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MUHHUCTEPCTBO 3IPABOOXPAHEHHUA CMOJIEHCKOM OBJIACTH

 NIPHUKA3

oT 14.08.2025 [1-841 Ne

O6 yTBepx)/IeHIH (OPMBI OL[CHOTHOTO
JIMCTa, B COOTBETCTBMM C KOTOPBIM
MMHHCTEPCTBOM  3/IPAaBOOXPAHCHUSA
CMoneHckoit  o0nacTu  NPOBOAMTCS
OLICHKA COOTBETCTBHMS  COMCKaTels
JIU1IEH3HH WIIN JMLEH3UaTa
JMIIEH3UOHHBIM ~ TpeOOBaHHUIM  TPU
ocymecTBIeHHH  (hapManeBTUYeCKOH
JESTeIbHOCTH

B coorBerctBMM ¢ dwactelo 8 cratem 19.1  @DexepalbHOro - 3aKoHa
oT 4 mas 2011 roga Ne 99-03 «O NHIEH3UPOBAHUH OTICIBHBIX BUIOB IACATCIBHOCTIY,
noamyHKToM «6» myHKTa 3 IlojoxkeHHs O JIMIEH3UPOBAHWH (hapMareBTUYECKON
JEATENBHOCTH,  YTBEPHKIEHHOro  MocTaHoBieHWeM  IIpaBHTeNbCTBA Poccuiickon
®epepanu ot 31 wmapra 2022 roma Ne 547, TlomoxxeHueM O MuHucrepcrse
sgpaBooxpanenns ~ CMomeHckod — obmactd,  yTBCPKACHHBIM — MOCTaHOBJICHHEM
IIpaBurensctBa CMoneHckoit obmactu ot 10.10.2023 Ne 135

IPpHUKAa3BIBaI0:

1. YIBEpauTH NpuiaraeMyio opmy OILEHOYHOI'O JIMCTA, B COOTBETCTBUH C KOTOPHIM
MHHHCTEPCTBOM  37paBooxpaHeHus  CMONEHCKOH — 00macTH  MPOBOJMTCS  OLCHKA
COOTBETCTBHUS COMCKATENS JIMIEH3MM WM JTHLEH3MaTa JIMICH3UOHHBIM TPeOOBAHUAM TIPH
OCyLIECTBICHUN HapMALIEBTUYECKON AEATEILHOCTH.

2. Tlpuxaz Jlemapramenta CMOIEHCKOH 00jacTH IO 31PaBOOXPAHCHHIO
oT 24.11.2022 Ne 1409 «O6 yTBepxaeHur GOPMBI OIICHOYHOTO JIUCTA, B COOTBETCTBHHU C
koropbiM JlemapramenToM CMONIEHCKOH 007acTH IO 3[PaBOOXPAHCHUIO IIPOBOJMTCAH
OIlEHKA COOTBETCTBMSl COMCKATeNsl JMIEH3MM WIM JHICH3MaTa JIHICH3HOHHBIM
TpeGOBaHUAM IIPH  JIMIIEH3UPOBaHUM (apMaleBTHUECKOH IEATENBHOCTH» TIPU3HATH
YTPATHBILHUM CHUITY.

3. Hacrosiuii nIpuKa3 BCTyIaer B ciiny ¢ 1 centsabps 2025 rona.

g:l's JLOKYMeHT noanmcaH

SHEKTPOHHOﬁ noanucbro
s S .M. BecesoBa
CBEOEHNA O CEPTUOUKATE 3N

Ceprudvxar: 00EFE727AAAES35197A237B1E564C1D350
Wpuna
[eicraurenen ¢ 13-01-2025 po 08-04-2026

3amecTHTENIh MUHHCTPA




VYTBEPXIIEHA
nmpuka3zoM MUHUCTEPCTBA
3/IPaBOOXPaHEHUs
CMoneHCcKoM 00J1acTH

OT _14.08.2025 Ne [1-841

®opma

OneHoYHbIN JHUCT,

B COOTBETCTBHH ¢ KOTOPbIM MUHHCTEPCTBOM
3apaBooxpanennsi CMoJIeHCKOM 00,1aCTH IPOBOAUTCH
OLICHKA COOTBETCTBHS COMCKATEJIA JTULEH3UU WU
JIHIEH3MATA JINHEH3MOHHBIM TPeOOBaHUAM IIPH
ocyiecTBIeHNH papManeBTHYECKON JeATeILHOCTH

1s dopMa TPOBOJUMOH OLEHKH COOTBETCTBHs COMCKATC/Il JIMICH3UM WIH JIMICH3MATa
JMIEH3MOHHBIM TpeboBaHusM <1>, pErHCTpalMOHHBIM HOMEP M Jara PErucTpalyy 3asBICHUS O
TIPEeOCTABICHUHM JTULEH3UHU (BHECCHHE H3MEHEHMIT B PEECTp JIMIIEH3HH):

