPCKOM
TIPaKTHKH

134.

H3pmmarores
KOHTPONIHPYEMBIM
JCKapCTBCHHBIC  CPEJICTBA,
CPOK TOHHOCTH KOTOPHIX
HCTEK, HE3aMCIUIMTENLHO W3
KaTerOpHH IPHUTOJHBIX JUIA
IIOCTaBKH bu3mgecKku
(u30MMpOBaHEI B
CHEIMAIBHOM  ITOMENICHUH
MM 30HE XpaHEHHUs)?

M
JIALIOM

A63an mepBEIi
myHkTa 81 [IpaBun
AACTPUOBIOTOPCKOM

TIPaKTHKH

135.

H3pMarorcs

KOHTPOJIHPYEMBIM
JIEKapCTBEHHBIE CpeIcTBa,
CPOK TOJHOCTH  KOTOPBIX
HCTEK, He3aMe/UIUTEeIIbHO M3

JH
JIALIOM

KaTeropuM TPHTOMHBIX JUIA
IIOCTaBKH c
BIIEKTPOHHEIX
o0ecneYnBarommx

IMOMOILEIO
CpE/ICTB,

AG63a11 nepBhIi
myHkra 81 ITpaBun
JUCTPHOBIOTOPCKO#
IIPaKTUKH
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SKBHBAJICHTHYIO M30IIAI[HIO?

OdopmiueHs H Ab63arn BTOpO#
136 KOHTPOJIHPYCMBIM nuroM | nyHkra 81 IlpaBun
) BRIABIICHHEIE OTKJIOHEHHA | THCTPUOBIOTOPCKOI
JIOKYMEHTAIBHO? IIPaKTUKH
ITpoBogunuce m A63ar BTOpOif
137 KOHTpOJIMPYEMBIM J1HIOM B| myHKTa 81 I[IpaBun
' OTHOLICHUH BLIBJICHHBIX | TUCTPUOBIOTOPCKOM
OTKJIOHEHUI paccneOBaHUA? TIPaKTUKH
OcymecTtBnsercs )74
KOHTPONUPYEMBIM sunoM | ITynxr 84 Ilpasun
138. KOHTPONIb  IOATOTOBKM K| OUCTpUOBIOTOPCKOM
OTTpy3Ke 3aTpeOOBaHHBIX TIPaKTHKH
JIEKapCTBEHHBIX CPEACTB?
HWmeror 1 nekapcTBEHHEIE
CPEICTBa KOHTPOIUPYEMOTO
Juna, cornacoBagHsle | ITyHkt 84 IlpaBun
139. [OJTydaTesIeM H | AUCTPUOBIOTOPCKO#
OTIIPaBHTENEM  OCTaTOYHEIE TIPAKTHKH
CPOKH T'OJHOCTH Ha MOMECHT
MOATOTOBKH K OTTpy3Ke?
ConpoBoxaercs m
MOCTaBKa JICKapCTBEHHBIX
cpencts  xoHTponupyemoro| Ilynxr 85 IlpaBun
140. |numa JOKYMEHTaMH, | TUCTPHOBIOTOPCKOM
IpeayCMOTPEHHBIMHI TIPaKTUKH
3aKOHOJIATEITECTBOM
Poccuiickoii @enepanun?
YKa3bIBaloTCsS "
KOHTPOJIMPYEMBIM JIHLIOM B
141 COMPOBOAUTEILHEIX
" | HOKyMEHTax JIeKapCTBEHHBIX
CpeACTB CleYIONIHE
CBEJICHHS:
f?
141.1. | Rara A63ar] mepBbIi
HaNMEHOBaHUE MyHKTa 85 l'IpaBng
141.2, 0 TUCTPUOBIOTOPCKOM
JIEKapCTBEHHOTO CPECTBA?
IIPaKTHKH
141.3. |HOMEp cepu (mapTHH)?
141.4. |IOCTaBIsIEMOE KOJIMYECTBO?
141.5. |nexapcTBeHHas ¢popma?
141.6. |no3upoBka?
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HaMEHOBaHHE M  aJpec
141.7.
OOCTaBIUKA?
HaMMCHOBaHME H  aJpec
Tpy30I0aydaTeins (ampec
141.8. |MECTa HaXOXN/ICHHA OITOBOrO
CKJIaZia, €CJIM OH OTIMYaeTCA
0T ajgpeca IOPHAUYECKOTO
nma)?
141.9. |yclIOBUSA TPaHCHOPTHPOBKH?
141.10. | ycnoBusl XxpaHEHUS?
Xpansarcs ¢
KOHTpPOJIHPYEMBIM JIALOM
3aIMCH O IIOCTABKE TaKHM A63an BTOpOi
142 obpa3zoM, urobel  Obuta| myHkTa 85 IIpaBHn
" |obecneyeHa AHUCTPHUOBIOTOPCKOM
IIPOCEKUBAEMOCTD TIpaKTUKH
JBWDKEHHA  JICKAPCTBCHHBIX
cpeacTB?
Odopmuensl m
KOHTPOJIMPYEMBIM JIMIIOM B
143. COOTBETCTBHH c
YCTaHOBJICHHEIMH
IIpOLIeAyPaMH
JIOKYMEHTAIBHO: _
143.1. |opereH3uu? IMynxr 88 IpaBun
TUCTPAOBIOTOPCKOM
143.2. |cmydanm Bo3Bpara? IPaKTUKHA
143.3, |TOR03pEnys B
danscudpukanmn?
143.4, |OT3HB JICKapCTBEHHBIX
" |cpencTB U3 obparneHuA?
OcymecTtBnserca |
KOHTPOJIMPYEMBIM JIUTIOM
OIlCHKa BosBpamieHHbIX | Ilynkr 89 IlpaBun
144. JICKapCTBEHHBIX CPEACTB JIO | JUCTPHOBIOTOPCKOM
OPUHATHA PpemeHus o6 ux MIPaKTHKH
0J00peHMH 111 ITOBTOPHOM
[IOCTaBKHU?
3aperucTpupoBaHbI mi|  A63arn nepBhlit
145 KOHTPOJIUPYEMEIM munoM | myHkTta 90 IIpaBun
' OPETEH3HH C  YKa3aHWeM | TUCTPUOBIOTOPCKO#M
crenyiomel HHGOpMAaITUH: TIPaKTUKH
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145.1.

JiaTa TONydYEeHHUs peTeH3Un?

145.2.

HAaMMCHOBAHUE OPTaHU3AIIUU
WK paMUIMsA, UM, OTIECTBO
(Ipm HaJIMIAH) Juna,
OpeABABUBIIETO IPETEH3UIO?

145.3.

KOHTaKTHbIE JaHHbkIE (HOMep
tenepoHa u akca (mpH
HaJIM9HH), 3NIeKTPOHHAA
moy4Ta, ajapec)?

145.4.

HaWMCHOBAHHUE
JEKApCTBEHHOTO  CPEXCTBa,
JICKapCTBEHHOM ¢$bopMmEl,
JIO3UPOBKa, HOMEP CepHHM H
(vym) mapTun, 06beM?

145.5.

IIPUYHHA [IpeTEeH3HU?

146.

VYBegomieH m
KOHTPOJIAPYEMBIM JIMLIOM
[POU3BOIHTEND
JIEKapCTBEHHBIX CpeAcTB
HE3aMEUIMTENIFHO B Ciy4ae,
€CIIM TIPETeH3HsA OTHOCHIHCH
K Ka4yeCTBY JICKAPCTBECHHBIX
CPE/ICTB WM MPEeAToIaraiochk
HaJIN4Iue
Heo0poKadecTBEHHBIX
(panbcupuupoBaHHBIX)
JIEKapCTBEHHBIX CPEICTB?

ITynkt 91 IlpaBun
TUCTPUOBIOTOPCKO#M
TIPaKTHKH

147.

VBenomieH T
KOHTPOJIUPYEMEBIM JIMLIOM
JepxxaTelb
PETUCTPAIMOHHOTO
YAOCTOBEPEHHS
HE3aMEUINTENIBHO B CIry4ae,
€CIIH TIPETEH3UA OTHOCHIHCH
K Ka4eCTBY JIEKAPCTBEHHBIX
CPeACTB WIN IPEANIONarajioch
HaJINIUe
HeI0OpOKadeCTBEHHBIX
(pamscudHUpOBaHHBIX)
JIEKapCTBEHHBIX CPEJICTB?

ITynxr 91 Ilpasun
AUCTPUOBIOTOPCKOM
IIPaKTUKHA

148.

[IpoBeneno )1
KOHTPOIHPYEMBIM JHUIIOM
paccleloBaHHE C  LEIBIO
YCTAaHOBJIGHMS  MCTOYHHKA
(cybpexTa)  mpexbABICHHS

ITysxr 92 IlpaBun
AUCTpUOBIOTOPCKO#
TIPaKTHKU




OPETeH3HH B
OpeTeH3ui Mo COOIMOJCHUIO

OTHOLICHHUHA

TpeOOBaHUN H  yCIIOBHH

JIUCTPHOBIOLMH?

149.

1Y
JIMIIOM

IIpoBeneno
KOHTPOJIMPYEMBIM
paccieoBaHHE ¢  [EIBIO
YCTaHOBJICHHSA MIPWYHHB
OPCABABICHUS TPETCH3MM B
OTHOIIEHHH IIPETEH3HHd II0
cobmonennio TpeGoBaHUE U
YCIIOBHH AUCTPUOBIONMHH?

Ilynkr 92 IlpaBun
JUCTPUOBIOTOPCKO#
MPAKTHKH

150.

HaznaueHo
KOHTPOJIHPYEMBIM
crelManbHOEe  JIHIIO
paboTHI ¢ npeTeH3uAMH?

H
JHIIOM
hiii¢

Ilynkt 93 IlpaBun
JUCTPUOBIOTOPCKOM
IIPaKTHKH

151.

OCylIeCTBISITUCE b1t
KOHTPOJINPYEMBIM JHLOM
OIepanyy ¢ BO3BPALMICHHBIMA
NieKapCTBEHHBIMH CPEACTBAMH
B COOTBETCTBHH c
JOKYMEHTHPOBAHHBIMU
IpolleAypaMH, OCHOBAHHBIMH
Ha OLIEHKE PHCKOB, C YIETOM:

151.1.

crenupHKN  JEeKapCTBEHHBIX
cpeacTs?

151.2.

CIeIMaTbHBIX
XpaHeHUA?

yCIOBUH

151.3.

BPEMEHH, IPOIICIIIEr0 C
MOMEHTa  II€pBOHAYAIBHOMH

OTIpy3KHu?

ITynxr 95 Ilpasun
IUCTpUOBIOTOPCKOH
TIPaKTHKH

152.

i1
JULIOM

Bo3sspamarorcs
KOHTPOJIHPYEMBIM
JICKaPCTBEHHBIC  CPEJCTBA,
KOTOpEIE paHee ObUH
OTTPYXEHBl, B KAaTErOpHIO
OPUTOAHBIX JUIS TIOCTABKH
TOJIBKO B Cly4ae, €CIH
BHIIONHAIOTCA BCE
CJICIYIONIUE YCIOBHU:

152.1.

[EJIOCTHOCTD BTOPUYHOH
(moTpeOUTENBCKOM) YITAKOBKH
JICKapCTBEHHBIX CPEJCTB HE
HapymeHa?

Ilynkr 96 IlpaBun
IUCTPUOBIOTOPCKO#
TIPAaKTHKH
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OTCYTCTBYIOT CIIeIbl

152.2. "
HOBPEKICHUA?

OTCYTCTBYET  MapKHpPOBKa,

152.3. |HenpexycMoTpeHHas
Opou3BOAUTENEM?

152.4. |CpOK rOAHOCTH HE UCTEK?
OpOAYKIHA HE OTO3BaHa M3

152.5.
obpameHus?

HOJTy4aTeb TPEACTaBHI
JIOKyMEHTHI,

152.6. |TOATBEPAAAIOMIHC
co0mofeHHe  CHEeNMaIbHBIX
YCIIOBUHA XpaHEHHA H
TPAaHCIIOPTHPOBKH?
JICKapCTBEHHBIC cpencTBa
ObLIH TPOBEPEHBI H OLIEHEHHI

157, |KOMICTEHTHbIM JIMIIOM,
Ha3Ha4YEHHBIM TS
BBHITOJTHCHHSA JaHHBIX
neicTBuii?

