1. KAJIEHJIAPHBINA YUEBHBIN I'PA®UK

I'padpux/popma | Axanemuyeckux | /[Heil B Hexesro Oomas Hrorosas
o0yueHus 4YacoB B /IeHb TPYA0EMKOCTh arrecTauus
IIporpammsl, B
yacax
3aouHasi c 6 6 36 3a4er
MIPUMEHEHHEM
JVCTaHIIMOHHBIX
00pa3oBaTeIbHBIX
TEXHOJIOTUM 1
AIEKTPOHHOTO
o0ydeHus
2. YYEBHBIN IVIAH
Kon | HaumenoBanue pa3zienoB TUCIUIUIAH U Bcero yacos ®opma KOHTPOIIs
TeM
1 [TpaBoBbBIE OCHOBBI ACSITEILHOCTH 6
(bapMareBTHYecKoro pabOTHHUKA 110
00ecrevyeHnI0 HaIeKAIINX YCIOBHMA
XpaHEHUs JIEKapCTBEHHBIX IIPENapaToB U
TOBapOB aTEYHOTO ACCOPTHMEHTA
2 OCHOBBI pa3MellEeHUs U XpaHEHUS 3 3auer
(hapmaleBTUUECKUX TOBAPOB B Al TEYHBIX
OpraHM3aLusIX
3 AKTyasbHbIE AITOPUTMBI XpaHEHUS 22 3a4er
(hapMaIieBTHYECKIX TOBAPOB B allTEYHBIX
opraum3anusx (c snemerramu COIla)
4 | KFOpunuueckrue OCHOBBI IPH OpraHU3aALUU 3
HEHa/JIeXKAIEro XpaHeHHs
(dapMareBTHYECKIX TOBAPOB
Hrorosas arrecranus 2 3auer
Bcero 36

3. YYEBHO-TEMATHYECKHWH IUIAH
nporpaMMsl " AJITOPUTMBI OpraHU3alUN XpPaHEHH JIEKapCTBEHHBIX MpenapaToB (B TOM YHCIe
UMMyHOOHoNorndeckux), bAJloB u 1pyrux ToBapoB aT€UHOT0 aCCOPTUMEHTA"

Pa3men 1

HpaBOBBIC OCHOBBI JCATCIIbHOCTH (I)apMaI_[CBTI/I‘-ICCKOFO pa6OTHI/IKa 110 00€CIICUCHUIO HaaJICxalunx
yCJ'IOBI/II\/II XpaHCHUA JICKAPCTBCHHBIX IPCIIapaToB U TOBAPOB AlITCYHOI'O aCCOPTUMCHTA

Kon HanMeHoBaHUs T€M, 3JIEMEHTOB M MTOJIDJIEMEHTOB
11 AKTyallbHBI 0030p HOPMATHUBHO-TIPABOBBIX aKTOB, PETYJIHUPYIONINX XPaHEHNE
' (dhapMaleBTUUECKUX TOBAPOB B AlITEYHBIX OpraHU3aIUIX
1.11 @3 ot 12.04.2010 Ne 61-®3 "O6 obparieHnH JeKapCTBEHHbIX CpesicTB"
11.2 ®enepanbhblii 3ak0H oT 21.11.2011 Ne 323-D3 «O6 ocHOBax OXpaHbI 3J0POBbs
rpaxzaaH B Poccuiickoit deneparuu




113

®enepanbublii 3akoH 0T 08.01.1998 N 3-®3 «O HapKOTHUECKUX CPEICTBAX U
IICUXOTPOIHBIX BELIECTBAX)

114

ITocranoBnenue IlpaBurenscTBa Poccun ot 22.12.2011 Ne 1081 "O
JUIIEH3UPOBAHNH (papMarieBTHICCKOM JesITeIIbHOCTH "

1.15

[TocranoBnenue Ilpasurenscta PO ot 22.12.2011 N 1085 "O nuuenzupoBanuu
JESTEIbHOCTH 110 000POTY HAPKOTUYECKHUX CPEJCTB, ICUXOTPOITHBIX BEUIECTB U UX
IIPEKYpPCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEPKAIINUX pacTeHUI"

(Bmecre ¢ "[lonoxeHreM o JIMIEH3UPOBAHUU JEATEILHOCTH 110 000POTY
HapKOTUYECKUX CPE/ICTB, ICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB,
KYJbTHBHPOBAHUIO HAPKOCOEPKAITUX PACTCHHUI'")