2. TTosHOE MM COKPAIIEHHOE HAaMMEHOBaHHE (B CIlydae, €CIIM MMEETCs) H OPraHU3alMOHHO-
mpaBoBas (OpMa IOPUIMYECKOTO JHLA, afpec ero MecTa HaXOXJIEHHsS, OCHOBHOH roCy/apCTBEHHBIA
pETUCTPalMOHHBIH HOMep fopuaudeckoro auma (OI'PH):

(amunys, IMsI OTYECTBO (TIPH HAIMYKMH) UHAUBUIYATBHOTO IPEAPUHAMATEILS

b

aZipec MeCTa HUTENbCTBA, OCHOBHOH TOCYNaPCTBEHHBIH PErMCTPALMOHHBIA HOMEP HMHIMBHAYalbHOTO
npennpuaumarens (OI'PHUII):

3. HauMeHOBaHHE HHOCTPAHHOTO IOPHAMYECKOTO JHMIA/(HIHaIa UHOCTPAHHOTO FOPUANIECKOro
JMIa, HOMEp 3alMCH  aKKpeAWTaluM M JiaTa aKKPEeJWTalWW, HIACHTU(HUKALMOHHBIH HOMEp
HaJIOTroIUIaTeNbIIMKa (MHH), KOZ MIPUYHUHBI TMOCTaHOBKHU Ha y4er (KIIII):

4. Appec (ampeca) MeCT  OCYIIECTBIECHHMA JIMIEH3UPYEMOro  BHAA  AEATEIBHOCTH:

5. Mecro (Mecta) NpPOBENECHHS OLIEHKH COOTBETCTBHS JIMIEH3HOHHBIM TPEOOBaHUIM C
3aII0JIHEHUEM OLIEHOYHOTO JIUCTA:

6. PexBU3WTBEI PEIICHUS O MPOBEJCHUU OIECHKM COOTBETCTBHS JIUIICH3MOHHBIM TpeOOBaHUAM,
NPUHATOrO YHNOJHOMOYEHHBIM JIOJDKHOCTHBIM JIMIIOM MUHHUCTEPCTBA 31PABOOXPAHEHHA CMoIIeHCKO
obiacru:

7. JlomxHOCTH, (aMuIus, UMsi, OTYECTBO (NIPH HATMYMH) HAOIDKHOCTHOTO Jiviia MHHHCTEPCTBA
3mpaBooxpanenus CMOJICHCKON 00NacTH, MPOBOASALIETO OIEHKY COOTBCTCTBUS JIMUEH3MOHHBIM
TpeGOBaHKSM U 3aII0JHAIONIEr0 OLIEHOYHBIN JIUCT:




8. Cnucok KOHTPOJILHBIX BOIIPOCOB, OTBETBI Ha KOTOPLIC JOJDKHBI CBHACTCIBCTBOBATH O
COOTBETCTBHUH (HCCOOTBCTCTBI/II/I) COHUCKATEIIA JIMICH3NH UK JIMIICH3WaTa JINIICH3NOHHBIM TpC6OBaHI/I}IMZ

Ne CrnHCOK KOHTPOIBHBIX PexBu3uThI OTBeThl Ha Ipumeyanne
/o BOIIPOCOB, OTPaXAIOLIUX HOPMAaTHBHBIX IIPABOBBIX BOIIPOCHI O

COZIepKaHKE THLIEH3HOHHBIX AKTOB C YKa3aHUEM HX COOTBETCTBHH

TpebOBaHU CTPYKTYPHEIX €/IMHHLI, (HECOOTBETCTBUH)

KOTOPBIMHU YCTaHOBIEHbI JIUIEH3HOHHBIM

00s13aTeIbHEIE TPEOOBAHMS TpeboBaHMAM

Ja | Her He

HNPUMEHHUMO

I. CooTBeTcTBME COMCKATENs NULCH3MU HIIH JMIEH3HATa JINIEH3MOHHBIM TpeOOBaHUSIM B (hopMe JOKYMEHTAPHOMH OLleHK

1. Creznenwusi, coaepxaimecs B B COOTBETCTBMH ¢ 4YacThio 4
MpEeCTaBJICHHBIX COMCKATEIEM cratbn  19.1 ®DenepanpHoro
UIMIEH3MH WIH JTULIEH3HATOM 3axoHa Ne 99-D3

