06 yTBepxaeHuun OTpacneBoro craHpapTta "lMpasuna oTnycka
(peanusauunmn) neKapCcTBeHHbIX CPEACTB B anNTEeUYHbIX
opraHusaumnax. OcHoBHble nosioxeHusa" (OCT
91500.05.0007-2003)

Mpukas MuHUCTepcTBa 34paBooxpaHeHns Poccunckon Genepauum - Ne 80 - o1 04.03.2003 - lencTByEeT C M3MEHEHUAMN

Mpuka3 MuHncTepcTBa 34paBooxpaHeHnsa Poccninckon Pepepaunm ot 04.03.2003 r. Ne 80 (BronneTeHb
HOpPMaTMBHbIX aKTOB (hefepasibHbIX OPraHoOB UCMONHUTENbHOM BNacTK oT 2003 r., Ne 19)

MPUKA3

MuHmncTepcTBa 3a4paBooxpaHeHns Poccminckon ®egepaumnm
oT 4 mapTa 2003 r. N 80

06 yTBepxaeHum OTpacneBoro ctaHfapTa

"TMpaBnnia oTNycKa (peannsauunmn) J1eKapCTBEHHbIX CPeaCTB
B anTeYHbIX OpraHmn3aumnsx.

OcCHOBHbIe nonoxeHmna"

3aperncTpuposaHo MUHUCTEPCTBOM OCTULMM Poccminckon ®eaepaunm

17 mapTa 2003 r. PernctpaunoHHein N 4272

B Luensax pa3BuUTUS CUCTEMbI CTaHAApTM3aLMmN B 34PaBOOXPAHEHNN 1L
COBEPLUEHCTBOBaHMA PYHKLUOHMPOBaHNS chepbl obpalleHns neKkapCTBEHHbIX
CpencTB NprKasblBalo:

yTBepanTb 1 BBECTU B Aencteue ¢ 30 mapTa 2003 roga OTpacneson
cTaHgapT OCT 91500.05.0007-2003 "MpaBuna oTnycka (peanvsauyumn)
JIeKapCTBEHHbIX CPEACTB B anTeYHblX opraHm3aumnsax. OCHOBHbIE NONOXKEHUS"
(MpunoxeHwne).

MpunoxxeHune

YTBEPXXOEHO

npuKasom

MuWHMCTepCTBa 34PaBOOXPaHEHNS
Poccuinckon ®epepauun

oT 4 mapTta 2003 r.

N 80

OTPAC/IEBOV CTAHOAPT

MPABUNA
OTnyckKa (peann3aumnm) JeKapcTBeHHbIX CPeACTB
B aNTeYHbIX OpraHn3aLmsax

OCHOBHBbIE NMONOXXEHNA
OCT 91500.05.0007-2003
|. BBepeHune

1.1. OTtpacneson cTtaHfapT 91500.05.0007-2003 "Mpasuna oTnycka
(peannsaumnmn) neKapCTBEHHbLIX CPELCTB B aNTEYHbIX OpraHu3aLmsx.
OcHoBHble nonoxxeHua" (nanee - OCT) pa3paboTaH B COOTBETCTBUN C
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3akoHoM Poccunckon ®epepaunn oT 10 utoHa 1993 roga N 5154

"0 ctaHfapTum3auumn" (Begomoctn Cbesna HapoAHbIX AenyTaToB Poccunckon
®epepaumm n BepxosHoro CoseTta Poccuinckon ®egepaunn, 1993, N 25,

CT. 917; CobpaHune 3akoHofaTenbCTBa Poccuinckon depepauum, 1996, N 1,
CT. 4; 2002, N 28, cT. 2791; N 30, cT. 3033), PefepabHbIM 3aKOHOM

oT 22 ntoHsa 1998 ropa N 86-®3 "O nekapcTBeHHbIX cpeacTBax” (CobpaHue
3aKoHogaTenbCcTBa Poccminckon ®epepaunn, 1998, N 26, cT. 3006; 2000,

N 2, cT. 126; 2002, N 1 (4. 1), cT. 2), NonoxxeHnem o MnHNCTEpCTBE
3[paBooxpaHeHnsi Poccunckon ®epepaunm, yTBEP)KAEHHbLIM NOCTAHOBJIEHNEM
MpaBuTenbcTBa Poccuiickon Pepepaunn oT 29 anpens 2002 roga N 284
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumum, 2002, N 18,

cT. 1771).

1.2. HacTosawmn OCT asnseTtcs obs3aTebHbIM AJ1 BCEX anNTEeYHbIX
OopraHu3aunii He3aBMCMMO OT OPraHM3aLNoHHO-NPaBOBON HOPMbI U (POPMbI
CoBCTBEHHOCTU, OCYLLECTBASAIOWMNX PO3HNYHYIO TOPrOBJIIO JIeKAPCTBEHHLIMU
cpencTBamum.

HacToawwmi cTaHaapT He pacnpoCTpaHsAeTCS:

- Ha OeATeNbHOCTb anTekK 1e4ebHO-NPOPUIaKTUYECKUX YYPEXAEHNI 1
MeXXB0NbHNYHBIX anTek;

- Ha 4eATeNbHOCTb MO pacnpocTpaHeHno 06pa3LoB 1eKapCTBEHHbIX
npenapaToB NpeaCTaBUTENSMU NPeanpPUATUA-NPON3BOANTENEN B PEKSIAMHBbIX
uensx;

- Ha AeATeNIbHOCTb MO PacrnpoCcTPaHEHMIO roCYyAapCTBEHHbIX

CTaHAapTHbIX 06pa3LI0B IeKapCTBEHHbIX NPenapaTos;

- Ha 4eATeNbHOCTb, CBA3aHHYI0 C 060POTOM KpPOBM U ee

KOMMOHEHTOB, NCMO/b3yeMbIX B TPaHCY3Mo0rum;

- Ha 4eATeNbHOCTb, CBA3AHHYIO0 C MPOLaXKEN CbipbS XNUBOTHOIO
NMPONCX0XXAEHNS N HE()ACOBAHHOIO JIEKAPCTBEHHOIO PACTUTESIbHOIO ChipbS,
noasexalwux gaabHenwen npoMbineHHon nepepaboTke AN M3roToBaeHMs
JIeKapCTBEHHbIX NpenapaTos.

[I. ObLwme nonoXxeHuns

2.1. AnTeYyHas opraHmM3aLuns oCyLecTBASET CBOK AeATEeNbHOCTb Ha
OCHOBAHWM NNLEH3UN Ha hapMaLleBTMYECKYIO AeATENbHOCTb, BblAAaHHON B
YCTaHOBJ/IEHHOM MoOpsOKe.

MpnobpeTeHune, XpaHeHNe 1 peann3aLns HapKOTUYECKMX CPeEACTB U
NCUXOTPOMHLIX BELWECTB, BK/IIOYEHHbIX B I'Iepequb HapKOTU4YeCKNX CpencTs,
NMCUXOTPOMHLIX BELLECTB W UX MPEKYPCOPOB, NOANEXKALLMX KOHTPOJIIO B
Poccninckon ®degepaunn B yCTAaHOBJIEHHOM nopsiake (gasiee - HapKoTUYeCKue
CpencTBa M NCMXOTPOMHbIE BELLECTBA), AO0/MKHbI OCYLLECTBAATLCS TONLKO MpW
HaMYUKN TNLEH3NW Ha BUAObI AEATENbHOCTM, CBA3aHHbIE C 060POTOM
HapPKOTUYECKNX CPencTB N NCUXOTPOMHbIX BELWECTB.

2.2. MopsfokK, ycnoBus NpefocTaBeHNs n NpoaaeHna ANLEeH3NM Ha
hapMaLEeBTNYECKYIO AeATeNbHOCTb, YCI0BNS OTKa3a B NpeaoCcTaBNeHNN
JINLLEH3UN, MPUOCTAHOBKN AENCTBMSA UAWN aHHYJIMPOBAHNS NNLEH3NN
YyCTaHOBJ/IEHbI 3aKOHOAATEbHLIMU 1 HOPMATUBHbLIMU NMPABOBLIMI aKTaMu
Poccuickon ®epepaumu.

2.3. AnTeyHble opraHusaunn B cBoen paboTte fO/KHbI
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PYKOBOACTBOBATHLCA ONPeAeeHHbIMIN TPeBOBaHNAMMN, YCTAHOBEHHbIMU
rocyfapCTBEHHLIMU CTaHOAPTaMU, CAaHUTAPHbLIMKU, NPOTUBOMOXKAPHLIMU
npasunaamMmn n gpyrumm HOpMaTMBHLIMU SOKYMEHTaMu (ganee - CTaHAapThl),
npaBuiaMmn oxpaHbl TPyaa U TeXHMKKU Be3onacHOCTW.

2.4, Tlo xapakTepy LeATesIbHOCTM anTeyHble opraHusauum

noapasfensoTcs Ha:

- N3roTaB/AMBalOLLME NEKAPCTBEHHbIE NpenapaThl Mo peuenTam Bpayen,
TpeboBaHNAM y4peKAeHU 34PaBO0XPAHEHUS, CTAHAAPTHBIM NPOMUCAM, C
nocnegyoLwen nx peaasaunen B npegenax opuanyeckoro amua no peuentam
1 6e3 peLenToB Bpaya; OCYLLECTBAAIOWME peann3aLmnio roToBbix
JleKapCTBEHHbIX NPenapaToB N APYrnX TOBapPOB, PaspeLleHHbIX K OTNYCKY U3
anTeYHbIX OpraHmn3aLmi, HaceseHno No peuenTam mnun 6e3 peuenToB Bpaya
N y4pexxaeHnsaM 30paBOOXPaHEHNS, MPOCBELLEHMS, COLMaNnbHOro obecneyveHmns
1 gpyrue no TpeboBaHMAM UK 3asBKaM (anTeka C NPon3BOACTBEHHbIM
OTAEN0M, anTeYHbIA MYHKT C MPaBOM U3rOTOBEHUNS JIEKAaPCTBEHHbIX
npenapaTos);

- OCYLLeCcTBASALWME peasn3aLnio FOTOBbIX JJIeKapCTBEHHbIX NpenapaTos K1
APYrX TOBapPOB, pa3peLleHHbIX K OTAYCKY U3 anTeYyHbIX OpraHM3auni,
HaceneHuto Nno peuenTam unm 6e3 peLenToB Bpaya 1 y4peXx 4eHUM
34paBooxpaHeHuns no TpeboBaHNAM MM 3asBKaM (anTeka roToBbiX PopmM,
anTeYHbIN NYHKT 6€3 NpaBa U3roTOBIEHNS IEKAPCTBEHHbIX NMPenapaTos,
anTeYHbIN KMOCK, anTeYHbIN MarasuH).