KOHTPOJIUPYEMOE JIHLO
(macTpubbioTop) pacnonaraeTt
JIOKa3aTeIbCTBAMH TOTO, YTO
JIEKapCTBEHHBIE CpeacTBa
ObUIM IOCTaBJIEHKI JaHHOMY
HOJTy4aTeNro (cormacuo
OPUIOKEHHBIM KOITHAM

1528, |COOTBETCTBYIONIIX
CONPOBOAUTENHHBIX
JIOKYMEHTOB): HOMEP CEpHH U
(WM) mapTHH COBHAJaeT ¢
yKa3aHHbBIM B JIOKYMEHTaX,
OTCYTCTBYIOT OCHOBaHHA
nojiaratb, 9YTO  JaHHEIE
JIEKapCTBEHHBIE cpencTBa
danscudumMpoBaH?
Bo3sBpamarorcs )14
KOHTPOIIUPYEMBIM JMIIOM
JICKapCTBCHHbIE  CPEJCTBA,
Tpeoyrome ocoﬁwf ITynxr 96 IlpaBun

153, |TeMIEPATYDHEIX YCIOBUH TACTPHGbIOTOpCKOH
XpaHeHUs, B  KaTETOPHIO

TIPAKTHKA

OPHUTOIHBIX JUIS [TOCTABKH,
pu HaIHIUH
JIOKYMEHTAJIBHEIX

IOKa3aTeNbCTB TOTO, YTO OHH




XpaHWIHCh 7§
TPaHCIIOPTHPOBAIUCH B
HaJUIeKallMX YCIOBHAX B
TEYCHUE BCEr'0 BPEMEHH?

154.

IIpoBogutcs
KOHTPOJHUPYEMBIM
OIICHKA PHCKOB,
MO3BOJIAIOIIAY  YCTAHOBHTH
COXPaHHOCTH JICKAPCTBEHHBIX
CPEeICTB, B CIIy4ae BHIABJICHHA
JIOOBIX OTKJIOHCHMI?

A
JTHIIOM

ITysxr 97 lpaBun
JUCTPUOBIOTOPCKOM
IIPAKTHKH

155.

Cobpanbr ™
KOHTPONHAPYEMBIM JIMLIOM H
OIICHEHH! JIM JIOKa3aTe/ILCTBA
COXPaHHOCTH JIEKAPCTBEHHBIX
CPEACTB 1O  CIICAYIOUMIHM
JTamaMm:

155.1.

[10CTaBKa IOJIyJaTeno?

155.2.

IIpoBepKa TIPOIYKIIAH
(unenTHdUKaM)?

155.3.

BCKPBLITHE TPaHCIIOPTHOHX
yIakoBKH (KOHTeWHepa s
IIOCTaBKH)?

155.4.

BO3Bpar JIeKapCTBEHHBIX
CPeACTB B TPaHCHOPTHYIO

YyOaKoBKy (KOHTEWHep Jyit
TOCTaBKH)?

155.5.

cbop H
JIEKapCTBEHHBIX
TUCTpUOBIOTOPY?

BO3Bpar
CpeAcTB

155.6.

HOMEIIEHHE JIEKAPCTBEHHBIX
CPEICTB B CICIHAIBHYIO 30Hy
XpaHeHUs JUCTpHOBIOTOPa?

ITynxr 97 IlpaBun
JUCTPHOBIOTOPCKOM
TIPAKTHKH

156.

3ampemena m
KOHTPOJIUPYECMBIM JALIOM
IIpHEMKa BO3BpalICHHOH
OPOXYKITHH 6e3
JOKyMEHTAIBHOTO
odpopmiieHusA?

ITynkr 98 Ilpasun
JUCTPHOBIOTOPCKOM
MPaKTHKA

157.

Cobmogaercs
KOHTPOIIUPYEMEIM JHIOM
3amper BO3BpaTa
HOXUIIEHHBIX JTEKapCTBEHHBIX

I

ITynxr 100 ITpaBun
JUCTpUOBIOTOPCKOM
IIPAaKTHKH
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CpeICTB, KOTOpble ObUIH
OOHapyXeHbl, B KATEIOPHIO
HPUTOAHBIX JJIA MOCTAaBKH H
HOCTABJICHEI TOMYJaTEsM?

3a¢uxcupoBana b1

JOKyMEHTATEHO

KOHTPOJIUPYEMBIM JULIOM

HHpOpMamUs O  ciay4ae TTysser 101 Tpaswr

BBIABJICHHUSA "
158. JTUCTPHOBIOTOPCKOM

¢$aTbCHUIIMPOBAHHOTO TpaKTHKH

NPOXYKTa B COOTBETCTBHM C

YCTaHOBJIEHHBIMHA

IpPOLICAYPAMH C COXPaHEHUEM

BCEX HCXOIHBIX JaHHBIX?

3a¢pukxcupoBaHa m

JIOKYMEHTAIBHO

KOHTPOJIHUPYEMBIM JHULOM

an)opmam:I‘x 0 HaJIUYMH ITysxr 101 pasm
159. TIOZI03pCHIH B JUCTPHOBIOTOPCKO#

dbanscudukanmu npogykTa B HpaKTHKH

COOTBETCTBHH c

YCTaHOBIICHHBIMH

OpoleIypaMy ¢ COXpaHCHHEM

BCEX HCXO/HBIX JaHHBIX?

ITpoBeneno M

KOHTPOJIHPYEMBIM JTULIOM Mysxr 101 Tpasmn
160. |PACCUCHOBAHME B OTHOMICHHH ACTPHGBIOTOpCKO

BBHISBIIEHHOTO

dbamcrpUIPOBAHHOTO TpaKTHKH

npoxykra?

IIpoBeneno b’

KOHTPOJIHUPYEMBIM manoM | Ilyrxr 101 IIpasun
161. |paccrnenoBaHMe NpY HANWYHH | TUCTPUOBIOTOPCKOM

MOJTO3PEHUM B TIPaKTHKH

damscudpukanuu npoaykra?

HzonupoBanbl 1 puzHIecKu

KOHTPOJIUPYEMBIM JUIIOM

banscuuIEpoBaHHEIE

JICKAPCTBEHHBIE  CPEJCTBA,

oOHapyXeHHBIE B  IENH Tyscr 102 Tpasan
162, |Pemsamym, AVCTPUOBIOTOPCKOIH

HE3aMETMTENBHO ¢ npaETHIH

NIOMEIICHEI Ha  XpaHCHHE

OTJIEIBHO oT Ipyrou

IOPOAYKIIMH B  CHCIHAILHO
BRIAEICHHOM MIOMEILICHHH

KM 30HC, TOCTYII B KOTOPBIC
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orpaHu4eH?

Odopmiensl hii’ 4

KOHTPOJIUPYEMBIM JHLOM

JOKYMEHTAIIbHO Bce| Ilymkr 103 IlpaBun
163. |omepamum ¢ | mucTpubbroTopcKoi

¢danscupuIIMpOBaHHEIMA TIPaKTHKH

JICKAPCTBEHHBIMU CPEACTBAMHU

C COXpaHEHHUEM 3aHCe?

OnenuBaercs M

KOHTPOJIUPYEMBIM JIUIIOM

perymspHo (e pexe deMm 1| ITymxt 104 IlpaBun
164. |pa3 B rox) 3¢ EeKTHBHOCTH | TUCTPUOBLIOTOPCKOM

JIercTBHM no OT3EIBY TIpaKTHKHU

NICKapCTBEHHBIX CPEACTB U3

obGpamenusn?

OdopmieHsl T

KOHTpPOJIHPYEMBIM JIUIIOM

JeHCTBUA 10 OT3RIBY H

mwpaTUI0O  u3  obOpamenus | Ilynxr 107 IIpaBun
165. JOKyMEHTAIHHO B MOMEHT HX | JUCTPUOBIOTOPCKOH

OCYIHECTBIICHHS B TIPaKTUKHU

COOTBETCTBHH c

YCTaHOBJICHHBIMHA

oponexypamu?

Copepxar ™ 3aMUCH

KOHTPOJIHPYEMOTO JMua,

OTHOCSIIHECS K

JMCTPHOBIOIINH,

JOCTaTOYHYI0 HMH(OpMALAIO

o JTUCTpUOBIOTOpax

JIEKapCTBEHHBIX CPEeICTB H O

OpSAMEIX NoTydaTensx (ajgpec,

HOMep TenedpoHAa H HOMEp

¢akca (mpu ero Hamuuum),| ITymxr 108 IIpasun
166. |KkoTOpBIe AOCTYIHEI B paboune | TUCTPUOBIOTOPCKOH

H HepabO4Me Yackl), BKIIOYAs TIPaKTHKH

JaHHblE B  OTHOIIEHHUH

SKCIIOPTHPOBaHHBIX

JIEKapCTBEHHBIX CPEJCTB H HX

o0pasnoB (HOMEp CEpUH H

() apTHy,

HaMMCHOBAHUE,

JIeKapCTBEHHAS ¢dopmMa,

JIO3HPOBKa, a TAKKe

[OCTaBJIEHHOE KOJIMYIECTBO)?
167 Odopmiera M y{ Ilynxt 109 IIpaBun

" | KOHTPOJIMPYEMOTO mnal JucTpubbIOTOPCKOM
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JOKYMEHTAIBLHO
HOCHEA0BATEILHOCTD
BEITIOTHEHHSA neHcTBHH,
OCYIHECTBIIAEMBIX ITPH OT3HIBE
U U3BATHH cepud H (WiIH)
IapTHU JIEKapCTBEHHOT'O
cpencTBa u3 obpameHus?

TIPAKTHKA

168.

OtpaxkeHa b7t y
KOHTPOJIMPYEMOr0 JHMIa B
HTOTOBOM oT4eTe
[OCIEA0BATEILHOCTD
BHIIIOTHEHHA IIeUCTBHH,
OCYUIECTBIIAEMBIX IIPH OT3hIBE
H U3BATHH Cepud H (WIM)
OapTHH JICKapPCTBEHHOT'O
cpeAcTBa U3 oOpameHus?

IMynxr 109 Ipasun
JUCTPHAOBIOTOPCKO#
TIPAKTHUKA

169.

KonTpomupyercs m
KOHTPOJIHUPYEMEIM JIHALOM
JeATENBHOCTh,  IepedaHHas
Ha ayTCOPCHHT, BO U30eKaHHe
pa3sHOUTEHHH,  CIIOCOOHBIX
OPUBECTH K  HAPYIICHHUIO
COXPaHHOCTH JIEKapCTBEHHBIX
cpencts?

ITyskr 110 IpaBun
JUCTPUGHIOTOPCKOIA
TIPAKTHKA

170.

Y6emnnocs ™
KOHTPOJIUpyEMOe JTHLO
(3aKa34MK) B KOMIICTCHTHOCTH
HCHIOJIHUTEILA hi0) ¢
BHIIIOJIHEHUA  00s3aTENbCTB
[0 JOTOBOPY H obecrmedmino
bii7i cobimrozieHne
HCHONHUTENEM TpeOoBaHMIA
HaIexamei
TUCTPHOBIOTOPCKOM
TPaKTHKH NIOCPEACTBOM
YCTaHOBIIEHHS B JOroOBOpE
COOTBETCTBYIOIIMX yCIIOBUH
H TIPOBEICHUS IIPOBEPOK?

A63an BTOpO#
mynkra 111 ITpaBun
JAUCTPAOBIOTOPCKOM

TIPaKTHKH

171.

IIpoBoguTcs ™
KOHTPOJHPYEMBIM JATIOM
IpoBepka IMPaBOMOYHOCTH,
KOMIICTCHTHOCTH H
BO3MOXKHOCTH HCIIONHHTEIA
BBITIOJTHATH YCIIOBUS
JOroBOpa o Havajia
OCYIIECTBIICHHSA

JesATeIbHOCTH, IepeJaHHON
Ha ayTCOPCUHT?