BasBICHUIX U TOKYMEHTAX,
MMEIOLIHECS B PACIIOPSDKEHHHI
rOCYJapCTBEHHBIX OPraHOB, OPTaHOB
IMECTHOT'O CaMOYIIPaBJIEHHS H HHBIX
OpraHM3alui U MOJTyYECHHBIE B
[paMKax MEXBEIOMCTBEHHOT'O
[B3aMMOIECHCTBHS, COOTBETCTBYIOT
TmoJIoKeHusaM Jacter 1 u 3 crateu 13
u yact 3 crathu 18 PepepansHOro
Baxona ot 04.05.2011 Ne 99-D3

«O MUIIEH3MPOBAaHUH OTACIbHBIX
[BUIOB NEATSIHLHOCTHY (1ajee —
DenepanbHblil 3ak0H Ne 99-03)

2. CBeJieHus1, COJIEPXKAIIKECS B B cooTBeTCTBMM C 4YacTeio 4
MPEeACTAaBICHHBIX COMCKATEIEM cratem  19.1 ®enepansHOro
VIMIEH3UH WY JTUIIEH3HATOM 3akona Ne 99-03

BasBICHUSX M IOKyMEHTaX,
MMEIOIIMECS B PACHIOPSIKEHHU
rOCYHapCTBEHHBIX OPTaHOB, OPIaHOB
MECTHOTO CaMOYIpaBJICHHs ¥ HHBIX
OpraHM3alyi M NOJyYEHHBIE B
[pPaMKax MEXKBEIOMCTBEHHOTO
B3aHMOJICHCTBHSI, COOTBETCTBYIOT
CBEICHHSAM O COMCKATEIIE TMLIEH3HU
[MIIM IMLIEH3UATE, COIEepKaIlUMCs B
€IMHOM ToCyZapCTBEHHOM peecTpe
FOPUAMIECKHX JIULI, TOCYAaPCTBEHHOM
[peecTpe aKKpeqMTOBaHHBIX
(bumnanoB, MpeACTaBUTENLCTR
[MAHOCTPAHHBIX IOPUAMYECKUX JIUII,
€IMHOM TOCYapCTBEHHOM peecTpe
MHIMBUTY ATbHBIX
MpeanpUHUMATENeH U IpyTHX
(henepanbHBIX HHOOPMALOHHBIX
pecypcax.




4

Hannune KONUN JOKYMEHTOB,
epeycHs KOTOPBIX OIPEACIACTCS
IMosoXeHrueM O JINICH3UPOBAHUY
(hapMalleBTHIECKOH IEATETLHOCTH,
Y TBEPKACHHBIM IOCTAHOBJICHUEM
[MpasutesbcTsa PoccHAckoi
Denepanuu ot 31 Mapra

2022 roga Ne 547 (nanee —
[MonoxeHue), 1 KOTOphie
CBUIETENBLCTBYIOT O COOTBETCTBUU
couckartens TMIEH3MH
ITUIICH3MOHHBIM TPEOOBAHMAM, B TOM
[MHCIIE JOKYMEHTOB, HATMYHUE KOTOPBIX
pH OCYIIECTBICHUH
ITHIIEH3MPYEMOTO BUJIA JEATENEHOCTH
mpeIycMOTpeHo (enepanbHbIMK
BaKOHAMHU:

B COOTBETCTBUH ¢ HacThio 4
cratem  19.1  ®expepanbHOTO
zakona Ne 99-03

3.1

meeTcs TIPOM3BOACTBEHHEIH 00BEKT
MM 0OBEKTHI (IIOMEILEHHS, 3MaHus,
coopy>keHH), TPUHAIEKALIHE
COMCKATEITIO JTIUIIEH3HH HIIN
lTMIeH3MaTy Ha NpaBe COOCTBEHHOCTH
WJIM MHOM 3aKOHHOM OCHOBaHMH,

npe Ty CMaTPHBAOILEM IIPABO
BriaieHKs M 1IPaBo T0JIB30BaHus, TU60
MpHHA/UIeKAIKX Ha TIPaBe
COOCTBEHHOCTH MM Ha HHOM
3BaKOHHOM OCHOBaHHH UHOMY
ITHIIEH3MATY, UMCIOIEMY JIUIICH3HIO
Ha OCYIIECTBICHUE
(bapMaleBTHIECKOM ACSTEIBHOCTH IO
OCYILECTBIECHHIO paboT,
0Ka3BIBAEMBIX YCIIYT, COCTABIISFOLIHX
ITeATeILHOCTE MO ONITOBOH TOProBie
TeKapCTBEHHBIMH CPENCTBAMH UL
MeTULIMHCKOTO IPUMEHEHHS, U
Imorosop (ot 12 MecsineB) o nepesaie
pa6ot (yciyr) Ha ayTCOPCHHT (B
qaCTH XpaHEHHUA JIEKapCTBEHHBIX
CpPE/ICTB A1 MEAUIIHHCKOTO
MNPUMEHCHH ), HEOOXOJUMBIX UL
BHITIOIHEHHUS 3asBJICHHBIX paboT

(yciyr)?