1.1.6

[Tocranosnenue IIpaButenscrBa PO ot 29.06.2021 N 1049 "O denepansHom
rOCyJITapCTBEHHOM KOHTpOJIe (Haa30pe) B cepe 0OpalieHus JIeKapcTBEHHBIX
cpenctB" (BMecte ¢ "IlomoxkeHueM o enepaasbHOM rocy1apCTBEHHOM KOHTPOJIE
(Hamzope) B chepe oOpaleHus JeKapCTBEHHBIX CPEACTB")

1.1.7

[Tpuka3z Munzapasa Poccun ot 31.10.2018 Ne 749 "O06 yTBep>KIeHUH 0OIINX
dapmakornelHbIX cTaTel u (apMaKoNeWHbIX CTaTel U MPU3HAHUH YTPATUBLIINMU
CUJTy HEKOTOPBIX NpHuKa3oB Munszapasmeanpoma Poccun, MuH31paBcoLpa3BUTHS
Poccun u Munzapasa Poccun"

O®PC.1.1.0011.15 "XpaneHue 1eKapCTBEHHOTO PACTUTEILHOTO ChIPbs U
JIEKapCTBEHHBIX PACTUTEIbHBIX Mpenaparon”

ODC.1.1.0009.18 "CTaOMIBHOCTD M CPOKU TOJHOCTH JIGKAPCTBEHHBIX CPENICTB"

1.1.8

O®C.1.1.0010.18 "Xpanenue nekapcTBeHHbIX cpeaAcTB" B pen. [Ipukaza
Munuctepcrsa 3apaBooxpanerust PO ot 21.04.2020 r. N 352 "O6 yTBepxa1eHUU
obmeli (hapMakoIeHOM CTaThbU U BHECCHUH M3MEHEHHUsI B ipuitoskeHue N 1 k
npuka3zy MunucrepcTsa 31paBooxpanenus Poccuiickoit @eneparuu ot 31.10.2018
r. N 749 "O6 yTBepxxaeHUHN 00muUX GpapMaKonelHbIX cTaTel U papMaKoneHHbIX
cTaTed ¥ MPU3HAHUU YTPATUBIIMMH CHIIY HEKOTOPBIX MPUKA30B
Munzgpasmeninpoma Poccun, Munzapascoipa3sutust Poccun u Munsnpasa
Poccun"

1.19

[Tpuka3 Munszapaa Poccun ot 31.08.2016 Ne 6461 "OO6 yTBepKA€HUU NPaBUI
HAII xpanenus u nepesosku JIC"

1.1.10

[Tpuka3z Munznpasa Poccuu ot 31.08.2016 Ne 6471 "O06 ytBepxknenuun [IpaBun
HaJUIeKallel anTeYHOM MPAaKTUKHU JIEKapCTBEHHBIX MPENapaToB AJisi MEIULIUHCKOTO
npuMeHeHus"

1.1.11

[Tpuka3 Munszapasa Poccun ot 23.08.2010 Ne 7061 "OO yTBep»k/1€HUU MTPABUI
xpanenus JIC"

NupopmarmonHoe mucbkMo Munsapasa Poccun ot 08.02.2011 Ne 25-1/10/2-1208
"O npukaze Ne 706H"

1.1.12

[Tpuka3 Munszapasa P® ot 13.11.1996 N 377 "O06 ytBepxkaenun MHcTpyKLuu no
OpraHM3ali XPaHEHUs B alITEUHbIX YUPEKIECHUSIX Pa3IMUHbIX TPyl
JIEKAPCTBEHHBIX CPEJCTB U U3JEJINNA MEAUIIMHCKOIO Ha3HAYCHMS"

1.1.13

[TocranoBnenue [IpaButensctBa PO ot 31.12.2009 N 1148 "O nopsake XxpaHeHUs
HapKOTHUYECKUX CPECTB, ICUXOTPOMHBIX BEIIECTB M UX MPEKYpPCOpOB" (BMECTE €
"[IpaBuiaMu XpaHeHUs! HAPKOTHYECKUX CPEICTB, ICUXOTPOIHBIX BELIECTB U UX

peKypcopos")

1.1.14

[Tpuxa3z Munzapasa Poccun ot 24.07.2015 N 4841 "O6 yTBepxaeHUN
CHelHaTbHbBIX TPeOOBAaHUM K YCIOBUAM XpaHEHUsI HAPKOTHUYECKUX CPEACTB U
IICUXOTPOIHBIX BEIECTB, 3APErUCTPUPOBAHHBIX B YCTAHOBIEHHOM MOPSIJIKE B
KAau4eCTBE JIEKAPCTBEHHBIX CPEICTB, IPEAHA3HAUYECHHBIX IS MEJUIIUHCKOTO
IIPUMEHEHNUS B alITEYHBIX, MEJUIINHCKUX, HAYYHO-UCCIIEA0BATEIbCKUX,
00pa30BaTeNbHBIX OPraHU3ALMAX U OPTaHU3AIMIX ONTOBOM TOPrOBIM
JIEKAPCTBEHHBIMHU CpeACTBaMHU"