AG3arn TpeTuit
nyHkTa 111 IIpaBun
TUCTpUOBIOTOPCKO#H

IIPaKTHUKHA
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[TpoBoguTCA M
KOHTPOJIHPYEMBIM JIALIOM
OpOBEpKa  MMPAaBOMOYHOCTH,
KOMIIETEHTHOCTH " Ab63an Tpernit
172 BO3MOXXHOCTH HcrionHuTeNs | myHkTa 111 IIpaBun
" | BBIIOJHATH YCJIOBHSA | TUCTPHOBIOTOPCKOM
JIOroBopa B ciIydae TIPaKTHKH
CYIIECTBEHHBIX  H3MEHEHMIt
JEeATEbHOCTH, IepeaaHHOM
Ha ayTCOPCHUHT?
Onpenensiercst ™
KOHTPOJIHPYEMBIM JULIOM A6 .
3 CTHI
IEPUOTUIHOCTD IIPOBEACHUS an Tp
nyHkra 111 IIpaBun
173. IIPOBEPOK JEATEIIbHOCTH, .
. IUCTpUOBIOTOPCKO#H
OEPEAaHHOW Ha ayTCOPCHHT, AKTUKEL
HAa  OCHOBaHMH  aHalM3a TP
puckoB?
CornacoBaHbl JId CTOPOHAMH,
OHOM M3 KOTOPHIX SBIAETCA Ab63an TpeTuit
174 KOHTPOJIUPYEMOE o, | myHnkra 111 IlpaBun
" |CPOKH H yCIIOBHS IPOBEACHHUA | TUCTPUOBIOTOPCKOM
IPOBEPOK JEATENLHOCTH, TIPaKTHKH
[I€peJaHHOI Ha ayTCOPCHHT?
Bueapena b5
oot Y| Tysxr 118 [pasun
HTPOJIUPYEMOTO oMna o
175. IUCTpUOBIOTOPCKOM
nporpamMmMa TIPOBEEHUS AKTHKH
CaMOMHCHECKIH#? 1P
OxBaTrhIBa€T NI IpOrpamMma
IPOBEACHUA CaMOMHCIEKIIHH
KOHTPOJHMPYEMOTO JIHIA BCE
aCIeKTHI Hamnexxamew | [Tynxr 118 IpaBun
176. | mucTpuOBIOTOPCKOM TUCTPUOBIOTOPCKOM
NPaKTHKH, TpeGoBaHHMIt TIPaKTHKH
3aKOHO/ATEIHCTBA
Poccuiickoit Denepaiyy,
PYKOBOJICTB H IIponieyp?
OdopmisioTes T Gsan —
KOHTPOJIHMPYEMBIM JULIOM
HIPOTHPY HoM nyHkrta 120 ITpaBun
177. pe3yinpTaThl CaMOMHCIICKIINI -
TUCTpAOBIOTOPCKOM
KOHTPOJIUPYEMOTO Mua AKTHKH
JIOKYMEHTAIBHO? P
Copepxar b7} OTYETHI P, T ———
caMOMHCIIEKIHUH 4l 1ep
nyHkTa 120 IIpaBun
178. KOHTPOJIMPYEMOTO JIMI[Aa BCIO .
uH(popManHIo, MOIYIEHHYIO B JCTPUGHIOTOPCKO#
’ TIPaKTUKH

XO0JI€ HHCIIEKIIMH?
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HpeIICTaBJI}IeTCﬂ JM KOIIUA

oT4eTa CaMOMHCIICKIIMHA A6 .
PYKOBOZCTBY 3aI] IEPBhII
nynkra 120 ITpaBun
179. KOHTPOJMPYEMOI'O auia .
AUCTpUOBIOTOPCKOH
(mucTpubbloTopa), a TaKKe S——
AHBIM  3aUHTEPCCOBAHHBIM
mAanaMm?
nyHkta 120 IIpaBun
180. OPUYMHBl HEAOCTATKOB WIIH .
" JUCTPUOBIOTOPCKOM
OTKJIOHCHHU ! B ciIy4ae
BHIABJICHUSA? TPAKTHKH
PaspabarsiBaroTcs ™
KOHTPOJINPYEMBIM JIATIOM A6 BTopoi
KOppEXTHPYIOTIHE . " myHkta 120 IIpaBun
181. |mpemympexnaromue ACHCTBASL .
MUCTPUOBIOTOPCKOM
B cirydae BEISIBJICHAA S
HEJIOCTAaTKOB WIH
OTKJIOHEHHMH?
Odopmusarorcs b1’
KOHTPOJIMPYEMBIM JTUIIOM
JOKyMEHTAIBHO Ab63an BTOpOIA
182 KOPPEKTHPYIOIIHE u | myHkra 120 ITpaBun
" |opemympexmarommye AeHCTBHA | AUCTPUOBIOTOPCKOM
B cirydae BBIABJICHUSA TIPaKTHKH
HEJIOCTAaTKOB WA
OTKJIOHCHUH?
Kontponupyercs ™
KOHTPOJIUPYEMBIM JTALOM
BBHITIOJTHCHHUE Ab63ar1 BTOpOiA
183. KOPPEKTHPYIOIIHX H | nyHkra 120 [IpaBun
MIPEAYNPEXAIOMHX JUCTPUOBIOTOPCKOM
JaercTBAM B ciay4ae TIPaKkTUKH
BBIABIICHUS HEIOCTATKOB WM
OTKJIOHEHU?
Ob6ecneduena b1’
KOHTPOJINPYECMBIM JTHTIOM
HE3aBHCHMO OT  crmocoba
TPaHCTIOPTHPOBKH
BO3MOXHOCTB ITynxr 122 ITpaBun
184. DOATBEPXKICHUS TOr0, YTO| AUCTPHOBIOTOPCKOM
KayecTBO M  IEJIOCTHOCTh IIPAaKTHKH

JICKAPCTBEHHBIX CPEICTB HE
ObLIH TOJIBEPTHYTHI
HETaTHUBHOMY BO3/ICHCTBHIO B
Ipolecce TPaHCIIOPTHPOBKH?
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Cobmronarorcsa M
KOHTPOJIHUPYEMbIM JIUIIOM
Tpebyemble YOIOBHA|  peoo —
XpaHCHUA  JIEKAPCTBEHHBIX
nyHkTa 124 IIpaBun
185. CpeICTB B TEYEHHE BCETO .
IUCTPUOBIOTOPCKOHM
BPEMCHH TPAHCIIOPTUPOBKU B
TIPaKTUKA
COOTBETCTBHH C YKa3aHHAMH
IPOU3BOJUTEIS WIA
HHpOpMalHeH Ha YIIaKOBKe?
Coobmaercs I
KOHTPOJIMPYEMBIM JIAIIOM
OTIPaBUTENIO M MOIy9aTeNio
JICKaPCTBEHHBIX CpencTB A63ar1 Bropoii
186 HHQpopManus B ciydasx | myHkTa 124 IlpaBun
" |BOBHHKHOBEHMA OTKJIOHEHMI| TUCTPUOBIOTOPCKOlH
TEMIIEPAaTYPHOrO PeXHMa HITH TIPAaKTHKH
Oopuu JICKaApCTBEHHBIX
CpeAcTB B opouecce
TPAHCIOPTHPOBKH?
Paspaborana m
KOHTPOIIHPYEMBIM oM .
oucaype,  onpercumomas| A0cR BTOpo
UPOLICAYpa,  OTIPCACIAIONL nynkra 124 IlpaBun
187. mOpAOK  JEHCTBHA  mpH o
.. | JTUCTPpUOBIOTOPCKO#H
BO3HHKHOBEHUH OTKJIOHCHUH
MPaKTUKH
H pacCleOBaHUH JAaHHBIX
(axToB?
Odopmiena m
KOHTPOIIUPYEMBIM JIUIIOM
JOKYMEHTAILHO HIPOIECIyPa, A63ar1 BTOpOIA
188 olpeensIomas nopsanok | myHkra 124 Ilpasun
" |neiicTBuit IpH | TECTPpHOBIOTOPCKOH
BO3HHKHOBEHUM OTKJIOHEHUI IIPaKTHKH
U pacCcHeOBaHUM JJaHHBIX
¢axToB?
Conepxarcs m
KOHTPOJIUPYEMEIM JIUIIOM
aHCIIOPTHOE CPEICTBO U €T0
™ P ped ITynxr 126 IIpaBun
obopynoBanue, .
189. IUCTPUOBIOTOPCKOH
HCTONb3yeMBbIe VISt
MPaKTHKU
TPaHCIOPTHPOBKH
JIEKapCTBEHHBIX CpPEACTB, B
gucToTe?
IMopseprarorcs JH
KOHTPOIUPYEMBIM manoM | ITynkr 126 IIpaBun
190. O4YHCTKE H yb6opke | TUCTpUOBIOTOPCKO#
TPaHCIIOPTHOE CPEICTBO U €0 MPaKTUKA

obopyioBaHue,




HCIONIb3yeMBbIE Ui
TPaHCHOPTHPOBKH
NeKapCTBEHHBIX CPEACTB?

Pazpabotansi ™
KOHTPOJIUPYEMBIM JIULIOM
IHCHMEHHBIE IPOLEAYPHl IO
00CITy)KHBaHUIO "

SKCIUTyaTanuy TpaHcnoptHeX | [IyHkT 126 IIpaBun
191. |cpeactB u o06OpynoBaHHS, | AUCTPHUOBIOTOPCKOHM

HCIIONIb3YEMBIX Ut MTPaKTUKHA

JUCTPHOBIOIIH

JIeKapCTBEHHBIX CpeJICTB,

BKJIIOYAasd OYHUCTKY M MEpH

6e3omacHocTH?

Onpenenser M

KOHTPOJIHPYEMOE JIHITO

HEO0O0XOIUMOCTE KOHTpOJIA

TeMIepaTypsl, OCHOBBIBasACh| Ilynkr 127 IIpaBun
192. Ha aHaJIHu3e PHCKOB, | JUCTPHOBIOTOPCKOH

CBSI3aHHEIX c MIPAKTHKH

TPaHCIIOPTHPOBKO#

JICKAPCTBEHHLIX CPE/CTB IO

BHIOpaHHOMY MapumpyTy?

Pa3paboTansl b1’

KOHTPOJIUPYEMBIM JHIIOM

TIpOLIETYPHI,

obecriequBaromme

COXpaHEHHE KaJecTBa Tlysxr 128 Tipasin
193, |UCKAPCTBEHHEIX CDENCTB, B| 0 0 e @ nCKOH

CiIydae, eCH MCIOIb3YIOTCA cp P

MPaKTUKA

HECTICIMATU3APOBAaHHbIC

TPaHCIIOPTHBIE CpeACTBa H

obopyoBaHue Ipu

oOpamieHnH JIEKapCTBEHHBIX

cpencrtn?

ITpunsTH T

KOHTPOJIUPYEMBIM JIAIIOM B

dbopme MMMCBMEHHOTO

JOKyMEHTa NpOLERyPHI,

obecreynBaonme

COXpaHEHHE kadgectBa| Ilynxr 128 [Ipasun
194. JICKApCTBEHHBIX CPEACTB, B| AUCTPUOLIOTOPCKOH

Clydae, €CIH HCIONB3YIOTCA TIPaKTHUKA

HECTICIIMATM3APOBAHHBIC
TPaHCIOPTHBIE CpENCTBa M
obopynoBaHue 1910)
ofbpaleHHyd NEeKapCTBEHHBIX
cpencta?




Haznagen M
KOHTPOJIHPYEMBIM JIMIIOM JUIS
TaHH! SKCTPEHHBIX .,
op 3alliy c1p AG63an Bropoit
JIOCTaBOK B Hepabouwe wachl
. myHkTa 129 IlpaBun
195. CreNUaIU3HPOBAaHHBIA .
. o JTUCTPUOBIOTOPCKOI
MEPCOHAN, JCHCTBYIOMMH Ha
TIPaKTHKA
OCHOBaHHMH
JIOKYMEHTHPOBaHHBIX
npouenyp?
OcymecTBiAeTCS b1
KOHTPOJINPYEMBIM JIATIOM
aHCII OBKa TPETHHMH .
P opTHp P A63arr nepBsIi
JMLaMA  Ha  OCHOBaHHUH
nyHkra 130 IIpaBun
196. JIOroBOpa, cozepKamero .
JUCTPUOBIOTOPCKO#
TpeOOBaHMsA, YCTAHOBIICHHEIC AKT
B moppasiene 7 pasgmena III TP
IIpaBun  UCTPUOBIOTOPCKOR
ITPaKTHKHA?
VBeoMIeHsb! m
KOHTPOJIUPYECMBIM muiioM|  A03am mepBhIi
197 TpaHCHOpPTHblE koMmmaHuM o | nmyHkra 130 IIpaBun
" |TpeGoBaHMAX K YCHOBHAM | JUCTPHUOBIOTOPCKOM
TPaHCTIOPTHPOBKH MIPaKTUKH
JIEKapCTBEHHBIX CPEACTB?
Tpancnoprupyrores b1’
NIEKapCTBEHHBIE €ACTBa
KomI;)onnpyemoro cnll)anfa B I 132 Ilpasun
198. N HOBIOTOPCKOM
o8 TPaHCIOPTHOH Tape, KOoTopas ACTPUG pC
IPAaKTHKH
HE OKa3LIBae€T HETaTHBHOIO
BIIMAHMSA Ha UX Ka4eCTBO?
TpaHcniopTUpyOTCS i1’ ¢
JICKapCTBECHHEIE CpeAcTBa
KOHTPOJIUPYEMOrO JIHIa B
aHCHIIOPTHOH Tape, KOTO
P P P pai IMTynxr 132 Ipasun
obecrieunBaeT HaZIE)KHYIO "
199. sammETy or BHEIIHETO JUCTPHOBIOTOPCKOM
S UKH
BO3/ICHCTBAA, B TOM 4HCIe Tpaxt
MPEOTBpaIacT
BO3MOXHOCTb
KOHTAMHHAI[HA?
OcHoBbIBacTCS M
200 KOHTPONHpPYEMOE JIHIO MpH
BEIOOpE Tpch.noprrHon TaPH | [Tymer 132 Tpasm
M YIIAKOBKH Ha. IUCTPUOBIOTOPCKOHR
TpeOOBaHUAX K YCIOBHAM TIpakTHKH
200.1. |xpaHeHus "

TPaHCIIOPTHPOBKHU
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JIEKapCTBEHHBIX CPEACTB?

