[Tpunoxenue

K MPUKa3y

denepanbHON CITYKOBI 110 HAA30PY
B cdepe 31paBOOXpaHEHUS

Ne oT 2021 r.

IIporpamma npo@uIaKTUKH PUCKOB IPUYMHEHH Bpeaa (yiep0a) oxpaHsieMbIM
3aKOHOM LICHHOCTSIM IIPH OCYLEeCTBJICHUH (PeAepaJbHOIO0 rocy1apCTBEHHOI0
KOHTPOJIsA (Haa30pa) B cepe oOpanieHUus JJeKAPCTBEHHBIX CPEACTB IJIs
MEIULHHCKOr0 NPpUMEHEeHHU s
B 2022 roay

Hactosmas mnporpamMMa npoUIaKTUYECKUX MEpPONPUATUM, HaINpaBICHHBIX Ha
NpEeayNpekKICHUE TpPUYMHEHUsS Bpeaa (yuiepda) oxpaHsSeMbIM 3aKOHOM IIEHHOCTSIM
(manee - IlporpamMma), ycTaHaBIMBaeT MOPSAOK NPOBEACHUA MNPOPUIAKTUYECKHUX
MEpONPUATHIA, HANPABICHHBIX Ha MNPEIyNpekIeHUE NpHUUMHEHUs Bpeaa (ymepoa)
OXpaHSIEMbIM 3aKOHOM IICHHOCTSIM, COOJIIOJICHHE KOTOPBIX OILIEHHBAETCS B paMKax
WCTIOJTHEHUS TOCYJapCTBEHHON (PyHKIMK — (enepalbHOTO TOCYAapCTBEHHOTO KOHTPOJIIS
(Hag3opa) B chepe oOpaiieHus JIEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO TPUMEHEHUS
(masiee - rocy1apCTBEHHBIN KOHTPOJIb).

|. Ananu3 TEKYIIECro COCTOAHUA OCYIIECTBJICHUSA INOCYyIaPCTBCHHOI'0O KOHTPOJJIA

[ToAKOHTPOMBHBIMU CYOBEKTAMU MPHU OCYIIECTBICHUU TOCYJAPCTBEHHOTO KOHTPOJIS
SIBJISIFOTCSI:

OpraHu3allii,  OCYIIECTBISAIONIME  ONTOBYKD  TOPTOBIIO  JIEKAPCTBEHHBIMU
CpeICTBaMH JIJII METUITMHCKOTO IPUMCHCHHS,

HAyYHO-HCCIIEIOBATEIbCKUE OpTraHu3allid W 00pa3oBaTENbHBIE OpraHU3AINH
BBICIIETO ~ OOpa3OBaHMs, OpPraHM3AMH  JOMOJHUTEIBHOTO  MPO(ECCHOHAIBLHOTO
o0Opa3oBaHwsl, OCYIIECTBIAIOMNE JOKIMHUIECKIE UCCIIET0BAaHMUS JIEKAPCTBEHHBIX CPEJICTB,
KIIMHAYECKHUE UCCIICOBAHUS JICKAPCTBEHHBIX MIPETIapaToB;

METUITUHCKIE OPTaHU3aIiH;

000COOJICHHBIE  CTPYKTYpHBIC  TOAPA3ACICHUS  MEAMIIMHCKUX  OpraHU3alui
(amOymnaTopus, QenpamepcKuid MyHKT, (ETbAIIePCKO-aKyIIePCKUA MYHKT, IIEHTP
(otmenenue) ob1Iel BpaueOHOU (CEeMEHHOM) MPAKTHKH );

anTEeKU MPOU3BOJICTBEHHBIE C MMPABOM U3TOTOBJICHUS ACENITUYECKUX JIEKAPCTBEHHBIX
Mpenaparos;

anTEeKU MPOU3BOACTBEHHBIC C MPABOM U3TOTOBJICHUS JIEKAPCTBEHHBIX MPETIApPaTOB,;

anTEKU TOTOBBIX JIEKAPCTBEHHBIX (PopM

anTCYHbBIC TTyHKTHI,

anTEYHBIC KHOCKH;



WHUBUyaJIbHbIE pearnpuHUMAaTENH, OCYUIECTBIISIOLINE MEAUIMHCKYIO
JeSITeNIbHOCTD;

WHAUBUAYAJIbHbIE TMPEANPUHUMATENN, OCYIIECTBISAIONNE (PapMaleBTUYECKYIO
JeSITeNIbHOCTD;

JiepKaTeNd WIA BJAAETbIbl PETUCTPALMOHHBIX YIOCTOBEPEHUHN JIEKApCTBEHHBIX
MpernapaToB UM YIOJTHOMOYCHHbIE MU UHBIMH IOPUIUIECKIMHU JIUIIA.

