BHHUMAHMHIO coTpyaHUKOB anTeYHbIX OPpraHH3auMH,
MHAHBHIYAJIBLHBIX NPeANPHHHMATEIEH,

HMCHIIHX JIHIICH3HIO HA dlaplvlauen'mqecxylo HAEHATEIIBbHOCTD

B coorsetrcTBUm ¢ myHkTOM 47 qacTH 1 craten 12 Penepaneroro 3akoHa ot 4 mas 2011
r. Ne 99-03 «O 1MHEH3UPOBAHHHM OTOEIBHBIX BHAOB ACATEIILHOCTH» (apMalleBTHUCCKAs

ACATCIBHOCTE NOMJIEXHUT JIMLICH3UPOBAHHIO.

CornacHo nyHKTY 5 «r» yrBepxaeHHoro IfocranosinenueMm IlpaBurensctsa PO ot
22122011 r. N 1081 «[losioxkeHuss © JHUEH3NPOBAHUH GapMaueBTHYCCKOMH
aesTeasHocTw» (B pea. or 04.09.2012) oxHuM u3 nMUeH3HOHHBIX TpeGoBaHWi npH
OCYIIECTBACHUM (apMalIEBTHYECKOH CATENBHOCTH SIBJIAETCA COOMIONEHHE NTHUUEH3UATOM,
OCYWIECTB/AKMMM  PO3HHYHYKD  TOPrOBIKO  JIEKAPCTBEHHBIMH  HpenaparamMu  AJIA
MEAWNUHCKOTO TIPUMEHEHHs, MpPaBUJI OTNYCKAa JIEKAPCTBEHHBIX [(pENapaToB  JUIs

MEOHLUHUHCKOT O NPUMEHEHHS alITEYHBIMHY OpraHHu3alHaAMU.

Yacte 4 craten 14.1 KoAIl P® npeaycmarpuBaeT OTBETCTBEHHOCTL 34
OCYUIECTBICHHE NPEeITPHHUMATENbCKOH ACATENBHOCTH € IPYOBIM HapyLIEHUEM TpeboBaHUiA

H YCJIOBMii, IPEeAYCMOTPEHHbIX CIIELHAJIbHBIM Pa3pEUICHUEM (JIMLIEH3HERH).

CoBepllieHHe AesHHAS, TPEeIyCMOTPEeHHOro 4yacThio 4 ctathH 14.1 KoAIl PO, Baeuer
HaJIOXKEeHHE AAMHHUCTPATHBHOrO mTpada:

- Ha JML, OCYUIECTBIAIOLMX NPEANPUHHMATEILCKYIO ACATEIBHOCTE 0€3 00pa3oBaHus
[OPHAMYECKOrO JIMLA, B pa3sMepe OT 4eTbipex A0 BOCBMH Thicad pybued wiu
a/IMHHUCTPATHBHOE MPUOCTAHOBJICHHE JEATEIbHOCTH HA CPOK /10 IE€BAHOCTA CYTOK;

- Ha JIOJDKHOCTHBIX JIMII - OT NMATH A0 AeCHTH ThICHY py0dJIeH,

- Ha IOPMAMYECKHUX JIWI[ - OT CTA A0 ABYXCOT ThicAY pyO.ieil UIH afMUHUCTPATHBHOE

NIPHOCTAHORBJIEHHE NEATEIBHOCTH Ha CPOK A0 AeBAHOCTA CYTOK.



CornacHo NyHKTY 5 «r™» yTtBepkaeHHoro Ilocranosnennem IIpaButenbcra Pd or
22.12.2011 r. N 1081 «[lonoxeHus O THLUEH3UPOBaHUH (apMaLEBTHIECKOH NeATENLHOCTH
(8 pea. ot 04.09.2012) ongHMM H3 JIHLECH3UOHHBIX TPeOOBaHUIL MpPH OCYLIECTBIEHUH
(apMaUECBTHYECKOH OEATENBHOCTH ABAAETCS COOMIOACHHE JTMUCH3NATOM, OCYILECTBIAOLINM
PO3HUYHYIO TOPrOBIIO JICKAPCTBEHHBIMH MpenapatamMyl O MEOUIMHCKOIO MPUMEHEHHS,
1IpaBHJI OTHYCKA JIEKaPCTBEHHBIX MpenapaToB /1% MEAULMHCKOTO NPUMEHEHHA alTeYHbIMH
OpraHu3aLMAMH.