200.2.

o0peMe, HeEOOXOAMMOM IS
pasMemeHus TpebyeMoro
KoJIM4ecTBa?

200.3.

IpeIoaraeMbIxX
KOJIeOaHUsAX  TeMIepaTyphl
OKpY Karomieu cpeasi?

200.4.

IpeamoaracMoi
MaKCHMAaJIbHOH
IUINTEINHLHOCTH
TPAHCIIOPTUPOBKH, BKJIIOYas
BPEMEHHOE XpaHEHHE Ha
TaMOXCHHEIX CKJIajax?

201.

Hanecena )1
KOHTPOJIUPYEMEBIM JIUIIOM 1A
obecriedeHUs  HaIIEXKAIIETO
obpamenus c
JICKapCTBEHHBIMHU CPEACTBAMH
H ypoBHA 0e30MacHOCTH Ha
TPaHCTIIOPTHYIO Tapy
MapKUpoBKa,  cojepKamas
HeoOxoauMyro HH(popMaLuio
o TpebOBaHMIX o
OOpamieHHI0 M  XPaHCHUIO
JAHHOW TpaHCHOPTHOM Taphl
C JICKapCTBEHHELIM CPEZICTBOM,
a TaKKe O HeOOXOXMMBIX
Mepax MpeIOCTOPOIKHOCTH?

ITynxr 133 IlpaBun
IUCTpAOBIOTOPCKOH
TIPAaKTHKU

202.

O6ecncumBaer JIH
uHopManus Ha
TPaHCIIOPTHOM Tape
KOHTPOIIAPYEMOTO MIa
BO3MOYXHOCTH
AAeHTHOUKAIHN
COICPKUMOTO W MCTOYHHK
€ro MPOUCXOXKIACHUS?

ITynxr 133 IIpaBun
JUCTPUOBIOTOPCKOM
IIPAKTHUKA

203.

Ob6ecneganBaer M
KOHTpOIIUpyeMoe JHIO
(macTpubbroTop) 6e30macHkI
H 3aIUIIeHHBIA oT
HEOPaBOMEPHOI0  JOCTyIa
PEXUM TPaHCIIOPTUPOBKH
npu TPaHCIIOPTHPOBKE
JIEKapCTBEHHBIX CpEJCTB,
Tpebyrommx ocoboro
obpamexns?

AG63a1 nepBsIid
nyHkra 134 IIpaBun
JACTPHOBIOTOPCKOM

TIPaKTUKU
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Co3snaHsl T
KOHTPOJINPYEMBIM JILIOM A63an BTopoit
JIOTIONTHUTEIbHBIE  CHCTEMBI
_ nyHkta 134 IIpaBun
204. KOHTPOJIZI B  OTHOLICHUM 6 ”
TIOCTaBOK JIEKapCTBEHHBIX FHCTPHOBIOTOPCKOR
TIPaKTUKH
CPEICTB, Tpebyromux
ocoboro obpamenus?
Paspa6oraHa T
KOHTPOJIMPYEMBIM JIIIIOM o
npﬁzxgz(ylgzy onpeneﬂﬂoglaﬂ A63arn BTOpOIt
- N nyHkra 134 TIpaBun
205. |DOpAIOK JCHCTBHMIA B CiTydac 6 .
XUIEHUS JIEKapCTBEHHBIX FHCTPHOBIOTOPCKOR
TIPaKTUKH
CPEICTB, TpeOyronmx
ocoboro obpameHusn?
Odopmnena 171
KOHTPOJIMPYEMBIM JHLIOM
JOKyMEHTAIbHO IIPOIEeNypa, A03an BTOpO#H
206 OIpeIeIIomast nopsiiok | myHkta 134 IlpaBun
’ IEHCTBHH B ClTyuae XMIIEHHA | AUCTPUOBIOTOPCKO#
JICKapCTBEHHBIX CPEICTB, IIPAKTHKH
Tpebyromux ocoboro
obpamenus?
JIOKyMeHTHpYIOTCH ¢
KOHTPOJIHPYEMBIM JTULIOM A63an BTopoii
207 moOste  ciygam  xwuieHwd | myHkTa 134 Ilpasun
) JI€KapCTBEHHBIX CPEACTB, | TUCTPHOBIOTOPCKOM
TpeOyrommx ocoboro MIPaKTHKH
obpamenus?
TpaHncnoptupyrorcs M
KOHTPOJIMPYEMBIM JTUIIOM
onacHele (BHICOKOAKTHUBHBEIE)
u paguoaktuBHeie | [Iynkt 135 IlpaBun
208. |nexkapcTBeHHBIE CpeICTBa B| AUCTPUOBIOTOPCKOM
3aNUIICHHBIX, TIPaKTHKH
CHeNHATH3HPOBaHHBIX )3
HAJIOKHBIX  TPAaHCHOPTHBIX
cpencrBax?
Hcnoms3yercs "
KOHTPOJMPYEMBIM JTHIIOM LISt
obecrieueHus TpebyeMbIX
209. ycioBuit  TpaHcnopTupoBku | ITyHkT 136 IIpaBun
npu TPaHCIIOPTHPOBKE | AUCTPHOBIOTOPCKOH
TEPMOJIaOHITBHEIX MIpaKTUKH
JIEKAPCTBEHHBIX CPENCTB:
209.1. |cnenuanbHOE 06OpyROBaHME?
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209.2.

cpenctBa  (M3oTepMHYEcKas
yIaKOBKa, KOHTCHHEDHI)?

209.3.

TPaHCIIOPTHHIE
o0ecrieyuBalonye
nojyiepxanne  TpebyemMoro
TEMIIEPAaTYPHOTO peXuMa?

CpencTBa,

210.

ITpoBoauTes M
KOHTPOJIMPYEMBIM JIALIOM
aHaIu3 TeMIIEpaTypPHOTO
KapTHPOBAHUS c
cobmonenHeM YCIIOBHIA,
OTpaXKAIOITUX napameTpsl
IKCIUTyaTalluh, U C Y4ETOM
CE30HHELIX KOJIeOanuii?

Ilysxr 136 IlpaBun
IUCTPUOBIOTOPCKON
IIPaKTHUKHA

211.

IIpeacrasnsiorcs ™
KOHTPOIUPYEMBIM JIMIIOM IIO
3aIpocy MOMydaTels JaHHbIC,
TOATBEPIKAAIOIIUE
cobmojienue
TEMIIEPaTYPHOTO peXuMa IIpH
XpaHEeHUH "
TPaHCIOPTHPOBKE
TEPMOTaOMIBHEIX
JIEKapCTBEHHBIX CPEACTB?

IIynkr 136 IIpaBun
JUCTPUOBIOTOPCKOH
MPaKTUKH

212.

Pa3zmemenst b’
KOHTPOJIHPYEMBIM JTHIOM
XJIaI03JIEMEHTHI B
H30TEPMHIECKUX
KOHTeHHepax TakuM 06pa3oM,
9TOOBI OTCYTCTBOBAJI MPAMOH
KOHTaKT C JIeKapCTBEHHBLIMH
cpeacTBaMu?

ITynkr 137 IIpaBun
JUCTPUOBIOTOPCKOM
TIPaKTUKHA

213.

O6y4en ™ IIEpCOHA
KOHTPOJIHUPYEMOTO THIa
TpeOOBaHUAM mpOLEAYP IO
HOOATOTOBKE M30TEPMHUIECKHX
KOHTCHHEpoB (c  ydeToM
CE30HHBIX OCOOEHHOCTEH)?

ITysxr 137 IIpaBun
JHCTPHOBIOTOPCKOMH
IIPaKTUKH

214.

O06y4en b)) IIEPCOHAI
KOHTPOJIUPYEMOTO TMna
TpeOOBaHUSAM K IIOBTOPHOMY
HCTIONIE30BAHHIO
XJ1aJI03JIEMEHTOB?

ITynaxr 137 [Ipasmn
JUCTPUOBIOTOPCKOM
TIPaKTHKH

215.

Paspaboranbr ™
KOHTPOJIUPYEMBIM JIMLIIOM
MEpHl, HANpPaBIICHHBIE HA

ITynxr 137 IIpaBun
JTUCTPUOBIOTOPCKOH
TIPaKTHKA
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IIpeIOTBpalleHHe IOBTOPHOTO
HCIIOJIb30BaHHUs
HEAOCTATOYHO OXJIAXKIASHHBIX
XJIQ03IEMEHTOB?

Onmcan 11 KOHTPOJIMPYEMBIM
JHMIOM TIpOLECC JOCTABKH
TEepMOJIa0HIBHBIX

ITynxr 137 Ipasun

JIEKAPCTBEHHBIX CpPEACTB C "

216. MUCTPUOBIOTOPCKOM
y4EeTOM KOHTPOJIA CE30HHBIX T
KoneOaHuWil TeMmmeparyp B P
JIOKYMEHTHPOBaHHOMK
npouexype?

(bamrmmn, AMsA, 0TIECTBO (TIPH HATMYHH) JOJDKHOCTHOTO (MecTO A% MOMIMCH AODKHOCTHOTO JIANA, 3a00JHKUBIIETO

JIAI[a, 3aMOTHHBIIETO MPOBEPOIHELA JTHCT) MPOBEPOUHEIA JIHCT)



ITpunoxernue Ne 10

K npuka3sy denepaibHON
CIyKOBI 10 BETEpUHAPHOMY
¥ (PUTOCAaHWUTAPHOMY HAZ[30PYy
ot 1 aBrycra 2025 r. Ne 937

®opmMa

Mecrto mis QR-koxa

IIpoBepoyHBIH JTUCT
(cHHCOK KOHTPOJIBHEIX BOIPOCOB, OTBETHI HA KOTOPBIE CBUJETENLCTBYIOT O
co0JII0IeHNH WIIH HECOOIONEHHN KOHTPOJTHPYEMEBIM JIHIOM 00S3aTEeIbHBIX
Tpe6oBanmil), npuMeHsIeMbIid DeneparsHOMN
Ciry)k00i IO BETEpHHAPHOMY U PUTOCAHUTAPHOMY HaI30py
M €€ TEpPUTOPHAIBHBIMH OPTaHaMU IIPH OCYIIECTBICHUH (e/iepaabHOro
rocy/IapCTBEHHOTO KOHTPOJA (Han30pa) B chepe oOpanieHus
JIEKapCTBEHHBIX CPEACTB /I BETEPUHAPHOTO IIPUMEHEHHUS B YaCTH
cOOIII0IEHHS KOHTPOJIMPYEMBIM JIMIIOM 00s3aTeIbHBIX TpeOOBaHUH
K IPEOCTAaBIICHIIO UH(OpMAIMH O JIEKApPCTBEHHBIX CPEACTBAX U (FUIH)
JIEKapCTBEHHBIX IIpeliapaTax AJsA BETCPUHAPHOTO IIPUMEHEHUS

DenepabHBIH rOCYy AapCTBEHHBIM KOHTPOJIb (Haa30p) B chepe obpamneHus
JICKAPCTBEHHBIX CPEACTB IJIS1 BETCPHHAPHOT'O IIPUMECHEHUS

(gayMeHOBaHHe BAZI2 DeepalbHOTO TOCYAAPCTBEHHOTO KOHTPOs (Haj30pa), BKIIOYEHHOTO B €UHBIA PeecTp BUIOB
(esepaIbHOTO roCyIapCTBEHHOTO KOHTPOIS (Haa30pa)

(HauMEeHOBaHNE KOHTPOJIBHOTO (HaA30PHOTO) oprana (Hoapaszenenus PoccebX03Ha130pa/ TEPPHTOPHALHOrO Oprasa

Poccemsxozaanzopa)
« _» 20 r.
(BHA KOHTPONBHOTO (HaA30PHOIO) (y9erHsiii HOMEpP KOHTPOIBLHOTO (nara 3anonHEeHus IPOBEPOYHOrO
MEPOTIPHUSATHS) (HaA30PHOr0) MEPOIIPHUATHA) JIACTa)
1. dDaMnmm, HMA H  OTHCCTBO (IIpH HaJIH‘IHH) IrpaXaaHrvHa HIIHA

HHAMBUAYAIBHOIO  INPEAIPHHMMATENS, €ro HACHTHQHKALMOHHEIX  HOMeEp
HAJIOTOILTATENBIIHKA W OCHOBHOM TIOCYJapCTBEHHBIM DPETHUCTPALlMOHHBIA HOMEp
HHIVBUAYAIbHOTO NPEIIPHHAMATENS, aIpec PETHCTPALMHU [0 MECTY KHUTEILCTBA
(mpeObiBaHMsI) TpaXTAaHWHA WIM  HHIABUAYAILHOTO  MPEANPHHHUMATENS,
HAVMMCHOBaHHWE IOPHIMYECKOIO JIMIA, €ro HWACHTU(QUKAIMOHHBIE HOMeEp
HAQJIOTOIIATENBIINKA M OCHOBHOM IOCYJapCTBEHHBIH DPETHCTPAIMOHHBIM HOMEp
IODHIMYECKOr0  JIMI[A, ajpec  opuawdeckoro juma (ero  QuiIMaios,
IPENCTABHTENBCTB, 000COONEHHBIX CTPYKTYPHBIX IOApa3AeaeHuil), SBISIOMEXCS



KOHTPOJIMPYEMBIMH JTHLAMU:
2.  Mecto (MecTa) MpOBENEHUA KOHTPONBHOTO (HAJ30PHOTO) MEPOIPHATHS C
3aIOJIHEHUEM NPOBEPOYHOTO JIUCTA:
3.  PexBHU3HUTH pemieHHsS KOHTPOJIHHOTO (HAJ30pPHOI0) OpraHa O IIPOBEICHHH
KOHTPOJIBHOTO (HaJ30pHOI0) MEpOIPHATHS, IOJIHCAHHOIO YIOJIHOMOYEHHBIM
JODKHOCTHBIM JIALIOM KOHTPOJILHOTO (Haa30pHOTO) oprasa.

