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oT 5 mong 2022 1. Ne 397

O BHeceHHN H3MeHeHMIl B ocTaHoBJieHne IlpaBuTenbecrBa
PecnyGsmku Caxa (Skyrusi) ot 24 cenrsiops 2021 r. Ne 385
«O0 yTBRepKICHAN MOJT0KEHUI 0 PeTHOHAJILHOM I'OCY1apCTBEHHOM
KOHTPoJIe (Ha130pe) B 00J1aCTH pPeryJIMpyeMbIX IocyIapcTBoM LeH (TapudoB)
H 0 PerHOHAJTLHOM TOCY/IaPCTBEHHOM KOHTpoJIe (Ha/130pe) 3a IPHMEHEHHEM
IleH Ha JIeKapCTBEHHBIE TIPeNapaThl, BRIKUYCHHbIC B MIepevYeHb KU3HCHHO
HeoOX0MMbIX H BasKHeHIINX JIERAPCTBeHHBIX NIpenapaToBy

B nieisix npuBeJieHHAS B COOTBETCTBHE ¢ (ejlepalbHbIM 3aKOHOJATCIILCTBOM,
IIpaBurennerBo PeciryOnmuku Caxa (SIkyTuss) mocTaHOBII S € T

1. Baectn B mocranoBlenne [IparurentcTRa PecryOnmkxm Caxa (SIkyTHs)
oT 24 centadpsa 2021 1. Ne 385 «O0 yTBep)JIeHUH TIOIOKEHUH 0 perHOHAILHOM
roCyJapCTBEHHOM KOHTpOJIE (Haj3ope) B OOJIACTH PEryIHPYEMBIX TOCYIapCTBOM
IeH (TapudoB) U O PErHOHAIBLHOM TIOCYIAPCTBEHHOM KOHTPOJIE (Haj3ope) 3a
NIPEMEHEHUEM IIeH Ha IIeKapCTBEHHBIE IIPENapaThl, BKIIOYEHHBIE B IIEpPEUeHb
KU3HCHHO  HEOOXOJMMBIX W BaKHCHUIMUX  JICKAPCTBEHHBIX — IIPEIIAPATOB»
CIIEAYIOIUE H3MEHEHUS

1) BIlomoxkeHHUH O peTHOHAIIFHOM IOCY IapCTBEHHOM KOHTPOIE (Haa30pe) B
00JIACTH PETYIHUPYEMBIX I'OCYAAPCTBOM IIEH (TapudoB):

a) IIYHKT 2.5 W3IIOKUATH B CIEIYIONEN pelakIuH:

«2.5. HaukaTopaMu pHUCKa HapyIeHHsT 0o0sf3aTeNbHBIX TPeOOBaHMU IIPH
OCYIIECTBIICHHHA PETHOHAIBHOIO TOCYJAapCTBEHHOIO KOHTpPOJIL (HAA30pa) B
o0MacTH peryIupyeMBIX TOCYIaPCTBOM TIeH (Tapu(POB) SIBISTIOTCS:

1) BBEIBICHHE LPH PEryJIMPOBaHUH Tapu(oB OTKIOHEHUS (PaKTHUCCKOM
peau3aliil HHBECTUIIMOHHOM MIPOrpaMMbl KOHTPOIHUPYEMOI'O JIHIla Oolilee ueM Ha
10 TIpOIEHTOB OT YTBEPKJAEHHOH WHBECTHITMOHHOM MPOTPaMMBI B IIOCIIEHEM
OTYETHOM TOJTY;

2) BBEBICHHE IPH PEryIMPOBAHUU Tapu(oB OTKIOHCHHS (PAKTHICCKH
IIOHECEHHBIX  OLEPalMOHHBIX W (WIM)  HEIOJKOHTPONIBHBIX  PacXOJOB
KOHTPOIHPYEMOTo JHIfa Ha 10 TIpoTieHTOB U 00Jee OT YCTaHOBJIEHHBIX 3HAYEHHUH B
HIOCIIEAHEM OTUETHOM T'OJY;



3) OTCYTCTBHEC 3adBICHHS OT OpPraHmsaiu o0 YCTAHOBICHWUH IICH
(TapudoB) B TCUCHUH 3 MECAIICB CO JHI BHCCCHUA JAHHON OpraHu3allii B peecTp
OpPraHW3aIii, B OTHOINIEHWH KOTOPBIX OCYIECTBIBIETCS TOCYAapCTBEHHOE
pery1upoBaHue TieH (TapudoRr),