Hox rpyOpIM HapylleHHEM TIOHUMAETCS HEBBIIIOJTHEHHE THLIEH3HATOM TpeOOBaHHUH:

- OTCYTCTBHE JTMUEH3HH Ha OCYLLECTBIAEMbli1 BUI AEATEIbHOCTH;

- OTCYTCTBHE Yy TPOBH30DOB M 3aBelylolICH anTeyHOM OpraHu3atvy JIHIUIOMa
0 (papmaLeBTHUECKOM 00pa30BaHUH, cepTHPHKATA U cTaxka pabOTHI MO CIELMANBHOCTH HE
MeHee 3 neT (A4 Boiclero obpa3oBaHusa) U He MeHee 5 neT (ang cpelHero oOpa3oBaHus);

- OTCYTCTBHE KOHTPOJIbHO-KAaCCOBOT'O YUeTa;

- HECBOCBPEMEHHOE, HEMOJHOE MM OTCYTCTBHE BEACHHMA YYE€Ta B CMELMAIbHOM XXYpHaie
y4eTa OIepalHy, CBA3aHHBIX ¢ OOpallleHHEM JICKaPCTBEHHBIX CPEACTB Ul MEAHLMHCKOIO
NPUMEHEHHA, TOANEKAIIUX MpeAMETHO-KomuyecTBeHHOMY yuety (TTKVY);

- OTCYTCTBHE CIELUHANBHBIX pPEUENTYpPHbIX ONAHKOB, MOATBEPKIANIIHUX OTIYCK
JIEKapCTBEHHBIX CpelcTB, noanexaiux [1KY;

- OTCYTCTBHE NPHXOAHOHW ZOKYMEHTALUM Ha JIeKapCTBEHHblE CPEICTBAa MEAMIMHCKOIO
NpUMEHEeHus, noaaexamue [TKY;

- HapyLIEHHE YCJIOBHH XPaHEHHS JIEKAPCTBEHHbIX CPEACTB MEAMIMHCKOrO NPUMEHEHHH,
noanexaumx [IKY (npeaycmorpens n. 70 npukasa Mun3zapascoupazsutis Pd ot 23
asrycta 2010 r. Ne 706H;

- HApYIICHHs, CBA3AHHbIE C HAPYIIEHHEM NpPaBMI OTMYCKA JICKAPCTBEHHBIX MpEapaToB
(HanpuMep, ¢ HapylLIeHWEM LEJOCTHOCTH TMNEePBUYHOM H  BTOPHYHOM  YMaKOBOK
JIE€KapCTBEHHBIX CPEACTB).

[Ipy 3TOM cOrIacHO NYHKTY © yKasaHHOro [loslokeHHs O JIMUEH3NPOBAHUH HE
cobmoaeHe IMLIEH3HATOM TpeOOBaHHM MYHKTa 5 «r» CUMTAETCA TPYOBIM HAPYUWICHHEM
NMHUUEH3HOHHBIX TpeOOBaHUH M BJeYET 3a COOOH OTBETCTBECHHOCTh, YCTAHOBJICHHYIO 4aCTbIO
4 crateu 14.1 Kogekca P® o6 agMuHucTpaTuBHBIX npaBoHapyleHusx (KoAll P@).

Yactero 4 crateu 56 depepanvHoro 3akoHa Ne 61 or 12.04.2010 r. npeanycmoTpeHa
OTBETCTBEHHOCTh 32 Heco0/1oJeHHe NMPaBMJ OTIHYCKA JEKAPCTBEHHBIX MpenapaToB B
COOTBETCTBHH C 3aKOHOJATENbCTBOM PD.