4, JOMMKHOCTh, (aMHIIMA M HHHLHAIB JODKHOCTHOTO JIMIA KOHTPOJBHOTO
(Hax30pHOro) OpraHa, B AOJDKHOCTHBIC O0fA3aHHOCTH KOTOPOIO B COOTBETCTBHH C
[IOJIOXKEHUEM O BHAC KOHTPOJS, JOJDKHOCTHBIM PErJIAaMEHTOM WM IOJDKHOCTHOM
HHCTPYKIMEH BXOAMT OCYLIECTBJICHHE MOTHOMOYHI MO BHUAY KOHTPOJISI, B TOM
9HCIE IPOBEJCHHE KOHTPOJBHBIX (HAN30PHBIX) MEPOIPUATHH, IPOBOISIIETO
KOHTPOJIbHOE (HAJ30pHOE) MEPONPHATHE M 3aIlOJHAIOMIETO IIPOBEPOYHBIN JIMCT:

5.  Comcox KOHTPOJBHBIX BOIPOCOB, OTPAXKAIOIUX COACPKaHHE 00A3aTeNbHBIX
TpeOOBaHUI, OTBETHI Ha KOTOpPHIE CBUACTEILCTBYIOT O COONIOJEHHH WIH

HEeCOOIIOIEHHH KOHTPOJIMPYEMBIM JIMIIOM 00S3aTENbHBIX TPeOOBaHMIA:

OTBeTH Ha BOIIPOCHI, OTPaXKAIOIINE
coziepXxaHne 00s13aTENbHEIX
TpeGoBaHMit
Pexsusuth
«IIpuMeva-
HOPMATHBHBIX
TIPaBOBBIX aKTOB HHe»
(o6s3a-
C YKa3aHHeM
KoHTpoIBHBIE BOIPOCHI, TENBHO
CTPYKTYPHBIX
Ne n/m OTPaXKAIOIIHE COACPIKAHUE en JULSt
06s13aTeNbHBIX TpeboBaHUH > «HETIpH- | 3aIoJIHe-
KOTOPBIMH «ma» | «<HeT»
MCHHMO» | HHSA B
YCTaHORBJIEHEI
ciryJae
o0s3aTenbHbIe
3aI0JIHE-
Tpe6oBaHMA
HUS rpagsl
«HETIPH-
MEHHMO))
L. 2. 3. 4. 5. 6. 7.
ITpenocrasnsoT T | Yacts 2 CTATEH
IPOU3BOAMTEINA  JICKAPCTBCHHEBIX 9.1
CpeACTB JUIs BCTCPHHAPHOTO (De;(epa_m,}{oro
TIPUMCHEHHS (nanee - 3aKO0HA OT
JCKapCTBEHHOE  CPEACTBO) M| 12 ampems 2010
1. opraHm3aiuM, ocymecTBipomue | I. Ne 61-@3 «O6
BBO3 (nepememienue)| oOpameHuH
JNCKapCTBEHHBIX  CPEACTB B | JICKaPCTBEHHBIX
Poccuiickyro ®esepanmio (nanee |CPEACTB» (naiee
- opramu3aiuy, | — PeAepaTbHEIHR
ocymecTRismomme  BBO3), B |32KOH Ne 61-®3)




OTHOIICHUH JIEKapCTBEHHBIX
CPEACTB  JyIi  BETCPHHAPHOTO
IIPUMEHEHHS B YIIOJIHOMOYCHHBIN
GbeneparpHEIH opran
HCTIOTHUTEIILHOM BJIACTH,
OCYMIECTBIIIONMIA (YHKIHH ITO
KOHTPOJIIO M HaA30py B cdepe
oOpamienus JIEKapCTBEHHRIX
CPEACTB  JUIL  BETCPHHAPHOTO
MIPUMEHEHWs, CBE/ICHASA O CCPHIX,
MApTHAX JIEKAPCTBCHHBIX CPEACTB,
OCTYNAIONMX B TIPaXAAHCKAK
obopot B Poccuiickoit @enepamyu
B yCTAHOBJICHHOM Hopsizke'?

[IpenoctaBnsroTcs h)o;
MIPOU3BOJUTENIEM JIEKapCTBEHHOTO
CpEICTBa Iepel NMOCTYIUICHHEM B
TpaxJaHcKuii o60poT  Kakmoi
CepHM, MapTUH JICKAPCTBEHHOTO

ITynkr 2
cpencTBa B QenepalbHyIo Tonsaka
2. rOCY/IapCTBEHHYIO PiA
IIPEAOCTaBICHUS
AHQOPMAIIMOHHYIO CHCTEMY B .
CBEJICHMH
obymacTu BeTepuHapum (jfajee —
BetlC) crepylomue cBeIcHUA O
JEKapCTBCHHOM  CPEACTBE H
IPOM3BOAMTENE JIEKAPCTBEHHOTO
CpeAcTBa:
OTHECCHHE nexapcrBeHHoro | IloamyHKT «ax»
cpecTBa K  JIEKApCTBCHHOMY | MOITyHKTa 2.1
51, |TPemapary s BETEPHHAPHOTO ITyHKTA 2
" |opuMeHeHUs (mamee - ITopsanka
JICKapCTBEHHBIM IIpenapaT) WM | IPEAOCTABICHHS
¢dapMmaneBTHYECKOH cyOCcTaHIMU? CBEICHHH
IMoamyHkT «6»
noanmyHkra 2.1
99  |TOproBoe HauMEHOBaHUE MyHKTa 2
" | mexapcTBEHHOrO cpeacTBa? Iopsaaka
IPEAOCTaBICHHUA
CBelleHH
[loamyHxT «B»
23. ¢dapmakoTepaneBTHIECKad rpymna| HoamyHkra 2.1
JIEKapCTBEHHOT'O CpeAcTBa? IYHKTa 2
Ilopsanka

! Topsnox npexocTaBneHys, COCTaBA H 00BEMA CBEACHHMI O CEPHAX, IAPTHSAX JEKAPCTBEHHEIX CPEACTB IS BETCPHHAPHOrO
IIPEMEHEHHA, IOCTYNAOMAX B rpakAaHckuit o6opor B Poccmiickoi Mexepaimn, yTBepkaeHHEIH npukazoM Poccenbxo3Hansopa
or 30 smmapa 2025 r. Ne 83 (3aperncrpaposan MuniocroM Poccnn 24 ampens 2025 r., perucrpamuonssit Ne 81957) (nanee —
IMopanok npenocrasnenns ceaeHui). CormacHo myHKTY 2 nprkasa Poccensxo3namsopa ot 30 smmaps 2025 r. Ne 83 panHEuIf axT

neficteyer Ao 1 centabpsa 2031 r.



MIPEOCTaBICHUA
CBCIICHHIA
IToxmyHKT «T™»
MEXIYHApPOITHOE
noanmyHkra 2.1
HENaTeHTOBAaHHOE HaMMEHOBaHWE
IyHKTa 2
2.4. |JIeKapCTBEHHOrO CpeacTBa (WK Topaka
OBOYHOE WIH
TPYImHp ¢ MPEAOCTaBICHMS
XUMHYECKOE HAUMEHOBAHHUE)? .
CBEleHHH
HOMEp pEruCTpalHOHHOTO
OCTOBEPEHHS JIEKAPCTBECHHOTO
ya p P 0 HoamyHKT «1»
npenapara WM HHpopMaLus o
. noamyHkra 2.1
BKJIFOUCHUH (papMarieBTHISCKOM a2
2.5. |cybcranumu, npou3BeNeHHON UL H)o —
peanu3anuy, B rOCyIapCTBECHHBIN p
IIPEIOCTABICHUS
peecTp JIeKapCTBEHHBIX CPE/ICTB o
CBEICHU#H
JUIs. BETEpUHAPHOTO
IpUMEHEHHs?
IommyHKT «e»
MOAIyHKTa 2.1
26, |HAUMEHOBAHWE  DOM3BOJHTENS ITyHKTa 2
"7 | mexapcTBEHHOTO CpeficTBa? Ilopsaka
IIpeOCTaBICHUSA
CBEZICHHI
IHommysKT «Xx0»
Mo/ TyHKTa 2.1
27 HOMEp CepHH, [IapTHA IyHKTa 2
""" | meKapCTBEHHOTrO CpeacTBa? Ilopsinka
MIPEIOCTABIEHUA
CBCJICHHAN
IMoamyHkT «3»
OAIyHKTa 2.1
7§ |CPOK TOMHOCTH JIEKAPCTBEHHOTO ITyHKTa 2
" |cpencrBa? : Ilopsanka
IIPEIOCTABICHUS
CBEICHUH
IHoamyskT o>
noamyHkTa 2.1
nary BBIITyCKa (s TyHKTA 2
2.9. |MMMYHOIIOTHYECKHX Hopsirka
JIEKapCTBEHHBIX penapaToB)? p
IIPENOCTaBIECHUA
CBEIICHUM

2 ITpuxas Muncensxoza Poccrn ot 9 mions 2017 r. Ne 280 «O6 yteepsnennn INopajxa BeeHHS rocyAapCTBEHHOTO PEecTpa
JICKAPCTBEHHBIX CPEICTB UM BETCPHHAPHOrO MNPHMEHEHUA» (3aperMcTpupoBad MumiocroM Poccmm 25 aerycra 2017 r.,
PETHCTpaHOHHEL Ne 47952) ¢ H3MCHCHHAMH, BHECCHHRIMM HpHKa3oM Muncensxosa Poccun or 20 centabpa 2024 r. Ne 543
(3apeructprpoBan MumrocroM Poccum 12 HosaGps 2024 r., peracrpaumoHmsiit Ne 80133).




IlommyHKT «x»
00beM IIPOM3BEICHHOM CEpuH, nozmymcraZZ.l
2.10. |mapThm JIEKapCTBEHHOT'O IﬁyHKTa
cpeacrBa? OpsjKa
IIPEIOCTaBICHUS
CBEACHUM
TommyHKT «D»
moamyHkTa 2.1
211 obpeM mocTynaromero B 060poT IMyHKTa 2
""" |JIexapCTBEHHOTO cpeAcTBa? Iopsnka
IPEAOCTaBICHUS
CBeIeHIit
IToAmyHKT «M»
KOJIMYECTBO BTOPHYHBIX | IOJITyHKTA 2.1
212 (TOTpeOUTENBCKIX)  YNMAKOBOK, IyHKTa 2
7" |mocTynalomux B TIpaKIaHCKHH Iopsinka
o6opoT? IpeAOCTaBICHHS
CBE/ICHUM
IoamyHKT «#»
€ IVHUIIBI U3MEPEHHUA IIOlIIIYHKTaZZ.l
2.13. |IpoM3BEACHHOIO JICKAPCTBCHHOIO TyHira
cpenctea? Hopstxa
IPEAOCTABICHUS
CcBeIeHuil
IMoxmyHkT «o»
KOJIMYECTBO 103 B YIaKOBKE (A no,u’nymcra22.1
2.14. |IMMyHOOHOIOTHYECKHX IIIIyHKTa
JIEKapCTBEHHEIX IIPEHapaToB)? OpALKa
IpeAOCTaB/ICHHUA
CBEJICHMIA
IloamyHKT «ID>
¢acoBky, ONMCaHMe | MONIyHKTa 2.1
2.15. |X@PaKTEPHCTHK ) CBOJCTB IyHKTA 2
YIaKOBOYHBIX  MATEpHUAIOB H IMopsanka
YKYIOPOYHBIX CPEACTB? [IPEAOCTaBICHUSA
CBEJICHU
IloamysxT «p»
momyHkra 2.1
216, |ReTY IIPOM3BOJCTBA IyHKTa 2
""" | nekapcTBEHHOTO cpeacTBa? IMTopsnka
IIpeAOCTaBICHHS
CBeIeHUil
agpec cKknaga, Ha KoropoM| IlommyHKT «c»
.17, |OCYIECTBIAETCH XpaHeHHe | mopmyHkra 2.1
MIapTUH JIEKAPCTBEHHOI'O CPECTBA MyHKTa 2
ocie ITOATBEPHACHUSA Ilopsinka