OO1ee KOMMYECTBO KOHTPOJIUPYEMBIX JHUI], OCYLIECTBIAIOMIUX JEATEIHHOCTh B
cdepe oOpalIeHus JeKapCTBEHHBIX cpeIcTB (1o coctostauio Ha 01.10.2021) — 139128.

['maBHOM 3amaveit Poc3npaBHag3opa Mpu  OCYHIECTBICHUH TOCYJAapCTBEHHOTO
KOHTPOJISL  SIBJIAETCA TEPEOPUCHTALUSI KOHTPOJIBHOW JESATENBHOCTU Ha OOBEKTHI
MOBBIIIEHHOTO PUCKA.

B 1 mnonyromum 2021 roma 1o pe3yiabTaraM KOHTPOJBHBIX (HAJI30PHBIX)
MEpPOTIPUATHIN BBISABJICHBl HAPYIIEHUS O00S3aTeNbHBIX TPEOOBaHUM, B YHUCIE KOTOPBIX
HapyUIEHUs CIEAYIONIUX TPEOOBAHUM!

a) coOIroIeHNE IOpUIUYECKUMU JINLIaMU n WHIUBUY JIbHBIMU
OpeANpUHUMATENIIMHA, OCYUICCTBISIIOIIMMHI  JIEATEIbHOCT B cdepe  oOparieHwus
JEKapCTBEHHBIX  CPEACTB  O0s3aTeNbHBIX  TpeboBaHui B cdepe  oOpamieHus
JICKapCTBEHHBIX CPEJICTB, BKIIOYAS:

- coOmrofieHne TpeOOBaHUU K JOKIMHUYECKUM HCCIEIOBAHMUSAM JIEKAPCTBEHHBIX
CPEICTB, KIMHUYECKUM HCCIEIOBAHMUAM JIEKaPCTBEHHBIX MPENapaTroB, HU3TOTOBICHUIO,
XpaHeHuto, MepeBo3ke, BBO3y B Poccuiickyto denepanuio, OTmycKy, peanusalu,
nepeaaye, Mpoaaxke JIEKapCTBEHHBIX CPEJICTB, MPUMEHEHHIO JICKAPCTBEHHBIX MIPENapaToB,
YHUYTOXXEHUIO  JICKAPCTBEHHBIX  CPEJACTB,  YCTAHOBJIICHUIO  MPOU3BOJIUTEISIMU
JIEKapCTBEHHBIX TMpenapaToB II€H Ha JIEKAPCTBEHHBIC IMpernapaThl, BKIIOYEHHBIE B
NEPEUYCHb )KU3HEHHO HEOOXOAMMBIX U BOKHEUIIUX JIGKAPCTBEHHBIX MPENapaToB;

- COOTBETCTBHUE JICKAPCTBEHHBIX CPEACTB, HAXOMAIIMXCS B OOpallleHUH,
nmokaszaTeysiM  KadecTBa, JS(OQPEeKTUBHOCTH ¢  O€30MaCHOCTH, YCTAaHOBJIEHHBIM B
cootBercTBuu C¢ DenmepanpabiM 3akoHOM 12.04.2010 Ne 61-d3 «O06 oOpamenun
JIEKapCTBEHHBIX CPEICTBY;

0) coOmoieHue KOHTPOJHUPYEMBIMH JIMIIaMU TpeOOBaHUM, YKa3aHHBIX B 4acTu 1
ctatbu  67.1 ®enmepanpHoro 3akona 12.04.2010 Ne 61-®3 «O6 obOpamenun
JIEKapCTBEHHBIX CPENCTB», OIPAHWYEHUN, YCTAHOBJIEHHBIX cTarbsiMu 67.1 u 67.2
®enepanbHoro 3akona 12.04.2010 Ne 61-D3 «O6 oOpatieHnr TeKapCTBEHHBIX CPEACTBY;

B) coOroieHue JUIEH3UOHHBIX TpeOoBaHUM K OCYIIECTBIICHUIO
dapmaneBTUIeCKOU eATeTbHOCTH;

r) coOnrofieHue KOHTPOJHUPYEMBIMH JIMIIAMU TPEOOBaHWI K MPETOCTABICHUIO
uHpopManuu O JIEKAPCTBEHHBIX CpEACTBax U (WJIM) JIEKAPCTBEHHBIX IIpernaparax,
npeaycMoTpeHHoM cratbsimu 9.1, 52.1 u 64 ®@enepansuoro 3akona 12.04.2010 Ne 61-03
«O06 obOparteHnn JTeKapCTBEHHBIX CPEIACTBY.

