3apeructpupoBano B Munrocte Poccun 22 nexadbps 2025 r. N 84728

OEJTEPAJIBHASA CJOYKBA 110 HAJ30PY B COEPE
3APABOOXPAHEHUA

ITPUKA3
ot 19 Hosiopst 2025 r. N 5705

OB YTBEPXJIEHUU ®OPM OIIEHOYHBIX JINCTOB, B
COOTBETCTBHUU C KOTOPBIMHU ®EJIEPAJIBHOU
CJYXBOH 1O HAJI30PY B COEPE
3JIPABOOXPAHEHUS U EE TEPPUTOPUAJILHBIMUA
OPTAHAMHY NPOBOJIUTCSI OLIEHKA COOTBETCTBUS
COUCKATEJISI JUIEH3UU NJIN JINIIEH3UATA
JULNEH3UOHHBIM TPEEOBAHUSIM ITPU
OCYUIECTBJEHUU ®APMAIIEBTUYECKOH
JNEATEJBHOCTHU

B cootBercTBuM ¢ yacThio 8 ctathu 19.1 @enepanbHoro 3akona ot 4 masg 2011 r. N 99-®3 "O
JUIEH3UPOBAHUH OTICNIBHBIX BUIOB JAesaTenbHOCTU", moamyHkToMm "a" mynkrta 3 IlomokeHust o
JMIIEH3UPOBaHUM  (apMaleBTUYECKOW  JIEATENbHOCTH,  YTBEPXKAECHHOTO  IOCTAHOBJIEHUEM
[TpaButensctBa Poccuiickoit @eneparuu ot 31 mapra 2022 r. N 547 "OO yTBep)aeHUH
[Tonoxenus o IUIEH3UPOBAHUM (PapMaleBTUUECKOH NeATETbHOCTH", TPUKA3bIBAIO:

1. Y1BepauTh npuiiaraemMmyto ¢GopMy OLIEHOYHOT'O JIUCTA, B COOTBETCTBUH ¢ KOTOpbIM DenepanbHON
ci1y>k00i 1o HaA30pY B cdepe 3ApaBOOXpPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu MPOBOJUTCS
OILICHKa COOTBETCTBUS COMCKATeNs JIMLEH3UM WIM JHUIEeH3UaTa JUIEH3UOHHBIM TpeOOBaHUSAM MpHU
OCYILECTBIICHHMH  (DapMalleBTUUECKOH  JEATETbHOCTH  OpraHM3alUsAMH  ONTOBOM  TOProOBIU
JIEKapCTBEHHBIMU CPEIICTBAMH [T MEUIIMHCKOTO pruMeHeHus (mpunokerne N 1);

2. YTBepauTh npuiiaraemyro ¢GopMy OIIEHOYHOIO JINCTA, B COOTBETCTBUU ¢ KOTOpbIM DenepanbHoii
ciry>k00i 10 HaA30pY B cdepe 3ApaBOOXPAHEHHS U €€ TePPUTOPHATIBLHBIMU OpraHaMy MPOBOJIUTCS
OILICHKa COOTBETCTBUS COMCKATeNs JIMLEH3UM WIM JHUIEeH3UaTa JUIEH3UOHHBIM TpeOOBaHUSAM MpHU
OCYILECTBIICHUU (bapmarieBTUYECKOI NEeATEIbHOCTH anTeYHbIMU OpraHu3aLMsIMU,
MI0/IBEIOMCTBEHHBIMH ()e/IepabHBIM OpraHaM UCIIOHUTEIbHOM BiacTH (npuioxenne N 2);
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3. Ilpu3naTe yTpaTUBIIUM cuily Tpuka3z DeaepanbHON CcIoyXObl 10 Ham3opy B cdepe
3npaBooxpaneHust oT 26 aBrycra 2022 r. N 7974 "O6 yTtBepxaeHuu (OpPM OLECHOYHBIX JHCTOB, B
COOTBETCTBUU ¢ KOTophiMU DenepalibHOM ciyk00ii 1Mo Haa30py B cdepe 3ApaBOOXpaHEHUS U ee
TEPPUTOPUATBHBIMA OpPraHaMU TPOBOJUTCA OIICHKA COOTBETCTBHUS COMCKATENs JIMICH3UH WIIH
JUIEeH3UAaTa JTUIEH3MOHHBIM TPEOOBAHUAM MPHU OCYIIECTBICHUU (hapMalleBTHUECKOH aesaTeabHoCcTh"
(3apeructpupoBan MuHnuctepcTBoM toctuiiuu Poccuiickori ®epeparun 21 HosiOps 2022 1.,
perucrparronsbiii N 71047).

4. Hacrosimuii npuka3 aeictByet 1o 1 centsops 2028 r.

Pyxosooumens

A.B. CAMOHJIOBA

Ipunoowcenue N 1
K npukazy PedepanbHoti cyxHcobl

no Hao3opy 8 cghepe 30pasooxpaneHus

om 19.11.2025 N 5705

Dopma

OLIEHOYHBIN JIUCT, B COOTBETCTBHUU C KOTOPBIM
OEJEPAJIBHOM CJYKBOU IO HA30PY B COEPE
3IPABOOXPAHEHHUSI U EE TEPPUTOPUAJIbLHBIMHU

OPTAHAMMH IMPOBOJINTCSI OLIEHKA COOTBETCTBUS

COMCKATEJISI JUIEH3UU UJIU JINLIEH3UATA
JUIEH3UOHHBIM TPEBOBAHUSIM ITPU
OCYUIECTBJIIEHUU ®APMAIIEBTUYECKOU
NESATEJBHOCTH OPTAHU3ALIUSIMHA OIITOBOM
TOPI'OBJIN IEKAPCTBEHHBIMU CPEJCTBAMMU IS
MEJIUIIUHCKOI'O TIPUMEHEHMUS
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1. ®opma npoBOAMMOM OLIEHKH COOTBETCTBHS COMCKATEIS JIMIICH3UU WIH JIMLIEH31aTa
JUIEH3NOHHBIM TPEOOBAHUSAM, PETUCTPALIMOHHBIA HOMEP U JlaTa pEerucTpaliu 3asBICHUS O
MPEAO0CTABIICHUH JTUIIEH3UH (BHECEHUE U3MEHEHHM B peecTp JIMLICH3UMN):

2. [lonHoe uiu cokpauieHHoe (Mpy HAJIMYMKM ) HAMMEHOBAHHE, OPraHU3allMOHHO-TIPaBOBas
(dbopMa I0pUANYECKOro JINLA, aAPEC B IIPeesiaX MecTa HaX0KACHUS I0PUIMYECKOT0 JIUIA,
OCHOBHOM rocyapCTBEHHBIN pErucTpaiioHHbI HoMep ropuaudeckoro auna (OI'PH):

3. Anpec (ampeca) mecTa (MECT) OCYLIECTBICHHUS JUIICH3UPYEMOTO BH/IA ACSITEITbHOCTHU:

4. Mecto (MeCTa) MMPOBCACHUA OICHKHU COOTBCTCTBH:A JIMICH3MOHHBIM Tpe6OBaHI/IHM C
3aIlIOJJTHCHUEM OLICHOYHOI'O JIMCTA:

5. PexBU3UTHI pelIeHus O MPOBEICHUH OLIEHKH COOTBETCTBUS JIULIEH3MOHHBIM TPEOOBAHUSM,
MIPUHSATOTO YIIOJIHOMOYEHHBIM JOJKHOCTHBIM JHIIOM Poc3apaBHanzopa (TeppUTOpHaAIbHOTO
oprasa):

6. J1omKHOCTB, (haMuIIust, UMs1, OTYECTBO (TIPU HAJIMYWH) JOIHKHOCTHOTO JIMIIA
Poc3npaBHa3opa (TeppUTOpPHATIBLHOIO OpraHa), MPOBOASIIETO OLIEHKY COOTBETCTBUS
JIUIEH3UOHHBIM TPEOOBAHUSM U 3aIIOJIHSAIONIEr0 OLIEHOYHBIH JIUCT:

7. CIUCOK KOHTPOJIBHBIX BOIIPOCOB, OTBETHI HA KOTOPBIE IOJIKHBI CBUIETEIHCTBOBATH O
COOTBETCTBUH (HECOOTBETCTBUH) COMCKATENS TMUEH3NN WIIN JIUIIEH3UATa JTUIIEH3UOHHBIM
TpeOOBaHUSAMU:

N |Cnucok KOHTPOJIBHBIX BOIPOCOB, PexBu3uTHI Otgetbl Ha Bonpockl 0 |[Ipumedanne
/i OTPaXKAIOIIUX COJIepKAHUE HOPMAaTHBHBIX COOTBETCTBUU
JUIICH3UOHHBIX TpeOOBaHUI MPaBOBBIX aKTOB C (HECOOTBETCTBUU)
YKa3aHUEM UX JUTEH3UOHHBIM
CTPYKTYPHBIX TpeOOBaHUSIM
eMHMUII, Ja | HET HEMPUMEHUMO
coJiepKaIInx
JIUTIEH3UOHHBIC
TpeOoBaHUS
1 Y TBEpIKICHBI JTH PYKOBOAMTENEM [TYyHKTHI 6, 7 [TpaBwt
cyOBeKTa oOparieHus HaJIeKaen
ITeKapCTBEHHBIX CPEJICTB IMUCTPUOBIOTOPCKOM
ITOKYMEHTHI (CTaHJapTHHIE MPaKTUKH B PAMKax
OTIEpAIMOHHBIE TTPOLETYPBI EBpazuiickoro
(manee - COIlbl), MHCTPYKIIUHU), PKOHOMHYECKOTO
OITMCHIBAIOIINE JICHCTBHS, cor03a,
BBITIOTTHSIEMBIE CYOBEKTOM Y TBEPKIEHHBIX
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0OpaleHns JTeKapCTBEHHBIX
CPEICTB, U pErIaMeHTHPYIOIIHE
MOPSII0K COBEPIICHUS
paboTHHUKAMU ACUCTBUH TIPH
OCYILIECTBICHUH XPaHCHHS
lTeKapCTBEHHBIX CPEJICTB,
MOPSIIOK OOCITY>KUBAHUS U
MOBEPKH U3MEPUTEIbHBIX
npruOOPOB U 000PYAOBAHHUS,
BEJICHHS 3aIIMCEH, OTYETOB U UX
XpaHEHUs!, IPUEMKH,
pa3MelleHuns JeKapCTBEHHbIX
CPEACTB, M OpPraHU3alUN
KOHTPOJISI 32 COOIIOJIEHUEM ITUX
ITOKYMEHTOB, HAallpaBJICHHBIC Ha
cobOmoienne TpedoBanuit [IpaBun
XpaHEHUs JIEKAPCTBEHHBIX
cpencTs, [IpaBun Haexariei
MCTPUOBIOTOPCKON IPAKTUKHU ?