2.5. AnTeyHble opraHusauny MoryT 6bITb NPEACTaB/IEHblI aNTEKAMN,
anNTeYHbIMU MYHKTaMK, anTeYHbIMU KMOCKaMW, anTeYHbIMU Mara3mHaMu.
AnTeYHble opraHu3aumny MoryT OCYLEeCTBAATb caelyowme QyHKLuun:

AnTeka:

- peann3aumio HaCeneHnto roTOBbIX JIEKAPCTBEHHLIX MpenapaToB (B TOM
yucae romeonaTMYeCcKMX npenapaTos) Mo peuenTam n 6e3 peuenTos Bpaya,
YyYpexXaeHusM 34paBooXpaHeHns No TpeboBaHMAM UK 3asBKaM;

- N3roTOBJIEHNE JIEKAPCTBEHHbIX NPEnapaToB Mo peuenTam Bpayen 1
TpeboBaHMAM yuYpeKAeHUI 34 PaBOOXPAHEHMS, N3rOTOBJIEHNE BHYTPMANTEYHON
3ar0TOBKW B COOTBETCTBUMN C YTBEPXKAEHHLIMU NPONMCAMN N hacOBKY
JIeKapCTBEHHbIX MPenapaToB U JIEKAPCTBEHHOIO PACTUTENBHOIO ChipbS C
nocneayLwen nx peannsaunen;

- OTMYCK JIeKapCTBEHHbIX NpenapaToB 6ecnaaTHO Nan Co CKNAKON
OTAENbHbIM FPyNMNaM HaCesleHNsi B COOTBETCTBUM C AENCTBYIOLLNM
3aKoHodaTenbCcTBOM Poccuinckon ®egepaumm n Ha OCHOBAHUN 3aK/lOHEHHbIX
[LOroBOPOB C TEPPUTOPUAIBEHBIMIU OpraHaMm ynpaBeHNs 34PaBOOXPaHEHMNEM,
nevyebHo-NPoNNAKTUYECKUMY YYPEXAEHNAMU N CTPAXOBLIMU KOMMAHUAMN;
- peann3aumio IeKapCTBEHHOr0 PacTUTENIbHOIO Chbipbs B 3aBOACKOW
YNaKoBKe; N3AENNA MeANLNHCKOro Ha3HaYeHns (B YaCTHOCTW, NPeaMeTOB
yxoAa 3a 60/IbHbIMK, N3LENNA MEQNLMHCKOA TEXHUKK, B T. M.
NPOGUNAKTUYECKOr0 Ha3HAYeHNS, ANarHOCTUYECKUX CPeacTB,
nevebHo-npodunnakTmyeckoro benbs, 4ynoyHbIx n3gennin, baHgaxen,
npegMeToB yxoha 3a AeTbMU, anTevyek NepBon MeanLNHCKOM MOMOLLM 1
APYrux); Le3NHOULMPYIOLWNX CPeacTB; NpeaMeToB (CpeacTB) NYHON
rUrneHsbl (B YaCTHOCTK, CPEACTB YX04a 3a KOXeW, BoJocamu,
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apoMaTUYeCcKnx Maces n Apyrux); onTUKKN (B HaCTHOCTM, FOTOBbLIX OYKOB,
CpencTB Mo yxo4y 3a 04KaMu 1 ApYrux); MUHepPabHbIX BOA, (HaTypasbHbIX
N NCKYCCTBEHHbIX); Ie4ebHOro, AeTCKOro 1 ANeTUYeCcKoro nutaHua (B
YaCTHOCTHU, NnLeBbLIX ,EI,OGaBOK neyebHoro u I'IpOCpVIJ'IaKTI/I‘-IeCKOFO Ha3Ha4YeHuns
N BPYrux); KOCMETMYECKYI0 U NapgoMepHyo NPOAYKLMIO (fanee - ToBaphl,
pa3peLleHHbIe K OTMYCKY U3 anTeYHbIX OpraHm3auuni);

- 0TNYCK NPeaMEeTOB Yepes MyHKT NpokaTa B COOTBETCTBUM C
YCTAHOBJ/IEHHbLIM MOPSAKOM;

- NpefoCTaBJ/ieHNe HaceeHno HeobxoaMMon NHGoPMaLUK Mo
HageXxalleMy 1UCMoJIb30BaHMWIO U XPaHEHWIO JIeKaPCTBEHHbIX MpenapaToB B
JOMaLUHUX YCI0BUSIX; OKa3aHWe KOHCYbTaTUBHOW MOMOLLM B LIENAX
obecneyeHnss 0TBETCTBEHHOIO CaMOJIEYEHUS;

- NpefocTaB/ieHNne MeaNLNHCKMM paboTHMKAM yupexx AeHNiA
3[1paBOOXPaHEHUS, MPOCBELLEHMNS, COLManbHOro obecnevyeHuns n ap.
HeobxoamMon nHgpopMaunn 06 NMEILNXCS B anTeKe IeKapCTBEHHbIX
npenapaTtax, a TakXXe 0 HOBbIX JIEKAapPCTBEHHbLIX NpenapaTax;

- OKa3aHWe NepBon MeaNLNHCKON NOMOLLN;

- OKa3aHWe KOHCYNbTaTUBHOW MNOMOLLM B Liensax obecneyeHns
OTBETCTBEHHOr0 CaMoeYeHNs.

ANTeYHbIA NYHKT:

- peann3aumio HaCeneHunto IeKapCTBEHHbIX NPenapaToB Mo peuenTam
Bpaya (KpoMe HapKOTUYECKNX CPEACTB, MCMXOTPOMHbIX, CUJIbHOAENCTBYOLLNX
N A00BUTbLIX BELLECTB) 1 6e3 peLienTa Bpaya; peann3aunto pacdacoBaHHOro
JIeKapCTBEHHOr0 PacTUTENbHOMO Cbipbs B 3aBOLCKOW YNaKoBKe, U34enuni
MeONLNHCKOro Ha3HaYeHns, NpeamMeToB (CPeacTB) IMYHON TUTrNeHbI;

- N3rOTOBJIEHWE JIEKAPCTBEHHbIX NPENapaToB Mo peuenTaM Bpaya,
N3roTOBJIEHNE BHYTPMANTEYHON 3ar0TOBKN B COOTBETCTBUM C
YTBEPXAEHHLIMU MPONUCSMU N DACOBKY JIEKAPCTBEHHbIX NPenapaToB C
nocsiefyoLwen nx peanusaunen;

- OTMYCK JIeKapCTBEHHbIX CpeAcTB 6ecnnaTHO UM CO CKUAKOWN

OTAENbHbIM FPYNMNaM HaCeNleHNsI B COOTBETCTBUMN C AENCTBYIOLNM
3aKoHoZaTenbCcTBOM Poccuinckon ®egepaumm n Ha OCHOBAHUN 3aK/lOYEHHbIX
JI0rOBOPOB C TEPPUTOPUAIBHBIMI OpraHaMu yrpaBiaeHns 3paBo0OXPaHEHNEM,
NnevyebHo-NPoNNAKTNYECKUMI YHYPEXAEHNAMN N CTPAXOBLIMU KOMMAHNAMN;

- NpefocTaB/ieHne HaceaeHnto HeobxoamMmMon nHpopMaLMn No

Hagnexauwemy UCnoJib30BaHUIO N XpaHEHNIO JIEKAPCTBEHHbLIX MpenapaToB B
AOMaLLHUX YCI0BUSX; OKa3aHNe KOHCYNbTaTUBHOW MOMOLLM B LIeSAx
obecneyeHnss OTBETCTBEHHOIO CaMOJIEYEHUS;

- NpeAocCTaB/ieHNne MeaNLUNHCKMM paboTHMKaM yupexx aeHni
3[1paBOOXPaHeEHNS, MPOCBELLEHMS, colmanbHOoro obecneyeHnss Heobxoanmom
NMHOopMaLUKM 06 UMEILLNXCA B aNTEYHOM MYHKTE JIEKapCTBEHHbIX NpenapaTax,
a TaKXXe 0 HOBbIX IEKAPCTBEHHbIX NpenapaTtax;

- OKa3aHue NepBo MegNLIMHCKON MOMOLLN.

ANTEeYHbIN KNOCK:
- peann3saumio HaceneHuto IeKapCTBEHHbIX NpenapaTos 6e3 peuenTa

Bpay4a; peasm3aLmnio pachacoBaHHOMO JIEKAPCTBEHHOMO PACTUTENIbHOMO ChlipbS
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B 3aBOACKOMN YMaKOBKe, n3aennn MegmumMHCKOro HasHavyeHus, npeaMeToB
(cpencTB) INYHON U NEHbI;

- NpefocTaB/ieHne HaceeHnto HeobxoaMMon nHpopMaLUn No
HageXalleMy UCMOJIb30BaHMIO U XPaHEHWIO JIEKAPCTBEHHbIX MpenapaToB B
AOMaLUHUX YCIOBUSIX;

- OKa3aHue NepBon MegNLIMHCKON MOMOLLN.

ANTEeYHbIN Mara3unH:

- peann3saumio HaCeneHnto IeKapCTBEHHbIX NpenapaTos 6e3 peuenTa

BpaYa; peannsaumio pachacoBaHHOro N1eKapCTBEHHOr0 PacTUTEIbHOIO Chipbs
B 3aBOACKOMN YNaKOBKe, N3aennin MegmumMHCKOro HasHavyeHuns, NnpeaMeToB
(CpencTB) NMNYHOW FUTUEHbI;

- NpefocTaBJieHNe HaceleHnto HeobxoaMMon NHGoPMaLUK Mo

HagJeXxalleMy UCMoJIb30BaHMWIO U XPaHEHMWIO JIeKaPCTBEHHbIX MpenapaToB B
AOMALUHUX YCIOBUSIX;

- OKa3aHWe NepBo MeaANLNHCKON NOMOLLIN.

(MyHKT yTpaTnA cuay B TOM 4aCTU, B KAKON OH OrpaHNYMBaeT

(OYHKLMMN anTeYHbIX MYHKTOB, anTeYHbIX KNOCKOB W aNTEeYHbIX Mara3nHoB Mo
peanunsauny NpoayKLMK, NpeayCMOTPEHHON MYHKTOM 9 cTaTbn 32
depepanbHOro 3akoHa ot 22.06.1998 N 86-93 - lMpuka3 MuHucTepcTBa
34paBooxpaHeHus Poccninckon ®egepaunm ot 30.01.2004 r. N 31)

2.6. AnTeYyHas opraHusaLuna peanunsyeT JIeKapCTBEHHbIE NpenapaThl,
3apernucTpupoBaHHbIe B yCTAaHOBIEHHOM 3aKOHOAATeIbCTBOM Poccuinckon
depnepaumm NopsaKke NanM U3roToBJEHHbIE B aNTEYHON OpraHu3aumnm no
peLenTam Bpayen unn TpeboBaHNsSM yupexx4eHWI 3paBOOXpPaHeHNs (anTeke,
anTeYHOM MyHKTe).

2.7. He ponyckaeTcs peasiM3aumnsa NeKapCTBEHHbIX NpenapaTos U

APYrX TOBapOB, NpULIEALNX B HEFrOAHOCTb, C UCTEKLLUMM CPOKOM FOAHOCTM,
HE3aKOHHbIX KOMWU SIeKapCTBEHHbIX NpenapaTos.