YIOTHOMOYEHHBIM JIMLIOM | PEOCTaBICHHUS
IPOM3BOUTCIN  JICKAPCTBEHHBIX CBEACHUH
CpelncTB COOTBETCTBHUA
JICKApCTBEHHOTO cpeacTBa
TpebOBaHUAM,  YCTAHOBICHHBIM
pu rOCy/1apCTBEHHOH
perucTpanyuu JIEKapCTBEHHOTO
cpencrsa?
IMomryHkT «T»
MOAIMyHKTA 2.1
IyHKTa 2
2.18. |cTpaHy mpousBojacTBa? Topsmka
MIPEOCTABICHUA
CBEIEeHUI
HoamyHkT «y»
JlaTy  [OJa4dM  CBEACHHH O HOHHYHKI:;aZZ.l
2.19. |nmexkapcTBEHHOM  CpeACTBE B ]IIIYH
BerlIC? opinka
MPEeIOCTaBICHHAS
CBE/ICHUM
JaTy ¥ HOMEp JMICH3MM Ha
TPOM3BOACTBO  JieKapcTBEHHBIX | IIommyHKT «d»
cpeactB JmOO JIOKyMEHTa O TommyHkTa 2.1
290, |COOTBETCTBHH TIPOU3BOUTENA IyHKTa 2
77 | mexapCTBEHHBIX CpeACTB Ilopsiaxa
TpeboBaHUAM NPaBWJI | IPENOCTABICHUS
HajyIexkKamned TPOM3BOJCTBEHHOM CBEJICHHH
NpaKTHKHA?
IIpenocrasisrorcs 107
IPOU3BOJUTENIEM JIEKAPCTBEHHOTO
CPEnCTBa NEPE NOCTYIICHAEM B TommysKT 2.2
TpaXIaHCKHH OOOpOT  KaxAoH a2
3 CepHH, NapTHUM JEKapCTBCHHOIO H)opxm(a
cpeactBa B BetMC cnexyrompe
CBEACHHA, COACpXalumecs B FPEAOCTARTICHH
CBEICHUI
JOKYMEHTaX, IpexyCMOTPEHHBIX
cratbeil  52.2  DexepaibHOro
3akoHa Ne 61-P3, a uMeHHO:
Jata M  HOMEp IpPOTOKONa
HCOBITAaHUA O  COOTBETCTBHHM
o IMoamyHkr «a»
cepuii, MapTUH JIEKapCTBEHHOTO mozmTyHETa 2.2
mpenapara noKa3aTesaM KauecTsa, T 2
3.1. |mpexycMOTpPEHHBIM HOPMaTHUBHBIM IIEIYH
JIOKyMEHTOM (Jjajieeé — IPOTOKOI opiitia
ACIBITAHMIA), MPOBOAMMBIX TIpEHOCTABIISHIA
CBEACHUI
AKKPEUTOBaHHRIMH B

COOTBCTCTBHHA C




3aKOHOIATEILCTBOM Poccuiickon
Qenepanuu 00 aKKpeaUTanUU B
HaOUOHAJIbHOM CHCTEME
aKKpEeJMTAlMH HCILITATCIIEHEIMA
naboparopusiMu (LeHTpaMM) (mIs

IIEPBEIX JBYX CepHit
JIEKapCTBEHHOTO Ipernapara,
BIIEpBEIE  TNPOM3BEJCHHOIO B

Poccuiickoit Denepanum)?

JaTa ¥ HOMEp  JOKyMeHTa
IPOU3BOJUTENS  JIEKAPCTBEHHBIX Toxn ©»
CPEACTB, MTOATBEPKAAIOMIETO )
COOTBETCTBHE KagecTa| | A HKTA 2.2

ITyHKTa 2
3.2. |1mexapCTBEHHOIO npenapara, Topsxa
BBOJUMONO B  TPaOXITAHCKUH
IIPEIOCTABICHUS
obopor, TpeboBaHHAM, .
CBEJEHMHI
YCTaHOBJICHHEIM npH €ro
rOCyAapCTBEHHOM perucTpanuu?
JaTa U HOMEp TOATBEPXKICHHA
YIIOJIHOMOYEHHOT'O mna| IlogmyHKT «BY
IIPOM3BOMUTENA  JIEKapCTBEHHBIX | [OAITyHKTa 2.2

33 CPEICTB COOTBETCTBHS ITyHKTa 2

" |IexapCTBEHHOIO mpemnapara Ilopsinka
TpeOOBaHMAM,  YCTAHOBJICHHBIM | IPEAOCTABICHUA
Ipu €ro TroCyAapCTBEHHON CBEJCHUH
perucrpanuu?

IIpenocraBnsiorcs m
OpraHM3alMeEl, OCYIECTRIAIOMEH

BBO3  (IEpeMelneHue), Imepen
IOCTYIUIEHHEM B TrpaxaaHckuii| Ilommynxr 3.1
000pOT KaXIOW CepUH, HAPTHH IyHKTa 3

4. JEKapCTBEHHOIO  CpEeACTBa, C Iopsaka
ENbI0 BBOJ@ B TPaKAIHCKHH | IPEIOCTABICHUS
0o00poT KaxJoi cepuH, NapTHH CBEICHUMN
JICKADCTBEHHOTO  CpPEACTBA B
BetlC CBEJICHUSA o
JICKAPCTBEHHOM CPEIICTBE:

IoamyHkT «a»
OTHECEHHE JICKapCTBEHHOrO | MOITyHKTa 3.1

41, |CPeACTBA K  IIEKapCTBEHHOMY IMyHKTa 3
npenapary Wi Iopsaka
¢dapMaieBTHIECKO# cy6cTaHIIMN? | PeAOCTABICHHS

CBEICHUH

IoamyHxkT «6»
4o  |TOPTOBOE HaVMEHOBaHME | MoAMyHKTa 3.1
" | IeKapCTBEHHOrO cpencTna? IyHKTa 3

Ilopsinka




IIPEeIOCTaBICHUS
CBCACHHI
IoamyHKT «BY»
momyHkTa 3.1
43 ¢apMakoTepaneBTHIECKas IPpyImia IyHKTa 3
" |mexapcTBEHHOTO cpencTBa’? Iopsnka
IIPEIOCTABIICHUS
CBeJeHUH
IoamyHKT «T»
MEXAYHAPOIHOE
HEMATCHTOBAHHOES HAWMECHOBAHHE moryHKTa 3.1
IyHKTAa 3
4.4. |NmEeKapCTBEHHOTO CcpeacTBa (WM Topsa
IPYIIMPOBOTHOC, w [IpeIOCTaBIICHUS
XMMHY€CKOe HaMEHOBaHKE)? o
CBCJICHUI
HOMEp PETUCTPAIHOHHOTO
yZaocToBepeHHs JekapcTBeHHOro | IloamyHKT «»
mpenapata Wid HHGopManus o] moAmyHKTa 3.1
45 |BRLOYCHHA (bapmaleBTHYECKOH IMyHKTa 3
™" |cyOcTaHIMH, TPOU3BEACHHOH IJIA ITopsnka
peanu3alyu, B roCyJapCTBEHHBIH | IPEAOCTABICHUA
peeECTp JIEKapCTBCHHBIX CpEICTB CBCJICHAM
JUIs BETEPUHAPHOTO IPUMEHEHUA?
IloamynkT «e»
noAmyHkTa 3.1
4.6 |HAMMCHOBAHHE  IPOU3BONHUTEN IIYHKTa 3
" | mexapcTBEHHOro cpeicTna? ITopsinka
IIPEIOCTABIICHUS
CBeJeHuUit
IloamyHKT «oK»
moamyHkra 3.1
47 HOMeEp CEpHH, NapTHH IyHKTa 3
""" | meKapCTBEHHOTO CpencTBa? INopsinka
IIPEIOCTABICHUA
CBEJICHUH
IMoamyHKT «3»
moAIryHkKTa 3.1
48 |CPOK TOJHOCTH JI€KapCTBEHHOrO ITyHKTa 3
" |cpencrBa? Ilopsiaka
MIPEIOCTaBICHUA
CBeIeHUit
HoamyHkT «w»
aata BBIIIYCKa (ast nonnymcra33.1
4.9. |MMMYHOIIOTHYECKUX Tryricra
JIEKapCTBEHHBIX IIpenapaToB)? Hopstnka
IIPEIOCTaBICHHAA

CBEICHHH




IloamyHKT «x»
o6BeM BBE3CHHOM nomeHKTa33. 1
4.10. |(mepeMemeHHOM) cepuM, NAPTHH rﬁym('ra
JICKapCTBEHHOT'O CpeCcTBa? OpAka
IpeAoCTaBICHUS
CBEICHHI
IloamyHKT <«
momyHkra 3.1
411 o0BbeM IoCTymamero B 000poT TyHKTa 3
""" | mexapcTBEHHOrO CpelcTBa? Ilopsanxa
IIPEJIOCTABICHUS
CBeIeHUHI
ToamynxkT «™M»
KOJIMYECTBO BTOPUYHBIX | TMOZAMyHKTa 3.1
412 (moTpeOHUTENBCKUX)  YHMAKOBOK, MyHKTa 3
777 |mocTymalomMx B IPaKIaHCKHM ITopsaaka
obopot? IIpedOCTaBICHUA
CBEICHUI
IopmyHKT «H»
€ AVHULIEL H3MEPEHUA roam 333’1
4.13. |mpOU3BEICHHOIO JICKAPCTBEHHOTO TyHicra
cpeactBa? Lopanka
IPEeAOCTaBIICHHS
CBeIeHH
coZIepXKaHHe (xonnenTpamus) | IToamyHkr «o»
JEHCTBYIOILETO BelecTBa | MOAIyHKTa 3.1
414, |VCKAPCTBCHHOTO  CPENCTBA  Ha IIyHKTA 3
" |emuHMOy Beca wiM obpeMma (miA ITopsnka
(apMaKoIOrHIecKux IIpEeI0OCTABICHHA
JIEKApCTBEHHBIX CPEACTB)? CBEJICHHI
IloamyHKT «ID»
KOJIMYECTBO 03 B YIaKOBKe (1A nozmymcra33.l
4.15. |AMMyHOOHOJIOTHHIECKHX rlflymcra
JIEKapCTBEHHBIX IpenapaToB)? opsia
TIpeAOCTaBIICHHUSA
CBEJICHUH
[logmynxT «p»
tacoBka, omHMcaHWe | MMOAIyHKTa 3.1
4.16. |X@PAKTEPUCTHK a CBOWCTB ITyHKTa 3
" |ymakoBOYHBIX ~ MAaTE€pHAIOB H Ilopsaaxa
YKYIOPOYHBIX CPEACTB? [IPEXOCTABIICHUSN
CBeIeHH
Jara  BBO3a, nepememenus | [logmyHkT «c»
4.17. |7E€KAPCTBEHHOTO CpeziCTBa (nata| mopmyskra 3.1
BBIITyCKa [apTUH JIEKAPCTBEHHOT'O IyHKTa 3
cpencraa TaMOXCHHBIMH Ilopsiaxa
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opranamu)? MIPeAOCTaBICHUA
CBEACHUMN
IMommyHKT «T»
noayHkra 3.1
418, |Reta [IPOU3BOJCTBA IyHKTa 3
) JIEKapCTBEHHOTO cpefcTBa? Ilopsanka
IIPEAOCTABICHHUS
CBeIeHMH
anpec ckiaga (agpec o6bekTa, Ha E:;Hyma«?’y)l)
KOTOpOM OCYILECTBIIACTCH ) a3
4.19. |xpaHeHue NapTHH mka
JICKapCTBEHHOTO CPEACTBa MOCIE
BHIITyCKa ToBapa)? HPEHOCTARIISHIA
CBCACHUN
Ioamynkr «d»
mojmyHkTa 3.1
420, |cTPaHa TPOHCXOXKICHAA MyHKTA 3
7" | mexapcTBEHHOTO cpencTBa? Ilopsinka
IIPeAOCTaBICHAA
CBCJICHUH
TloamyHkT «x»
| JaTa  [OJa4M  CBEJACHHMH O nozmymcra33.1
| 4.2]1. |nekapCTBEHHOM  CpEACTBE B IlfIyHKTa
BerlIC? opsa
| NIPEIOCTABICHUS
CBeIcHHI
JaTa M HOMEp 3aKiIOYeHHd O
COOTBETCTBHH IIPOU3BOJUTENSA
JIEKapCTBEHHBIX CpeacTB
TpeOOBaHUAM IIpaBUII
Hajuiexamed mpomsBoacTBeHHOH | IloamyHKT «1p»
npaktuka® w60 cepruduKaTa| mommyHkTa 3.1
499 |COOTBETCTBHS IPOHU3BOACTBA IyHKTa 3
) BETCPHHAPHBIX  JICKAPCTBEHHAIX INopsinka
cpeactB TpeGoBaHMsM Ilpasun | mpemocTaBieHHs
HAJUICKAIEH TPOU3BOJICTBCHHON CBEIICHHI
MMPaKTHKA Erpaswuiickoro
JKOHOMHYECKOrO0  como3a! (B
OTHOIIICHUH JIeKapCTBEHHBIX
npenapaToB)?