Pemennem CoBeta
EBpazuiickoit
BKOHOMHUYECKOM
KOMMCCHH OT 3
HOsOpst 2016 7. N
80. Bctynuio B
CUITY JUTst
Poccuiickoi
Denepanun 6 mas
2017 r. SABnsercs
00s13aTEIBHBIM IS
Poccuiickoi
Denepauun B
COOTBETCTBUU C
OI'OBOPOM O
EBpazuiickom
PKOHOMHYECKOM
coro3e ot 29 mas
2014 r.,
patuduIpOBaHHBIM
DenepanbHbIM
BAKOHOM OT 3
okTs10ps1 2014 r. N

279-d3 "O
paruduxanym
IoroBopa o
EBpasuiickom
HDKOHOMUYECKOM
coroze",
BCTYNHBILEM B CUILY
mirst Poccuiickoi
Denepanuu ¢ 1
ssHBaps 2015 r.
nanee - [IpaBuiia
HaJIe)Kaen
MUCTPUOBIOTOPCKOM
MPAKTHKH);
nyHKT 2 [IpaBui
XpaHEHUS
leKapCTBEHHBIX
CPEICTB AJIs
MEIUIIMHCKOTO
[PUMEHEHNUS,

Y TBEPIKI€HHBIX
MIPUKA30M
MuHncrepcTBa
BIPaBOOXPaHEHUS
Pocculickoit
Denepauyu ot 29
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arpenst 2025 r. N
260H
3aperucTpUpoBaH
MuH1CTEPCTBOM
FOCTULIII
Poccuiickoit
Denepanuu 2 UIOHSA
2025 r.,
pETUCTPALlMOHHBIN
N 82490; neiicTByer
o 1 centsops 2031
r.) (manee - IlpaBuna
XpaHEHHS

lIeKapCTBEHHBIX
CpEJICTB)
OrnipeznesieHa 11 OTBETCTBEHHOCTH [MYHKT 16 I[IpaBun
pabOTHUKOB CyOBEKTa Ha[JIexKaEH
oOpalleHus J1eKapCTBEHHbIX MUCTPUOBIOTOPCKOI
[IperapaToB 3a HapyLICHHE [IPAKTHKY;
TpeOOBaHM, yCTAHOBJICHHBIX nOAMyHKT "a"
[ [paBuIaMu XpaHEHUs nyHkTa 3 IlpaBun
lIeKapCTBEHHBIX CPECTB, XpaHEeHUS
[TpaBuiiaMu Hajasexaen lIeKapCTBEHHBIX
MUCTPUOBIOTOPCKOM MPAKTUKU,  [CPE/ICTB
CTaHIapTHBIMU ONIEPALIIOHHBIMU
mpoieaypamu?
HaznaueHo 11 pykoBOgUTENEM  [MOANYHKT "3"

cyObekTa oOpareHus
VICKAPCTBCHHLIX CPEACTB JIMIIO,
OTBETCTBEHHOE 3a BHEAPEHHE,
oOecrieueHre U NoiepKaHKe B
AKTYaJIbHOM COCTOSIHUM CUCTEMBI
KauecTBa?

IyHKTA 4, IOAMYHKT
"1" myHkTa 6

[TomoxxeHus o
ITUIIEH3UPOBAHUHT
(bapmaiieBTHUECKOI
eI TCILHOCTH,
YTBEPKJIEHHOT'O
[TOCTAaHOBJICHUEM
[TpaBuTenscTBa
Poccuiickoi
denepauun ot 31
mapta 2022 r. N 547
nemncreyer g0 1
ceHTs10ps 2028 1.)
naiee - Ilomosxkenue
0 JIUTIEH3UPOBAHUH
(bapmaiieBTHUECKOI
eI TETHHOCTH ),
nyHKT 8 [IpaBun
HaIjIeKaIeH
MUCTPUOBIOTOPCKON

IPaKTHKU;
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nyHKT 4 TIpaBun

XPaHCHUS
ITeKapCTBEHHBIX
CpE/ICTB
Meercs 11 y couckaress HoMIyHKT "a"
ITULIEH3 U/ TMIIEH3naTa MyHKTa 4, MOJIYHKT
MPOW3BOJICTBEHHBIN 00BEKT Wi ['a" myHKTa 6
00BEKTHI (TToMenIeHus, 30aHus, [[lomokeHus o
COOPYKEHHS ) TT0 MECTY ITUIICH3UPOBAHUHT
OCYIIIECTBIICHUS IEATEILHOCTH, [papMareBTHYECKOM
MpHHAJICKAITHIE: IeATEIbHOCTH

Ha MpaBe cOOCTBEHHOCTH?

Ha THOM 3aKOHHOM OCHOBAaHMH,
MmpeayCcMaTpuBaromieM IIpaBo
BJIAACHUA U IIPABO ITOJIE30BaHUS?

Ha rpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBaHHH
MHOMY JIMLIEH3UATY, UMEIOLEMY
TMIIEH3UI0 Ha OCYIIECTBIIEHNE
paboT, OKa3bIBa€MbIX YCIIYT,
COCTABJISIOLIHNX JCATEIBHOCTD 110
OIITOBOI TOProBiie
ITeKapCTBEHHBIMU CPEACTBAMHU
1J11 METULIMHCKOT'O IPUMEHEHMS,
1 1oroBop (ot 12 mecsies) ¢
COHCKaTeJIeM
ITHIIEH3WU/TALIEH3UATOM O
nepeaaye padot (yciayr) Ha
AYTCOPCHUHT (B YaCTU XpaHCHUS
ITeKapCTBEHHBIX CPEJICTB JIJIs
MEIUITTHCKOTO IPUMEHEHUS ),
COOTBETCTBYIOIME TPEOOBAHUAM
ctaTbi 54 denepaibHOro 3aKOHA
o1 12 anpens 2010 r. "O6
0OpalleHny JIeKapCTBEHHBIX
cpencts", [IpaBunam
Ha/IJIeKaIIeH TUCTPUOBIOTOPCKOM
MpakTUKHy, [IpaBuiaM XpaHeHus
JIEKapCTBEHHBIX CPEACTB?

O0ecreunBaroT JIU MNOMCIICHUA

myHKTHI 29 - 30

ISl XpaHEHUs HaJJIeKaIlee 1 [TpaBun
0e30MMacHOe XpaHEHUE U HayIeKaIeH
pactpocTpaHeHHE IMUCTPUOBIOTOPCKOM
lIeKapCTBEHHBIX CPEJACTB? MPaKTUKH;
CocTaBiisieT JIM IUIOIIAlb nyHKT 6 [IpaBun
MOMEIICHN I, HEOOXOIUMBIX JIJIST  [XpaHEHUS

OCYHICCTBJICHUA ACATCIIbHOCTU 11O
XPaHCHHUIO JICKAPCTBCHHBIX

TNTICKAPCTBCHHBIX

CpeaCTB
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cpencts, He meHee 150 kB.
METPOB (32 UCKIIFOUCHHEM

A IMIUHICTPATHBHO-OBITOBBIX
MOMEIICHHI)?

7 OO0beMHEHBI JIU TOMEIIEHNA 1 [MyHKT 7 [IpaBun
(WUTH) 30HBI 1T XpaHCHHS XpaHCHHS
IIEKapCTBEHHBIX CPENICTB ITeKapCTBEHHBIX
(hYHKLIMOHAJIBHO B €IUHBIHN OJIOK, [CPENICTB
M30JIMPOBAHHBIN OT MHBIX
MOMEIICHUH 1 (MJTK) 30H, HE
MpeIHa3HAYCHHBIX JJIs1 XpaHEeHUS
JIEKapCTBEHHBIX CPEeICTB?

8 B3aumocBs3zanbl 11 nomeieHus: [yHKT 33 [IpaBun
M (MIM) 30HBI I XpaHEHUs Ha/IeKalen
JTEKapCTBEHHBIX CPENICTB MUCTPUOBIOTOPCKON
[OCJIEI0BATEIbHO U UCKIIIOYAIOT [IPAKTUKU;

U IIepeCceueHne nyHKT 7 IIpaBun

TEXHOJOTMUECKUX TOTOKOB? XpaHEeHUs
ITeKapCTBEHHBIX
CpeACTB

O  [Mmeetcs mu o603HaueHHas 30Ha [myHKT 33 [TpaBun
WIIA OTJIeNIbHOE TIOMEILEHHE [l [HayIexallei
MPUEMKH JIEKAPCTBEHHBIX MUCTPUOBIOTOPCKON
[penapaToB, B KOTOPbIX PaKTUKHU;
MpeIyCMOTPEHA OYMCTKA Taphl?  [MOANYHKT "a"

nyHkTa 9 IIpaBun
XpaHEHUS
lTeKapCTBEHHBIX
CpEICTB

10 [Mmeetcs 11 o003HaueHHast 30Ha |[OYHKT 32 [IpaBuin
VUTA OTJEITFHOE TIOMEIIEHHE Ha[IeKaIei
OCHOBHOT'O XpaHEHUs MUCTPUOBIOTOPCKON
ITeKapCTBEHHBIX TpenapaToB? MPaKTUKH;

HOINYHKT "0"
nyHkTa 9 [lpaBun
XpaHEeHUs
ITeKapCTBEHHBIX
CpEICTB

11 [Mmeetcs a1 o00o3HaueHHast 30Ha |[OYHKT 33 IlpaBun
VUTA OTIEITFHOE TIOMEIIEHHE HaIexanen
DKCTIeTUIN? MUCTPUOBIOTOPCKON

MpPaKTUKH;
HOMIYHKT "xk"
nyHkrta 9 [IpaBui
XpaHEeHUs
ITeKapCTBEHHBIX
CPEICTB

12 [MmeroTcs I MOMEIIEHUS moamyHKTh "a", "6"
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(OTCeKH) JJ1s1 XpaHEHUS

nyHkTa 31 [IpaBun

OTHEOIIACHBIX U B3PBIBOOIIACHBIX [XPaHEHUS
ITeKapCTBEHHBIX CPEACTB C lTeKapCTBEHHBIX
[PEIeIOM OTHECTONKOCTH CPEICTB;
CTPOUTENIbHBIX KOHCTPYKUUI He [IyHKT 32 [IpaBun
MeHee |1 Jaca, UMEIOIIHEe TBEPI0e, HaIJIeKAIICH
[POBHOE IOJIOBOE MOKPBITHE C MUCTPUOBIOTOPCKOM
[IeJIbI0 00ECIIeUeHUs UX 10 MPaKTUKH
PUHIUITY OJJHOPOJHOCTH B

COOTBETCTBHUH C UX

(DU3UKO-XUMHYECKUMU,

MO>KapOOTacHBIMH CBOMCTBAMH U

XapaKTEepOM YIAKOBKHU?

13 [MMeeTcs 1M OTHEILHOE nyHKT 33 [IpaBun
rmoMeIieHue (31aHue), XpaHEeHUS
000pyI0BaHHOE HECTOPAEMBIMU  [TEKAPCTBEHHBIX
MOI0HAMH, ISl XpaHEHUS CpEICTB
IIeKapCTBEHHOT'O TIpernapara ¢
MEXTyHAPOHBIM
HEIaTEHTOBAHHBIM
HapMeHoBaHueM "Jranon" B
KkonudectBe cBbimre 100 xr?

14  |[Mmerorcs mu HeoOxomumele 1 [[Ipmnoxkenue N 1

OCYHICCTBJICHUA ACATCIIbBHOCTU 110
XPaHCHHUIO JICKAPCTBCHHBIX
[mperapaToB IMOMCHICHUA U C
KaKNM PCIKUMOM XPAHCHUSA!

KPUTEPHUSIM
OTHECCHHS 00HEKTOB
(benepaibHOTO
rocyapCTBEHHOTO

C GUKCHPOBAHHBIM
TeMITepaTypHO-BIKHOCTHBIM
eKUMOM?

KOHTPOJIS (HaaA30pa)
B chepe oOpareHus
lTeKapCTBEHHBIX

OTAITUBAEMbIC IICHTPATHHBIM
cHaOxennem?

CPEACTB IS
M€ IUIIMHCKOTO

OTarIMBacMble aBTOHOMHO?

IMPUMCHCHUA K

OTaIUIMBAaEMbIE OTOMUTEIbHBIMA
npubopamu?