2.8. AnTeyHas opraHm3aLns fosKHa pacnonaraTb HeobxoanMbIMK
nomMelleHmamMu, obopyagoBaHnem n MHBeHTapeM, obecneymBatownMn B
COOTBETCTBUM C TpeboBaHMAMYN CTaHAAPTOB COXPaHEHME KaYyeCTBa 1
6e30nNacHOCTY IeKapCTBEHHbIX NPeNapaToB Npu X XpaHeHUW 1 peann3aunn,
Hagnexalliune ycaoBUsA poO3HUYHOWM TOProBAN JIeKapCTBEHHbIMU NpenapaTaMm 1
APYrMK TOBapaMu, pa3peLleHHbIMU K OTMYCKY M3 anTeYHbIX OpraHu3aumni.
2.9. B anTe4yHon opraHm3aunm B yoobHbIX 415 03HAKOMJIEHUS MecTax
TOProBoro 3asia A0/KHbI OblTb pa3MeLLEeHbl:

- KOMUW NNLLEH3MI Ha (hapMaLLeBTUYECKYIO0 AeATEeNbHOCTb U apyrue

BMAbl eATEeNbHOCTY B COOTBETCTBUN C AENCTBYIOWMUM 3aKOHOLATENbCTBOM
Poccuiickon ®epepaumm;

- HhopMauma o TenedoHax 1 agpecax oOpraHoB yrpaBaeHms
3[1paBOOXPaHEHNEM 1 hapMaLLEBTUYECKON AEATENbHOCTbIO;

- KHUIa 0T3bIBOB U NPeaIoKEHWNN;

- MHDopMaLMa 0 rpynnax HaCeNeHUs, UMeloLLMX NpaBo Ha becnnaTHoe

N NbroTHoe obecneyeHne n BHeoYepeaHoe 06CnyXnBaHme, B COOTBETCTBUM

C OeNCTBYIOLIUM 3aKOHO4aTeNbCTBOM Poccuinckon denepaunu;

- MH(opMaLMS 0 NiMLe, OTBETCTBEHHOM 3a JIEKAPCTBEHHOE

obecneyeHune nHBanmaos Benmkon OTe4eCTBEHHOW BOWHbI Y MPUPABHEHHbIX K
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HUM KaTeropui HaCesieHns No Nbrotam (419 anTevyHbIX OpraHu3aumnm,
OCYLLECTBAAOLWMNX JIbFOTHbIA OTNYCK JIEKAaPCTBEHHbIX NMPenapaToB);

- H(hopMaLms 0 HoMepax TeneoHOB 1 pexume paboTbl CNpaBoYHON
hapMaLeBTNYECKON CyXbbl;

- MH(OpPMaLMS 0 HAMMEHOBaHMAX OTAEN0B UAN 30H OTMNYCKa
COOTBETCTBYOLMX rPynn TOBapOB.;

- MH(hOPMaLIMS 0 CPOKaxX XpPaHEeHMNS IeKapCTBEHHbIX NpenapaTos,
N3roTOBJIEHHbIX B anTeKe (anTe4YHOM MyHKTE);

- LEHHVKW Ha npeanaraemble 6e3peLenTypHble IeKapCTBEHHbIE

npenapaThl U Apyrve ToBapbl, pa3peLleHHble K OTNYCKY M3 anTe4HbIX
opraHunsauunm;,

- NH(OPMaLIMS O COTPYAHMKAX anTe4YHOM opraHu3aunm,

HenocpeacTBeHHO 00CNY)XUBAOLWMX HaceneHne (Tabnunyku, bengxm n npovee
C ykaszaHuem @, N. 0. n Jo/HKHOCTN);

- NHopMaLms 0 AexypHoMm agMmuHucTpaTope (®. U. O., BOKHOCTL) ©
HaX0XXOEHUN KHOMKW CUFHAaJIbHOMO BbI30Ba AEXYPHOro agMuHUCTpaTopa (3a
NCKJIIOYEHMEM anTeYHOro KMocCkKa);

- MPU HaNNYMK NYHKTa NpokKaTa MHGOPMaLns 0 NepeyHe npeaMeTos,
BblaBaEMbIX HaMpoKar;

- Konunsa unu BbiNncka nu3 GegepanbHoro 3akoHa "O 3awmTe npas
notpebutenen"<1>;

- KONus nnu Bbinucka m3 "MpaBui NpoAaXkn oTAebHbIX BUAOB

TOBapOB, NEPEYHA TOBAPOB AJIMTESIbHOMO MOJIb30BaHUSA, Ha KOTOPbLIE HE
pacnpocTpaHseTca TpeboBaHne nokynatens o 6e3so3mMe3gHOM
npegocTaBieHNN eMy Ha NEPUOA PEMOHTA U/N 3aMeHbl aHaI0rNYHOI0
TOBapa, W NepeyHs HeNpoLoBOIbCTBEHHbLIX TOBAPOB HaAIeXalllero Ka4yecTBa,
He NoAJsiexallLnx Bo3BpaTy uam obMeHy Ha aHa0rMYyHbIN ToBap APYrux
pa3mepa, hopMbl, rabapuTa, hacoHa, pacLBETKU UM KOMNAeKTaLun",
YyTBEPXAEHHbIX B YCTAHOBIEHHOM MOpAOKEe<2>;

- NepeyeHb NeKAPCTBEHHbIX CPEACTB, OTNyCKaeMbix 6e3 peuenTa

Bpaya, yTBEP)KAEHHbIA B YCTAHOBJIEHHOM Mopsiake<3>.

2.10. B npouecce cBoen AesATeNbHOCTI CNEUMannNCTbl anTeYHON
opraHusauuy 06s3aHbl cobntogaTb HOpMbI hapMaLLEBTUYECKON AEOHTOJIOM NN 1
3TUKW.

<1> 3akoH Poccuiickon Pepepaunn oT 7 hepana 1992 roga N 2300-

"O 3awmTe npas notpebutenen" (Begomoctn Chesna HapoOaHbIX AENyTaToOB
Poccuinckon degepaunm n BepxosHoro CoeeTa Poccuinckon degepauunu,
1992, N 15, cT. 766; CobpaHue 3akoHogaTenbCTBa Poccninckom

®epepaummn, 1996, N 3, cT. 140; 1999, N 51, cT. 6287).

<2> lMNocTaHoBneHune MpaBntenscTBa Poccuinckon ®epepaunm ot 19
AaHBaps 1998 roga N 55 "06 yTBepxxaeHUn MpaBua Npoaaku oTaesbHbIX
BMIOB TOBApPOB, MNePeYHs TOBApPOB AJINTENLHOI0 MNOb30BaHUSA, Ha KOTOPbIe
He pacnpocTpaHseTcs TpeboBaHMe NokynaTens o 6e3Bo3mMe3gHOM
npenocTaB/eHNN MY Ha NEPUOL PEMOHTA UM 3aMeHbl aHaI0rMYHOro
TOoBapa, 1 NepeyHs HenpoAoBObCTBEHHbLIX TOBAPOB HaAleXalllero Ka4yecTsa,
He noanexalnx Bo3BpaTy Win 0OMeHy Ha aHasIorMYHbIA TOBap APYrmx
pa3mepa, hopMmbl, rabaputa, hacoHa, pacLBETKU Uan KoMnaekTauumn"
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(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 1998, N 4, cT.
482; N 43, cT. 5357; 1999, N 41, cT1. 4923; 2002, N 6, cT. 584).

<3> lpukas MunH3gpasa Poccum oT 19 miona 1999 ropa N 287

"06 yTBEpXXAeHUN MepeyHs NeKapCTBEHHbIX CPEACTB, OTNyCKaeMblix 6e3
peLenTa Bpaya" (3apernctpuposaH B MuHiocTe Poccum 23.08.99,
perncTpaunoHHbin N 1875).

IIl. MomelLeHmnsa n obopynosaHmne
anTeYHbIX OpraHun3aLmmn

3.1. Bce nomeLleHUst anTe4YHON opraHn3aLmm 0oSKHbI ObiTh

pacnonoXeHbl B 3aaHNN (CTPOEHNN) N DYHKLMOHAIbHO 00 beANHEHBI B €4UHbIN
610K, N30NMPOBaHHbIN OT APYrMx opraHm3aunin. lonyckaeTcs Bxo4 (Bbixon)

B anTeYHY0 OpraHM3aunio Yepes noMelleHrne apyron opraHnsaumm.
ANTeYyHOW opraHunsaumm ciegyeT NpeayCcMoTpeTh BO3MOXXHOCTL BXOAa
(BbIXO4A) NOAAM C HapyLIEeHNSIMU PYHKLMIA ONMOPHO-ABUraTENbHOro annapara.
3.2. Ha nnowapsax anTeuHbiX opraHu3aumin He gonyckaeTcs

pa3MeLlleHne nogpasgeneHnm, PyHKLMOHANbHO He CBA3aHHbIX C YKa3aHHbIMU B
JINLLEH3USX BUAAMUN OeATESIbHOCTW.

3.3. AnTeYyHasa opraHm3auns LOJHKHA UMEeTb BbIBECKY C YKa3aHUeM

BMIa opraHu3auuy (B COOTBETCTBMM C NNLEH3MEN HA (hapMaLleBTUYECKYIO
AeATeNbHOCTb) Ha PYCCKOM U HaLMOHabHOM fi3blkax: "AnTeka", "ANTeYHbI
NyHKT", "ANTeYHbIN KMOCK", "ANTEYHbIN MarasnH";

OpraHn3aLUnoHHO-NPaBoBO (OPMbl U HOpMbl COBCTBEHHOCTU; (DUPMEHHOMO
HaVMeHOBaHWS OpraHn3aLnn; MeCcTOHaxoXAeHns (B COOTBETCTBUM C
yypeauTenbHbIMU IOKYMEHTaMN), a TakXKe pexuma paboTbl opraHmu3aumu,
agpecos 1 TenedoHoB Ban3nexalmnx n 4eXXypHbIX anTek.

HanmeHoBaHMe BUAA anTeYHON OpraHM3aLmm 40KHO BbITb BbIMOJHEHO
LIPUGTOM, pa3Mep KOTOPOro No3BoJISEeT YETKO B N1l060e BpeMsa CyTOK
Pa3NNyYUTb HAAMUCb C PACCTOSHUA He MeHee 25 MeTpoB. Npu pasMeLlleHnn
anTeyYyHoW opraHn3aumm BHYTPU 30aHNS BbIBECKA A0/KHA HAX0ANTbLCA Ha
HapY>XHOW CTeHe 34aHuS.

AnTeyYyHas opraHm3auuns, okasblBatoLlas JeKkapCTBEHHYO NMOMOLLb B

HOYHOEe BpeMs, [0/KHA UMEeTb OCBELLEHHYIO BbIBECKY C MHGOpPMaLMen o
paboTe B HOYHOE BPEMS, C yKa3aHMeM YacoB paboTbl, 3BOHOK AJ11 BbI30Ba
noceTuTesieM paboTHNKa anTEYHOW OpraHm3aLuu.