B COOTBETCTBUH c
MOJMYHKTAMH «B» HWIH «I»
nyHkTa 4; MOIIMYHKTOM «@»
myHkTa 6 Ilonoxenus

3.2.

MMeeTcst 000pyIOBaHME 110 MECTY
ocymecTBIeHHs (papManeBTHIECKOH
eATeILHOCTH, IPHHALIEXKAIlee Ha
npaBe COOCTBEHHOCTH HIIM HAa HHOM
3aKOHHOM OCHOBAHMH,
peLyCMaTPHBAIOLIEM [IPABO
BaJicHMs M IPaBO HOJIL30BaHUs,
HE06XOAUMOE JUIsl BBHITTOTHEHUS
BasBIEHHBIX paboT (yciuyr)?

B cooTBETCTBHH C
MOIYHKTaMH «BY HJIM «JI»
ryHKTa 4; MOJITYHKTOM «@»
nyHkrta 6 IonoxeHus

3.3.

iMeeTcs Y MEANIHHCKOM
OpraHU3aLHHN - COUCKATENS IMLCH3HH
MJIM JIMLIEH3UATa JTULCH3UA Ha
OCYIIECTBIIEHUE MEAULMHCKON
ImesTenpHOCTH?

B COOTBETCTBUH C IOJITYHKTOM
<KOK» ITYHKTa 4, IIO)IHyHKTOM
«r» mynkTa 6 IlonoxeHus




3.4.

MMeeTcs AHIO, OTBETCTBEHHOE 32
BHEZpEHUE 1 00ecIeYeHUE CHCTEMBI
KauecTBa XPaHEHUs H NMEPEBO3KH
ITeKapCTBEHHBIX NPENapaToB U
AKTyanu3aLnio CTaHIapTHBIX
OHepaOHHBIX IPOLENYD ULt
ocymiecTRIIEH s HapMalleBTUIECKOH
nesrTestbHOCTH B cepe obpalieHus
ITeKapCTBEHHBIX CPEICTB JULd
MEAHLEHCKOTO IPHMECHEHHUA?

IB COOTBETCTBUU C IOIILyHKTOM
«3» MyHKTA 4 WK NOAIYHKTOM
«» mynkra 6 TTonoxeHust

3.5,

MmeeTcst y HHAUBUAYATbHOTO
NpeanpUHIMAaTENs W/uH
BAKTIOUMBILIHUX C COMCKATENEM
HneH3uy (TMIEH3MaTOM) TPYIOBEIE
ITOroBOpEI paOOTHHKOB,
cooTBeTCTBYIONIEE OOpasoBaHue M
mpoiiaeHHas aKKpeIuTaH
cTierManucTa Mo CIenUanbHOCTH,
HEOOXOMUMOM JUIS BBIIOJTHCHUS
BasBIEHHEIX COMCKATENEM JHULIEH3UU
(munen3natoM) pabor (yeyr)?

B COOTBETCTBUHU C
[O/IYHKTaMHM K U «K»
yHKTa 4 WM IOANYHKTaMH
«M» M «H» IIYHKTa 6
ITonoxeHnust

3.6.

UIniieH3uaToM pa3MeELLEHBI CBEICHIA
0 (hapMaLeBTHIECKOH OpraHu3aluy B
e IMHOM TOCYIapCTBEHHOM
MH(GOPMALMOHHON CHCTEME B IOPAIKE
CpPOKH, YCTaHOBJICHHBIC
TTonoXKeHHeM O eIUHON
rocyapcTBeHHOM HHGOPMAIMOHHON
cucreme B chepe 30paBOOXpaHEHHUS,
[y TBEPXKACHHBIM TIOCTAHOBJICHUEM
[MpasuTenscTBa Poccuiickoi
Depepanun or 9 despans 2022 1.

INe 140 (nanee — Ilonoxenue o
ETUC3)?

[Poccuiickoit denepanun»

B COOTBETCTBMU C MOIITYHKTOM,|
«p» myHkta 6 Ilomoxenus,
crateeii 91.1 ®DenepanbHOro|
sakoHa «OO6 OCHOBax OXpaHBbl
310pOBbs TpakaaH B

3.7.

JTMIIEH3MAaTOM Pa3MELIEHBI CBCICHU
0 TMIAX, YKa3aHHBIX B MOIYHKTaX
«M» 1 «m» iyHKTa 6 TlonoxeHus, B
EI'MIC3 B nOpsiIKE H CPOKH,
lycTaHoBIeHHbIE [To10KCHHEM O
EI'C3?

