NEPEYEHDb HAPYIIEHUM OBSI3ATEJBHBIX TPEBOBAHUM,

BbIsiBIIeHHBIX KomuTerom no tapudam Cankrt-IletepOypra B paMkax pernoHajJbHOTO FOCYAapCTBEHHOIO KOHTPOJIA (Ha130pa)
3a MPUMEHEHHUEM IIeH Ha JIEKApCTBEHHbIE MIPENapaThl, BKIIOUEHHBIE B IIEPEUEHb )KM3HEHHO HEOOXOAUMBIX U BaXKHEHUIITNX

JeKapcTBeHHbIX npenapartos (nanee — KHBJIIT)

3a 3 kBapTaJj 2026 roaa

Bua meponpusitus,

PexoMenpanum njis

BoisiBiIeHHOE Bo3Mo:xHBIE MepbI
Ne B PAaMKaXx KOTOpPOro CHHMKEHHUSI pUCKa
HapylIeHue/pu3HaK HITA B OTHOLUICHUH N
n/n MOKeT ObITh HapyeHH
HApPYUIEHUA KOHTPOJIMPYEMOI0 JTHIA
BBISIBJICHO
1. |[IpeBbliieHHE pa3mepa Yacts 2 cratbu 63 Habmonenue 00BsIBIICHHUE MPEAOCTEPEKEHUS |YKa3aHHBIA MTPU3HAK
OTIYCKHOM po3HU4HOI HeHbl | OenepanbHOro 3aKkoHa 3a COOIOZICHUEM |0 HEJIOMYCTUMOCTHU HapyLICHUs [HAPYLLIEHUS SBISIETCS
HA JIEKAPCTBEHHbII ot 12.04.2010 00s13aTeIBbHBIX 00s13aTeIbHBIX TPEOOBAHMI HHJIUKAaTOPOM PHUCKA
npenapar, Ne 61-03 TpeOoBaHU (nanee — mpefOCTEpPEKEHUE)  |[HApYLIEHUs 00s13aTENbHbBIX
BKJIDYCHHBI B NepeYeHb «O0 oOpatenuun AHanu3 IIPEIOCTEPEKEHNUE; TpeOOBaHUI.
7ZKHBJIII, oTHOCHTEIHLHO JIEKApCTBEHHBIX MPECTaBICHHBIX BrisiBnenne npuzHaka
npeaeJbHOH LeHbI CPEICTBY; B KoMUTET 10KYyMEHTOB [IpY IOBTOPHOM BBISIBJIEHUN —  [HAPYIIECHUS TOBTOPHO
(nHbOpMaIH, TpeCTaBICHHAS nyHKT S5 [IpaBun U (win) mablioHa  [MHUIMUPOBAHUE BHETIJIAHOBOM (BJISAETCS OCHOBAHUEM IS
B ¢opmare mabdaona GI'UC dbopmupoBaHus ®AC Poccun IIPOBEPKHU BHEILIAHOBOM IIPOBEPKHU.
ENAC ®AC Poccun OTIYCKHBIX LIEH Ha
NADB.JNVLP.APTEKA.2026) JIEKapCTBEHHbIE Ob6pamatsest B Komurer
npenaparsl, 1o JI0OBIM BOIIPOCaM
BKJIIOYECHHBIC B 0 COOJTIOJICHUIO
nepedens JKHBJIIT mis 00s13aTeNbHBIX TpeOOBaHMM
MEIUIIMHCKOTO (o 3amucu wiu 1Mo
MIPUMEHEHUS, Tenedony)
OpraHu3aLUusIMu
ONTOBOW TOPTrOBIU
JIEKapCTBEHHBIMU
CpelCcTBaMH,
anTEeYHbIMU
OpraHu3alusIMH,
WHUBU1yaJIbHBIMU

peNPUHUMATEISIMH,
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MMEIOLIUMHU JIUEH3UIO
Ha
bapmaleBTUYECKYIO
JeSTeIIbHOCTD,
MEAUIIMHCKUMHU
OpraHHU3aIHsIMH,
MMEIOLIUMHU JIUIEH3UIO
Ha
bapmaleBTUYECKYIO
NEeSTEIIbHOCTD, U UX
000c00JICHHBIMU
MoApa3ieICHUsIMH,
pacmojIoKEHHBIMU B
CEJIbCKUX HACEJICHHBIX
MyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHBIC
OpraHu3aIlui,
YTBEPKICHHBIX
MMOCTaHOBJICHHEM
IIpaBuTenscTBa
Poccuiickoit
denepauuu OT
08.04.2025 Ne 462;
pacrnopspKeHue
Komurera
1o Tapudam
Cankr-IlerepOypra
o1 29.09.2021 Ne 52-p