3.4. Mpw 3aKpbITUM aNTEYHON OpraHu3auny 4as NpoBeneHns

CaHUTapHbIX paboT, peMoHTa, NepeobopyoBaHNS NN B CBSA3M C ee
JINKBMAaLMEN HaceneHne n3sellaeTca 06 3Tom 06bABNEHNEM, Pa3MeLLEHHbIM
Ha BXOOHOW ABepw, 3a 5 OHEeN A0 3aKpbITMA anTEe4YHOM oOpraHu3saumum. B
06bsBNEHNM YKa3bIBAaeTCSA aapec 6amKanmx anTeyHblx opraHmsauun. Mpu
3aKpbITUM anTEe4YHON OpraHn3auny B CBA3WN C PEMOHTOM WM ee IMKBUAaumen
PYKOBOAWNTENb aNTeYHON OpraHmM3aLnm yseaoMaseT 06 3TOM IMLEH3NPYIOLLNIA
OpraH, BblAaBLUWI JNLEH3NIO.

3.5. CocTaB, pa3mMepsbl NoMelLeHnin 1 0bopya0BaHNE anTeYHON

opraHu3auuny onpenensaioTca 4ENCTBYOWMMN CAHUTAPHO-TUTMEHNYECKUMNU,
CTPOUTENbHBIMW N UHBIMW HOPMaMK 1 NpPaBUSIAMMN.

3.6. MMpn M3MeHeHNN NNAaHUPOBKN NOMELLLEHNIA anTeYHbIX OpraHn3aumm B
TeyeHne AEeNCTBUS NULEH3UN InLeH3naT MHopmMmmpyeT 06 3ToM
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JINLLEH3UPYIOLLWIA OpraH B yCTaHOBAEHHOM NOPAAKeE.

3.7. MNomeLeHnsa anTeYHbIX OpraHn3aLnii LOMKHLI OTBEYaTb

TEXHUYECKMM, CAHUTAPHbIM, MPOTMBOMOXAPHLIM U APYTUM JANLEH3NOHHbLIM
TpeboBaHMAM 1 YCNOBUAM.

3.8. AnTeyHble opraHu3aLmmn AOJKHbI UMEeTb LLeHTPan30BaHHbIe

CUCTEMbI 3/1IEKTPOCHabXEeHUS, OTOMNEHMS, BOAOCHAbXXeHMS,
NPUTOYHO-BLITSXKHYIO BEHTUAALMIO, KaHAIM3aLNIo.

Mpy opraHM3aunmn anTeYHbIX MyHKTOB Npu Ne4ebHo-NpoduiakTUieckmnx
YUYPEeXAEHUSAX OHN MOTYT BbITb OCHALLEHbLI CUCTEMON KOHANLMOHNPOBaHUS;
aAMUHUCTPATUBHO-ObITOBbLIE MOMeLLeHNA MOMYT BbITh 06LWKMMU. B anTeyHbIx
OpraHu3aunsx, pacnosioXXeHHbIX BHE FOPOA0B, BO3MOXHO Hannyne
aBTOHOMHOI0 OTOMJIEHNS, KaHanM3auum n BOJOCHabXxeHus.

3.9. BHyTpeHHMe NOBEPXHOCTW CTEH, MOTOJIKOB [0J/KHbI ObITh

rNagkyuMu, AOMycKaTb BO3IMOXHOCTb MPOBEAEHMNS BiaXHON y6opKuy. Mok
NMPOM3BOLACTBEHHbIX MOMELLEHUIN U MaTepUabHbIX KOMHAT AOJHKHbI UMETb He
obpa3sytolLee MNblib NOKPLITUE, YCTONYMBOE K BO3AENCTBUIO CPEACTB
MexaHu3aLumnm 1 BRaxKHom y6opKy € MCNoJSIb30BaHMEM Ae3UHPULNPYIOLLMX
cpencTs. MaTepuanbl OTAENKN NOMELLEHNI LOMXKHbI COOTBETCTBOBATb
TpeboBaHNAM COOTBETCTBYIOLUNX HOPMATUBHbIX JOKYMEHTOB.

OThenka adMUHUCTPATUBHO-ObITOBbLIX MOMELLEHNIN fONYyCKaeT
ncnonb3oBaHne 060eB, KOBPOBbLIX MOKPLITUIA, MapKeTa, MaC/SHbIX KPAaCoK U
T. M.

3.10. MomeLlLeHNsa 0N XpaHeHNS IeKapCTBEHHbIX MpenapaTos
(NeKapCTBEHHbIX CPEACTB) B @aNTEYHbIX OPraHn3aLmnax LOMKHbI BbiTh
OCHaLLEeHbI cnelmanbHbiM 060pya0BaHMEM, MO3BOASIOLMM 06eCcneynTb nx
XpaHeHMne € y4eTOM (OU3NKO-XUMUYECKMX, (DapMaKOoI0rM4eckmx 1
TOKCUKONOrMYeCKnx CBOMNCTB, a Takxe TpeboBaHU CTaHAAPTOB KavyecTBa
JIeKapCTBEHHbIX CPeACcTB U [ocyaapCTBEHHON hapMakonen Poccunckom
defepaunn 1 NX HaLNEXaLlyto COXPaHHOCTb.

MomMelleHnsa anTeyHbIX OpraHm3aunin, pacnosio)KeHHbIX B FOPOAE, AO/KHbI
ObITb OCHALLEHbI CUCTEMAMMW OXPaHHON CUFHANM3aLUN C NOAKIOYEHNEM Ha
NyJibT C KPYFJIOCYTOYHBIM LLEeHTPan30BaHHbIM HablogeHneM nam
KPYr10CYTOYHO OXPaHATLCS OXPaHHbLIM MPeanpuaTUeM, MMEKLWUM IMLEH3NIO Ha
HOaHHbIN BUL BEATEbHOCTN.

3.11. MomeLLeHnsa oNns XxpaHeHNs HAPKOTUYECKUX CPencTs,

NCUXOTPOMHBIX BELLECTB, AA0BUTbIX Y CUABHOAENCTBYIOLLNX BELLECTB B
obs3aTeNlbHOM NopsiaKe O0JKHbI 060py0BaATLCS MHOMOPY6OEXHBIMW CUMCTEMAMY
OXPaHHON CUrHANM3aLUN C NOAKJIIOYEHNEM KaXKAoro pybexxa Ha oTAeNbHble
HOMepa My/bTOB LIeHTPaan30BaHHOro0 HabnaeHns, Npy 3ToMm:

- DONOJIHUTENbHLIMY pybeXxaMmn CUrHaIM3aUmm 3aLlnWalTCa BHYTPEHHNE
obbeMbl 1 NAOWAAN NOMELLEHUI, Cendbl (MeTananyeckne Wwkadsol),
NCNoJib3yemMble A5 XPaHEeHNS HAPKOTUYECKNX CPeACTB, MCUXOTPOMHbIX,
A00BUTBIX N CULHOAENCTBYOLMX BELLECTB;

- paboyne mecTa nepcoHana, NPOM3BOAALLEro onepaunn ¢

HapKOTUYECKMMW CpeacTBaMu, NCUXOTPOMHLIMU, SA0BUTLIMA 1
CUbHOLENCTBYIOLMMIY BELLECTBAMM, @ TaKXXe MOMEeLLEeHUs 4S8 UX XpaHeHus
obopyayoTCa CUrHann3aunen.

3.12. BxogHaa asepb B MOMELLEHNSA 419 XPaHEHNS HaPKOTUYECKNX
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CpencTB, MCUXOTPOMHbIX BELLECTB, AA0BUTbIX U CUIbHOAENCTBYOLMX BELLECTB
L0/MKHa ObITb META/INYECKON NN OePEBAHHON, 06UTON Kene3om ¢ obeunx
CTOPOH C 3arnbom AncTa Ha TOpeL, ABEPU BHAXIECT AN Ha BHYTPEHHIO
MOBEPXHOCTb ABEPU, TONLNHON He MeHee 40 MM; obpamMieHne ABEPHOro
npoema L0JKHO BbITb BbIMOJIHEHO U3 CTaSIbHOrO NPOgUAS, BHYTPU -
pelweTyaTas MeTannyeckas aBepb.

3.13. MNomeLLeHna 4N XpaHeHUS HAapPKOTUYECKUX CPeaCTB,

NMCUXOTPOMHbIX BELECTB, AA0BUTbIX U CUIbHOAENCTBYIOLWMX BELLECTB B
obs43aTenbHOM NopsiaKe AOMKHbI ObITb 060pyA0BaHbI BHYTPEHHEN PeLLeTKOn Ha
OKOHHbIX MpoeMax (Uan peLleTKon Mexxay pamMmaMu), BbINOJHEHHOWN K3
CTaNbHOro NMpyTa ANaMeTPOM He MeHee 16 MM. MpyTbl 4O/KHbI ObITb CBAPEHbI
B Ka)X40M y3/ie 1 0obpa3oBbiBaTb S4enku He 6onee 150 x 150 mMm.

3.14. locTyn B NpON3BOACTBEHHbIE MOMELLEHNS, MOMELLEHNS XPAaHEHUS
ToBapa MMeKT Anua, yNoJIHOMOYEHHbIE B YCTaHOBJIEHHOM nopsagke. LocTyn
MOCTOPOHHUX JINL, B yKa3aHHbIE MOMELLEHUS NCK0YaeTCs.

3.15. AnTeyHas opraHu3auuns nomkHa bbiTb obopynoBaHa

COOTBETCTBYIOLLIEN CBETO3BYKOBOM M NPOTUBOMOXXApHOW CUrHann3aLumnen,
obecneyrBatoLle BCe YCIOBUS AN COXPAaHHOCTW TOBapHO-MaTepuasibHbIX
LeHHOCTel 1 cobnaeHns NpoTMBOMNOXKapHON 6e30NacHOCTH.

3.16. B anTey4HbIXx opraHn3aunsax goKHO ObiTb BbiAEEHO CleLnanbHoe
nomewleHmne (Wwkadg) ons XpaHeHUS MOIOLLUX N SE3UHMULINPYIOLLNX CPeacTB,
WHBEHTap$s U MaTepranos, NpuMeHseMbIX Npy ybopke nomMeLeHnin n
o0bpaboTke obopynoBaHus.

3.17. Obwas naowanb agMUHNCTPATUBHO-ObITOBbIX MOMELLEHUI anTeYHbIX
OopraHu3aunin 3aBUCUT OT YUCNEHHOCTW NepcoHana n paccynTbiBaeTCs
COrNacHoO JEeNCTBYIOLWMM HOpMaM 1 NnpasBuiaMm.

