rocyapcraenHoe GlouKeTHOE YUpeKaeHHe 31paBo0XpaHeHuUs
CTaBponojibCKoro Kpasi
«KucjioBoacKasi ropoAcKasi CTOMaTOJIOrH4YecKasi NOJHKJIHHHKA

INPUKA3

9 ssmBaps 2025 roaa Nel9

O MOHMTOpMHIE GE30MaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB U MEAULIMHCKHX W3AEITHH;

O 3aKynKe, PUEeMKe ¥ OPraHM3aLWK XPaHEHUs JIEKapCTBEHHBIX CPE/ICTB H MEAMLIMHCKHX M3/,

O npaBuIaX yHHUYTOXEHHs Hel00pOKAauECTBEHHBIX JIEKApCTBEHHBIX CPE/ICTB U MEMUMHCKUX U3/IeNIni
OG6 yTBepyKACHHH NEPevHs JIEKaPCTBEHHBIX CPE/ICTB U MEMLIMHCKHX 15163 () 15171

B cootsercrau ¢ IToctanosnenusmu Ipasurenscrsa PO or 04 mrons 2020 r. Ne982, or 30.05.2023r.
No870, mnpukasom MunucrepctBa 3npaBooxpaneHusi CTaBpONOJIBCKOro  Kpas Ne01-05/317 ot
21.07.2009r. «O MOHHTOPHHTe O€30IIACHOCTH JIEKAPCTBCHHBIX CPEICTB B  YHUPEIHICHISX
CTaBpOIOJIbCKOTO Kpasi», a TAKXKE B LEJAX pealn3alui CTaTbH 41 denepanbHOro 3aKoHa OT 22 UIOHS
1998r. No-86-03 «O JleKapCTBEHHBIX CPEACTBAY ¥ OPraHu3aluyi HHYOPMAIHOHHOTO B3aMMO/ICHCTBHUS
10 BompocaM (apMaKoTeparnuy IOCPEICTBOM BBISBIECHHs HEOIAroNpHUATHBIX NOOOYHBIX pEeaKiyii Ha
JIeKapCTBEHHEIE cpesicTBa, [Ipukasom MunUCTEpCTBA 31PaBOOXPAHEHUS ¥ COLUANBLHOTO PAasBUTH PO
ot 23 asrycra 2010 T. Ne706n «OG yrepaenuu IlpaBui XpaHCHHs JICKAPCTBCHHBIX CPEACTE?,
®eneparbHbM 3aKoHOM 0T 12.04.2010r. Ne61-®@3 «O6 oOpaineHuy JICKapCTBCHHLIX CPE/ICTBY,
®enepanbabiv 3akoHoM 0T 08.08.2024r. Ne292-03 «O BHEceHHH u3menenuii B crareio 57 @3 «O6
0OpallleHHH JIEKapCTBEHHBIX CPEJICTBY,

ITPKA3BIBAIO:

1. KoHTponb 3a MOHHTOPHHIOM 0€30MacHOCTH JIGKApCTBEHHBIX CPeIACTB M
MEIMIIMHCKUX U3JeJIUM BO3JIOKUTH Ha (POPMYJISIDHYEO KOMHCCHIO.

2. Bosnoxkurs Ha MemuimHckyio cectpy [lImaitmo Oxcany  CepreeBHy
OCYIIECTBIIEHHE KOHTPOJS 3a CBOEGBPEMEHHBIM HMH(OPMUPOBAHHEM 0060 Bcex
CcllyuasiX BBISBJICHHs MOOOYHBIX JEHCTBMA, HE yKa3aHHBIX B WHCTPYKIMH IO
IPYMMEHEHUIO WJIM PYKOBOJCTBE IO SKCIUIyaTalld MEJMIMHCKOro H3ACNIHd, O
HE)XeJaTeNbHBIX =~ PeakIUsAX Mpd ero mnpuMeHenuu, 00 OCOOCHHOCTAX
B3aUMOJICHCTBUS MEIMUMHCKAX M3Jenuil Mexay coboil, o dakrax u 00
00CTOSTENILCTBAX, CO3JAIONMX yrpo3y JKM3HM M 3[I0pPOBBIO TpaXIaH H
MEJMIMHCKUX PAOOTHUKOB IPU INPHUMECHEHHM M OKCIUIyaTalMH MEAMIIMHCKHX
17631 (V15178 ‘ :

3. B cpok 15 KanmeHJapHbIX HHeH ydpexjeHue 00g3aHO HHYOPMMPOBATH
denepanbHyio Ci1yxk0y M0 Hajg30py B cdepe 31paBOOXPAHEHUs O CIICYIOIIHUX
KaTeropysiX HeXeNaTelbHBbIX peakiui, a Takke (akrax H 0OCTOATENBCTBAX,
CO3JIAIOIIUX YTPO3y JKU3HU U 3/10POBbBIO YE/IOBEKA! i
- cepbe3HbIc HeXeJaTeJbHbIe peaKlMM Ha JICKapCTBEHHBIC ITpEnapaTel, 3a
HCKIIIOYEHHEM CEPhE3HBIX PEaKI[il HeXKelaTellbHbIX Peakllni, 32 UCKIIOYCHUEM
peaKuuii ¢ JeTaNbHbIM HCXO0M HIIH yTPO30H KU3HH;

- cinydam mnepefadd MHQEKUMOHHOrO 3aboNeBaHMs Yepe3 JIeKapCTBEHHBIH
npenapar;