3 Crarea 45 QenepansHoro 3akona Ne 61-@3,

* Tloamyekr «6» myskta 9 Ilpasmn peryamposanus OGpAllCHHMs BETEPMHADHBIX JICKAPCTBEHHBIX CPEACTB HA TAMOKCHHOM
TeppuTOopHH EBpasniickoro 3KOHOMHIECKOTO COI033, YTBEPKIeHHBIX peleHneM CoBeta EBpasuiickoif 5KoHOMHYECKOii KOMUCCHH
ot 21 auBaps 2022 r. Ne 1. Pemenne Cosera EBpasuiickoi 9koroMIMeckoit koMuccHH o1 21 supapa 2022 . Ne 1 BCTYnMIO B CHiry
Ansa Poccuitckoit @emepanuu 13 mapra 2022 r. JlaHHLU aKT sBigercs o6sa3aTensumM s Poceriickoit degepatin B COOTBETCTBHH
¢ Jlorosopom o EppasuiickoM 3KOHOMHYECKOM colo3e oT 29 Mas 2014 r., patudmmmposanns PenepatbHEIM 3aKOHOM OT 3
okTa6ps 2014 r. Ne 279-@3 «O paruduxamum Jorosopa 0 EBpasuiicKOM SKOHOMHYECKOM COKO3€» M BCTYIIMBIIAM B CHITY IS
Poccuiickoit ®enepamnn 1 saBaps 2015 r.
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IIpenocrasnsrorcs m
OpraHmu3aIucii, OCymeCTBIAIOmEH
BBO3  (mepemelieHue), Iepexn
IOCTYIUICHUEM B IPaKAaHCKAHR

obopor kaxnod cepun, naptam| IlommyskT 3.2
JICKapCTBEHHOTO  CpEeACTBa, C MyHKTa 3
5. LEJBI0 BBOJA B IPaXIaHCKHHA Ilopsinka
000pOT KaXIOW CEepHH, NAPTHH | IPEIOCTABICHHUS
JIEKapCTBEHHOIO  CpeACTBA B CBEICHUHI
BetlC cBenenns, comeprxamuecs
B JJOKYMEHTaX, IIpeXyCMOTPEHHBIX
crateeit 522  DenepambHOrO
3akoHa Ne 61-D3, a uMeHHO:
Jata H  HOMep  IPOTOKOJIa
HCHBITAHWHI O COOTBETCTBHH CCPHI
JIEKapCTBEHHOT'O npemnapara
[IOKA3aTeNAM KaJyecTBa,
[IPELyCMOTPEHHBIM HOPMATUBHEIM
JIOKYMEHTOM, IIPOBOTUMEIX
aKKpeAUTOBAaHHBIMH B| IlogmyHkr «a»
COOTBETCTBHH ¢| moamyHkTa 3.2
51 3aKOHOJATENLCTBOM Poccuiickoit IyHKTa 3
" |Denecpammu 00 aKKpeOUTamyuH B ITopsaaka
HaMOHAJLHOU CHCTEME | IPEAOCTaBIICHUA
aKKpeWTallud HCIIBITATEIIbHRIMA CBE/ICHUH
nabopaTopuaMu (UeHTpaMu) (Uit
MEPBBIX JIBYX cepui
JIEKapPCTBEHHOT'O mpemnapara,
BIIEPBEIE BBO3HMOTO
(mepememaeMoro) B Poccuiickyio
®Oenepaimio)?
JatTa M HOMEp JOKyMEHTa
OM3BOIUTENA JIEKAPCTBEHHRIX
1P o P INoamyHKT «6»
CPEJCTB, IIO/ITBEPKAAIOIIETO
moAIyHkra 3.2
COOTBETCTBHE KaJecTBa
IyHKTa 3
5.2, |;mexapcTBEHHOro npernapara, Topsxa
BBOAMMOIO B aHCKu
FIIM TP MIPEOCTaBICHUSA
obopor, TpeGOBaHUAM, o
CBEJICHUM
YCTaHOBIIEHHBIM npu ero
TOCYIapCTBEHHOM PErHCTPAITHH?
JlaTa ¥ HOMEp TIOATBEPXKICHUS
IMna OITHOMOYEHHOTO
1, yr [NoamyHkT «B»
JepKaTeneM WM  BIAJICIBIEM o a3.2
pEruCTpaLMOHHOIO )Kr”:a[ 3 )
5.3. |y&mocToBepeHHS JIEKapCTBEHHOTO H)o KA
mpemnapara, COOTBETCTBHA P
NIPENOCTaBIEHUS
JIEKapCTBEHHOTO npenapara .
CBCACHHNH
TpeOOBaHMAM,  YCTAHOBIECHHBIM
pU €ro TrOCYAapCTBCHHOM
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perucrpau’?

IIpemoCTaBIAIOTCA I €XETOTHO
HE o3/1Hee 1 dbeBpanis

[IPOM3BOATEAMU
JICKApPCTBCHHBIX  CPEICTB MM
OpraHu3alAsIMH,
OCYIIECTBIITIOMIHMH BBO3

(nmepememenue), B BetlIC nata u
HOMEpP IIPOTOKOJA HMCIBITAaHHH
MOCTYIHMBIIETO B TEYCHUE Ofa B
TPaXIAHCKHI obopoTt
JIEKAPCTBEHHOTO npenapara
KOHKPETHOTO IPOM3BOAUTENS (Ha
OHY CEpHI0 Ka)KAOTO0 TOProOBOTO
HAa¥MEHOBaHHS, KaXJI0H
JIEKapCTBEHHOH (OPMBI, a2 Taloke
KaxIou JI03UPOBKHA WIH
KOJIAYECTBA [I03 B yNakoBKe (HIA
HUMMYHOOHOIOTHIECKOTO
JIeKapCTBEHHOTO npenapara),
OPOBOJIUMEIX AKKPEAMTOBAHHEIMU
B COOTBETCTBHH c
3aKOHOJATEILCTBOM PoccHiCKOH
Qenepanmn 06 aKKpeIWTalOHH B
HaIlMOHAJILHOM CHCTEME
aKKpeIWTallMy HCIBITaTEIbHBIMH
naGopatopusiMu (meHTpamMu)?

MynkT 4
Ilopsnka
MIPEAOCTABIICHUS
CBeACHHM

IMpencrasnser M nepen BBOJAOM B
rpaXIJaHcKud 00opoT  Kakmoi
cepUH IIPOU3BEACHHOTO B
Poccuiickoi denepanuu
JICKApCTBEHHOTO TIpenapara st
BETEPUHAPHOTO IIPUMEHEHMA, 3a
HCKIIIOYECHNEM
AMMYHOOHOIOTHIECKOTO
JICKAPCTBEHHOTO TIpemapara s
BETEPUHAPHOTO IIPHMCHEHMS,
TIPON3BOANTEND TaKoro
JNEKapCTBEHHOI'0 Ipenapara B
YBEIOMUTEILHOM  TOpSAKE B
¢denepanbHbIi opraH
HCIOJHHTEIBHOM BJIACTH,
OCYIIECTBILIONMA (QYHKIHU IO
KOHTpoNo (Ham3opy) B cdepe
obpatenus JIeKapCTBEHHBIX
CPEACTB JUIi  BETEPHHAPHOTO
[IpUMEHEHHSA:

Yacts 1 cTaThn
52.2
®OenepabHOTO
3akoHa Ne 61-03

7.1.

JOKyMEHT NPOM3BOAUTENA
JICKAPCTBEHHBIX CPEICTB,

ITyskr 1 gactu 1
craTthu 52.2
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MOATBEPXKJAIOIIUA COOTBETCTBHE
KadgecTBa JICKapCTBCHHOTO
mpemapara JUIsI BEeTepHHApHOI'o

®denepabHOTO
3akoHa Ne 61-D3

NPUMCHEHHSA,  BBOAMMOIO B
TpaXJaHCKUH obopor,
TpeOOBaHUAM,  YCTAHOBICHHBIM
npu €ro  rocyJapCTBEHHOM
peructparuu?
HOATBEPIKACHHUE
YIIOTHOMOYEHHOTO I
OPOU3BOAMTENA  JICKAPCTBEHHBIX Tlysr 2 gacr |
CpelCTB COOTBETCTBHA | “ =5 5
7.2. |nmexkapCTBEHHOrO TIIpemapara Juist DeJIepabHOro
BETEPUHAPHOTO AMEHCHHA
Ipeﬁgnaﬂiam, YCTSI.II-II,OBJICHHHM sakona Ne 61-03
IpU  €ero  roCyAapCTBEHHOM
peructpammu’?
ITpencrasmnsier s niepe]; BBOAOM B
rpaxJaHcKuii 060pOT  KaxaoH
cepun BBO3MMOTO
(mepeMemaeMoro) B Poccuiickyio
Deepaiyio JIEKapCTBECHHOTO
OopemapaTa I BETEpHHAPHOTO
IPUMECHEHHS, 33 HCKIIOYECHAECM
AMMYHOOHOJIOTHIECKOTo
JICKApCTBCHHOTO TIpeTnapara JyIs
BETEPUHAPHOTO IPUMEHEHHS, | vy o oo
OpraHHM3alds, OCYINECCTBIIAIOMIAs 522
8. BBO3 (mepeMemenue) (DeftepanbHOro
JICKApCTBEHHOT'0 IIperapara Jyist
Beregnnapnoro nH}I))mwefleHm p | 32<0ua Mo 61-@3
Poccuiickyro  ®epepammio, B
YBEIOMHTEILHOM MOpAIKE B
denepabHEIT opraH
HUCIOTHHATENHHON BIIACTH,
OCYIICCTBIIIONMH QYHKIIHH IO
KOHTpomo (Hamsopy) B cdepe
obpamenus JIEKapCTBEHHBIX
CPEeACTB 1  BETSPHHAPHOTO
TIPUMCHCHUSA:
JOKYMEHT MIPOM3BOAMUTENS
JIEKapCTBEHHBIX CpeICTB,
MOATBEPXKJAIOMHUA COOTBETCTBHC Mysxr 1 wacra 2
KagecTBa NIEKapCTBEHHOTO |~~~ 55 5
8.1. |mpemapara s BeTCpHHApHOTO Dexepamsroro
OpPUMEHEHWUs,  BBOAMMOIO B
S —— oBopor, 3akoHa Ne 61-D3
TpeOOBaHUSM,  YCTaHOBIEHHBIM
npu €ro rOCyJapCTBEHHOH
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perucTpanuu?

8.2.

IIOATBEPXKCHHE nuua,
YIIOJTHOMOYEHHOTO  JiepiKaTelleM
700 BIaJICABLEM
PETUCTPAMOHHOTO

YAOCTOBEpEHUS JIEKapCTBEHHOTO
npenapata Ajsi  BETCPHHAPHOTO
IPUMEHEHUS, COOTBETCTBUA
JICKapCTBEHHOTO TIpemapara Juisd
BETEPHUHAPHOTO MPUMEHEHHA
TpeGOBaHUAM,  YCTaHOBJICHHBIM
pH ero rocy/lapCTBEHHOM

peructparmu?

ITyskT 2 gacTH 2
crateu 52.2
(dexaepanbHOro
3akoHa Ne 61-®3

OcymecTBisercs ™
opraHu3ainMen, oCyIecTBIIOMEN
BBO3 (IIEPEMEINCHUE), BBOA B
rpaXkIaHCKHH 0OOpPOT BBO3UMOTO
(mepememaemoro) B Poccwuiickyio
Denepaiyio TIEKapCTBEHHOTO
mpenapara i BETCPHHAPHOTO
IpPUMECHEHUs  [pU  HAIWIUHA
3aKIFOYCHUS O  COOTBETCTBUHM
IIPOU3BOAUTENA  J€KapCTBEHHBIX
CpeACTB TPeOOBAaHUAM MPABUI
HaJuIexamesd IpOoM3BOJCTBEHHOM
IIPaKTHKH, BBIJIAHHOTO
YIOJTHOMOYEHHBIM  (eneparbHbIM
OpraHOM MCIIOJIHATEIIHHOM BIacTH
IUIst IIPOM3BOACTBEHHOH
TUIOMIATKHA JIEKapCTBEHHOTO

|mpemapata Iy BETEpHHAPHOTO

TIPUMCHCHUS, BBOJIMMOTO B
rpaxkaaHckuit 06opot?

Yacts 3 cTaThi
522
QenepansHOro
3akona Ne 61-03

10.