3.18. B rapaepobHoi BepxHsa ogexxaa 1 06yBb AO/KHbI XPaHUTbLCS
OTAENbHO OT CaHUTApPHOW ofexabl 1 0byBM.

3.19. AnTeyHas opraHu3auns fomkHa bbiTb ocHalleHa 0bopyaoBaHneM

N NHBEHTAPEM B COOTBETCTBMM C BbINOJHAEMbIMU PYHKLMUAMN:

- NPOU3BOACTBEHHbIE MOMELLEHUS O0JHKHbI ObiTb 060pYyAOBaHbI aNTEYHON
Mebenblo, TEXHONOrMYECKUM 1 APYrMM 060py10BaHNEM, pa3peLLEeHHbIMU K
NPUMEHEHNI0, UHBEHTAPEM B COOTBETCTBUMN C AENCTBYIOLUMN HOPMATMUBHLIMU
LOKYMEHTaMW, Y4MTbIBaOLWMMMN 06BbEM 1 XapaKTep AeATENIbHOCTY anTe4yHoM
opraHusauuu;

- BCe Npnbopbl, annapaTbl, NCMOJIb3yeMble B aNTEYHON OpraHu3aunm,

LO/MKHbI UMETb TEXHUYECKME NacnopTa, COXPaHSIoLWMeCs B Te4eHne Bcero
BpeMeHu 3KcnayaTauun. Heobxoaumo perynspHo npoBoAnTbL MOBEPKY
npvnbopoB., annapaTos, NCMONb3YEMbIX B anNTE4YHON opraHunsaumm, B
COOTBETCTBUU C TPEOOBAHUSAMMN HOPMATUBHbIX LOKYMEHTOB;

- 0N19 XpaHeHNa HapKOTUYeCKNX CPeLCTB, MCUXOTPOMHbLIX BELLECTB npu
HaANYUKN TULEH3MW Ha NMpaBo paboTsl C 3TUMK rpynnammn Heo6xoanMmMo
Hasm4ne cendoB; AN XpaHEHUS CUSIbHOLENCTBYIOLNX N SO0BUTLIX BELLECTB -
MeTaNn4yecknx WwKadgos;

- TOProBbIv 3a/1 J0/KeH bbiTb 060pyA0BaH BUTPUHAMMU,

obecneymBaloLLMM BO3MOXHOCTb 0630pa 1 COXPaHHOCTb NEKAPCTBEHHbIX
MpenapaToB 1 TOBAPOB APYrX rpynm, paspeLleHHblX K OTNyCKy 13

anTeYHbIX OpraHmn3aumm, a Takxe obecneymsaTb yaobcTBo B paboTe ans
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nepcoHasna anTe4yHoWn opraHn3aumun. Bo3Mo)KHa OTKpbITasa BblkJlagka
NEeKapCTBEHHbIX NpenapaTos 6e3peLenTypHOro oTNycka u Apyrux ToBapos,
pa3peLUeHHbIX K OTMYCKY M3 anTeyHbIX OpraHu3aumnm;

- MOMELLEHUS XPaHEHUS NEKAPCTBEHHLIX NPenapaToB 1 APYyrux

TOBapOB, Pa3peLleHHbIX K OTMYCKY U3 anTeYHbIX OpraHm3auni, 4OKHbI ObITb
OCHaLLeHbl WKahamu, cTennaxamu, nogaoHamm, NoATOBapHUKaMK 4118 UX
XPaHeHUs; NOMELLEHUS XpaHeHUs TepMOoNabuibHbIX 1eKapCTBEHHbIX
npenapaToB LOJKHbI BbITb OCHaLLeHbl 060pyaoBaHMeM, obecneynBaoLLnm
HeobXxoMMble YCNIOBUSA XPaHEHUS;

- MOMeLLEeHUs XpPaHEeHUS NeKapCTBEHHbIX NPenapaToB 1 Apyrux

TOBApPOB, Pa3peLleHHbIX K OTMYCKY 13 anTe4YHbIX OpraHv3aLuii, LOKHbI BbITb
OCHaLLeHbl NnpubopaMmn ons permcTpalnm napamMeTpoB Bo34yXa
(TepmomeTpamu, rMrpoMeTpaMm UM NCMXPOMeTPaMmn), KOTopble pasMeLlaoT
Ha BHYTPEHHEN CTEeHe NOMeLLEeHNs, BAaNW 0T HarpeBaTenbHbIX NpubopoB Ha
BbicoTe 1,5-1,7 M OT nosia U Ha pacCTOAHUN He MeHee 3 M OT OBEpen.
Moka3aHuns 3Tux NpuBoOpPOB LOMKHLI €)KEAHEBHO PErMCTPUPOBATHLCS B
cnewunanbHOM XypHase (KkapTe), KOTopbin BeAeTCH OTBETCTBEHHbLIM JIMLOM B
TeYyeHue rofla U XpPaHUTCA rof, He cHMTas MuHyBLLero. KoHTponupytoLine
npmbopbl 4OKHBI BbITb CEPTUDNLIMPOBaHbI, KannbpoBaHbl N NOABEPraThCA
MoBepKe B yCTaHOBJIEHHOM MOPSAKe;

- WKaaMn 4Na XpaHEHWS BEPXHEN N CaHUTapHON oaexabl, 06yBu B
rapaepobHoi;

- MOKOLMMM N AE3NHDULMPYIOLLXMUN CPefCTBaMM, X03ANCTBEHHBIM
WMHBEHTapeM, NpuMeHseMbiMu Npu ybopke nomelleHnin n obpaboTke
obopynoBaHms.

Bce obopynoBaHne 1 BHeLHee 0hOpMAEHNE NOMELLEHNI B aNTEYHbIX
OopraHM3aunax AO0/KHbl 0TBEYaTb CAHUTAPHO-TUrMEHNYECKUM,
NPOTMBOMNOXapHbLIM TpeboBaHMAM 1 TpeboBaHMAM TeXHMKM 6E30MacHOCTY 1
OXpaHbl TpyAa.

3.20. Ctennaxku n wWkadgbl 48 XpaHeHUs JIeKapCTBEHHbIX NpenapaTos U
ApYrux TOBapOB, pa3peLleHHbIX K OTNYCKY 13 anTeYHbIX OpraHM3auum, B
MaTeprasbHbIX KOMHaTaX LO/KHbI ObITh yCTaHOBAEHbI Cledyowmm obpasom:
- paccTosiHME 00 Hapy>XHbIX CTEeH He MmeHee 0,6-0,7 M;

- paccTosHue Ao noTosika He MeHee 0,5 M;

- paccTtosiHne oT nosia He MmeHee 0,25 M;

- MPOX0Abl MeXAy CTennaxamu He MmeHee 0,75 M;

- Ha BCeX CTenna)kax, Wkaax, Nojkax npukpennseTca cTennaxxHas

KapTa C yKa3aHWeM HaMeHOBaHUS NeKapCTBEHHOr 0 npenapaTa, cepuu,
CPOKa rofHOCTU, KOJIMYECTBa eANHUL, XpPaHeHNS.

IV. TpeboBaHUs K OpraHn3aL My NpMeMKIM NeKapCTBEHHbIX NPenapaTos
B anTeYHbIX OpraHmn3aLmnsx

4.1. Npu npoBefeHUN NOrpy304HO-Pa3rpy30o4HbIX paboT npu npremke

NN OTrPY3Ke NEKAPCTBEHHbIX NPEnapaTos 1 APYrMX TOBAPOB, PaspeLleHHbIX
K OTMYCKY M3 anTeYyHbIX OpraHu3aLumi, gosKHa 6biTb obecneyeHa 3awmTa
NOCTYMNaloLWmMX NeKapCTBEHHbIX NPenapaToB 0T aTMOC(EPHbIX 0CaZlKOB,
BO34EeNCTBUA HU3KMX U BbICOKMX TeMnepaTyp.

4.2. He nopsiexxaT npueMke iekapCTBEHHbIe npenapaThl U apyrue
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TOBapbl, Pa3peLlleHHbIe K peasm3auunmn n3 anTeyHblX opraHM3auni, ¢
NCTEKLWNMN CPOKaMM roAHOCTN, HE COOTBETCTBYHOLNE TPeboBaHMAM K
Ka4yecTBy, CTaHAapTaM 1 6e3 JOKYMEHTOB, yA0CTOBEPSAIOLLNX UX Ka4eCTBO.
Ha nekapcTBeHHble npenapaTsl (NeKapCTBEHHbIE CPeACTBa) B
NoBpeXXAEHHON YNaKOoBKe, He nMmeloLme cepTugmrKaTos n/uam Heobxoanmon
COMPOBOANTENLHOW LOKYMEHTaUuN, 3abpakoBaHHbIE MPU NPUEMKE UK
oTnycke 60/1bHOMY, HE COOTBETCTBYIOLLME 3aKa3y Uan C UCTEKLLMM CPOKOM
rOAHOCTW, COCTABAAETCS aKT; OHW AOJKHbI ObiTb COOTBETCTBYOWMUM 06pa3om
NPOMapKNpPOBaHbl 1 NMOMELLEHbI B CMELMaibHO BbIAENEHHYIO 30HY OTAENLHO OT
LPYrux NIeKapCTBEHHbIX NpenapaToB A0 UX NAEHTU(MKaLMK, BO3BpaTa
NMOCTaBLUWKY WM YHUYTOXXEHNSA B YCTAHOBJIEHHOM NoOpsAOKe.

4.3. 100BNThIE N CUIbHOOENCTBYIOWMNE BELLECTBA, HAPKOTUYECKNE

CpefnCTBa, NCMXOTPONMHLIE BELLECTBA, TEPMOabuibHbIE IeKapCTBEHHbIE
npenapaTtbl HE06X0AMMO HEMEAJIEHHO pa3MeLllaTh B MeCTaxX XpaHeHUs B
cooTBeTCTBUN C TpeboBaHnsMM gaHHoro OCTa.

4.4, Kosin4yecTBO NPUHMMAEMbIX NeKapCTBEHHbLIX NPenapaTos,

Tpebytowmx 0cobbix yCNOBUA XpaHEHMNS, OOJKHO COOTBETCTBOBATbL MMEIOLLENCS
€MKOCTW CneunansHoro 06opynoBaHums.

4.5. Bce NoCTaBKM ToBapa LOJIKHbI COMPOBOXAATLCSA JOKYMEHTaMM,
NO3BONSAOLLMMY YCTAHOBUTb AATy OTrPy3KW, HaMeHOBaHWe JIeKapCTBEHHOr 0
npenapaTa (BKJ0Yas NeKapCTBEHHYIO (DOPMY U LO3MPOBKY), HOMEP CEPUMN 1
napTumn, KOJIMY4ECTBO NOCTaBJIEHHOro0 TOBapa, LeHy OTMNYLEHHOro
JIeKapCTBEHHOr 0 npenapaTa, Ha3BaHWe N afpec NocTasLMKa 1 noJiyyaTens,
a TakXXe fOoKyMeHTaMu, NOATBEPX4aloLLUMMN KaveCTBO JIeKapCTBEHHbIX
npenapaTos.

4.6. MNMpuHATLIE NIeKaPCTBEHHbIE NMpenapaTshl U Apyrue ToBaphl,

pa3peLleHHble K OTMYCKY M3 anTeYHbIX OpraHn3aumnin, NnpuxoayoTcs B
TeYeHMNe CPOKOB, OTBEAEHHLIX MO MPMEMKe TOBapa No KOMYeCTBY TOBapPHbIX
eoVHUL N KOMMJIEKTHOCTU B YCTAHOBNIEHHOM MOpsLKe.