OCHOBHBIMU HapYIICHUSIMU 0053aTeNbHBIX TpeOoBaHMii B cdepe oOpaiieHus
JICKaPCTBEHHBIX CPECTB JJIsI MEAUIIMHCKOTO PUMEHEHUS SIBISUINCH:

1) ycraHoBieHHBIX cTaThel 58 denepanbHoro 3akoHa ot 12.04.2010 Ne 61-D3 «O06
oOpallleHnn JIeKapCTBEHHBIX CpeACTBY; [IpaBmiamu XpaHeHUs JIEKapCTBEHHBIX CPEICTB,
YTBEPKAECHHBIMU TIpMKa3zoM Mun3znpascoupa3sutus Poccun ot 23.08.2010 Ne 706m;
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[IpaBunamu Hajasexalled NPakTUKU XPaHEHUs U NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB
JUIsI MEAMIIMHCKOIO NPUMEHEHMS, YTBEP)KIECHHBIMH NpuKazoM MuH3apaBa Poccuum ot
31.08.2016 Ne 646n; IlpaBunamu HamjieKalmed anTeYHOW NPAKTUKH JIEKAPCTBEHHBIX
IpenapaToB I MEJULUMUHCKOrO MPUMEHEHHUs], YTBEPKICHHBIMU IpUKa3oM MuH3apaBa
Poccun ot 31.08.2016 Ne 647H; [IpaBunamu Haaiexanen JuCTpUObIOTOPCKON MPAKTHKU
B paMkax EBpa3uiickoro 3KOHOMHYECKOIO COK03a, yTBepkaAeHHbIMU Pemenuem CoBeta
EBpaswmiickoit a3xonomMudeckoi komuccun ot 03.11.2016 Ne 80:

- HECOONIOJEHWE TEMIIEPaTypHbIX PEXKHUMOB XpaHEHUS W  BIAXKHOCTH
JIEKapCTBEHHBIX IpPENapaTroB, B TOM 4YHUCIE TPeOyIOUIMX 3allUThl OT MOBBIIIEHHOMH,
HNOHWKEHHOM TemmepaTypbl, OT JACUCTBUS CBETa, BIAXKHOCTH, OT MEXaHMYECKOIo
BO3/€ICTBUSA (YAapoB) U IPYrux GaKkTOpOB OKPYKAIOUIEH cpebl;

- OTCYTCTBHE OOOpPYAOBaHMS, HEOOXOJUMOrO Ui OpraHMU3alM HaJJIeXkKallero
XpaHEHUs1 JIEKapCTBEHHBIX IPENapaToB, IMO3BOJISIONIETO 00ECIEUUTh XpaHEHUE
OpernapaToB B COOTBETCTBUM C YKa3aHHbIMM Ha TEPBUYHOM U  BTOPUYHOU
(moTpebuTENbCKOM) yHAaKOBKE TPEOOBAHUSMH IPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEJICTB
(oTCyTCTBHE KOHAMIIMOHEPOB, MPUTOYHO-BBITS)KHON BEHTHIALIMH, OCYLIUTENEH BO31yXa,
(apManEeBTUYECKUX XOJIOUIBHUKOB, CYMOK-XOJIOJUIBHUKOB, TEPMOKOHTEUHEPOB U 1P.);

- OTCYTCTBHE€  TOpUOOPOB  [JIsi  PErHCTpallUd  MapaMmMeTpoB  BO3yXa
(TEpMOTUTPOMETPOB, TEPMOMETPOB, TUTPOMETPOB (IJIEKTPOHHBIX TUTPOMETPOB) WIIU
MICUXPOMETPOB) WJIM JAPYTUX CPEACTB U3MEPEHUS B MECTaxX XPAHEHHS JIEKapCTBEHHBIX
IpenaparoB; HECBOEBPEMEHHAsl NOBEPKAa YKAa3aHHBIX CPEICTB U3MEPEHMS; OTCYTCTBHE
€KEJIHEBHOT'O KOHTPOJISI 3a TEMIIEPaTypHbIM PEKUMOM XpaHEHHs JIEKapCTB, B TOM UHUCIE
B BBIXOJHbIE U MPA3IHUYHbIC JHH;