4) OTCYICTBHE Y OpraHW3alli{, OCYIIECTBIBIIONMEH pPEryJIHpYeMbId BHJI
JACATCILHOCTH, YUCTHOH 3allMCH B IOCYIaPCTBEHHOW WH()OPMAIMOHHOH cHCTEME
PecniyOnuxu Caxa (SIkytust) « Tapud-oHnaitn» u ¢emepanbHOi Tocy JapcTReHHOMN
uHPopManuoHHOH cucreme «Eaunasg uHGOPMAaIIMOHHO-aHAIUTHYCCKA CUCTEMay
DeiepallbHOR aHTUMOHOIIOILHOH CITYKOBI,

5) BBISIBIIEHHE IIpu perympoBaHul Tapudor HEJIOCTKEHUS
OPTraHM3aIMSIMHA, OCYIIECTBIBIIONIMH PETYIUPYEMBIE BHIIHI JIeSITETLHOCTH B cdepe
BOJOCHAOKCHHUI M BOJOOTBCJICHUS, ICKTPOSHCPICTUKA M Ta30CHA0MKCHUS
VTBEPK/JCHHBIX IUIAHOBBIX 3HAYCHWN IIOKa3aTeled HaJAeKHOCTH, KadecTBa,
SHepreTUdeckou 3(pPeKTHBHOCTH B IIOCIEHEM OTIETHOM TOJTY;

6) HeoJHOKpaTHOE (JiBa U OoJjiee pa3) OTCYTCTBUE KOHTPOIHUPYEMOIO JIUIA B
MecTe NPOBEJCHHS ©O0M3aTENLHOIO NMPOPUIAKTUICCKOIO BH3WTA HECMOTPS Ha
Ha JIeXalee YBEJOMIEHHE O €T0 IIPOBEJIEHHH W OTCYTCTBHE YBEIOMIEHHS 00
OTKa3e OT IIPOBEICHUS IPOPIIAKTHICCKOTO BU3UTA. »;

0) yHkT 4.32 npu3HaTh yTPATUBIINM CHILY,

2) B llomoxkeHUH O PETHOHAIBFHOM TOCYAPCTBEHHOM KOHTPOJE (HAJ30pe)
3a TIPUMEHEHUEM IIeH Ha JIEKapCTBEHHBIE ITPerapaThl, BKIFOUEHHLIE B IIepevueHb
HKU3HCHHO HCOOXOJAUMBIX U BAXKHCHITIUX JIeKapCTBCHHBIX 1IPElapaToB:

a) IIYHKT 2.5 W3JIOXKUTH B CIEAYIONMIEH pelaKIuu:

«2.5. V'HmuKaTOpoM pHUCKAa HapyIIEeHHsI OOA3aTeIBHBIX TpeOOBaHWI IIpH
OCYINIECTBIICHHHA PErHOHAIBHOIO TI'OCYJAApPCTBEHHOIO KOHTPOIM (Haj30pa) 3a
IIPEIMEHEHUEM 1I6H Ha JICKAPCTBEHHBIC IIPENapaThl, BKIIOUEHHBIE B IIEPEUYCHBL
KU3HCHHO HEOOXOJUMBIX M BaKHCHUINHX JICKAPCTBCHHBLIX IIPEHAapaTOB SBIBICTCS
HCOJHOKpaTHoE (JBa W OoJiee pa3) OTCYTCTBHC KOHTPOIMPYEMOIO JIHIA B MECTE
NPOBeJIeHHsT  00s3aTelIbHOTO  TIPO(UIAKTHUECKOTO BH3WTa HECMOTpS Ha
Ha/JIeXallee YBEJOMICHHE O €T0 IIPOBEJIEHHA W OTCYTCTBHE YBEIOMIEHHS 00
OTKa3e OT IPOBEICHUS IPOPIIAKTHICCKOTO BU3HTA. »;

0) nyHKT 4.21 TIpU3HATH YTPaATHBITAM CHITY.

2. OnyOMKOBaTh HACTOAINEE IIOCTAHOBICHUE B O(MUIHAILHBIX CpeIcTBax
MacCcOBOH HHpOpMAITHK.
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