OIPEAETICHHON
KaTeTOpUHU PUCKa
npuioxenus N 1
[Tonoxenuro o
(benepambHOM
roCy/1apCTBEHHOM
KOHTpoJIe (Haa30pe)
B chepe oOpareHus
ITeKapCTBEHHBIX
CPEICTB,
YTBEP>KIACHHOTO
[TOCTaHOBJICHUEM
[IpaBuTEIBCTBA
Pocculickoit

Denepauyu ot 29
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mroas 2021 r. N

1049 (nanee -
Kareropuu prcka)
15 [MmeroTcs 11 0003HaYECHHBIE nyHKT 32 [IpaBui

BOHBI HJTH OT/IEIbHbIC Ha[IeKaIei
[MOMEILEHUS] XPaHEHHS MUCTPUOBIOTOPCKOI
IeKapCTBEHHBIX CPEJICTB, MpPaKTUKH;
TPeOYIOMHNX CHeIuaIbHbIX MOANYHKT "B"
[YCJIIOBH, YCTaHOBJICHHBIX nyHkTa 9 IlpaBun
[TPOU3BOIUTENSIMU XpaHEHHS
ITeKapCTBEHHBIX CPEICTB? ITeKapCTBEHHBIX

CpEICTB

16 [Mmeetcs nu o00o3HaueHHast 30Ha |[IYHKT 32 [IpaBun

MJTH OT/AETbHOE MOMEIIEHUE HaAexKanen
(OTIeNBbHO, C OTpaHUYCHHEM MUCTPUOBIOTOPCKON
MOCTyTa B COOTBETCTBYIOIIEM  [PAKTUKH;
BAKPHITOM NIOMEIEHUH U (WIH)  [MOANYHKT "I
BOHE WK 3amuparomieMcs mkady)mynkra 9 [Ipasun
11 XpaHEHUS JIEKAPCTBEHHBIX  [XPAHEHUS
[pernapaToB: lTeKapCTBEHHBIX
(banbcupUIMPOBaAHHBIX, CpEICTB
HEI00pOKaYECTBEHHBIX,
KOHTpa(aKTHHIX ?

B OTHOIIICHUH KOTOPBIX B CHCTEME
MOHUTOPHHTA JIBUKCHUS
lTeKapCTBEHHBIX MIPENapaToB s
MEUIIMHCKOTO TPUMECHCHHUS
OTCYTCTBYIOT CBEJICHUS O
HAHECCHHUH CPEJICTB
maeHTUGUKAIIY U (WIIK)
CBEJCHHSI O BBOJIC B TPAYKIAHCKUI
000pOT?

B OTHOILLIEHUH KOTOPBIX
OCyIIecTBIIEHa OJJOKUPOBKa
BHECEHHUS B CUCTEMY
IMOHUTOPHHTA IBUKXCHUSA
lTeKapCTBEHHBIX MpenapaToB s
MCIUIIUHCKOI'0 MPUMCHCHUA
CBEJICHUI O BBOJE B
rpa)<1aHCcKuil 060poT, 00
00OpOTE WK O MPEKPaLICHUN
obopoTa?

MPUMEHEHNE KOTOPBIX
MPUOCTAHOBIICHO TI0 PEIICHUIO
YTIOJTHOMOYEHHOTO
(beneparTbHOTO OpraHa
MCTIOTHUTENILHOM BIIACTH?

rpa)a1aHCKHi 000POT KOTOPBIX



https://normativ.kontur.ru/document?moduleid=1&documentid=283772#l371
https://normativ.kontur.ru/document?moduleid=1&documentid=500438#l63
https://normativ.kontur.ru/document?moduleid=1&documentid=283772#l371
https://normativ.kontur.ru/document?moduleid=1&documentid=500438#l64

peKpaieH?

CPOK I'OJHOCTU KOTOPBIX HUCTEK?

B OTHOIIICHUU KOTOPBIX HE
COOJTI0IeHBI TPEOOBaHUSI K
XapaKTePUCTHKE CPEACTBA
MACHTH(DHUKAIMH, TTOPSIKY €T0
HaHECEHUS U TPeOOBaHUS K
CTpYyKType U hopMaTy
MH(pOPMAaLIUU, KOTOPYIO
COJICPIKUT CPEJCTBO
maeHTHGUKAIIH?

17 [Mmeetcs nmu o603HaYeHHas 30Ha OYHKT 32 [TpaBun
WIIA OTJENTbHOE TIOMEIEHHE JUIs  [Ha IexKaIeH
KapaHTHHHOTO XpaHEHUS MUCTPUOBIOTOPCKOI
ITeKapCTBEHHBIX CPEJICTB, MPAKTHKY;
M30JIMPOBaHHBIC (PU3NYECKH noAnyHKT "1
(OTIeNBbHO, C OTpaHUYCHHEM nmyHkra 9 [paBun
MOCTYTa B COOTBETCTBYIOIIEM XpaHEHHS
BAKPHITOM MIOMELEHUU U (WIH)  [1IeKapCTBEHHBIX
BOHE WJIM 3amuparomieMcs mkady)cpeacTs
100 ¢ TpUMEHEHUEM
DIIEKTPOHHON CHCTEMBI,
oOecrieunBaroIen
PKBUBAJICHTHOE pa3zesicHue?

18 [Mimeetcst mu 0003HAUEHHAs 30HA [MOAMYHKT "e"

MM OT/AETbHOE ToMelieHue s myHkra 9 [IpaBun

oTOOpa mpobd (0O6pa3ioB) XpaHEHUS

lTeKapCTBEHHBIX CPECTB? lTeKapCTBEHHBIX
CpEICTB

19 [Mimeercs U B MOMENICHUSIX U nyHKT 38 [TpaBun
BOHAX, UCIIOJB3YEMBIX IS HaaexKanen
XpaHEHUs JIEKAPCTBEHHBIX MUCTPUOBIOTOPCKON
pernapaToB, OcBelleHue? MPAKTHKU

20 [MImeetcs M BaTMANPOBaHHAS nyHKT 32 TIpaBun
crcTeMa, pa3/eistomnas 30Hbl HaaexKanen
XpaHEeHHS? IMUCTPUOBIOTOPCKOM

MPAKTHKY;

nyHKT 10 [TpaBun
XpaHEHUS
ITeKapCTBEHHBIX
CpEICTB

21  |Mmerorcs m nyHKT 37 [IpaBun
AIMIUHUCTPATHBHO-OBITOBBIC HaaexKanen
MOMEIICHUS, OT/ICIICHHBIC OT 30H [TUCTPUOBIOTOPCKOM
XpaHEHUS JIEKAPCTBEHHBIX MPAKTHKU
MpenaparoB?

22 (OOGecneyeHa M 3almTa nyHKT 33 TIpaBun
MOCTYTIAIONINX JIEKAPCTBEHHBIX  [HAJUICKAIIEH
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CPEICTB TPU MIPOBEICHUN
[OTrPY304YHO-PA3rPy30UHBIX
a0o0T:

MUCTPUOBIOTOPCKON
MPaKTHKH;

nyHKT 8 TIpaBuin

0T aTMOC(EepHBIX 0CaTKOB?

XPpaHCHHUA

OT BO3JEUCTBUSI HU3KUX U
BBICOKHX TeMIIepaTyp?

lTeKapCTBEHHBIX
CpEICTB

23  [meeTcs 1M y OpraHU3auu Kareropuu pucka
OTITOBOI1 TOPTOBJIH
lTeKapCTBEHHBIMU CPEICTBaMU
11 MEIUITMHCKOTO PUMEHEHHUSI
MJI0IAIKA JIJISl pa3rpy3Ku
ABTOTpAHCIIOPTA:

ABTOMATUYECKUE BOPOTA
ITOKOBOTO THIIA C
MOTPY30YHO-Pa3rpy30UHBIMU
MJIOIIAAKAMH PETYIUPYEMOI
BBICOTHI?
raMOypPHO-IIITI030Bast pa3rpy3ka?
MEXaHU3UPOBAaHHBIE BOPOTA
ITOKOBOTO THIIA C
MOTPY304HO-Pa3rpy30UHBIMU
MyIoniaiKamMmu?
MaHAyC AJsl pa3rpy3Ku TOBapa, B
TOM YHCIIE C UCTIOJIb30BAaHUEM
aMIibl?

24  |MMeetrcs a1 oTAEIbHAs 30HA nyHKT 35 [IpaBun
(momerienue, mkadwl) As HaJIeKaen
XpaHeHUs1 000py10BaHus, MUCTPUOBIOTOPCKOI
MHBEHTApPS] U MAaTEPUAJIOB IS MPAKTHKY;
yOOpKH (OUYMCTKH), a TAKKE nyHKT 22 TIpaBun
MOFOIIMX M Ie3MHPUIUPYIOIMUX [XPAHSHUS
cpencts? ITeKapCTBEHHBIX

CpENCTB

25  [Mmetorcs nu COIlbI o ounctke, [myHKT 35 [TpaBun
yOOpKe moMenieHui 1 Ha [JIexKAIEH
000pyAOBaHUS IS XpaHEHUS MUCTPUOBIOTOPCKOI
ITeKapCTBEHHBIX CPEICTB? MPaKTUKH

26 [SIBagrorcs 1y moMeleHns u nyHKT 35 [IpaBun
000pyT0BaHUE JJIs1 XpPaHEHUS HaJTeKaIeH
YUCTBIMH, UCKITIOYAIOITUMU MCTPUOBIOTOPCKOI
HaKarUIMBaHUE MBI U Mycopa? [MPaKTHKH

27 (OOGecneyeHa iy 3amTa nyHKT 36 IIpaBun
IMOMEILICHUH JJIs1 XpaHESHUS HaJIeKanen
lTeKapCTBEHHBIX MPENapaToB OT  [TUCTPUOBLIOTOPCKOMN
MPOHUKHOBEHUS HACEKOMBIX, MPaKTUKH
PHI3YHOB WJIH IPYTHX
PKHUBOTHBIX ?

28 |[MMeercs 11 HEOOXOIUMOE noAMyHKT "a"
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00opyAOBaHUe, IPUHAIICKAIIICES
COMCKATEIO
JTHIICH3U U/ JINIICH3UATY :

IyHKTa 4, IOAMYHKT
"a" myHkra 6
[TosiokeHuUs 0

Ha MpaBe cOOCTBEHHOCTU?

MJIM Ha UHOM 3aKOHHOM
OCHOBaHUM?

ITUIIEH3UPOBAHUU
(bapmareBTHIECKOM
e TebHOCTH;
nyHKT 11 TIpaBun
XpaHCHUS
ITeKapCTBEHHBIX

Ha MpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBaHHH
MHOMY JIMLIEH3UATY, UMEIOILIEMY
ITMIIEH3UI0 Ha OCYIIECTBIIEHNE
paboT, OKa3bIBAEMBIX YCIYT,
COCTABJISIOLINX JCATEIBHOCTD TI0
OTITOBOI1 TOProBIIe
ITeKapCTBEHHBIMU CPEACTBAMHU
11 MEIUITMHCKOTO PUMEHEHHSI,
1 1oroBop (ot 12 mecsies) ¢
coucKaTenemM
ITUIIEH3UHU/TULIEH3UATOM O
nepenaue padboT (yciuyr) Ha
AYTCOPCHUHT (B YaCTU XPaHCHUS
lTeKapCTBEHHBIX CPEICTB IS
MEIUITUTHCKOTO IPUMEHEHUS ),
COOTBETCTBYIOIIME TPEOOBAHUAM
cTaTbil 54 denepanbHOro 3aKOHA
ot 12 anpens 2010 r. "O6
0OpallleHnH JIeKapCTBEHHBIX
cpencts", [IpaBunam
Ha/IJIeKaIIel TUCTPUOBIOTOPCKOM
MpakTUKH, [IpaBuIamM XpaHeHUs
lIeKapCTBEHHBIX CPECTB?

CpEICTB

29 |YcrtaHoBNEHa U CTETICHb Kareropuu pucka
MeXaHU3AIH CKIaJICKUX
oTiepanuii 1 Kaxas:

ABTOMaTHYeCKas?
ABTOMATHU3UPOBaHHAs?
KOMIUIEKCHO-MEXaHU3HUpOBaHHAs ?
HEMEXaHU3UPOBAHHAS?