B COOTBETCTBUU C IOJAIYHKTOM

«p» myHkra 6 ITlonoxeHus,
cratheit  91.1 PenepanbHOro
sakona «O0 OCHOBaxX OXpaHbl
310POBbs rpaxJaH B

IPoccuiickoii @enepanun

1L

COOTBETCTBUE COMCKATEN JIMIICH3UN WM JIMIEH3HaTa JIMLEH3UOHHBIM TpeGOBaHI/IﬂM B (bopMe BBIC3THOM OLIEHKHU

MMeeTcs MPOM3BOACTBEHHEIH OOBEKT
M 00BEKTHI (TIOMELCHHS, 31aHus,
COOpY>KEHI), IPHHAIEKALIHC
COMCKATEIIIO JIULIECH3UH HUITH
ITHLEH3KMaTy Ha IpaBe COOCTBEHHOCTH
MJTM MHOM 3aKOHHOM OCHOBaHUH,
mpeIyCMaTPHBAIONIEM TIPaBo
BIa/ICHIS M TIPABO TOJI30BAHHA, 60
MpHHAUIeKALINX Ha IPaBe
COOCTBEHHOCTH HIIA Ha NTHOM
3aKOHHOM OCHOBAHHM HHOMY
ITHLIEH3HATY, IMEIOLIEMY JIMLCH3HIO
Ha OCYIIECTBIECHHE
(bapMaleBTHIECKOH JeATEeNBHOCTH 110
OCYIIECTBICHHIO PadoT,

lOKa3bIBa€MBIX YCIYT, COCTABJISIIOIINUX

B COOTBETCTBUH c
MOAMYHKTAMH  «B» HIIA  «J»
nyHkra 4; TDOAIYHKTOM «a»
nyHkra 6 ITonoxenus




IIeATeIBHOCTH 110 ONITOBOH TOProBiIe
nexapCTBEHHBIMU CPEICTBAMH JULT
MeIUIMHCKOTO IIPUMEHEHUsL, 1
Imorosop (ot 12 MecsueB) o nepesaie
pabor (yciyr) Ha ayTCOPCHHT (B
aCTH XPaHEHHUs! TEKapPCTBEHHBIX
CPE/ICTB ISl MEJUIIMHCKOTO
NpPUMEHCHHS), HEOOXOJMMBIX JUL
BLITOJIHEHHUS 3asBJICHHBIX PaboT

(ycayr)?

MMeeTcst 000pyAOBAaHHE TI0 MECTY
ocymiecTBiIeHHs hapMaLEBTHICCKOH
IeqaTenpHOCTH, IPUHAIIEKAIIEC HA
mpaBe COGCTBEHHOCTH WIX HA HHOM
3aKOHHOM OCHOBAHMH,
IpeIyCMaTpPHBAIOLIEM [TPaBoO
BJIaIEHMs ¥ [IPAaBO MOJIB30BAHUS,
He0OX0MMMOE 1A BBINIOJTHCHUS
3asBIICHHBIX pabot (ycayr)?

B COOTBETCTBUH C
[O/ITYHKTAMH «B» HJIH «1»
yHKTa 4; HOAIYHKTOM «@»
myHkTa 6 [lonoxeHus

IMeeTcs JIHI0, OTBETCTBEHHOE 32
[BHEZIpEHHE U 00eCIIeYeHHE CHCTEMBI
KauyecTBa XPaHEHUS U MEPEBO3KH
nexapCTBEHHBIX TPENApaToB U
AKTyaIM3alMIO CTAHIAPTHBIX
OnepaOHHBIX IpoLeayp UL
ocymiecTBiIeHHs PapMalleBTUIECKOH
IesTeIBHOCTH B chepe obpameHus
ImexapCTBEHHBIX CPEJICTB LA
MEIHIMECKOrO MPUMeHeHus?

B COOTBETCTBHH C IOJIYHKTOM
«(3» MyHKTA 4 WIH IOJIYHKTOM
«1» myHkTa 6 ITonoxeHus

Co6ITI0eHBI IPaBHIa HajIexaneH
ATITEUHOM IPAKTUKH JIEKAPCTBEHHBIX
MpenaparoB JUIs MEAULMHCKOTO
NPUMEHEHMs, IPABMII XPAHCHHS
ImexapCTBEHHBIX CPEACTB IS
IMEIUIMHCKOTO IPUMEHEHHS, TIPABHI
OTIyCKa JTeKapCTBEHHBIX NPENapaTon
U1 MEAMITUHCKOTO IPUMEHEH U,
paBMIT OTIIYCKA HAPKOTHYCCKUX
Cpe/ICTB M [ICHXOTPOTIHBIX BELIECTB,
3aperuCTpUPOBAHHBIX B Ka4eCTBE
nexapCTBEHHBIX NPENApaToB, IPaBHI