V. TpeboBaHNs K OpraHn3aLmmn XpPaHEeHNS IeKapCTBEHHbIX NpPernapaToB
(NeKapCTBEHHbIX CPEACTB) B aNTEYHbIX OpraHn3aLmax

5.1. ANTeYHbIMM OpPraHM3aLnsaMm LOMKHbI 6bITb NPEANPUHATLI Mepbl 4114
UCKJIIOYEHUS NOBPEXIEHNIA (pa3nnBaHus, pacceinaHus, 6os), ansa
npenoTBpaLLeHNs KOHTaMWHAL MW IEKaPCTBEHHbIX CPEACTB (N1eKapCTBEHHbIX
npenapaTos).

5.2. Mpun XpaHeHUW leKapCTBEHHbIX NPenapaToB (JlekapCTBEHHbIX

CPeLCTB) UCNOJb3YIOTCA Cieaylolime cnocobbl cucTeMaTusaLmm:

- M0 TOKCUKOIOrNYeCKNM 1 hapMaKoIorn4yecKmm rpynmnam;

- N0 cnocoby NpuMMeHeHuns;

- B a/1I(haBMTHOM Mopsake;

- B COOTBETCTBUN C MNO3NLUNAMN KOMIMbIOTEPHOIO y4eTa.

MpuHATBLIN cnocob XpaHeHUs leKapCTBEHHbIX NPenapaToB

(nekapCcTBEHHbIX CPEACTB) A0/KEH ObiTb OrOBOPEH B NMPUKa3e Mo anTeyHown
opraHu3auunn 1 0oBeAeH A0 CBeAeHWs NepCcoHaNa anTevYHon opraHmu3aumm.
5.3. AnTeyHas opraHmMsaumna 4oJKHa BECTU Y4eT NeKapCTBEHHbIX
npenapaToB (/1eKapCTBEHHbIX CPEACTB) C OFrPaHNUYEHHbIM CPOKOM FOAHOCTM
Ha 6yMa)>KHOM HOCMTesNIe NN B 3/IEKTPOHHOM BuAE C apXuBaLnen Ha TBEPAOM

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp.11un3 17



HocuTene. Pexxnm apxusaumm yCTaHaBMBAETCA PyKOBOAUTENEM anTeYHOW
opraHusauuum.

5.4. JlekapcTBeHHbIe MpenapaTbl (NeKapCTBEHHbIE CPeacTBa) cieayeT
XPaHUTb pa3fesibHO C YH4ETOM UX PUINYECKMX U DUINKO-XUMUYECKINX
CBOWCTB, BO3AENCTBMA Ha HUX Pa3INYHbIX ()aKTOPOB BHELUHEN Cpefbl B
COOTBETCTBUM C YCTAHOBEHHbIMU TpeboBaHNAMU<1 >,

5.5. XpaHeHune HapKOTUYECKUX CPeACTB U NCUXOTPOMHbLIX BELLECTB,
CUNbHOAENCTBYIOWNX N SA0BUTLIX BELWLECTB AOJIKHO OCYLLECTBAATLCS B
COOTBETCTBUU C AENCTBYIOWLMMMN HOPMATUBHbLIMU TPebOBaHUAMN<2>,

5.6. K XpaHeH10 NeKapCTBEHHbIX NpenapaToB (1eKapCTBEHHbIX

cpencts) cnnckos "A" n "B" npenbaBnaoTcs ocobbie TpeboBaHuUs, B
YaCTHOCTW:

- JIeKapCTBEHHbIE NMpenapaThl (NeKapCTBEHHbIE CPeaCTBa),

oTHOCAWMeCs K crnuckam "A" n "b" (He3aBUCMMO OT NeKapCTBEHHON
(hOpMbI), XpPaHATCSA M30JMPOBAHHO, B 3aMMpPatoLLUXCa MeTaJIMYeCcKnx WKagax
noA 3aMkoMm (cnuncok "A") n B fepeBAHHbIX WKagax nof 3aMKoM (CAnCoK
"B");

- Ha BHYTPEeHHeln CTOPOHe ABepoK WwKada, B KOTOPOM XpaHATCS
JleKkapCTBEHHbIE NpenapaThl (1leKapCTBEHHbIE CpefcTBa) cnucka "A", fO/KHbI
6bITb Hagnuck "A", "Venena", a Ha BHyTPEHHEN CTOPOHE ABEPOK LKada, B
KOTOPOM XPaHATCH JIeKapCTBEHHbIE NpenapaThl (JleKapCTBEHHbIE CPELCTBA)
cnucka "B", - Hagnuck "B", "Heroica" n nepeyYyHn npenapaToB CMUCKOB

"A" 1 "B" Cc yKaszaHneMm BbICLLUMX PA30BbIX U CYTOYHbIX [03;

- HAAMNWCK Ha WTaHrnacax, B KOTOPbIX XPaHATCA JIeKapCTBEHHbIE

cpencTBa cnvcka "A", nomxHbl 6bITh 6enoro LBeTa Ha YepHOM DOHE, a Ha
LWTaHracax, cofep>xallmx ieKapcTBeHHbIe cpeacTsa cnucka "b", -
KpacHoro uBseTa Ha 6enom oHe; B 060Mx Cayvaax Ha WTaHraacax 4OKHbI
ObITb yKa3aHbl BbICLLNE PA30Bble N CYyTOYHbIE [03bl;

- B paboyee BpeMs Kto4M 0T MeTaSIMYeCcKoro wkada

JleKapCTBEHHbIMMK CpeacTBaMu (MpenapaTtamm) cnucka "A", Haxogsulerocs B
aCCUCTEHTCKOM KOMHATE, AOJ/IKHbI HAXOANTLCS Y YNOJHOMOYEHHOI0
COTPYAHUKA anTeyHol opraHm3aunn. MNocne okoHYaHna paboyero gHsA WKagbl
orneyvyaTblBalOTCA UK NAOMOMPYIOTCS, a KMOYM OT HUX, NeYaTb 1 naombup
LO/MKHbI HAXOANTLCA Y PYKOBOAUTENS aNTEYHOW OpraHmM3aumn Uan y anu, Ha
TO YNOJIHOMOYEHHbIX NPUKAa30M MO anTeYHOW OpraHm3auuy;

- fepeBsHHble WKadbl 418 XpaHEeHUS JIeKapCTBEHHbIX CPeacTB
(npenapaToB) cnncka "b" nocne okoHYaHUs paboyero OHA OOMKHbI
3anupaTbCs;

- B eXYPHbIX anTekaxX Ha HOYb OCTaBAATCS JIeKapCTBEHHbIe

cpencTtsa cnuckos "A" n "B", KOTopble HAXOAATCA Y AEXYPHOrO
COTPYLHVKA anTeKkn B OTAEeIbHOM LWKady, 3aKpbITOM Ha 3aMOK, B
KOJINYeCTBax N aCCOPTUMEHTE, HEOOXOAUMBIX A1 OKa3aHUS HEOTNOXKHON
MeONLUHCKON NOoMOoLLN. ocne OKOHYaHMSA AeXYPCTBa 3TOT LWKag
oneyaTblBaeTCs Wam naombupyeTcs;

- peakTuBbI, COAEpPKaLLNe NeKapCTBEeHHbIe cpeacTBa cnnckos "A" v

"B" 1 HaxogAwmecs Bo BpeMa paboTbl Ha CTO/1e MPOBU30OPa-aHAIMTKa Uan
NPOBM30pa-TEXHOOra, MOC/e OKOHYaHUS PaboTbl AOMKHbI XPaHUTLCS B
LWKady noL 3aMKoM;
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- NepeYyeHb JIeKapCTBEHHbIX NPenapaToB (NeKapCTBEHHbIX CPEACTB),
OTHECEHHbIX K cnuckam "A" n "B", onpenensaercsa B COOTBETCTBUN C
LeACTBYIOWMMN HOPMATUBHBIMW LOKYMEHTaMMU.

<1> MNpwuka3 MuHsgpasa Poccmm oT 13 Hoabps 1996 roga N 377

"06 yTBEpPXAEHUN IHCTPYKLUMKX NO OpPraHM3auumn XpaHeHUs B anTeYHbIX
YyUYPEeXAEHUSAX PA3SIMYHbIX FPYMN IeKapCTBEHHbLIX CPEACTB U N3eNni
MeOMLMHCKOro Ha3Ha4vyeHma" (3aperncTpupoBaH B MuHiocTe Poccun
22.11.1996, perncTpaumoHHbin N 1202).

<2> MNpunoxeHunsa 1 n 4 npukasa MuH3gpasa Poccun oT 12 Hos6pa

1997 ropa N 330 "O mepax no yay4dlWweHNto y4yeTa, XpaHeHUs, BbINMUCbIBaHNA
1 NCMOSb30BaHNA HAPKOTUYECKMX NEKAPCTBEHHbIX CpeacTB" (MMCbMOM
MuHiocTa Poccum oT 24.12.1997 N 07-08-2293-97 npukas npusHaH He
HY>XaloLWMUMCA B rOCYAapCTBEHHON perucTpawumm).

VI. TpeboBaHUs K OTNYCKY (peanu3aLuunm) NeKapCTBEHHbLIX NpenapaToB
B anTEYHbIX OPraHU3aLmusx

6.1. OTnyck (peannsauns) NeKapCTBEHHbIX NpenapaToB

OCyLLeCTBAAETCA Mo peuenTy u 6e3 peLenTa Bpaya, a TakXxe no
TpeboBaHMAM y4peKAeHU 30PaBOOXPaHEHNS Ha OCHOBaHUN A0OroBopa.

6.2. MNpy NOCTyNAeHMN B aNTEeYHY0 OpraHn3aLnio peLenTos u

TpeboBaHWIN YyCTaHOBIEHHbIX 00pa3LI0B CNELMaNNCT anTEeYHON OpraHn3aLnm
NPOBOAUT OLLEHKY X COOTBETCTBMSA ONpPefeeHHbIM TpeboBaHNAM 1 B
COOTBETCTBUM C Tapudamm onpeaensieT CTOMMOCTb OTMYCKaemMoro
NeKapCTBEHHOrO Npenapara.

6.3. B cny4ae 3aMeHbl BbINMCAHHOMO B peLienTe eKapCTBEHHOM 0

npenapaTta Ha ero CUHOHUM (reHepmnyeckyto opMy), C cornacus

noKynaTens Uav no coraacoBaHuMio C BpavyoM, Ha obopoTe peuenTta cnefnyet
yKa3aTb TOProBOe HaMeHOBaHWe OTNYLEHHOr0 JIeKapCTBEHHOMO Npenapara,
NOCTaBMTb MOAMNUCL N AaTy OTMyCKa.

6.4. OTNyCK NIeKapCTBEHHbIX NpenapaTos, UMetLLMX ocobble yCnoBua
peanusauny (HapKoTUYECKME CpencTBa, NCUXOTPOMNHbLIE, CUbHOL4ENCTBYOWME
1 A00BUTbLIE BELLECTBA, 3TUOBLIA CMMPT U APYrre), OCYLLEeCTBAAETCS C
cobnogeHnem TpeboBaHWIn AENCTBYIOLMX HOPMATUBHbLIX [JOKYMEHTOB<1> 1
HacToAwmx Mpasu.