IIpencraBnsrorcs m
IPOU3BOJIUTENECM JIEKAPCTBEHHBIX
CpeACTB WJIH  OpraHu3anuei,
OCYIIECTRISIOMICH BBO3
(mepeMenieHue), B OTHOIICHHH
TIEPBBIX JIBYX CEpHi
JIEKapCTBEHHOI0 IpernapaTta Aid
BETEPUHAPHOTO IIPUMCHCHUS,
BIIEpBBIE  IIPOM3BEJCHHOIO B
Poccuiickoit Denmeparmu WM
BIIEpBBIE BBO3WMOTO
(mepememaemoro) B Poccuiickyio
®enepanyro, B Poccensxo3nanzop
IIPOTOKOJIBI HCIIBITAHHH 0
COOTBETCTBHH 3THX CepHi
JICKapCTBEHHOI'0 Tpemnapara Uil

YacTth 6 cTaTh
522
deneparbHOro
3akoHa Ne 61-®3
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BETEpPUHAPHOTO pAMEHEHH
TIOKa3aTEeIIAM Ka4ecTBa,
IpeXyCMOTPEHHBIM HOPMATHBHEIM
JIOKYMEHTOM (Jjajiee — TPOTOKOJ

WCHIHITaHUIA), OPOBOAMMEIX
aKKpeIUTOBaHHBEIMH B
COOTBETCTBHH c

3aKOHOJIATEIILCTBOM Poccuiickoit
®denepauuy 00 aKKpeIUTAOUH B
HAITHOHAILHOM CHCTEME
aKKpeIUTaIl[id HCILITaTebHBIMH
nmaboparopusmu (neHTpaMm)?

11.

IIpencraBisorT I €XErOgHO HE
nosjgHee 1 (eBpans
IPOU3BOJAMTEIN  JICKAPCTBEHHBIX
CpPeICTB  WIM  OpraHu3alliy,
OCYILIECCTBIIIONIHME BBO3
(nepeMelneHre) JeKapCTBEHHBIX
IpenapaToB A8 BETCPHHAPHOTO
npumeHeHrss B Poccwuiickyro
®epepammio, B Poccensxo3znaazop
MPOTOKOII HCIBITAHUH
HNOCTYIMBIIETO B TEYCHHE roja B
rpaXIaHCKUH obopoT
JICKApCTBEHHOT'O TIpemapara Juis
BETEPHUHAPHOTO TPUMEHEHHS
KOHKPETHOT'O Ipou3BoAMTENs (HA
OJIHY CEpHI0 Ka)XKIOro TOPrOBOTO
Ha¥MMCHOBAHMS c ydeToM
JIEeKapcTBEHHOM ¢opMel, a IUIs
JICKAPCTBEHHOT'O Tpenapara Jyuist
BETEPHUHAPHOTO NPHMEHEHUs, HE
SIBIISIIOIETOCH
AMMYHOOHOJOIMYECKHAM, TakkKe C
Y4€TOM JIOBUPOBKH), IIPOBOAMMEIX
aKKpeIUTOBaHHBIMH B
COOTBETCTBHH c
3aKOHONATEILCTBOM Poccuiickoit
®enepanu 00 aKKpeIUTAMH B
HaMOHAITbHOM cucTeMe
aKKpCUTAI[MM HCILITaTCIbHEIMH
nmaboparopusaMu (neHTpaMu)?

Yacts 7 cTaThH
52.2
DdenepabHOro
3axkoHa Ne 61-®3

12.

OcymecTBisercs m
HIPOM3BOJMTENIEM JIEKAPCTBEHHBIX
CPEACTB WIM  OpraHH3anuei,
OCYIIECTBILIOMICH BBO3
(nepemenieHue), BBOJ, B
TPaXXAaHCKHUH obopot
HMMYHOOHOJIOTHIECKOTO

JIEKapCTBEHHOIO IIpenapara s

YacTs 8 cTaThn
52.2
®denepabHOTO
3akoHa Ne 61-D3
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BETEPUHAPHOTO IIPUMEHEHHUS,
mpousBeZicHHoro B Poccuiickoi
Qenepanqit  WIM  BBO3HMOTO
(nepememaemoro) B Poccuiickyro
Qenepanyio, Ha  OCHOBaHHH
pa3pemeHus, BBIJIaHHOTO
Poccenbxo3namzopom?

Ilognexar tu y cyObekra
oOpamenus JICKapCTBEHHBIX
CpENCTB HMMMYHOOHOIOTHYECKHUE
JICKAPCTBCHHBIC IIpeNaparhl JUis
BETEPUHAPHOTO pUMEHEHHS,

13. BBEJICHHEIE B  TPAKIAHCKHI - B B B
060pOT B COOTBETCTBHH C YaCThIO
8 crartem 52.2 ®denepaibHOTO
3akoHa Ne 61-03, 10 HcTedeHHs
CPOKa MX TOJHOCTH: Yacts 11 craren
52.2
13.1. |xpaHeHHIO? denepanbHOro

3akoHa Ne 61-03
13.2. |mepeBo3ke?

13.3. |ormycky?

13.4. |peamm3anuu?

13.5. |mepenmaue?

13.6. |mpuMeHeHHIO?

Coobmarot I CyOBEKTH
obpanieHus JIEKapCTBEHHBIX
CpencTB B HopsfKe,
14. YCTaHOBJICHHOM - - - -
YIOTHOMOYEHHBIM (eaepalbHEIM
OpraHoM HUCIIOTHATEILHOM

BiacTe’, B Poccensxosnanzop o:
Yactb 3 cTaTeu

14.1. |noGouneIx aekcTBUAX? 64
DenepaabHOro
14.2. |HexenaTenbHBIX PEAKIHAX? 3akoHa Ne 61-03
143, |CCPPE3HBIX HeXeJlaTelnbHRIX
" | peakuax?
HEMNpeaBHIEHHBIX
14.4. |HexenaTenbHEIX peEaKkIMAX IIpH
[IPUMEHEHHH JIEKapCTBEHHBIX

5 Ilpuxas Muucemsxo3a Poccuu ot 15 aexabpsa 2020 r. Ne 752 «O6 yreepscaenun Ifopsaka mpenocTaBiIeHHS COOOHICHHM
cyObeKTaMH OOpallleHHs JEKAPCTBCHHBIX CPEACTB IS BETCPHHAPHOTO INpPHMEHEHMA O ¢akrax H 00CTOATeNMbCTBAX,
TIPeyCMOTPEHHEIX 9acThIO 3 cTaTh 64 Penepansroro 3akoHa «O6 obpamiemn JeKapCTBEHHBIX CPEICTBY», BRIABIEHHEX Ha BCEX
5Tanax obpaireHMs JeKapCcTBEHHLIX IPENApaToB s BETEPUHADHOTO upumeneHus B Poccuiicxod Depepauuu M Jpyrux
rocyJapcTBax» (3aperucrpaposad Mumioctom Poccru 12 deBpans 2021 r., peracrpaimonssii Ne 62481). CornacHo myHKTY 2
nprkasza Muscensxosa Poccnn ot 15 aexa6ps 2020 r. Ne 752 nanusiii akt aeiicteyer no0 1 Mapra 2028 r.
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npenaparoB?
145 00 HHAMBHAYAILHOH
" | HemEepPEeHOCHMOCTH?
14.6. |OTCYTCTBHH 3¢ GEKTUBHOCTH
JIEKAPCTBEHHBIX IIPerapaToB?
o6 HHBIX ¢axrax H
00CTOSATEHCTBAX,
IPEACTABIAIOIMX YIpo3y JXKHU3HH
WIH 3I0pPOBBI0 JKHBOTHOTO IIpH
147, |mPAMeHEHMH JICKapCTBEHHBIX
""" |mpemapaToB W BBIABICHHBIX Ha
BCEX aTanax obpameHns
JIEKapCTBEHHBIX IIPElapaToB B
Poccuiickoi Penepanun U APyTrux
rocyaapcTax?
OcCyIecTBIAIOT JH  JAepXKaTeln
WM BJIA/IENIbIIBI
PEerUCTPaIlHOHHBIX
YAOCTOBEPEHHH  JIEKapCTBEHHBIX
mpenaparos, B HIOpSLIKE,
YCTaHOBJICHHOM
COOTBETCTBYIOIUM
YIOJHOMOYEHHBEIM (eiepaIbHBIM
OpraHoM HCIIOJTHUTEIBHON
BiacTu® B OTHOLICHHH
HOCTYHalomMXx B MX azgpec or| Yacts 4 craThu
15 cyOBEeKTOB obpamenus 64 B _ B 3
" |mekapcTBeHHBIX ~ cpeactB M| PeaepaabHOro
OpraHoOB rocy/1IapCTBEHHO#H BJIacTH | 3akoHa Ne 61-D3
cooOmeHni 0 MO0OOIHBIX
JNEHCTBHSX, HEXEJIATSIbHBIX
peaKuuiIx, CEepPbE3HBIX
HE)KEJIaTeIbHBIX "
HENpEABHICHHBIX
HEXKENATEIbHRIX peakuusx IpH
NPUMEHEHHU JIEKapCTBEHHEBIX
npenaparoB, 00 0COOEHHOCTAX HX
B3aHMOJACHCTBUS C  IOPYTHMH
JICKapCTBEHHbIMM  IIpenapaTaMy,

6 [Ipakas Mumcenmsxo3a Poccun o1 9 cenrsifps 2019 . Ne 534 «O6 yreepoxaesin [opsyixa OCyIECTBICHNS JeprkaTelIaMy HIH BaehIaMH
PETHCTPAIHMOHHEIX YOCTOBEPEHHI JIEKAPCTBEHHbIX NPEMAPATOB /U BETEPUHAPHOIO NPHUMEHEHHS, FOPWIMICCKUMM JIANAMH, HA MMA
KOTOPBIX BbIAAHBI PaspelicHUs Ha IPOBENCHAE KIMHIIECKHX Hecaenosanmii B Poccriickoli Menepanmm, MO0 YNOIHOMOYEHHBIMH HMH
JPYTHMH OPUMYECKAMA JIMAMH B PAMKaX 00ecTieueHus Ge30MaCHOCTH JIEKAPCTBCHHEIX IIPENApaToB IPAEMA, yIeTa, 00palboTku, aHamm3a
H XPaHEHHS IOCTYTIAIONIHMX B MX apeC OT CyOhEKTOB O0pAlieHNS JICKAPCTBCHHEIX CPEICTB T BETEPHHAPHOTO NPUMEHEHHS H OPTaHOB
TOCYAAPCTBEHHOH BIACTH coO0ImeHmi 0 TOGOTHBIX ACACTBYX, HOKENATEIBHEIX PEAKIHIX, CCPHCIHBIX HOKCIATENBHBIX M HEIPSABHACHHBIX
HEKENATCIBHEIX PEaKiMaX IPH MPHMEHEHHH JICKAPCTBCHHBIX NPENApaToB Ui BETCPHHAPHOIO NPHAMEHEHWS, 00 OCOOCHHOCTAX MX
B3AMMO/ICHCTEMA C JIPYTHMH JIEKAPCTBEHHLIMH IPETIApaTaMe [jIA BETEPHHAPHOIO IPHMEHEHHA, HHAWBAAYAIEHOM HENEPEHOCHMOCTH, a
Taroke 00 MHBIX (akTax H OOCTOSTENBCTBAX, PEICTAR/MIONMX YIPO3y JKU3HH WIH 30POBEIO )KMBOTHOTO MM BIMSIONHX HA HIMEHEHHe
OTHOINEHMS OXHAAEMON MOME3E! K BO3MOKHOMY DHCKY TIPHMEHEHHS JIEKAPCTBEHHEIX NPENaparToB /YA BETEPHHAPHOIO NPHMEHECHHD)
(3aperucrpuponan MumoctroM Poccrwt 31 okrsiGps 2019 r., peructpamonHsi Ne 56378).
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MHIUBUyaJTbHOM
HEIEPEHOCHMOCTH, a TaKke 00
HHBIX (aKkTax U o6CTOATENBCTBAX,
IPE/ICTaBIMIIONMX YTPO3y JXKH3HA
MM 3[0pOBBIO JKUBOTHOIO HIIH
BIMAIOIMX  Ha  HM3MCHEHWE
OTHOLICHUS O’KMIAeMOM TIOJB3H K
BO3MOXKHOMY DHCKY NPHMCHEHHA
JIEKapCTBEHHBIX IIPENapaToB:

15.1. |mpuem?
15.2. |yuer?

15.3. |obpaborky?
15.4. |anamuz?
15.5. |xpaueHnue?

(bammmas, 1M, OTHECTBO (IPH HAIMYME) JOJDKHOCTHOTO

114, 3aII0IHUBIIETO IPOBEPOIHEIHA JIHCT)

(MeCTO A TOAITMCH JOJDKHOCTHOIO JIMIA, 3aOMHUBILICI O

TIPOBEPOYHBIH JIHCT)