1.1.15

ITocTanoBnenue ' 1aBHOro rocyapCTBEHHOIO CaHUTapHOro Bpada PO ot
20.11.2020 N 36 "O06 yTBepKACHUN CaHUTAPHO-IMUAeMUuOIOrnYecKux mpaBui CI1
2.3.6.3668-20 "CaHuTapHO-3MHUIEMHUOJIOTHYECKHE TPEOOBAHMS K YCIOBHSM
JEeSITeIbHOCTH TOPTOBBIX OOBEKTOB U PHIHKOB, PEAIN3YIOLIUX MUIIEBYIO
MPOYKIHIO"

1.1.16

®denepanbHbii 3aK0H "O KauecTBe U 0€301MaCHOCTH MHUIIEBBIX MPOIYKTOB" OT
02.01.2000 N 29-®3

1.1.17

Pemenne Komuccuu Tamoxxernnoro coro3a ot 09.12.2011 N 880 "O npunaruu
TEXHHYECKOTO peryiaMmenTa TamoxkeHHOro coro3a "O 6e30macHOCTH MUIIEBOI
nponykmuu" (BMecte ¢ "TP TC 021/2011. Texuudeckuii periaMeHT TaMOXEHHOTO
coro3a. O 0e30nacHOCTH NMILEBOM npoayKuuu'")

1.1.18

Pemenne Komuccuu Tamosxxkernnoro coro3a ot 09.12 2011 r. N 881 "O npunstuu
TEXHUUYECKOT0 persiaMeHTa TamoxxeHHoro coro3a "[luieBas npoayKuus B 4acTH €€
MapkupoBku" (BMecte ¢ TP TC 022/2011 Texauveckuii peraameHT TaM0KEHHOTO
coro3a "[IumeBas NpoAYKIMs B UACTH €€ MapKUPOBKU'")

1.1.19

Pemenne Komuccun TamoxenHnoro corosa ot 16.08.2011 N 769 (pen. ot
20.01.2020) "O npuHATHN TEXHUYECKOTO peraameHTa TamoxkeHHoro coro3sa "O
6e3omacHoctu ynakoBku" (Bmecte ¢ "TP TC 005/2011. Texuuueckuii perjaMeHT
TamoxeHHoro cor3a. O 6e301acHOCTH yHakoBKHU'")

1.1.20

[TocranoBnenue ['maBHOTO rocy1apcTBEHHOTO caHuTapHOro Bpaua P ot
24.12.2020 N 44 "OG6 yrBepxaenuu canutapubix mpasui CIT2.1.3678-20
"CaHUTapHO-AMHIEMUOJIOTUYECKHE TPEOOBAHUS K SKCILTyaTallii TOMELICHHH,
3/IaHUH, COOpYKEHUM, 000PYIOBAHUS U TPAHCIIOPTA, & TAKKE YCIOBUAM
JESTEIIbHOCTH XO3SHUCTBYIOIINUX CYObEKTOB, OCYIIECTBISIONIUX MTPOIAXKy TOBAPOB,
BBITIQJIHCHHE padOT WM OKa3aHue ycayr"

1.1.21

[TocranoBnenus [ maBHOTrO rocy1apcTBEHHOTO CaHUTApHOTO Bpada Pd ot
28.01.2021 N 4 OO6 yTBepxaeHnn canuTapHbIX npaswi 1 HopM CanlluH 3.3686-21
"CaHUTapHO-3MUIEMHOJIIOTHYECKHUE TPEOOBAHUS 110 MPO(UIAKTUKE HHPEKIIMOHHBIX
Oone3nen”

1.1.22

[Tpuxa3z Mungpuna PO ot 13.06.1995 N 49 «O0 yrBepxaennn MeToauueckux
yKa3aHUH 110 MHBEHTApU3AIMK UMYIIECTBA U (PUHAHCOBBIX 00s3aTEIBCTBY

1.1.23

"YronosHbiit koaekc Poccutickoit @eneparuu” ot 13.06.1996 N 63-03

1.1.24

"Konekc Poccuiickoii @enepanuu 06 aAMUHUCTPATUBHBIX [TPABOHAPYILIEHHUIX" OT
30.12.2001 N 195-®3