30 [[Iposenena nu kBamudukanus 1 [myHKT 50 ITpaBun
(Mnu) BaMIAIMsl KITFOUYEBBIX HaJUIe)Kaen
00OpYIOBaHUS U MPOLIECCOB C  [MUCTPUOBIOTOPCKOM
odopMIIEHHEM OTYETOB, B MPaKTUKH
KOTOPBIX 0000IIEHBI TOTyYeHHBIC

€3yJIbTAThI?
31 |OcHalieHbl 1 TOMEIIeHHs 11 [MyHKTHI 38, 44

XpaHCHUA JICKAPCTBCHHBIX

[TpaBun
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CPEACTB CpEICTBAMU U3MEPEHHUI [HAJIe)KALLEH
IS pETUCTPALIUU TEMIIEPATyPhl U [TUCTPUOBIOTOPCKON
OTHOCUTEIILHOM BJIAXKHOCTHU MPAKTHKY;
BO3QyXa: moanyHkT "'
ABTOMATHU3UPOBAaHHOM cuctemoii |[myHKTa 11 IIpaBun
KPYTJI0CyTOYHOIO MOHUTOPUHTA [XPAHCHHUS
KJIMMaT-KOHTPOJIA? lleKapCTBEHHBIX
CPEICTB;
nyHKT 18 [TpaBun
TepMoMeTpaMu? XpaHEHHS
TEPMOTHTPOMETPAMH ITeKapCTBEHHBIX
(mcuxpomerpamu)? CPEICTB
DIICKTPOHHBIMU CPECTBAMU
M3MEpEeHMT?

32 |Pasmemeno nu y opraam3anuu  [myHKT 39 [paswr
OTITOBOI TOPTOBIIH HaAexKanen
ITeKapCTBEHHBIMH CPEICTBAMH  [TUCTPUOBIOTOPCKOM
11 MEAUIIMHCKOTO MMPUMEHEHUS [PAKTUKH;
obopynoBanue (cpencra nyHKT 18 ITpaBuin
M3MEPEHUs ) ISl KOHTPOJIS XpaHEHHS
TEMIIEPaTypPbl © OTHOCUTEIILHON [TeKapCTBECHHBIX
BJIQKHOCTH BO3J1yXa IO CpEICTB
pe3yibTaTaM aHaJIu3a U OLECHKH
HAOII0ICHUS 32 TapaMeTpaMHu
MUKPOKJIMMATa B Pa3HBIX 30HAX
MOMEIIEHUS, TI0 pe3ybTaTaM
TEMIIEPaTypHOTO KapTUPOBAHHUS B
TOYKax HanboJyiee 3HAYUTEITLHOTO
Kosie0aHusl TeMrepaTypbl?

33  |(OpranuzoBaHo 11 nojaepxkanue [Kateropuu prcka
CIICITHATEHOTO peXruMa
TeMIIepaTyphl:

ABTOMaTHyeckoe?
ABTOMATHU3UPOBAHHOE?
C MCTIOJIH30BAaHUEM XOJIOAUIBHBIX
KaMmep, MPOMBITIIECHHBIX
X OJIOJMIIBHUKOB?
C MCITOJIb30BaHHEM
XOJIOTUITHHUKOB
(bapmaleBTUYECKUX?
34  |MmeeTcs au XOJIOIUITLHOE myHKTHI 40, 44

00OpyIOBaHUE JUIsl XPaHEHHS
TEPMOJIA0MITHHBIX
ITEKapCTBEHHBIX CPEJICTB C
pasMeleHrneM 1 00CiTy)KUBaHUEM
COTJIACHO JOKYMEHTAIMH IO €ro
MCITOJT30BAHUIO (IKCIUTyaTaIlu):

[TpaBu
HaJUIe)Kaen
MUCTPUOBIOTOPCKON
PAKTHKU;

HOANYHKT "0"
nyHkrta 11 IIpaBui

XPpaHCHHA
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NIEKaPCTBCHHBIX

CPEICTB;
nyHKT 45 [IpaBuin
XOJIOAUIIbHBIE KAMEPbI XpaHEHUS
(crierabHO O0OPYIOBaHHBIE  [ICKAPCTBEHHBIX
momeneHus)? CPEICTB
X OJIOAUIIBHBIE IIKA(BI WIN
X OJIOIMJILHUKHU?

35 [MImeetcs au cuctema nyHKT 44 IIpaBun
KOHIUIIMOHUPOBAHUS B Ha/IeKalen
MOMELLEHUAX ISl XpPAHEHUS MUCTPUOBIOTOPCKOM
IIEKapCTBEHHBIX CPEICTB? PaKTUKH;

HOMIYHKT "a"
nyHkra 11 I[IpaBun
XpaHEHUS
TeKapCTBEHHBIX
CpEICTB

36 [FImeeTcs a1 cucteMa BeHTHIALMU[IYHKT 44 [TpaBun
B IOMELLEHUAX JUIsl XpPAHEHUS HaIexanen
lIeKapCTBEHHBIX CPEICTB? MUCTPUOBIOTOPCKON

IPAKTHKHU

37  [Mmeetcs mu cuctema nyHKT 44 [IpaBun
YBJIQKHEHUS U (WIM) OCYIIEHUS [HaJuIexallei
BO3/yXa B IOMEUICHUSX JJIs MUCTPUOBIOTOPCKOM
XpaHEHUs JIEKAPCTBEHHBIX PaKTUKU
cpencTB?

38 [MImeetcs 1 oXpaHHAs U nyHKT 44 IIpaBuin
Mo>kapHasi CHTHaJIU3alMs B HaIexanen
MOMEILEHUAX ISl XPAHEHHUS MUCTPUOBIOTOPCKON
lIeKapCTBEHHBIX CPEICTB? MPAKTHKY;

HOMNYHKT "B"
nyHkra 11 I[IpaBui
XpaHEHUS
lTeKapCTBEHHBIX
CPEICTB

39  [MImeetcs M cucTeMa KOHTPOJS  [TyHKTHI 34, 44
nmocTtyna B nomenieHus (3oub1)  [[IpaBun
U1 XpaHEHUs JIGKapCTBEHHBIX  HaJUIeKalei
cpeacTs? MUCTPUOBIOTOPCKON

PAKTHKU;
DOMMYHKT "r"
nmyHkra 11 IIpaBui
XpaHEHUS
lTeKapCTBEHHBIX
CpEICTB

40  [Mmerotes mu MOJUTYHKT "%k"
[TOTPy304HO-Pa3rpy30UHBIC nyHkTa 11 IIpaBun
cpencTBa? XpaHECHHSI
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ITeKapCTBEHHBIX
CpENCTB

41 [Mmeercs au myHKT 44, 128
CIeLIMaTU3UPOBAHHOE [TpaBua
TPAaHCIIOPTHOE CPEJCTBO U Ha[IeKaIei
000pYyI0BaHUE, UCIIOIB3YyEMBIE  [TUCTPUOBIOTOPCKOM
7151 TIEPEBO3KH JIEKAPCTBEHHBIX  [MPAKTHUKU
CpeACTB, o0ecreyrBarone
mojepxaHue TpedyeMoro
TeMIIepaTypHOro pexxuma?

42 [[IpoBeneH 1u aHamu3 nyHKT 136 ITpaBun
TEeMIIEPaTypHOrO0 KapTUPOBAHUS C [HaUIekKaIIeH
COOJII0ZIECHUEM YCIIOBUH, MCTPUOBIOTOPCKOM
OTPaKaIOIIUX MapaMeTphbl PaKTUKU
DKCILTyaTalllH, ¥ C yYETOM
CE30HHBIX KOJIeOaHuit
TPAaHCIIOPTHOTO CPEJICTBA,

MCIIO0JIb3YEMOr0 JJIsl TIEPEBO3KU
lIeKapCTBEHHBIX CPEACTB?

43  |Pa3zpaboraHbl Ty NHUCbMEeHHbIE  [MYHKT 126 [IpaBun
MpPOIIEeTypBI IO OOCITY>)KUBAaHUIO M [HA ICKAIICH
BKCIUTyaTallil TPAHCHOPTHBIX  [TUCTPUOBIOTOPCKOM
CPEICTB 1 00OpPYAOBaHMS, MPaKTUKH
MCIIOJIb3YEMBIX JUIs
MCTPUOBIOINH JIEKAPCTBEHHBIX
cpencTB?

44 [Mmeetcs 1 o0opyAoBaHuE IJid  [MOANYHKTHI 'e", "3"
XpaHEHUs JIEKAPCTBEHHBIX nyHkrta 11 [IpaBun
penapaToB: XpaHESHUS
CTEIUTaXH? lTeKapCTBEHHBIX
kadbr? CpEICTB
MOJUTOHBI, TIOATOBAPHUKH?

ABTOMATH3UpPOBaHHAs cCTEMa
XpaHEHUsI, yIeTa JIEKapCTBEHHBIX
cpencTB?

45  [Mmerotes nu ceidsl, nyHKT 27 IIpaBun
MeTaJUTnIecKue Kadebl, XPaHESHUS
nepeBsiHHbBIE MIKA(BI WIN ITeKapCTBEHHBIX
OTIEITbHBIC TIOMETIIECHHS, CpEeaCTB

oTieyaThIBa€Mble WIN
MI0MOMpyeMbIe B KOHIIE
pabouero JHsI, A7 XpaHEHUS
lTeKapCTBEHHBIX CPEJICTB,
MO AIITIX
MpeIMETHO-KOJIMUYECTBEHHOMY
Y4ETY B COOTBETCTBUU C
paznenamu |l - 1V Tlepeuns
IEKapCTBEHHBIX CPEACTB IS
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MEIUIIMHCKOTO TPUMECHEHUS,
O IJIEeKAIIX
pPEAMETHO-KOJINYECTBEHHOMY
Y9eTy, YTBEPXKICHHOTO TIPUKA30M
MuHucTEepCTBa 3/[paBOOXPAHEHUS
Poccuiickoit ®enepanyuu ot 1
ceHTs0pst 2023 r. N 459H
(3aperucTpupoBaH
MHUHUCTEPCTBOM FOCTULIMU
Poccuiickoit deneparuu 2
okTs10pst 2010 1.,
peructpanmonubiii N 75422;
neiictByet 10 1 cenTsi6ps 2030
r.)?

46 [SIBnsieTcs M TUTaHUpyeMast Kareropuu prcka

BHICOTA YKJIAJKH Ipy3a:
BEICOTHOCTEJUIAKHON
(6omnee 10 m)?
0THOSTaXKHOU

(6onee 6 u no 10 m)?
OJHOATAKHOU
(Gonee 3 u 10 6 M)?
MaJIJICHTHBIM XpaHEHUEM
(10 3 m)?

47 [[pouuto nmu 060pyaoBaHHUE nyHKT 41 IIpaBun
(cpencTBa U3MEpEeHHiN), HaJIeKaIeH
MCIIOJIb3YEMOE JJIsl KOHTPOJIS WU [TUCTPUOBIOTOPCKOM
MOHHMTOPHMHIA YCIOBUM XpaHEHUs [IPAKTUKH;
IIEKapCTBEHHBIX CPECTB, DOMIMYHKT "1
MoBepKy (KanrOpoBKY) B nmyHkra 11 I[IpaBui
MOPSIKE, YCTAHOBIEHHOM XpaHEeHUs
BAKOHOIaTEIbCTBOM POCCHIICKON [TeKapCTBEHHBIX
Deneparun 06 odbecrieueHNH CPEACTB;
€IMHCTBA U3MEPEHHUI, nyHKT 18 TIpaBun
3aKOHOAATEILCTBOM XpaHEeHUs
rOCy/1apCTB-4JIE€HOB lleKapCTBEHHBIX
EBpa3zuiicCKOro 5JKOHOMHUYECKOI0  [CPEACTB
coroza’?