TUTST MEAMIIMHCKOTO IPUMEHEHHS,
BKJTIOUEHHBIX B IIEpe4eHb
nexapCTBEHHBIX CPENCTB JUIs
MEIUIMHCKOTO NPUMEHEHHS,
MOJUIEKAIUX TPEJIMETHO-
[KOJIMIECTBEHHOMY YYETY B
crieuanbHbIX )KypHaIax y4era

ITeKapCTBEHHBIX CPEICTB ML
IMEIMIMHCKOTO MPUMEHEHUS, IPABHIT
[BeieHNs 1 XpaHEHHUs CIIELHaIbHbIX
bKYPHAJIOB y9eTa ONepalui,
CBA3AHHBIX C O0PAILEHUEM
TeKapCTBEHHBIX CPEICTB JIS
MEIMLMHCKOTrO IPUMEHEHHUS,
rpe6oBaHMii 4acTH 6 CTaTbH 55 U
wactu 7 cTarbu 67 DenepansHOTO
Baxona «O6 obpalesnu

[perucTpanyu onepaunﬁ, CBJA3aHHBIX C
06paIIICHI/ICM JIEKapCTBEHHBIX CPCIACTB

onepaum‘»i, CBSI3aHHBIX C 06an.ICHPleM

B cOOTBETCTBUY C TOAMYHKTOM
«e» myHkra 6 ITonoxenust




IIEKapCTBEHHBIX CPEACTB»:

4.1.

JlokyMeHTaIMA CHCTEMBI KauecTBa
paspaboTaHa M cornacoBaHa JULIOM,
OTBETCTBEHHBIM 32 BHEAPEHHE U
o6ecreueHne CHCTEMbI Ka4ecTBa U
[YTBEpIXKACHA PYKOBOJHUTENEM
cy6beKTa pO3HHIHOHN TOProBim?

B COOTBETCTBUH C IIyHKTaMH 6
- 8 npuxaza MuHHCTEPCTBA
3paBOOXpaHeHU PoccHiicKon
denepaumn ot 29.04.2025

INe 259H «OO6 yTBEpXACHNH
MpaBuIT Ha UTeXKAIIEH anTeyHON
MPaKTHKH JIEKAPCTBEHHBIX
[penaparoB AJst
MEIUITUHCKOI O MPUMEHCHHA»
(nanee — IIpaBuna
HajuexKanieil anTeqHoH
[PAaKTHKH)

4.2.

TTnoma s noMeLeHui ¥ (WIN) 30H,
MCIIONIB3YEMBIX CYOhEKTOM
PO3HUYHOM TOPrOBIIH, Pa3EeTAOTC
HA OMEIUEHMs U (FIH) 30HBI,
mpeHa3HaYeHHBIE IV IPUEMKU U
XpaHEHHSI, a TAK)KE BBIIOJHCHHS HHBIX

bysKumiA?

B cooTBeTCTBUM C YHKTOM 20
[IpaBu HaJIeKALEH
AIITEYHOM MPAKTHKH, ITyHKTOM
9 npuxaza MHHHCTEPCTBA
3apaBooxpaeHis Poccuiickoi
Denepanuu ot 29.04.2025

INe 260H «OO6 yTBEpKICHUI
paBUII XpaHEHHS
lIeKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO IPUMEHEHHUS»
(nanee - IIpaBuna XxpaHeHus
MeKapCTBEHHBIX CPEJICTB)

4.3.

TToMemenus cyOseKTa pOZHHUHOM
TOPrOBJIM OCHALIEHBI CHCTEMaMH
OTOTICHUS] ¥ KOHIUITMOHUPOBAHMS,
lecTeCTBEHHO# MM TPUTOYHO-
BBITSDKHOM BEHTHIIALIMEH,
06eceYnBaIOIIMMH YCIIOBHUS TPY/a B
COOTBETCTBHH C TPYJOBBIM
BaKOHOIATEILCTBOM POCCHICKOH
Deepalvy, a TAKKe COOMIOCHUE
Tpe6OBAHMIA IPABUII XPAHEHHs?

B COOTBETCTBHH C ITyHKTOM 23
[paBwy HaJJIEe)KAIlEH alTeqHOH
[PAaKTUKH, TOJITYHKTOM «a»
nynkTa 11 IIpaBun XxpaHeHus
lTeKkapCTBEHHBIX CPEACTB

4.4.

TToMemerus Cy6heKkTa pOSHUIHOM
TOPTOBJIM PACIIONOKEHBI B 31aHUH
(cTpoeHuH) ¥ PYHKIMOHAILHO
06beJMHEHB], H30JHPOBAHBI OT
PYTUX OpraHU3alub U
06ecIieanBarOT OTCYTCTBHE
HECAHKLMOHUPOBAHHOTO JOCTYIIa
MOCTOPOHHHUX JIMI] B TIOMEIICHUA?