- CIIy4aW OTCYTCTBHs 3asBJICHHOM 3¢)¢)CKTI/IBHOCTI/I’JIeKapCTBeHHBIX npenaparos,
IpUMEHsEMBIX IpH 3a00JICBAHUAX, MPEJCTABJISIONMX yrpo3y i JKU3HH
yejoBeKa, BaKUMH I OpoduiakTHKk — MHGEKIMOHHBIX  3aboneBaHuil,
JNIEKApCTBEHHBIX IIPENapaToB Ul INPEeJOTBpallleHus OepeMEeHHOCTH, KOria



. OTCYTCTBHE  KJIMHHMYECKOro d3¢dekra He BbI3BAHO  WHIUBU/yalIbHBIMU
0COOEHHOCTAMHM NanuenTa u (1) creuduKoii ero 3adoeBaHus;
- HEeXeJaTelbHBIX PpEaKIMsX, BO3HHUKIIMX BCIEACTBHE 3J10YNOTPEOJICHHMS
mpernaparoM, B CIy4asX YMBIIUIGHHOM Iepelo3UpPOBKU  JIEKAPCTBEHHOTO
npernapara, Ipu BO3JIeHCTBUH, CBI3aHHOM C NPO(eCcCHOHAIBHOMN JeATeIbHOCTHIO,
WIA B Clydasx HCIOJb30BaHUSI JIEKAPCTBEHHOro IIpernapara B IEJsX
YMBILLICHHOTO MIPUYHUHEHHS Bpe/ia )KU3HU U 37I0POBBIO YeJIOBEKA.

4. YTBepIuTh TpaBWia XpaHeHWss U I[POBEACHHUS  KOHTPOJIsL  KavyecTBa
JIeKapCTBEHHBIX cpeAcTB (mpuiioxxenue Nel).

5. YTBepauTh NpaBHWia YHHYTOXKEHUS HEIOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
cpenacTB, (GanbcUUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M  KOHTPa(aKTHBIX
JIeKapCTBEHHBIX cpecTB (mpuiokenue No2).

6. YTBepIUTH IpaBujia OpraHU3allyd IPUEMKH, BO3BpaTa, XpaHeHUs MEJUIIMHCKUX
uzzenuit (npunoxxerne No3).

7. YTBepAUTh NPaBU/Ia yHUYTOXKEHUS MEIUIMHCKAX Y3/eNuii (TIPHITOXKEeHHe Ned).
8. Y1Bepauth ¢opmy xypHasia «O HexenaTeJbHOM peakuud HIM OTCYTCTBHUH
TeparieBTHYecKoro adgdexra iekapcTBeHHoro 1penaparay (Ilpunoxenue NeS).

9. Ha3HauuTh OTBETCTBEHHHIM 32 MOHUTOPUHT OE30MTaCHOCTU KOHTPOJIb U Ka4eCTBO
JIEKapCTBEHHBIX CPEACTB U MEAMLMHCKUX H3JIeJIMH, B TOM YMCIC 3a BHEAPCHHUE
rOCYAapCTBEHHON WH(OPMAIIMOHHOM CHUCTEeMbl MOHHUTOpPUHIA 3a 000pPOTOM
MEJMLMHCKUX M3ENIUN, Mojyiexaux o0s3aTeIbHOM MapKUpPOBKE Cpe/iCTBaMU
unentuduxkanun (I'MC MT) B pamkax npodeccuoHalbHOW KOMIETEHIMH
MeauuuHeKyto cectpy llmaiino Okcany CepreeBhy.

B 00s13aHHOCTH OTBETCTBEHHOI'O BXOJIHT:

- cbop u HampasieHue B Poc3npaBHan3op cBeieHUd O HeOIaronpusHbIX
COOBITHSIX;

- OTClIeXHMBaHUEe HHPOPMaLMOHHBIX IuceM Poc3apaBHaz30pa M INpOBECHHUE
MEpPONPUATHN, yKa3aHHBIX B MMHUCbMaX, NPU HAJIWYUU MEJMLMHCKUX HU3/EIUN B
OpraHu3aluu;

- 3aII0JJHEHUE KapThl-U3BEILCHUS, Pa3MCLIEHHOW B 3JIGKTPOHHOM BHJI€ Ha calTe
www.roszdravnadzor.ru

10. Hasnauyuts cucremsoro anmunucrparopa Jlocesa I[1asna Cepreesuua

OTBETCTBEHHBIM 3a dKCIUTyaTauuio ['ocyrapcTBeHHOM HHGOPMALIMOHHON
CHCTEMbI MOHUTOPHUHTIA 32 000POTOM MEJIUIUHCKUX U3ACTUN, TIOJIekKAIIUX
obs3arenbHON MapkupoBke cpencTs uaentudukamyu (FMC MT) B pamkax
npodeccuOHaIbHON KOMIIETCHTHOCTH.

11.YTBepauts u BBecTH B efictBue ¢ 09.01.2025r. hopMyIsipHbIii IepeyeHb
JIEKQpCTBEHHBIX CPEJICTB U MEAULIMHCKUAX U3/IeNINH, HEOOXOIUMBIX JIJISl OKa3aHHSI
CTOMATOJIOrUYECKOM MOMOILK 110 00SA3aTENbHOMY MEAUIIMHCKOMY CTPaXOBaHHIO
BI'BY3 CK «KI'CIT» na 2025 rox (ITpunoxenune Ne6).

12.YTBepauts yek-muct «JlekapcrBennoit 6e3onacyoctu B I'bY3 CK «KI'CIT»
(mpuioxenue Ne7).

I'maBHBIN Bpau ' A.A. YekyHOB