48  (OcymiecTBisA0TCs U onepauuu  [MyHKT 43 [IpaBun
MO0 PEMOHTY, 00CITYKUBAHHUIO, Ha/IeKalen
MOBEPKE M KaJTMOPOBKe MUCTPUOBIOTOPCKON
000pyA0BaHUS TaKUM 00pa3oM, [IPaKTUKH

YITOOBI KAYECTBO JIEKAPCTBEHHBIX
CPEIICTB HE IMOABEPTaIOCh
HEraTUBHOMY BIUSHUIO (TIpU
HEOOXOIUMOCTH C CO3JaHUEM
pe3epBHOTO (HhOH/IA TPUTOTHBIX

000pYTIOBaHUS U CPECTB
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M3MEPEHUI JUTsl HCTIOIb30BAHUS
BO BpEMsI PEMOHTA,
00CITYy>KMBaHUS UITU TOBEPKHU)?

49  [ImeroTcst T CUCTEMBI nyHKT 42 [IpaBui
CUTHAIM3aMU (OTIOBEIICHHS) Ha [JIexKaEen
OTKJIOHEHHH OT TpedyeMBbIX MUCTPUOBIOTOPCKOI

CJIOBUH XpaHeHUs1? [IPaKTUKHU

50  OcymectBisercs a1y u3ydenue  |[nyHKT 39 IIpaBui
pacripesieieHus TEMIIEpATypbl  HaJUIeKallen
1t o0ecriedeHust TpedyeMbIxX IMUCTPUOBIOTOPCKOM
[YCIIOBUI XpaHEHHUS [IPAKTHUKH;
IIeKapCTBEHHBIX IIpenapaTtoB B [MyHKT 18 [TpaBuin
[OMELEHUAX (30HaX), XpaHEHUs
MCIIONIb3YEMBIX JIJIsl XpaHEHUS lTeKapCTBEHHBIX
lleKapCTBEHHBIX ITpenapaToB? CpEICTB

51  |OcymiecTBisieTcs 11 KOHTPOIb 3a [MyHKT 19 [Tpasuin
CBOEBPEMEHHOW pean3auneit XpaHEHUS
lTeKapCTBEHHBIX CPEJICTB C lTeKapCTBEHHBIX
MCII0JIb30BaHUEM:! CPEICTB
CTEJIJIAXKHBIX KapT?

KOMITbIOTEPHBIX TEXHOJOTUA?

52  [Mmeetcs v pa3pabOTaHHbBIM 1 [MyHKTHI 6, 7, 35, 80,
yTBEpXKACHHBII KomIuieke mep, 132 [TpaBun
HAIPaBJICHHBIM HA MUHUMH3ALUIO Ha [JIeKaIe i
pricka KOHTaMUHAIUU MUCTPUOBIOTOPCKOI
ITeKapCTBEHHBIX MPENapaToB, C  [MPAKTHKU
Y4ETOM YCJIOBHUI coOII0AeHUS
BaIUTHI OT (DAKTOPOB BHEIITHEN
Cpensl ¢ opopMIeHHEM
ITOKYMEHTOB?

53 (OOecneueH M exenHeBHbIN, B [IyHKT 18 [TpaBun
TOM YHCJIC B BBIXOJIHBIC H XPAHCHUS
Mpa3aAHUYHBIEC JTHU, KOHTPOJb 32 [TEKapCTBEHHBIX
COOTIOICHUEM YCIIOBUI XpaHEHUSCPE/ICTB
lTeKapCTBEHHBIX CPEICTB
(Temmepatypsl 1 OTHOCUTEIIbHON
BIQKHOCTH) C perUCTpaIueii B
CIEIaIbHOM JKypHaJje Ha
0OYMa)XKHOM HOCHTEIIE UIIU B
DIIEKTPOHHOM BUJIE C
ApxuBaLuen?

54 [meroTcst iy coucKaTesst MOMITYHKT "K"
ITUIICH3UH/TUIIEH3UAaTa MyHKTa 4, MOAMYHKT

PabOTHUKH, 3aKIIFOUYUBIIINE C HUM
TPYAOBBIE IOTOBOPHI,
IeSITETbHOCTh KOTOPBIX
HETIOCPEICTBEHHO CBSI3aHa C

OIITOBOW TOPrOBJIEN

"H" myHKTa 6
[TonoxxeHus o
ITUIIEH3UPOBAHUH
(bapmaiieBTHUECKOI

NEATCIBHOCTHU
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VICKAPCTBCHHLIMU CPCACTBAMU
1A MEAUIUMHCKOI'O IIPUMECHCHN A,
MX XPAaHCHUCM, UMCIOIINC:

BBICIIICE I CPEIHEE
(hapMaIeBTUYECKOE
oOpazoBaHue?

cepTuduKaT crienuanucTa uin
AKKPEIUTAIMIO CIICIUATINCTA?

o5 [MMeet i couckarenb nyHKT 22 IIpaBun
ITUIIeH3UH/TULIEH3UAT HaAIexKanen
MOCTaTOYHOE KOJIMYECTBO MUCTPUOBIOTOPCKON
KBaJTU (DULIPOBAHHBIX PAKTUKU
PaOOTHHUKOB JIJIsl OOECTICUeHUS
€ro JeITeIbHOCTH 10
MCTPUOBIOINH JIEKAPCTBEHHBIX
CpEICTB Ha BCEX ee dTanax?

56  [MIMeroTcs 1M JOMKHOCTHBIE nyHKT 24 [IpaBun
MHCTPYKLUU HAa paOOTHUKOB, HaJUIe)Kaen
BAHUMAIOIUX KIIFOUEBbIC MUCTPUOBIOTOPCKOI
ITOJDKHOCTH, B KOTOPBIX MPAKTHKU
OTIPEACIIAIOTCSA UX JIOJKHOCTHBIE
00s13aHHOCTH, a TAKXKe TOPSA0K
MX 3aMeIleHus APYTUMU

a00THUKaMU?

57  |Pa3melieHbl U TUIEH3UAaTOM B [IOJOYHKT "p"
€IMHOM TOCY1apCTBEHHON MyHKTa 6
MH(POPMALIMOHHOM cucTeMe B [Tonoxenus o
chepe 31paBoOXpaHEHUS ITUIIEH3UPOBAHUHT
CBE/IEHUS O apMalleBTUYECKON (papManieBTHYEeCKOM
OpTraHu3aIiy U padOTHHUKAX, e TeTbHOCTH

BAaKIJIIOYMBILIUX C HUM TPYJIOBbIE
IHOTOBOPLI, ACATCIIBHOCTD
KOTOPBIX HEMOCPEACTBEHHO
CBs3aHA C ONTOBOM TOPTOBIJIEH
lIeKapCTBEHHBIMU CPEACTBAMU
I MEAULUHCKOTO MIPUMECHCHN A,
X XpaHEHUEM, UMEIOIINX: JUIS
OCYIIIECTBICHHS
(bapMmarieBTHYECKOM

eI TETHHOCTH B cepe
0OpaleHns JeKapCTBEHHBIX
CPEACTB ISl METUITTHCKOTO
MpUMEHEeHUS (32 UCKITIOYEHUEM
000COOJIEHHBIX MO/Ipa3IesieHui
MEIUIIUHCKUX OpTaHU3aIMii) -
BBICIIICE WJIA CPEIHEE
(bapMmarieBTHYECKOE 0Opa3oBaHUeE,

A TaKKe cepTHQUKaT
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CIIELMATMCTa WM MPONUICHHYIO
AKKPEIUTAIMIO CICIUATINCTA?

58 |(Odopmiena mu u yrBepkaeHa  [myHKT 23 [paBui
PYKOBOUTEIIEM HaJIeKaIIeH
OpraHu3alMOHHAs CTPYKTypa MUCTPUOBIOTOPCKON
COUCKATEIIs MPaKTUKA
ITAIEH3UN/ITULIEH31aTa B BUJE
CXEeMBbI?

59  [[IpoxoasT i pabOTHUKH nyHKT 25 [IpaBun
MEPBUYHOE U TIOCIIEIYIOIIee HaJ[JIe)KaIIeH
0Oy4YeHHE B COOTBETCTBHH C MUCTPUOBIOTOPCKON
BBITTOJIHSIEMBIMU HMH MPaKTUKA
00s13aHHOCTSAMU Ha OCHOBaHUHU
MUCHMEHHO 0(OPMIICHHBIX
MPOIEeTyp ¥ IPOrPaMMBbI
0OyueHus?

60 [YTBepkIeH iH IU1aH nyHKT 40 [IpaBun
TEXHUYECKOTO OOCITYyKMBAaHUS  [HAJUICKAIICH
Har0oJiee 3HAYMMOTO MUCTPUOBIOTOPCKON
00OpYTOBaHUsI, OKA3hIBAIOIIETO  [TPAKTUKU
BIIMSTHAE HA XpaHCHHUE U
pean3aInio JeKapCTBECHHBIX
cpencTB?

61 |MMerorcs nu crienuanbHOE nyHKT 136 [TpaBwr
00OpyTIOBaHUE WITH CPEJICTBA HaJIJIeKaIIeH
(M30TepMUYEcKas yIakoBKa, MUCTPUOBIOTOPCKON
KOHTEHWHEPHI), a TAKKE MPAKTHKU
TPaHCIIOPTHBIE CPECTBA,
0OeCTIeYNBAOIIINE TTO/T ACPIKaHUE
TpebyeMoro TeMIepaTypHoro
peXMMa IPH TPAHCTIOPTUPOBKE
TEPMOTA0UITBHBIX
lIeKapCTBEHHBIX CPEACTB?

62 [[IpoxomsaT mu mepuoanyeckoe  [myHKT 136 TIpaBun
TeXHUYECKoe 00CITyKUBaHUE, HaaexKanen
MOBEPKY U KaTHOPOBKY MUCTPUOBIOTOPCKOM
TPaHCIIOPTHBIE CPENICTBA, MPaKTUKA
0OeCTIeYNBAOIIINE TTOIEPIKAHHE
TpedyeMoro TeMIepaTypHoro
pexxuma, 1 000pyI0BaHHE,

MCIIOJIb3YeMOe JJIs1 KOHTPOJIS
TeMITepaTyphl B IpoIIecce
TPaHCIIOPTUPOBKHU
TEPMOJIA0MITHHBIX
JTeKapCTBEHHBIX CPEICTB?
63 |MMeeTcs M y METUITUHCKOM MOJUTYHKT "%k"

OpTraHru3alnu - COUCKATCIIA

TrTIeH3MH (JTUTIEH3MATA)

IyHKTa 4, IOAMYHKT

"'r" myHkTa 6
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TALICH3HA Ha OCYIICCTBJICHUC [TomosxkeHust o
METUIIMHCKON NESTeIbHOCTH?  [THICH3UPOBAHUU
(bapmareBTHIECKOM
MeATeIbHOCTH

VY CTaHOBJIEHO COOTBETCTBUE/HECOOTBETCTBUE COUCKATEINS JINICH3UN/TUIICH3HAaTa
JIMIIEH3UOHHBIM TpeOOBAHUSAM, NIPEyCMOTPEHHBIM ITocTaHOBIeHHEM [IpaBurenbcTBa
Poccuiickoit @enepanuu ot 31 mapra 2022 r. N 547 "O6 yrBepxaenuu [lonoxenus o
JMLIEH3UPOBAaHUY (papMaLleBTUUECKOH e TeIbHOCTH " .