B COOTBETCTBHH C IyHKTOM 18
[IpaBwn HauIexKamen
anTeYHON NPAKTUKH

4.5.

CyObeKTOM PO3HUYHOM TOPrOBIIH
[Pa3MELIEHBI B JIOCTYITHOM IV
(03HAKOMIICHIIST MECTE CBE/ICHHS O

a) Buje CyObeKTa pO3HUIHOM
TOPrOBJIN Ha PyCCKOM S3BIKE;

6) osTHOM H (B CiIydae, eClu
MMeeTCs) COKPAILEHHOM
HAMMEHOBAaHUH, B TOM YHCIIE
(bupMEHHOM HAaMMEHOBAHUY U
OpraHM3alOHHO-TIPaBOBOH Gopme
CyObeKTa pO3HMUHON TOPrOBIIHK;
B) pexxumMe paboThl CyObeKTa

O3HHYHOM TOProBiIu?

B COOTBETCTBUH C ITyHKTOM 19
[IpaBi1 HagIexKaen
ANTEYHOH IPAKTHKU




4.6.

Cy6beKT pO3HUYHOMN TOProOBIIH
pacnosiaraeT 060pyI0BaHHEM H
MHBEHTapeM, 00eCTIEYMBAIOILEM
COXpaHeHHE Ka4eCTBa,

b dpexTHBHOCTH M 6€3011aCHOCTH
JIeKApCTBEHHBIX IPenapaTos (¢
[yKa3aHMEeM HaMMEHOBaHMs, MapKH,
MHBEHTAPHOTO HOMEPA,
TeMIIEPaTypPHOTO PEXHMA, EMKOCTH),
1 06CIIy>KUBAEMBIM COIJIACHO
ITOKYMEHTAIHH O €0
HCIIOJI30BAHHUIO (IKCILTyaTAIMH)?

B COOTBETCTBHU C IyHKTaMH
24 TlpaBui Ha/IeXKAIEHA
anTeyHOW NPAaKTHKH,

MOy HKTaMH «O», «B», «I» U
«e» mynkTa 11, mynkrom 45
[TpaBmI XpaHeHHUS
meKapCTBEHHBIX CPENCTB

4.7.

[MoMenenus jisl XpaHeHus
ITeKapCTBEHHBIX MPENApPaToOB
OCHAILIEHBI CPEACTBAMU H3MEPEHUH
71 pErUCTPAlliy TEMIIEPATYPBI U
OTHOCHTEJILHOM BIKHOCTH BO3/TyXa
Mr60 aBTOMaTH3UPOBAHHBIMU
crcTEMaMH KPYTIOCY TOYHOTO
MOHHMTOPUHIa KIIMMAT-KOHTPOJIS
TeMIIepaTypsl ¥ OTHOCHTETBHON
BJIQKHOCTH BO3JyXa JUIsl Pa3iin4HbIX
MMAaTHYECKHX 30H, IPOIIESIIINe
aTMOPOBKY M MEPUOAUYECKYIO
[OBEPKY B COOTBETCTBUM C
TpeOOBaHIIMH 3aKOHOAATEIBCTBA
Poccuiickoii Deneparmu 00
06ecIIeIeHIH SMHCTBA U3MEPEHHI?

B COOTBETCTBUH C ITYHKTOM 25
[paBw1 HaJUIeKALIEH
arrTeYHON IPAKTHKH,

ITOJIITY HKTOM «JI» IIyHKTa 11
[IpaBuII XpaHEHUS
lIeKapCTBEHHBIX CPE/ICTB

4.8.

'V cybbexTa po3HHYHON TOPTOBIU
XpaHATCS TEXHHYECKHUE MacopTa
(MHCTPYKLMH, PYKOBOJICTBA) K
lcIIoNB3yeMoMy 0GOpyA0BaHHIO (B
ciyuae eciy HaIu4ue TaKuxX
TeXHHUYECKHUX MIAaCIIOPTOB
(MHCTPYKIUH, PYKOBOJICTB)
MpeAyCMOTPEHO IPOU3BOAHTEIIEM
o6opyroBanms)?

B COOTBETCTBHH C IIyHKTOM 26
TTpaBui HaJuIeXKAIIEeH
ANTCUHOW NPAKTHKH

4.9.

O60pynoBaHHE, HHBEHTAPb U
MaTepHansl Ul yOopKu (OYHCTKH), a
TaKoKe MOIOIIHE H
nesuH(uIUpyomue CpeIcTBa
XPAHATCS B [IOMENIEHHSX H (HIIK)
BoHax, mKagax, OTAEIBHBIX OT
moMeIIeHHH 1 (MJIH) 30H JUIST
XpaHEeHHs JIEKAPCTBEHHBIX CPEJICTB,
mxadoB 111 XpaHEHUS
TeKapCTBEHHBIX CPEACTB?