6.5. OTnyck (peannsaumnsa) nekapCcTBEHHbIX NpenapaTos Mo

6ecnnaTHbIM M NIbFOTHBLIM peLenTaM OCYLLECTBAAETCA N3 anTeYHbIX
opraHu3aunii Ha OCHOBaHUM JOroBopa C OpraHM3aunamMm, PUHaHCUMpyOLWUMK
JIbFOTHbIW OTNYCK HaceNeHnIo IeKapCTBEHHbIX MpenapaTos.

6.6. JIbroTsl B 06CAyXUBaHUN OTAENbHBLIX FPYNN HaceneHms
nNpefoCcTaBASfTCA B COOTBETCTBUN C 3aKOHOAATEbHBIMW M HOPMATUBHbLIMU
akTamm Poccmmnckonm ®efepaunm, a Takxxe Ha OCHOBaHUMN peLleHnid OpraHoB
rocypapCTBEHHOW BnacTun cybbekToB Poccunckon ®epepaumn.

6.7. Peanm3syemble U3 anTeYHbIX OPraHn3aumin eKapCTBEHHbIE

npenapaTthl 4OJKHbI UMeTb MH(OPMALMIO COrNacHO FOCy4apCTBEHHOMY
NH(OPMaLMOHHOMY CTaHAAPTY JIeKapCTBEHHOMO CpeacTBa.

MokynaTento no ero npockbe MoXxeT BbITb NpeAcTaBneHa

AONONHUTENbHAA UHGOPMaLUs 0 NpnobpeTaeMoM JiekapCTBEHHOM Mpernapare,
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00 MMeILLMXCS B anTEYHON OpraHn3aLmny CUMHOHUMaX (reHepuyecknx hopmax)
nprnobpeTaemMoro NeKapCTBEHHOro NpenapaTta u NX LieHax.

6.8. Mpwn oTNyCKe NIeKapCTBEHHLIX MpenapaToB YNOJHOMOYEHHbIN
COTPYIOHWK anTeYHOW opraHn3aumm MHHOPMUPYET NoKynaTens o NpaBuiax
npreMa sekapCTBEHHOro npenapaTa: peXxume nprema, pa3oBon U CyTOYHON
[03ax, cnocobe npmema (C y4eToM npuema nuuim 1 Np.), Nnpasuiax
XpaHeHus n ap.; obpallaeT BHUMaHWe NoKynaTens Ha HeobxoAUMOCTb
BHMMATE/IbHO 03HAKOMUTbLCA C UH(DOPMaLMen 0 NeKapCTBEHHOM npenapaTe.
OTBeTbI COTPYAHUKA A0/KHbI ObITb NpodeccnoHanbHbIMK, FPAMOTHBLIMU, C
cobnofeHneM TpeboBaHWUN ITUKN.

6.9. Mpwu oTNyCKe sIeKapCTBEHHbIX MpenapaTos AOMYyCKaeTCs

HapyLUeHne BTOPUYHOM YNaKoBKK C 0653aTeNbHbIM YKa3aHMeM Npu 3TOM
cepun 1 CpoKa roaHOCTY IeKapCTBEHHbIX MpenapaToB Ha anTe4yHon
ynaKoBKe 1 nNpefocTaBneHnemM Heobxogmmon nHgopmaummn. He gonyckaercs
HapyLUeHne NepBMYHON YNaKOBKM IEKapCTBEHHOrO npenapaTa.

6.10. Mo TpeboBaHUO NOKyNaTeNs YNOAHOMOYEHHbIA COTPYAHUK

anTe4yHOoW opraHu3aLmm NnpefocTaBaseT NHMOPMaLIMIO O LOKYMEHTaxX Mo LeHam
N CpOKaM rogHOCTU SIeKapCTBEHHbIX CPeACTB U APYrMx TOBApOB,
pa3peLleHHbIX K OTMYCKY M3 anTeYHbIX OpraHn3auunin, n o LOKyMeHTaXx,
NOATBEPXXAAIOLWMNX UX KaYeCTBO.

6.11. 1na nHcopmaLmnm o NeKapCTBEHHbIX NpenapaTax u Apyrux

TOBapax, Pa3peLUeHHbIX K OTMYCKY M3 anTe4YHbIX OpraHu3aumin, moryT bbiTb
NCMNOJIb30BaHbl BUTPUHbLI PA3/IMYHOro TUNA, rAe BbICTaBAATCS
NeKapCTBEHHbIE NMpenapaThl, 0TNyCcKkaeMble 6e3 peuenTta Bpaya, 1 obpasubl
NMEeLLNXCA TOBApOB.

JlekapcTBeHHble NpenapaTbl Ha BUTPMHAX pa3MeLLaloTCa OTAENbHO:
JleKapCTBEHHbIE NpenapaThl 419 BHYTPEHHEro ynotpebnexHns un
JIeKapCTBEHHbIE NpenapaThl AN15 HAPY>XXHOI0 NPUMeEHEHUs. BHyTpu rpynn
NeKapCTBEHHbIE NpenapaThl pacnonaranTca No apMakoTepaneBTU4eCcKoMy
npu3HaKky.

6.12. B 3anax camoobcny>xrnBaHUs NOCETUTE/b BHaYa e noay4vyaeT BCO
Heobxoaumyo nHhopMaLumio 06 nHTepecyoLnx ero 6espeLenTypHbIX
JIEKApCTBEHHbIX NpenapaTax, ApYyrux ToBapax, Pa3peLleHHbIX K OTMYCKY 13
anTeyYyHbIX OpraHu3aLmin, oT KOHCYbTaHTa, paboTalollero B 3ane, 3aTeM C
BblOpaHHbLIM TOBapoM obpallaeTcsa K KOHTPOAepPY-Kaccumpy.

6.13. NHdopmauma o6 ycnyrax, NpeaocTaBaAsgeMblX anTeYHbIMU
opraHu3aunsaMmn, a Takxxe peannsyemblX 1eKapCTBEHHbIX NpenapaTtax u
APYrX TOBapax, pa3peLleHHbIX K OTMYCKY 13 anTeYHbIX OpraHu3aLuni,
LO/MKHA OCYLLECTBAATHLCA B COOTBETCTBUM C TpeboBaHNAMUN AENCTBYOLLErrO
3aKoHO4aTeNbCTBa.

6.14. KOHTPOJIbHO-KaCCoBbIe anmnapaThl anTe4YHOW OpraHM3aLumn SOKHbI
ObITb 3aPErNCTPMPOBAHbLI B HAJIOFOBbLIX OPraHax Mo MecTy HaXx0XAeHNS
anTeyHoW opraHu3aumm B yCTaHOB/IEHHOM MOPSAAKeE.

6.15. MokynaTenb Brpase BO3BPATUTb UM 3aMEHUTb TOBap
HeHaaJieXalllero KavyecTsa, NPUOBPETEHHbLIN B aNTEYHOW OpraHM3auum (3a
NCKJIIOYEHMEM TEX TOBAPOB, KOTOPbIE BKJIIOYEHbI B MEpeYeHb
HenpoA0BOJ/IbCTBEHHbLIX TOBAPOB HaAleXXallero kayecTsa, He nognexalymx
BO3BpaTy WM obMeHy Ha aHaNOrMYHbIN TOBap APYrux pa3mepa, hopMmsl,
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rabapuTta, hacoHa, paCLBETKN NN KOMMJIEKTALMUN B COOTBETCTBIM C
LENCTBYIOLWNM NOPALAKOM<2>).

“Mpun 3TOM NoOKynaTesib, KOTOPOMY NMPOAAH TOBap HeHalexallero

KayecTBa, BNpaBe Nno cBoeMy Bbibopy noTtpeboBaTh 6e3B03ME3QHOMO
yCTpaHeHWsa He[0CTaTKOB TOBapa MM BO3MELLEHWSA PAaCXOL0B Ha KX
ncnpasieHne noTpebuTenem nam TPETbUM INLOM, COPa3MEPHOr0 YMEHbLLEHNS
MOKYMHOWM LieHbl, 3aMeHbl Ha TOBap aHaJIorMYyHON MapKu (Mmogenu,

apTWKyNa), 3aMeHbl Ha TaKoW »Xe TOBap APYron Mapku (Mogenu, apTuKya)

C COOTBETCTBYIOLLUM MepepacyeToM MNOKYMHON LieHbl, PaCTOPXXeHMS LOroBoOpa
KYNAn-npoaa>ku B Nopsgke, onpenesieHHOM 3aKOHOA4ATeNbHbIMU U
HOPMaTMBHbLIMW MPaBOBbIMY akTaMu Poccnnckon depepaunn<3>".

<1> MNpwuka3 MuH3gpaBa Poccum ot 23 aBrycta 1999 roga N 328

"O paLMoHaNbHOM Ha3HAYeHWM NIeKapCTBEHHbLIX CPeACTB, NpaBuiax
BbINUCbIBAHWA PeLenToB Ha HUX 1 NOPSAKe NX OTMYCKa anTeYHbIMU
yupexaeHusaMu (opraHusaumamn)” (3apernctpuposaH B MuHiocTe Poccumn
21.10.99, peructpaumoHHbin N 1944). Mpuka3 MuH3gpasa Poccun oT

12 Hos6ps 1997 roga N 330.

<2> lNepeyeHb HENPOLOBOILCTBEHHbLIX TOBAPOB HaA1eXXaLllero KayecTsa,
He noAfexalnx Bo3BpaTy Wi obMeHy Ha aHasIornyHbIA ToBap ApPYrux
pa3mepa, popMbl, rabapuTa, haCcoHa, pacUBETKMN UM KOMMIEKTaLUu,
yTBEPXXAEHHbIN NocTaHoBNeHNeM MpaBuTenbcTBa Poccunckon degepauum ot
19 aHBapsa 1998 ropa N 55.

<3> CrtaTbs 18 3akoHa Poccuiickon ®epepaumm ot 7 heBpans 1992

rona N 2300-1 "O 3awuTe npaB noTpebutenen".

VII. Y4eT 1 0THETHOCTb B anTeYHbIX OpraHu3aunsax

7.1. AnTeYHble opraHn3auum BefyT onepaTuBHbLIN U ByxranTepckui

y4YeT TOBapHO-MaTepuasibHbIX LEHHOCTEN N0 YCTAaHOBMAEHHbIM (hOpMaM B
COOTBETCTBUM C AeCTBYIOWMM 3aKOHOA4aTeIbCcTBOM Poccunckon ®enepaumm.
7.2.Y4eT TOBapa B aNTe4YHbIX OpraHM3aumnsax oCyLLeCcTBAAETCA No
HauMeHOBaHWAM, CepnaM, CPOKAM rOLHOCTH, 3aKYMOYHbIM U (M)
OTMNYCKHbIM LleHaM No cxemMaMm, Haubonee LienecoobpasHbiM B yCI0BUAX
LaHHOro NPeanpuaATha (MHAMBMAYaNbHasA, HaTypasbHO-CTOMMOCTHaS,
CTOMMOCTHas).