(Hy»HO€ BbIJIETIUTh)

(1OJIKHOCTHOE JIUI0, TPOBOAMBILIEE OLIEHKY COOTBETCTBUS U 3aII0JIHUBLIEE (moamnuce)
OLIEHOYHBIH JIUCT)

[[aTa 3aI10JIHCHHA OLICHOYHOTI'O JHUCTAa
noon 20 I

Ipunoscenue N 2
K npuxasy @edepanbHotl c1yicobl

no Hao3opy 8 cghepe 30pasooxpaneHus

om 19.11.2025 N 5705

Dopma

OLEHOYHBIN JIUCT, B COOTBETCTBUU C KOTOPBIM
®EJJEPAJIBHOU CJOYXBOHU MO HAJI3OPY B COEPE
3IPABOOXPAHEHHUS U EE TEPPUTOPUAJIBHBIMU

OPTAHAMMU IMTPOBOJIUTCS OLIEHKA COOTBETCTBUSA

COUCKATEJISA JUIEH3UU WIN JINIEH3UATA
JULEH3UOHHBIM TPEBOBAHUSM ITPU
OCYHIECTBJIEHUU ®APMALIEBTUYECKOM
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AEATEJIBHOCTU AIITEYHBIMUA OPI'AHU3ALIUSMM,
IHOABEAOMCTBEHHBIMHY ®EAEPAJBbHbIM
OPI'AHAM UCIHHOJIHUTEJBHOHA BJIACTH

1. ®opma npoBOAMMOM OLIEHKH COOTBETCTBHS COMCKATEIS JIMIICH3UU WIH JIMLIEH3UaTa
JUIEH3UOHHBIM TPEOOBAHUSM, PETUCTPALIMOHHBIA HOMEP U JaTa PErUCTPaLUU 3asiBICHUS O
MPEAOCTABIICHUH JIUIIEH3UH (BHECEHUE U3MEHEHHM B peecTp JIMLICH3UN):

2. [lonHoe unu cokpauieHHoe (Mpy HAJIMYMKM ) HAMMEHOBAHHE, OPraHU3allMOHHO-TIPaBOBast
(bopMa IOpUANYECKOTr0 JINLA, aJPeC B MpeesiaX MEeCTa HaX0XKCHUS IOPHIMYECKOT0 JIUIIA,
OCHOBHOM rocy1apCTBEHHBIN pErucTpallMoHHbIN HoMep ropuandeckoro jguna (OI'PH):

3. Anpec (ampeca) mecTa (MECT) OCYLIECTBICHHUS JUIICH3UPYEMOTO BH/IA ACSITETbHOCTHU:

4. Mecto (MeCTa) MMPOBCACHUA OICHKHU COOTBCTCTBH:A JIMICH3MOHHBIM Tpe6OBaHI/IHM C
3aIlIOJJTHCHUEM OLICHOYHOI'O JIMCTA.:

5. PexkBU3UTHI pelIeHns: 0 MPOBEIEHUH OLIEHKH COOTBETCTBUS JINLIEH3UOHHBIM TPEOOBAHUSIM,
MIPUHSATOTO YIIOJIHOMOUYEHHBIM JTOJKHOCTHBIM JHIIOM Poc3apaBHan3zopa (TeppUTOPHAIbHOTO
opraHa):

6. Jlo;KHOCTB, (pamMuiusi, UMsl, OTUECTBO (IIPU HAJIUYHUH) JOJKHOCTHOTI'O JIMLIA
Poc3npaBHa3opa (TeppUTOPHATIBLHOTO OpraHa), MPOBOISILIETO OLIEHKY COOTBETCTBUS
JUIEH3UOHHBIM TPEOOBAHUSAM U 3aIIOJIHSAIONIErO OLIEHOYHBIH JIUCT:

7. CIECOK KOHTPOJIBHBIX BOIIPOCOB, OTBETHI Ha KOTOPHIE JIOJDKHBI CBHJIETEIILCTBOBATE O
COOTBETCTBUH (HECOOTBETCTBUH) COMCKATEISI TUIICH3UN WIIN JIUIIEH3UATa TUIEH3NOHHBIM
TpeOOBaHUSIMU:

N |Coucok KOHTPOJIBHBIX BOIIPOCOB, PexBu3uTHI OtBetb! Ha Bonpockl 0 |[Ipumeuanne
n/n OTpaXKAIOIINX COAEPKAHUE HOPMAaTUBHBIX COOTBETCTBUU
JIUIEH3UOHHBIX TPEeOOBAaHUI | IPABOBBIX aKTOB C (HECOOTBETCTBUH)
YKa3aHHUEM UX JULEH3UOHHBIM
CTPYKTYPHBIX TpeOOBaHUSIM
€MHHIL, Ja | HET [HENPUMEHHMO
COJZIEpIKaLINX
JULEH3UOHHBIE
TpeOOBaHMS
Y TBEpKACHBI I pyKOBOAUTENEM [OYHKT 2 IIpaBun
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cyObekTa oOpareHus
ITEKapCTBEHHBIX CPEJICTB
ITOKYMEHTHI (CTaHIapTHbIC
OTIEPALIMOHHBIC TIPOIICTYPHI
nanee - COIlIbl), MHCTPYKIMM),
OITHCHIBAIOIIE JICHCTBUS,
BBITTOJIHSEMBIE CYOBEKTOM
O0OpaIIeHHUs JIEKAPCTBEHHBIX
CPEACTB U periJaMeHTUPYIOIIHE
BCE MPOIIECCHI IEATEIILHOCTH
cyObekTa oOparieHus
ITeKapCTBEHHBIX CPEIICTB,
BIIMSIONINE Ha KAYECTBO,

B HEKTUBHOCTH U OE30IIaCHOCTh
IIeKapCTBEHHBIX MPETapaToB, B
KOTOPBIX OIMCaHa
[10CJIEIOBATEIBHOCTD IEUCTBUI
pabOTHHMKA MPH OCYIIECTBICHUU
yKa3aHHBIX IPOIIECCOB,
HarpaBJICHHbIC Ha COOJIOICHUE
TpeboBanmii [IpaBui XpaHeHus
ITeKapCTBEHHBIX CPENICTB, [IpaBui
HaJUIe)KaEH anTeYHON
MPAKTUKK?

XpaHEHUS
IeKapCTBEHHBIX
CPEICTB ISt
METUITTHCKOTO
PUMEHEHUS,
Y TBEPAKIECHHBIX
MPUKA30M
MunucTepcTBa
BIIPAaBOOXPaHEHUS
Poccuiickoi
Denepauuu ot 29
arpens 2025 r. N
260u
3aperucTpUpOBaH
MuH1CTEPCTBOM
FOCTUIIMHU
Poccuiickoi
Denepanuu 2
mrons 2025 r.,
perucTpauOHHBIN
N 82490;
neiictByer 1o 1
centsiops 2031 r.)
nainee - [IpaBuna
XpaHEeHUS
ITeKapCTBEHHBIX
CPEICTB);
mOAMyHKT "0"
nyHkra 7 [IpaBun
HaIIeKaIeH
AMTEYHOMN
MPaKTUKH
lTeKapCTBEHHBIX
MpernapaToB s
METUITHHCKOTO
MPUMEHEHUS,
Y TBEPKIEHHBIX
MPUKa30M
MuHucrepcTBa
BIIPAaBOOXPAHEHUS
Poccuiickoit
Denepannu ot 29
anpens 2025 r. N
259u
3apEerucTPUPOBAH
MuHuCcTEpCTBOM
FOCTHUITUN
Poccuiickoi
Denepaunn 30 mast
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2025 r.,
PErUCTPalMOHHBIN
N 82462;
neiicTByet 1o 1
ceHTs0ps 2031 1.)
nanee - [IpaBuia

HaIeKanen
AIITEYHOU
ITPAKTHUKH)
YTBepKIeHa T PYKOBOJUTENIEM [TyHKTHI 6, 7, 8
CcyObekTa po3HU4HOM ToproBiu  |[[IpaBun
[TOKYMEHTAIUS] CHCTEMBbI HaAIexKanen
KayecTBa? AT TEYHON
PAKTHKU
HaznaueHo i1 pykoBoAUTENEM  [HOANYHKT "3"
CyOBbeKTa 0OpaleHus MyHKTa 4,
IIEKApCTBEHHBIX CPEACTB JIULIO, MOAMYHKT """
OTBETCTBEHHOE 32 BHEJIPEHHE, MyHKTa 6
oOecrnieueHre u nojiepxkanue B |[[looxkeHus o
AKTYaJIbHOM COCTOSIHMU CUCTEMbI [THIIEH3UPOBAHUU
KayecTBa? (bapMarieBTHYECKON
MesITeTIbHOCTH,
YTBEPKJICHHOTO
[OCTaHOBJICHUEM
[IpaBuTEIBCTBA
Poccuiickoit
denepanun ot 31
maprta 2022 r.

N 547 (neiictByer
no 1 ceHTs0ps
2028 r.)

nanee -
[Tonoxenue o
TULIEH3UPOBaHUU
(bapMmarieBTHueCKOu
MesaTeNbHOCTH);
nyHKT 4 [IpaBun
XpaHEeHUs
ITeKapCTBEHHBIX
CpEICTB

meeTcst T y COMCKATelst
ITULIEH3UH/INIIEH3haTa
MPOU3BOACTBEHHBIN OOBEKT UITH
O0OBEKTHI (MOMEIIEHHUS, 3AaHu,
COOPYKEHHSI) IO MECTY
OCYLLECTBJICHUS JEATEIBHOCTH,
pUHAJIeKALME:

DOAMYHKT "a"
MyHKTa 4,

MOANYHKT "a"
IyHKTa 6
[Tonoxenus o
ITUIIEH3UPOBAHUU
(bapMmarieBTHueCKOu

Ha rpaBe COOCTBEHHOCTHU?

NEATCIBbHOCTU
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HA MUHOM 3aKOHHOM OCHOBaHUH,
peyCcMaTPUBAIOLIEM IIPABO
BJIAJCHUS U IPABO MOJIb30BAHMUS?

5 Bce momenienus cyobekTa nyHKT 18 ITpaBui

O3HUYHOHN TOPTOBJIH: HaAIexanen

PACIIOJIOKEHBI B 3JaHUH ANITEeYHOM
CTpOCHUM) U (PYHKIIMOHATLHO  [IPAKTUKH

00BbEIUHEHBI?

M30JIUPOBAHBI OT JAPYTHUX

Opranuzanuii 1 00ecrneunBaroT

OTCYTCTBHE

HECAaHKIIMOHUPOBAHHOT'O JIOCTYIIa

MOCTOPOHHUX JIVII B TIOMEIIICHUSI?

6 ObecnieueHa M 3anuTa nyHKT 8 [TpaBun
MOCTYMHAIOIINX JICKAPCTBEHHBIX  [XPAHEHHS
CPEICTB TPU IPOBEICHUH ITeKapCTBEHHBIX
MOTPY304HO-PA3TPY30UHBIX pabOT:CPEICTB
0T aTMOC(EepHBIX 0CATKOB?
0T BO3JICHCTBUS HU3KUX U
BBICOKHX TeMIEpaTyp?

7 lmeetcst mu o6o3HaueHHas 30Ha [OYHKT 20 [IpaBun
MIJIM OT/I€TIbHOE OMELLEHHE ISl [HaAJIexalen
MPUEMKH JIEKapCTBEHHBIX ANITEYHOI
npenaparoB? [IPaKTUKHU

8 meetcst mu o603HaueHHas 30Ha |[OYHKT 20 TIpaBun
VIJIM OTZIETIbHOE IOMEILEHHE ISl [HaAJIexKalen
XpaHEHHS JIEKAPCTBEHHBIX ATITEeYHOM
npenaparoB? [IPaKTUKHU

0 lImeeTcst mu 0003HaUeHHas 30Ha [HOANYHKT "a"
WM OT/eTbHOE oMeneHue s [myHkTa 20 [IpaBun
[PO3HUYHOW TOPTOBJIU Ha [JIeAKAIEH
lTeKapCTBEHHBIMHU MpenapaTaMu? @ANTeYHOM

MPAKTHKU

10 |OGecrieueHo a1 OTCYTCTBHE nyHKT 21 IIpaBun
TOCTyMa MOKYIAaTeJIeH K XpaHECHUS
lTeKapCTBEHHBIM Mpenaparam, lTeKapCTBEHHBIX
OTITYCKaeMBIM IT0 PEIEnTy Ha CpEIICTB
lTeKapCTBEHHBIN npenapat?