1.1.25

Tpynosoit konekc Poccuiickoit @enepanuun” ot 30.12.2001 N 197-03

Pa3nen 2

OCHOBBI pasMCIICHUA U XpAaHCHUA (I)apMaHeBTI/IquKI/IX TOBAPOB B AlITCYHBIX OpraHU3alusaXx

Konx HaumeHOoBaHUs TEM, DJIEMEHTOB U ITOJIDJIEMEHTOB

21 Teopernueckue OCHOBBI XpaHEHHsI (papMaleBTUUYECKUX TOBAPOB B alITEUHBIX
OpraHu3aIHsIX.

2.2 TpeboBanust K MOMELICHUSM XpaHeHus papMalleBTUYECKUX TOBAPOB

Pa3znen 3

AKTyaJbHbIE aITOPUTMBI XpaHEHUS (papMalleBTUYECKUX TOBAPOB B alITEUHBIX OpraHU3aUAX

(c anementamu COIla)

\ Kon

HaumeHnoBanwus TEM, DJICMCHTOB U ITIOADJICMCHTOB




OcHoBHBbIE IpaBUJIa XPAaHEHUSI PELIENTYPHBIX (B T.4. HAPKOTUYECKUX CPENCTB,
IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, CUIIBHOAECHCTBYIOIIUX U SITTOBUTHIX

3.1 BEIIECTB) U OE3pElEeNTYPHBIX JIEKAPCTBEHHBIX MIPETIAPATOB B IOMELICHUAX IS
XpaHeHUsi ¥ TOPrOBOM 3aJie.
3.2 AxTtyainbHbie nipaBuiia xpaneHus bAJIoB, METUIIMHCKUX U3JEIHUM U IPYTUX TOBApOB
anTe4yHOT0 aCCOPTUMEHTA
3.3 OcHOBHBIE IPaBWJIa XPAaHEHUSI MMMYHOJIOTHYECKHX IpenapaToB
CopTupoBKa NOCTYNAIOIIKX JIEKAPCTBEHHBIX MPENapaToB, APYTruX TOBAPOB alITEYHOTO
3.4 ACCOPTUMEHTA C YY€TOM UX (PU3UKO-XUMHUYECKUX CBOMCTB, TPEOOBaHMI K yCIOBUSM,
PEXKHUMY XpaHeHHs 0cOObIX TPy JIEKAPCTBEHHBIX MPENapaToB
ANTOPUTM U3BATHS JIEKAPCTBEHHBIX MPENApaTOB U APYTUX TOBAPOB ATEYHOTO
35 ACCOPTHUMEHTA, IPUILIEAIINX B HETOJTHOCTb, C UCTEKIIUM CPOKOM T'OJAHOCTH,
banpcupuIpoBaHHON, KOHTpa(haKTHOH, HETOOPOKAUSCTBEHHOM MPOTYKITMH M UX
XpaHeHue
36 Benenne npeaMeTHO-KOJIMYECTBEHHOTO YUeTa JIGKAPCTBEHHBIX MPETapaToB U OTYETHOM
' JIOKYMEHTAIIMU B COOTBETCTBHH C YCTaHOBJICHHBIMH TPEOOBaHUSIMU
37 OcHOBHbBIE MTOJXOAbI K UHBEHTAPHU3AIMHU JICKAPCTBEHHBIX MTPEINapaTos,

HaxXo AU XCA Ha XPAHCHUH

Pa3znen 4

KOpuanueckre 0OCHOBBI pU OpraHU3alMK HEHAJIEKAILEro XpaHeHus (apMalleBTUUECKUX TOBApPOB

Kon HammeHnoBaHus TeM, 3JIEMEHTOB U ITOJ3JIEMEHTOB
41 HopmaTtuBHO-IpaBOBOE peryIupoBaHUe IEUCTBUI KOHTPOJIbHO-HAA30PHBIX OPTaHOB 10
BOIIPOCAM pa3MEIIeHUs B MECTaxX XpaHeHHsI (papMaIieBTHIECKIX TOBAPOB
4.7 O030p TUMUYHBIX ¥ HEOYEBUIHBIX OITMOOK B OpraHU3alluy U Pa3MEIICHUH
(hapMareBTHYECKUX TOBAPOB B MECTaX XPAHCHUS
43 AKTyanbHble BUABI U (OPMBI OTBETCTBEHHOCTH (hapMalleBTUYECKOTO CIIEUATNCTA U

aITeYHOM OPraHM3alMy 33 JONYIIEHHbIE HAPYLICHUS