7.3. NpeoMeTHO-KONMYECTBEHHOMY yYeTy NoanexaT HapKoTuyeckme
CpencTBa, NCUXOTPONHbIE, SA0BUTLIE N CUIbHOLENCTBYOLLME BELLECTBa,
CNUPT 3TUNIOBLIN U ApYyrue CpeAcTBa B COOTBETCTBUM C LENCTBYIOLLEN
HOPMaTWBHOWN AOKyMeHTaumen<l>.

7.4. NopafoK (POPMUPOBAHNSA PO3HUYHbLIX LIEH Ha NleKapCTBEHHbIe

npenapaThl (JIeKapCTBEHHbIE CPeACTBa) A1 aNTEYHOW OpraHm3aumm
He3aBUCMMO OT OpraHN3aLnOHHO-NPaBoBON (POPMbI 1 hOpM COBCTBEHHOCTY
yCTaHaBAMBAETCS B COOTBETCTBMMU C TpeHOBaHUAMU HOPMATUBHbIX MPABOBbLIX
aKTOB, YTBEPXAEHHbIX [TpaBnTensCTBOM Poccuinckon ®egepauum n opraHamm
NCNONHUTENbHOW BRacTu cybbekToB Poccuinckon depepaumn<2>.

<1> MNpunoxeHune 4 kK npukasy MuH3gpasa Poccun oT 12 Hos6pA
1997 roma N 330.
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<2> lNocTtaHoBneHue MpaButenscTea Poccminckon ®egepauunm ot 9
Hosbps 2001 roga N 782 "O rocyaapCTBEHHOM PEryJIMPOBaHNN LiEH Ha
NekapcTBeHHble cpeacTea” (CobpaHne 3akoHogaTeNbCTBa POCCUNCKON
®epnepauyunun, 2001, N 47, cT. 4448).

VIIl. TpeboBaHUs K NepCcoHany anTeyHbIX OpraHM3aLmmn

8.1. GapmaLeBTUYECKMNE LOMKHOCTM B anTEYHbIX OpraHn3aumnsax
3aHUMAIOT CNeunannucTbl - MPOBU30PbI UK hapMaLeBThl B COOTBETCTBUN C
YCTaHOBJ/IEHHbLIM MOPSAAKOM.

8.2. PyKoBOACTBO anTEeYHOW OpraHmM3aLmen ocyLecTBasSeT NpoBMn3op,
NUMELLNA CepTUGMKAT CNeumnanncTa u ctax paboTbl MO CNELNANIbHOCTY He
MeHee 3 nieT. B anTeyHbIX OpraHu3aumnsax, pacnosioXKeHHbIX BHE ropoaa,
PYKOBOZCTBO aNTEYHOW OpraHu3aLmen MOXXET OCYLEeCTBNATb (hapMaLeBT,
NUMeLLNA cepTugmrKaT cneumnanmncTa.

8.3. B oTAenax anTeyHblX OpraHm3aumi C OTKPbITON (hOPMON BbIKIaAKK
TOBaApOB W peanun3yloLnX TOBapbl, Pa3peLleHHble K OTNYCKY M3 anTeYHbIX
OopraHu3auui, 4onyckaeTcs NpMBaeYeHne AnL, CO CPeAHUM, UAN CPeLHUM
MeONLUHCKM 06pa3oBaHneEM, UK BbICIUMM MeANLNHCKMM 0Bpa3oBaHNEM B
KayecTBe KOHCYNbTaHTOB.

8.4. CneumnanmncTbl anTeyHblX OpraHM3auuin 4OKHbI NOBbIWATL CBOIO
KBaJIM(PMKaLMIO B COOTBETCTBMM C AENCTBYIOWMMY TpeboBaHUAMMN.

8.5. MepcoHan anTeuHbIX OpraHu3aLmin 4o/mxeH cobnoaaTe Npasuna
JINYHOWM TUTNEHbI, BKJIIOYas NCMOJb30BaHMe CreumaisHon 04exabl.

8.6. C uenbto obecneyeHnsa caHUTapHbIX TpeboBaHUIN COTPYAHMKN
anTeYHbIX OpraHn3aL i 4O/KHbI MPOXOANTbL MeAULNHCKOE
OCBMAETENbCTBOBAHMNE B YCTAHOBEHHOM MOPSAAKE.

8.7. He ponyckatoTcsi kK paboTe nuua c npusHakamm 3aboneBaHus,
OTKPbITbIMW PaHaMU, NMoKa COCTOSHME UX 3A0POBbS MOXET BbITb MPUYNHON
pYCKa KOHTaMUHaLMM TOBapPOB, peasim3yeMbiX B aNTEYHOW OpraHu3aumm.
8.8. He paspellaeTcs B NPpon3BOACTBEHHbIX NMOMELLEHMAX, @ TaKXe Ha
paboynx Mmectax B TOProBOM 3asie KypeHue, Mpruem nuLm, XpaHeHne anYHbIX
JIEKAPCTBEHHbIX MPenapaToB, NMPOAYKTOB NUTaHUSA, HaMUTKOB, TabayHbIX
n3genni.

8.9. B cBoel Npon3BOACTBEHHON AEATEIbHOCTW COTPYAHUKN anTeYHbIX
OpraHu3aunii pyKoBOACTBYIOTCS AENCTBYIOWUMN OOKYMEHTamMu B 061acTu
thapMaLeBTNYECKON AeATEbHOCTY, MPaBMIaMn BHYTPEHHEro TPYA0BOIr0
pacrnopsiika, TpeboBaHUAMMN TeXHUKN Be3onacHOCTM 1 HacToswum OCTom.

IX. ObecneyeHne Ka4yecTBa JIeKapCTBEHHbLIX MPenapaToB
(nekapCTBEHHbIX CPEACTB) B aNTEYHbIX OPraHmn3aLmsax

9.1. B anTey4Hol opraHm3auumn goskHa 6biTb ChOpMMpoBaHa CUCTEMA
ynpaBfieHNsA Ka4eCTBOM anTeYHOWN opraHn3aumm.

9.2. Ka)xgasa anteyHas opraHuMsauunsa 4oJHKHa UMeTb npasuna
BHYTPEHHEro TPYA0BOro pacnopsifika, yTBepXXAEHHbIE PyKOBOAMTENEM
opraHusauum, ¢ 0TMEeTKoM 06 03HaKOMIEHMM COTPYAHUKOB. [NepecMoTp
npaBua N NOBTOPHOE O3HakKoMJieHe C HUMK COTPYAHUKOB anTeyHoun
opraHuM3aLunm NPON3BOLATCS €XerogHo.

9.3. ANTe4yHOM opraHmn3aLmnen 4oMKHbl PeryasapHO NPoBOANTLCA
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BHYTPEHHWE NPOBEPKUN Ha COOTBETCTBME TpeboBaHUsAM HacTosiwero OCTa.
Mpy NnpoBeaeHUN NPOBEPOK CrneayeT obpallaTe BHUMaHWE Ha Haanyune B
anTeYyHoW opraHM3aumm COOTBETCTBYIOLNX 4OKYMEHTOB Ha 3aHUMaeMble
NOMELLEHNSA, [O0/HKHOCTHbLIX MHCTPYKLUWA COTPYOHMKOB, CTaHOAPTOB, NHbIX
HeobX0AMMbIX OKYMEHTOB.

9.4. NpoBepKN MOryT MNPOBOAUTLCA KaK COTPYOAHMKAMN anTe4YHOM
opraHu3auunmn, He3aBUCUMbIMU OT L, HEMNOCPEACTBEHHO OCYLLECTBAALMX
npoBepseMyto AeaTeNbHOCTb, TaK 1 HE3aBMCMMbIMUK 3KCNepTaMu,

9.5. YacToTa npoBepok onpegenseTcs camMom anTeyHon

opraHu3auuen.

9.6. Pe3ynbTaThbl MPOBEPOK NPOTOKOANPYIOTCSA N A0BOAATCS [0

CBeLleHMs NepcoHasia, OTBETCTBEHHOIO 3a NPOBeEPSeMbI y4acToK paboThbl, 1
PYKOBOACTBa anTeYHOW OpraHu3aumum.

9.7. MNpu nocnepyoLWmx NpoBeEpKax KOHTPOIMPYETCS BbINONHEHNE
peKoMeHZaumm n nx spgeKTNBHOCTb.

9.8. Kaxxablh COTPYAHUK anTeYHON OpraHu3aumnm 0oJKeH bbiTb

03HaKoMJieH ¢ HacToawmum OCToM, NOPALKOM BbINOSIHEHWUS 3aKpernJieHHbIX 3a
HUM 0043aHHOCTEN, HOPMAaTUBHBLIMU MPABOBLIMU aKTaMu 1 CTaHAAPTaMu,
OTHOCALUMUCA K AesATeNbHOCTY OpraHu3aummn. B anTevyHbIX opraHn3aumax Ha
KaXKZ0ro COTpyAHWKa AO0/KHbI BbITb LOMKHOCTHbLIE MHCTPYKLUNW, YTBEPXKAEHHbIE
B COOTBETCTBYIOLLEM NOPAAKE.

B anTe4HbIX opraHmnsaumax gomkHa bbiTb NpeaycMoTpeHa cucTeMa
NMOCTOSHHOrO MOBbILLEHNS NPOJECCMOHANLHOO 06pa30BaHNsA COTPYAHUKOB MO
BOMPOCaM AEeNCTBYIOLLEro 3aKoOHO4aTENbCTBA, MPUMEHEHNS NIEKaPCTBEHHbIX
cpencTs v Ap. MaaH n TeMbl 3aHATUI YTBEPXKAAIOTCA PYKOBOAUTENIEM
anTeYHOW opraHm3aumm.

9.9. PykoBoguTenb anTe4yHOWN opraHn3aLmm Ha3HavyaeT m3

PYKOBOASALLErO NepcoHana yrnosHOMOYEHHOI0 MO Ka4yecTRy.

9.10. AnTeyHas opraHusauns obecnevymBaeT BeLeHME OKYMEHTaLMN B
COOTBETCTBUM C 3aKOHOAATE/bHLIMW M HOPMATVUBHbBIMUW NPaBOBLIMU aKTaMu
Poccuiickon ®epepaumm.

MpunoxxeHue

kK OTpacnesoMy cTaHZapTy "lNpaBuna oTnycka

(peanmzaumnmn) NeKapCcTBEHHbIX CPEACTB B aNTeYHbIX OpraHn3aumsax.
OCHOBHbIe NMoNoXKeHNs", yTBepXXAeHHOMY NpruKka3om MuHsgpasa Poccun
oT 4 mapTa 2003 .

N 80

(YTpaTuno cuny - MNpukas MUHUCTEPCTBa 34PaBOOXPaHEHNS 1
couuansHoro passutus Poccuinckon ®epepaumm ot 29.08.2004 r. N 92)
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