11 [Imeercs 1H IIOMEIIEHNE IS MOANYHKT "B"
M3rOTOBJICHUS IeKapcTBeHHBIX  [myHKTa 20 [TpaBun
[pernapaTroB? Ha[JIexKAIEH

AIITEYHOU
PAKTHKU

12  [meercs nu 0003HAUEHHAs 30HA [HOAMYHKT "0"
MU OTAENbHOE TomMenienue aa  [myHkra 20 [IpaBun
OTITyCKa JICKAPCTBEHHBIX HaIIexKanen
npernapaTroB? ANITEYHOM

IMPAKTUKN
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n_n

13 [Mmeercs nu 0003HAUEHHAs 30HA [MOJINYHKT "T
MU OTAebHOE Tomenienue g [nyHkra 20 [IpaBun
A IMUHHUCTPATHBHO-OBITOBBIX HaIJICKAICH
[esnei (11 pa3aeIbHOTO ANTEYHOMN
XpAaHEHUS OJICKIbI, IpHeMa MPAKTHKU
UM, CAaHY3JIa):

Ha npaBe cOOCTBEHHOCTH?
MpUHAAJICKAITIE HA HHOM
BAKOHHOM OCHOBaHHHU,
[peIyCMaTPUBAIOIIEM ITPABO
BJIQJICHUS U/WJIH TIPABO
IMOJIb30BAHUS?

14  [Mmeetcs 11 0003HaUYeHHAs 30HA  [IOANYHKT "i1"
WM OTZETIbHOE ToMeleHue s [myHkTa 9 [IpaBun
KapaHTHHHOTO XPaHCHWS XPaHCHUS
IICKapCTBEHHBIX CPEACTB ITeKapCTBEHHBIX

OT/IENIbHO, C OTPAHUYECHUEM CpEICTB
TOCTYTIa B COOTBETCTBYIOIIEM
3aKpbITOM IIOMELIEHUH U (WIIN)
BOHE WJIM 3aITUPAIOIIEMCS
mkady)?

15 |Mmeercs nmu 0003HaUYeHHAS 30HA  [IOANYHKT """

MM OTOENbHOE OMEIIEHUE nyHnkTa 9 [IpaBun
OT/IENIbHO, C OTPAHUYECHUEM XPaHCHUS

TOCTYTIa B COOTBETCTBYIOIIEM ITeKapCTBEHHBIX

BaKPHITOM NMOMEIIEHUH U (WIH)  [CPEICTB

BOHE WJIM 3alparoneMcs mkady)
11 XpaHEHUS! JIEKaPCTBEHHBIX
pernapaToB:

(banbcuUIIPOBAHHBIX,
HE100pOKaYeCTBEHHBIX,
KOHTpa(aKTHBIX?

B OTHOIIIEHUU KOTOPBIX B CHCTEME
MOHHTOPHHTA JIBFKCHUS
lTeKapCTBEHHBIX MPETapaToB IS
METMIIMHCKOTO TTPUMEHEHU S
OTCYTCTBYIOT CBEJICHUS O
HAHCCCHHUH CPEJICTB
maeHTuGuKau u (Uim)
CBEJICHHS O BBOJIC B TPAXKTAHCKHM
000pOT?

B OTHOIICHWH KOTOPBIX
OCYILIECTBIICHA OJIOKUPOBKA
BHCCCHUSA B CUCTEMY
MOHUTOPHHIA IBH)KEHUS
VICKaAPCTBCHHBIX ITPEIIapaToOB AJId
MeTUIITHCKOT'O IPUMEHEHUS

CBEJICHUI O BBOJIC B IPAKJAHCKUI



https://normativ.kontur.ru/document?moduleid=1&documentid=500762#l178
https://normativ.kontur.ru/document?moduleid=1&documentid=500438#p70
https://normativ.kontur.ru/document?moduleid=1&documentid=500438#l64

000poT, 06 060POTE UK O
peKpalieHinu 000poTa’?

MPUMEHEHUE KOTOPBIX
MPUOCTAHOBIICHO TI0 PEIICHUIO

YIIOJTHOMOYEHHOTO (peIepaibHOTO
OpraHa UCIOJIHUTEILHON BJIACTH?

CPOK I'OJJTHOCTH KOTOPBIX MCTEK?

B OTHOILICHUU KOTOPBIX HE
COOITI0IeHBI TpeOOBaHUS K
XapaKTePUCTUKE CPEJICTBA

M ICHTU(UKALIAH, TTOPSIIKY €ro
HaHECEHUS U TPEOOBAaHUS K
CTPYKType U dopmary
MH(pOpMaLNU, KOTOPYIO COAEPIKUT
CPEICTBO UICHTHU(UKAIIAHN?

rpak1laHCKU 000POT KOTOPBIX
MpeKpalieH?

16 (Omnpenenen i pykoBogureneM  myHKT 21 [Tpaswr
MOPSZIOK IOCTyIa paOOTHUKOB B [Ha/AJEXKAIIEH
[TOMEIEHUS U 30HbI? ANITEYHOMN

PAKTHKU

17  (OcHaleHsl J1 IOMEIIEHUS MOJITYyHKTHI "a",
CcyOBbeKTa oOpaleHus "B", "'r", "3" myHkTa
IICKaPCTBEHHBIX CPEACTB: 11 ITpaBun
CUCTEMOM KOHAUIIMOHUPOBAHMSI? [XPAaHCHHS
OXpaHHOUN CUTHAJIM3AINEH? ITCKapCTBEHHBIX
OKapHOW CUTHAJIM3aLuei? CPEACTB
CHUCTEMOM KOHTPOJI JocTymna?
ABTOMAaTU3UPOBAHHON CUCTEMOM
XpaHEHUs, y4eTa JIeKapCTBEHHBIX
CpencTB?

18  |OcHaleHsl I TOMEIEHUS nyHKT 23 TIpaBun
cyOBbekTa oOpalieHus HaJIeKaIeH
IIEKapCTBEHHBIX CPEJCTB: ATITEYHOMN
CUCTEMOI OTOIICHUS? MPaKTUKH
€CTECTBEHHOW BEHTUJISILIMEN WU
[IPUTOYHO-BBITSKHOU
BEHTWJIAIIACH?

19 |Mmeercs nu y couckarens nOMMyHKT "a"
ITUIIeH3UH/TMIeH31aTa MyHKTa 4,
HeoO0XoruMoe 000py0BaHue, mOMMyHKT "a"
pUHAJIeKaIlee Ha IIpaBe MyHKTa 6
COOCTBEHHOCTH MJI Ha HTHOM [TonoxxeHnus o
3aKOHHOM OCHOBaHUH, IMUIIEH3UPOBAHUU
[IpeyCMaTPUBAIOLIEM IIPABO (bapMarieBTHYECKON
BJIa/IEHUS U TPABO MOJIb30BaHUS: |1€SITEIbHOCTH;

MyHKTHI 24, 25

[TpaBun
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HaJIeKanen

AIITEYHOU
PAKTHKY;
MomyHKTHI "'0",
XOJIOAMIIbHBIC Kamephl ¥ (mmm)  ['a”, "e", "x"
X OJIOIUIILHUKU ? nyHkra 11 I[IpaBun
CpPEACTBA U3MEPEHUM JJIsI XPaHCHUA
[pETUCTpaniy TEMIIEPATypPhl U FICKAPCTBCHHBIX
OTHOCUTEIbHOW BIAXKHOCTH CPEICTB
BO3TyXa MO0
ABTOMATU3UPOBAHHbBIEC CUCTEMBI
KPYTJI0CYyTOYHOI'O MOHUTOPHUHTA
KJIMMAT-KOHTPOJIS TEMIIEpaTyphl U
OTHOCUTEILHOM BIIAKHOCTH
BO3TyXa?
CTEIUIaKH, IKa(bl, TOJIOHBI,
MOJATOBAPHUKH?
MOTPY304HO-PA3TPY30UHbIC
cpencTBa?

20 [Mmeercs M y coOMCKATEINs noanyHKT "a"
ITUIIeH3UH/TUIIEH31aTa MyHKTa 4,
HeoO0XoquMoe 000pyI0BaHue, moTyHKT "a"
MpUHAJJIeKaIee Ha TIPaBe MyHKTa 6
COOCTBEHHOCTH WJIM Ha HHOM [TonoxeHnus o
3aKOHHOM OCHOBAHHH, IMUIIEH3UPOBAHUU
[peayCMaTpPUBAIOIIEM ITPABO (bapMmarieBTUueCcKOu
BIIAJICHUS U TIPABO MOJIB30BAHUS: |[ICSATEIHHOCTH,

MyHKTBI 24, 25
TEXHUYECKOE U MMPOTPaMMHOE [TpaBun
0OOpyI0BaHuE (B TOM YHCIIE IS [HAAJIEKAIIEH
KOMILJIEKCHOW aBTOMAaTU3aIu1 AT TEYHOM
CHUCTEMBI XpaHEHUSs, yueTa MPAKTHKU
lIeKapCTBEHHBIX CPEACTB,
TOPIOBOil 1eATENbHOCTH)?
KaccoBasi TEXHUKA (B TOM YHCIIE C
y4€TOM MOHUTOPUHTA ABUKECHUS
lIeKapCTBEHHBIX IIpenapaTos)?
o0opyoBaHre, HEOOXOAUMOE TSt
M3rOTOBJICHUS JIEKAPCTBEHHBIX
MpernapaToB, KOHTPOJIS KaueCcTBa
M3rOTOBJICHHBIX JIEKAPCTBEHHBIX
penapaToB?

21 [Mmeercs M y coucKaTens HOMTYHKT "a"
TUIICH3UN/TMTICH3UaTa MyHKTa 4,
[TPUHAJICKALIME HA IPABE mOAMYHKT "a"
COOCTBEHHOCTH WJIM HA THOM MyHKTa 6
3AKOHHOM OCHOBAaHUU, [Tonoxenus o
[peTyCMaTPUBAIOIIEM ITPABO TUIIEH3UPOBAHUHT
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BJIAACHUA WU IIPAaBO IMOJIb30BaHN, B

(bapMarieBTHYECKON

TOPrOBOM IMOMEIIECHUHU U (WIH)  |[IeSATEIHHOCTH,
3OHE BUTPUHBI, CTEIUIAKU MyHKTBI 24, 25
TOHJIOJTBI)? [TpaBu
HaJIeKaIe
ANTEeYHOMN
MPAKTHKY;

22  |FIMeroTcs Uy COMCKaTels moaImyHKT "a"
ITUICH3U U/ TNIIEH3haTa MyHKTa 4,
[pUHAJICKALIME HA IPABE MOANYHKT "a"
COOCTBEHHOCTH HJIM HA UHOM MyHKTa 6
3AKOHHOM OCHOBaHHHU, [TonoxxeHus 0
[pe1yCMaTpUBAIOIIEM ITPABO ITUIICH3UPOBAHUU
BJIAJCHUS ¥ TIPABO MMOJIb30BaHUs, (hapMalleBTHUECKOU
Ce(BI, METAIUTMYECKHE TKA(DBI, |[IeITETLHOCTH;
epeBsHHBIC MKA(PBI HIN MyHKTBI 24, 25
OTJEILHBIC TTIOMEIICHHUS, [TpaBun
OIICYaThIBAEMbIC HIIH HaJJIeKaIeh
MmI0MOUpYyeMbI€ B KOHIIE pabouero@nTeyHou
ITHS, 111 XpaHCHHS MPaKTHKH;
IICKapCTBEHHBIX CPEACTB, nyHKT 27 [IpaBun
1O JUTEKAIITIX XpaHCHHS
[PEIMETHO-KOJTUYECTBEHHOMY ITeKapCTBEHHBIX
y4eTy B COOTBETCTBUHU C CpEICTB
pasnenamu |l - IV Tlepeuns
lTeKapCTBEHHBIX CPEICTB IS
MEIUITMHCKOTO MPUMEHEHHS,

IO TEXKAIITX
MPEIMETHO-KOJTUYECTBEHHOMY
YUETy, YTBEPKIAECHHOTO IPUKA30M
MuHucTepcTBa 3/[paBOOXPAaHEHUS
Poccuiickoii @enepannu ot |
ceHTs10ps1 2023 1. N 4591

3aperucTpUpPOBaH
MUHHCTEPCTBOM FOCTULIMHI
Poccuiickoii @enepannu 2
okTs10ps 2010 1.,
peructpannoHabiii N 75422;
neiicTByeT 10 1 centsaOps 2030
r.)?

