PETMOHAJIbHASI SHEPTETUYECKASI KOMUCCHA
CAXAJIMHCKOU OBJIACTU

IITPUKA3

ot 01.08.2024 Ne 1-3.25-663/24

r. KOxuo-CaxanuHck

O6 yrBepxkaenuu kputepues gopmuposanns IlnaHa npoBeaeHHs Bble€3IHbIX
o0cileJ0BaHHIA B pAMKax OLleHKH c00/110eHNs 005132 TeJIbHbIX
Tpe6oBaHU#A K NPUMEHEHHIO LIEH HA JleKapCcTBEHHbIE Npenaparsl,
BKJIIOYEHHBIE B MlepeYeHb )KU3HEHHO He0GX0JUMBIX M BAXKHEHIIHNX
JIEKAPCTBEHHBIX NMPeNapaToB

B cootBeTcTBHMH C HOCTaI;IOBJ'IeHI/IeM IpaButensctBa PD ot 23.05.2024 Ne
637 «O BHeceHuM HM3MeHeHUH B HekoTopsie akThl IlpaButenscTBa Poccuiickoi
denepanuu» NMpUKa3bIBakoO:

1.  VrBepauts xpuTepun ¢opMmupoBanus [lnaHa MMpoBeeHUS BBIE3IHBIX
obcilefoBaHMi B paMKax OLEHKH COOMoAeHns 00sA3aTeNbHBIX TpeGoBaHMH K
MPUMEHEHNIO LeH Ha JIeKapCTBEHHbIE IIPeNapaTsl, BKIIOYEHHBIC B nepeqem,'
x{H3HeHHO HEOOXOONMBIX M Ba)kKHEHMIUX neKapcheHHmk MpenapaToB cOrIacHo
IIPUJIOKEHHUIO K HACTOAIIEMY NIPUKa3y.

2. Ycra"osure, yro Ilnan q)opMHpoaaﬁuﬂ BBIE3IHBIX 00ciieqoBaHyil B
paMKax OLIEHKU COOMIONeHMS 0O0s3aTeNbHBIX TpeOOBaHUI K NMPHMEHEHHUIO LIEH Ha
JIEKapCTBEHHBIE TIPEMApaTHI, BlcmoqéHHme B TIepeYeHb KU3HEHHO HEOOXOAUMBIX U

BOXHEHINNX JIEKapCTBEHHBIX MpernapartoB (opMHpyeTCd €xXeKBapTaibHO, He

no3fHee 15-ro uWcna Mecsna, NPEAIIECTBYIONETO IJIAHUPYEMOMY KBapTaly
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YIIpaBJICHUEM pPETYJIHpPOBAHUA TPAHCHIOPTA, CQepsl NPOM3BOACTBA U YCJIYT Ha
OCHOBaHUH OLEHKU Kputepues ¢gopmupoBaHus [liana.

3. Ony6iuKoBaTh HACTOAMIKH MpUKa3 Ha «OPULMATEHOM HUHTEPHET-NIOPTAJIE
NpaBoBOi MHOOpPMAIMKU» U Pa3MECTUTh Ha OQHIMAIBPHOM CaiTe peruoHabHON
SHEepreTHdecko  komuccuu —CaxanuHCKOH —oOmacTé B WHGOPMAaLMOHHO-

TEJIEKOMMYHUKaUMOHHON ceTu UHTEpHET.

AOKYMEHT NOANHCAH
JJEKTPOHHCH [IOANTUCBIO

Hpe JicegaTeb Ceprndusar 00BIAUBDD7SSADMSEIFSB H4ALSISF I[,B, qupBIHIeB
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I[MPUJIOXXEHHME
K TpUKa3y perHoOHaIbHOU 1
SHEPreTUYECKON KOMUCCHH
CaxannHckoii obnactu

Ne 1-3.25-663/24 ot 01.08.2024 ;

1

KPUTEPUHN

popmupoBanus Ilnana nposeneHUs1 BbIe3AHbIX
o0c/e10BaHUI B paMKaX OLlEHKH cO0.II0JeHHs
00s13aTe/IbHBIX TPEOOBAHKI K MPHMEHEHHIO LIeH
Ha JleKapCTBEHHbIE NIPeNapaThl, BKJIKYEHHbIE B
nepeveHb *KU3HEHHO HEOOXOJUMBIX H
BAYKHEHIIIHX JI€KapPCTBEHHbIX NpenaparTos

1. Hanuyue ¢akToB HapylIeHHUs KOHTPOJIMPYEMBIMHU JIMUAMH 00A3aTEIIBHBIX
TpeGOBaHUH K MPUMEHEHUIO LIEH Ha JeKapCTBEHHBIE NMpeNapaThl, BKIIIOYEHHbIE B

INEPEYCHb JXU3HCHHO H606XOJII/IMI>IX W BaXKHEHIINX JICKApPCTBCHHBIX NPEIapaToB.

2. HeopHokpatHoe mnoctyiuienne xano0 (oOpameHuii) Ha HapylIeHUe

‘

00sA3aTenbHBIX TpeOOBaHUN K MPUMEHECHUIO LIEH Ha JIEKapCTBEHHBIC mperaparsl,

BKJIIOYEHHBIE B ITEPEUYCHB )XU3HEHHO HEOOXOUMBIX U BaKHEHIIUX JIEKAPCTBEHHEIX
NIpenapaToB.

3. BeisiBreHHe TIPU3HAKOB HApyIICHWA KOHTPOIHUPYEMBIMH  JIMLAMH

00s13aTenbHBIX TpeOOBaHMII K MPUMEHEHHUIO 1IeH Ha JIEKapCTBEHHBIE npenapaTm,{_

BKJIIOYEHHBIE B ITEPEUCHB )KM3HEHHO HEOOXOUMBIX U BaXXHEHIINX JIEKAPCTBEHHBIX

IIpenapaToB, N0 pe3ybTaTaM eKeKBapTaATbHOI0 MOHHTOPUHTA LIEH.

Ppicizea

IVAIEHTOR et
KON
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