B COOTBETCTBUHM C IIYHKTOM
22 IlpaBui XpaHCHUS
nekapCTBEHHBIX CPEJICTB

4.10.

IMeeTcs TiaH - rpadyK IpoBEICHUS
MEPBUYHON M IIOCIIETYIOIIHX
MOAroTOBOK (MHCTPYKTaXKEH)
PaGOTHUKOB, YTBEP)KICHHDIH
pyKoBomuTeneM CybbexTa
[PO3HMYHON TOPTOBJIH?

B cootBeTcTBHH C TyHKTOM 10
[MpaBmT HaAJIEKALIEH
AITEYHON MPaKTUKU
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5. MeeTcs y MHAMBHIY AJIbHOTO IB cooTBETCTBUH C
MpearnpUHIMAaTENs] /UK OANYHKTaMH «H» H K»
BAaKJTIOYMBIIHNX C COMCKATEIEM yHKTa 4 WIK NOAITYHKTaMHU
nuneHsnn (IMIEH3HAaTOM) TPYIOBbIE  |[«M» H «H» MyHKTa 6
IMOroBops! pabOTHHKOB, [TonoxeHus
cooTBeTcTRYIOIIEE 0OpasoBaHHE U
MpOHICHHAS aKKpeIUTAIHs
CrIeUaTuCTa 110 CHeLUaIbHOCTH,

HEOOX0{MMO /IS BBITIOTHEHH S
3aBJICHHBIX COUCKATElIEM JIMLICH3HU
(nuuensuarom) pabor (ycuyr)?

6. UTMIIEH3MATOM Pa3MEILECHBI CBEICHHUA |B COOTBETCTBHH C OAITYHKTOM
0 (hapMaueBTUYECKON OpraHH3alliy B («p» ITyHKTa 6 TlosoxeHus,

e /IMHO TOCy apCTBEHHOM craTeeit 91.1 OenepansHOro
H(OPMAIMOHHOM CUCTEME B IIOpsKe 3akoHa «O6 OCHOBaX OXpaHbl

E: CPOKH, YCTaHOBIICHHEIE 3I0pPOBBS IPaXIaH B

[Toy10XKEeHHEM O €AUHON IPoccuiickoii ®enepanun»

TOCYIapCTBEHHOM HH(OPMAIMOHHOK

cucTeme B chepe 30paBOOXPAHEHHUS,

'yTBEPKICHHBIM IIOCTaHOBJIEHUEM

[paeutenscTBa Poccuiickon

Denepaumu ot 9 despans 2022 1.

INe 140 (naniee — [omoxenue o

EI'IC3)?

T UIMIeH3MaTOM pa3MeILeHb! CBEICHHS (B COOTBETCTBHMHM C NOJITYHKTOM

0 JHIAX, YKa3aHHBIX B IIOJIMYHKTaX  «p» IMyHKTa 6 [lonoxenus,

«v» 1 «E» IyHKTa 6 [Tonoxenus, B [cratheit 91.1 GenepanbHoro

IETIC3 B nopsiike 1 CPOKH, 3akoHa «O0 OCHOBaX OXpPaHbI

ycraHoBieHHbIe [ToyioxenueM o 3JJ0POBBS IPakaaH B

ETC3? IPoccuiickoii ®egepanun»

VcraHoBIeHO COOTBETCTBUE/HECOOTBETCTBHE COMCKATEIS JIPII.[GH?)PIPI/ JIMCH3HaTa JIMIOCH3MOHHbIM
TpeGOBaHUsM, IIPEAYCMOTPCHHBIM IocTaHOBIeHHeM IIpaBurenscTBa Poccutickoit  ®Pepneparuu

or 31.03.2022 Ne 547 «O6 yrepxkueHuu IlomoxeHuss O JHIEH3MPOBAHUH (DapMALCBTHYECKOM
JEATENLHOCTH» (HYKHOE BBIICINTD)

(I[OJI)KHOCTHOG JIMIIO, TIPOBOAMBIIECE OLICHKY COOTBECTCTBUA

¥ 3aII0JIHMBIIICE OLICHOYHBIN JIHCT) (moamuUCH)

Jlata 3aroJIHeHHUs OLEHOYHOI'O JINCTA
« » 20

<1> B cooTsercTBuM ¢ w4acThio 3 crateu 19.1 ®enepamsnoro 3akosa or 4 mas 2011 roma Ne 99-®@3
«O NHIEH3UPOBaHUM OTACIbHBIX BHAOB JeaTenbHOCTH» (CobpaHue 3aKOHONATENbCTBA Poccuiickoit denepanuy,
2011, Ne 19, cr. 2716; 2021, Ne 24, ct. 418)