23  [MmeroTcs U y cyObekTa nyHKT 26 [IpaBun
[PO3HUYHOW TOPTOBJIU HaJJIeKamnien
TEXHUYECKHUE TacropTa ANTECYHOU

WHCTPYKIIUHU, PYKOBOJICTBA) K MPAKTHKU
MCITOJIb3yEMOMY 000PYTI0BaHUIO?
24 [[Ipormto mu oGopyaoBaHuE nOoAMYHKT "1
CpencTBa U3MEpPEHU), myHkTa 11 IIpaBun
MCITOJIB3YEMOE JIJIsl KOHTPOJISL MU [XPaHEHUS
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MOHUTOPHHIA YCIIOBHM XpaHEHHUs [IEKapCTBEHHBIX
lIeKapCTBEHHBIX CPEJICTB, IIOBEPKY CPE/CTB;
KaTMOPOBKY) B OPSIJIKE, nyHKT 18 TIpaBun
yCTaHOBJIICHHOM XpaHEHHS
3aKOHOJIATEIbCTBOM POCCUICKON [IeKapCTBEHHBIX
Denepannun 06 odecreyeHun CPEICTB;
CAVMHCTBA U3MEPEHUH, OYHKT 26 IIpaBun
3aKOHO/IATEIbCTBOM HaAIexKanen
rOCyAapCTB-WICHOB AIITEYHOU
EBpa3suiickoro 5KOHOMHYECKOTO  [IPAKTHKU
coro3a?

25  [FImeroTcs u y coucKartens nyHKT 32 [IpaBun
ITUIEH3U M/ TMIICH3H1ATA, XpaHEHUS
OCYIIECTBISIONIETO H3TOTOBJICHHUE IEKApCTBEHHBIX
lIeKapCTBEHHBIX IIPENapaToB, CPEICTB
HecropaeMble mkadbl s
XpaHEeHUs (hapMaIleBTHYECKIX
cyOCTaHIIHi, 00JaAar0ImuX
IIErKOBOCIIAMEHSFOLIUMUCS U
rOPIOYMMH CBOMCTBaMH, B 00beMe
im0 10 KT BHE IOMEILIEHUN I
XpAHEHUS] OTHEOMACHBIX
(hapMaIreBTHUECKUX CYOCTAHIIMNA U
B3pHIBOOIIACHBIX JIEKAPCTBEHHBIX
CpencTB?

26  [MIMeeTcs 1AM OTIENIBHOE nyHKT 33 TIpaBun
oMelIeHHe (3/1aHue), XpaHEHUS
00OPYIOBaHHOE HECTOPAEMbIMH  [IEKapCTBEHHBIX
[OJIIOHAMU, JJIsl XpPaHEHUS CPEICTB
lIeKapCTBEHHOTO Ipernapara ¢
ME>KTyHAPOTHBIM
HEeTaTeHTOBAaHHBIM
HaMeHOBaHHEM "OTaHon" B
KoianuecTBe cBbime 100 kr?

27  [IMeroTCs T y COMCKATeNs OyHKT 26 IIpaBun
ITULIEH3UH/INIEH3UaTa Ha/IeKalen
TEeXHUYECKHUE MacropTa ATITEYHOM

MHCTPYKIIUHU, PyKOBOJICTBA) K MPAKTHKU
MCIIOJIb3YEMOMY 000pYI0BaHHUIO?

28 |OGecriedeH M eXeIHEBHbIN, B [yHKT 18 IIpaBun
TOM YHCIIC B BBIXOJHBIEC U XPaHESHUS
Mpa3IHUYHBIE THU, KOHTPOJIb 32  [I€KapCTBEHHBIX
COOJTIOICHUEM YCIIOBUI XpaHEHUS CPE/ICTB;
IIEKapCTBEHHBIX CPEJICTB MOJITYHKTHI "a",

TEMIEPaTypbl U OTHOCUTENbHON ['0" myHKTa 8
BJIKHOCTH), B TOM 4Hciie BHyTpu [[IpaBuin
XOJIOJMIIBHOTO 000pY/I0OBaHUS, C  [HaAJIexKalel

erucTpalyell B CeUaJIbHOM  QANTEYHOM
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pKypHaJie Ha OyMa>kKHOM HOCHUTEJIE [IPAKTHKU
MJIA B SJIEKTPOHHOM BUJIE C
ApxuBaluen?

29 [[IpoBoauTtcs yiu He pexe 1 pa3za B [myHKT 42 [IpaBun
[10JICO/1a BHYTPEHHUN ayIUT B HaJUIe)KaEeH
COOTBETCTBUH C €KETOJHBIM ATITEeYHOM
MIaHOM, YTBEPKIaeMbIM MPAKTHKU
pyKOBOAUTEIEM CYOBbEKTa

O3HUYHOH TOProBiIu?

30  [MImeroTcs U y coucKaTels MOMITYHKT "K"
ITULIEH3UH/INTIEH3NaTa MyHKTa 4,
paOOTHUKH, 3aKITIOYMBIINE C HUM [HOJITYHKT "H"
TPYJOBBIEC IOTOBOPHI, MyHKTa 6
NesITeTbHOCTh KOTOPBIX [Tonoxxenus o
HEIIOCPEICTBEHHO CBSI3aHa C ITUIICH3UPOBAHUHT
[PO3HUYHOI TOPrOBIEH (bapmalieBTHUECKOI
IIeKapCTBEHHBIMU IIpenapaTaMu  |[IesITEIbHOCTH,
NJ1 MEAUIIMHCKOTO MTPUMEHEHUS,

X OTITYCKOM, XpaHEHHUEM U
M3rOTOBJICHUEM, UMEIOIIHE:
BBICILIEE WJIN CPEJIHEE
(hapmarieBTHUecKoe 0Opa3oBaHue?
cepTU(UKAT CIICITUATHICTA

CBUJIETEIHLCTBO 00 aKKpeIUTAIuU
crieruainucTa)?

31  [MIMeroTcst I y COMCKaTeNs NOANYHKT "K"
MTUIEH3UN/INLIEH31aTa, MyHKTa 4,
MMEIOLIEr0 HaMEPEHNE MOAMYHKT "H"
OCYIIECTBIISATH/OCYIIECTBIIAIOIIETOTyHKTa 6
M3rOTOBJICHHE [Tonoxenus o
paguodapManeBTHIECKIX ITUIIEH3UPOBAHUHT
lIeKapCTBEHHBIX MPENapaTos, (bapmalieBTHUECKOI
paOOTHUKH, 3aKIIFOUYMBIINE C HUM |[IeSTEIHHOCTH

TPYAOBBIE IOTOBOPBI,
NesITEIbHOCTh KOTOPBIX
HETIOCPEICTBEHHO CBSI3aHa C
M3rOTOBJICHUEM
paarodapMaeBTHUECKUX
lIeKapCTBEHHBIX MIPENapaTos,
MMEIOILHE:

BBICILICE WJIN CPEITHEE
(hapMalleBTUYECKOE UITU
MEIUIIMHCKOE 00pa3oBaHue?

TOTIOJTHUTEIBHOE
npodeccuoHanbHOE 00pa3oBaHUE
B 00JacTH paliOXUMHUU,
paaralioOHHOM 6€30MacHOCTH ¢

4EeTOM 0COOCHHOCTEH,
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yCTaHOBJICHHBIX
BaKOHOJIATEILCTBOM PoccuicKOM
Denepanuu B 001acTu
oOecrieueHrst paguauoOHHON
0e30macHOCTH?

32  |Pa3MeleHbl JId JUIEH3UATOM B [MOJIIMYHKT "p"
€AUHOU rOCy1apCTBEHHON IyHKTa 6
MHOOPMAITMOHHONW CHUCTEME B [ToiokeHus o
cdepe 31paBoOXpaHEHUS ITUIICH3UPOBAHUHT
CBeZIeHUs O hapMalleBTUUECKOW  (hapMalieBTHUeCKOM
OpraHu3aIy U paboOTHHUKAX, eI TCILHOCTU
BAKITFOYUBIIUX C HUM TPYIOBBIE
TOTOBOPBI, JI€ATEIbHOCTh
KOTOPBIX HETIOCPEACTBEHHO
CBsA3aHa C POZHUYHON TOPrOBIIEH
IICKapCTBEHHBIMHU CPEJICTBAMM JIJISt
MEMIIMHCKOTO TPUMEHEHUS, UX
XpaHCHHEM, UMCIOIITUX
111 OCYIIIECTBIICHUS
(hapMaIeBTHUECKOM JIeATeTLHOCTH
B chepe oOpamieHus
ITCKapCTBEHHBIX CPEACTB JJIS
MEIUITMHCKOTO MPUMEHEHHUS (3a
MCKIIOYEeHHEM 000CO0IEHHBIX
OApa3ACICHUN MEAUIIUHCKUX
OpraHuU3allHii) - BBICIIIEE UITU
cpenHee papManeBTHIECKOE
oOpa3oBaHme, a TaKXKe
cepTU(UKAT CTICIIHAINCTA UITH
[POWJIEHHYIO aKKPEAUTAIUIO
crieruaancTa’?

33  [Mmeetcs mu y MEAUIIMHCKOM OOAMYHKT "x"
OpraHU3alH - COUCKATEIIS MyHKTa 4,
ITUIICH3UH (JIUIIEH3MATa) JINIEeH3US [HOAMYHKT "I
Ha OCYIIECTBICHUE MEAUIIMHCKON [MyHKTa 6
eI TeIbHOCTH? [MonosxeHus 0

ITUIIEH3UPOBAHUHT
(bapmaiieBTHUECKOI
eI TeILHOCTU

VY CTaHOBJIEHO COOTBETCTBHE/HECOOTBETCTBHE COMCKATEIIS J'II/IIIGHSI/II/I/J'II/IHeHSI/IaTa
JIMIICH3HMOHHBIM TpCGOBaHI/IHM, npeaAyCMOTPCHHBIM MOCTAHOBJICHUCM HpaBI/ITCHBCTBa

Poccuiickoit ®eneparum ot 31 mapta 2022 r. N 547 "O nuueH3upoBaHUU

(bapMareBTHUECKON AeaTeNbHOCTH" .

(Hy»HO€ BbIIETTUTh)

(JIOJ'DKHOCTHoe JIMO, MPOBOAMBIHICEC OLICHKY COOTBETCTBUA U 3allOJTHUBIICC

(moamuce)
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OIICHOYHBIH JIUCT)

I[aTa 3aI10JIHCHHA OLICHOYHOI'O JINCTa
" " 20 r.