BHuMaTenpHO OTHOCHTCS K
3aroIHsIEMOMY 11A0JIOHY,
HIepPeTPOBEPSATH
UHPOPMALIMIO HA HAJTHYUE
HETIPaBUIBHBIX PacYeTOB.

IIpeBbiIenne npeajiaraeMoi
OTIIyCKHOM LEHBI HA
JIEKapPCTBEHHBIN Npenapar,
BKJIIOYEHHBIN B NepeYeHb
JKHBJIIL, oTHOCHTE/IBHO
npeaeJbHOH HEeHbI
(nHpOpMAIHS O KOTOPBIX

YacTs 2 cratbu 63
®denepaabHOrO 3aKOHA
ot 12.04.2010
Ne 61-03
«O06 obpareHun
JICKapPCTBEHHBIX
CPEICTBY;

OO6s13aTeNbHBII
PO UITAKTHIECKUN
BU3HT
(mamee — OIIB)

BbIJaua MPeNrucanus 00
YCTPAaHEHUH BBISIBICHHBIX
HapyLIEHUN

(mamee — mpeanucanmue);

MPEI0CTEPEIKECHUE;

YKa3zaHHBIN IPU3HAK
HapYIIEHUs SBISAETCS
UHAMKATOPOM pPHUCKa

HapyIiCHUA 00s3aTEIBbHBIX

TpeOOBAHUH.
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pasMeleHa

B MH(QOPMALMOHHOW CeTH
«VHTepHeT» (arperaropsl,
CaiThbl)

pacropspKeHHe
Komurera
o Tapudam
Canxkr-IlerepOypra

o1 29.09.2021 Ne 52-p

IIPU TIOBTOPHOM BBISIBICHUH —
WHUIIMMPOBAHNUE BHETUIAHOBOM
POBEPKU

KonTposbHoe
(magzopHoe)
MEPOIPHITHE C
B3aHMOJICUCTBUEM C
KOHTPOJIHPYEMbBIM
JUIIOM
(manee — [IpoBepka)

MpEaANCanuc,
MMPCAOCTCPCIKCHUC,

IpUBJIEYCHHE K
aMUHUCTPATUBHON
OTBETCTBEHHOCTH IO 4acTH 4
crateu 14.4.2 KoAIl PO
(mrrpad BICOKHIE — OoT 250
ThIC. py0. Ha JOJDKHOCTHOE
JIUTI0)

BrisBnenne npusHaka
HapyIlIeHUs [IOBTOPHO
ABJISIETCSI OCHOBAHUEM IS
BHEIUIAHOBOM ITPOBEPKH.

BanmaTenbHO OTHOCUTCS
K HCTIOJIb3YEMOMY
NMPOrpaMMHOMY
o0ecre4yeHu10, MOCKOJIbKY
OHO MOJKET JaBaTh cOOM

U TPAHCJIHPOBATH
HeBepPHbIE HEeHbI

Ha 0opUUIMATILHBIH
caiit/arperaTop.

Jammcarecd Ha

HaGmonenune
3a coOIII0ICHUEM
00s13aTENILHBIX
TpeOoBaHMi

MMPpEAOCTCPECIKCHUC

HDOd)I/IJ'IaKTI/I‘lCCKI/Iﬁ BU3UT

B Komurer

(nmst cyObEKTOB MaJioro
peIPUHIMATEIHCTBA,
COHKO u rocynapcTBeHHBIX
YUPEXKICHUN )

O6pamarscst B Komurer
110 J1I00BIM BOTIpOCaM

10 COOJIIOIEHUIO
00s13aTeNIbHBIX TpeOOBaHUN
(o 3amwcu WiTH 1Mo
Teseony)
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