- OTCYTCTBME 3aIlMThl MOCTYNAIOUIUX JIEKAPCTBEHHBIX CPEACTB OT aTMOC(EPHBIX
OCaJKOB MpH MPOBEACHUM MOTPY30UYHO-PA3TPy30UHBIX PabOT (OTCYTCTBHUE KO3BIPHKA,
JOKIIENTepa, JOKBEUIEPa, HaBeCa, TEINIOBOW 3aBEChHI WIIH ITYLIKH U 1P.);

- OTCYTCTBHE CpEIACTB H3MEpPEHUs IpU IEPEBO3KE, TPaHCIOPTHUPOBKE,
MO3BOJISIOIINX MMOATBEPAUTH COOJIIOACHUE HEOOXOUMOIr0 TEMIEPATYPHO-BIAKHOCTHOTO
pexuma (pdf-norrepel, TepMOMHIUKATOPHI U 1IP.);

- HecOONIOJEHUE MpaBUJl OTIYCKa M peal3aluu JIEKapCTBEHHBIX MPEnapaToB
(momyckaetrcst OTHYCK pEUENTYpHbIX JIEKapCTBEHHBIX IMpenapaTtoB 03 pelenra;
anTEeYHbIMHM OPraHU3ALMIMU HE MPEAbIBISAIOTCS PEUENTHI Ha JIEKAPCTBEHHbIE MTpEnapaThl,
MoJIeXKale NpeIMETHO-KOJINYECTBEHHOMY YUETY);

- OTCYTCTBHE CHCTEMbl MEHEPKMEHTa KadecTBa (OTCYTCTBHE JIOKYMEHTOB,
pErJaMeHTUPYIOLIUX, B TOM YHUCJE MOPSIOK COBEPIICHUS PAOOTHUKAMU JACUCTBHUH MPHU
OCYLIECTBJICHUN XpaHEHUs U (WJIM) NEPEBO3KE JEKAPCTBEHHBIX IPENaparoB, MOPSIOK
oOCITy’)KMBaHUS W TIOBEPKHM HM3MEPUTEIBHBIX MPUOOPOB W OO0OpYAOBaHUS, BEACHUE
3amMceil, OTYETOB W MUX XpaHEHHWEe, NpPUEM, TPAHCIOPTUPOBKY, pa3MeEUIEHUE
JIEKapCTBEHHBIX MpPENapaToB, U OPraHU3ALUIO0 KOHTPOJS 3a COOIIOACHHEM CTaHIApPTHBIX
OTIEPalMOHHBIX TPOLIEAYP);

- OTCYTCTBHME MOPSJIKA BEJICHUS y4eTa JEKAPCTBEHHBIX CPEJCTB C OIPAHHMYECHHBIM
CPOKOM TOIHOCTH; KOHTPOJIb 32 CBOEBPEMEHHOM peann3alueil He OCyIIeCTBISETCS;

- OTCYTCTBHE MPHUCIOCOOJEHHOIO W OCHAIIEHHOTO TPAHCHOPTa U JOKYMEHTAIlUH,
NOATBEPKIAIOIIEH PEryJIIPHOE TEXHUYECKOE 00CTyKMBAaHUE TPAHCIIOPTA B COOTBETCTBUU
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C JIOKYMEHTAJIbHO O(GOpPMIIEHHBIM TpauKkoM TpoBeAeHUs paldoT; nacmopra Ha
KIIMMaTHYECKYI0 YCTAHOBKY; CHEIU(UKAIMN C YKa3aHHEM HACTPOCK KIMMATHYECKOTO
000pyI0BaHUS, ONIPEACIISIONIEH PeKUM pabOThl YCTAaHOBKH,

2) ycTaHOBJICHHBIX IlpaBuinamMu HauIeKameld MPOU3BOJACTBEHHON IPAKTHKH,
YTBEPKIAEHHBIX NPUKA30M MMHHUCTEPCTBA NMPOMBINUIEHHOCTH M TOprosiu Poccuiickon
Oenepanuu ot 14.06.2013 No 916 (manee — IlpaBuiia Haanexaield MPOU3BOJACTBEHHOM
MIPAKTUKH):

— yKa3aHuE€ B MAaclopTax KayecTBa M pa3pelICHHUsIX Ha BBIIYCK CEPHH
HAaMMEHOBAHUS JICKAPCTBEHHBIX MpenapaToB 0e3 yuéra moapoOHOro onvcanus GacoBKH U
yIaKOBKH, HE TO3BOJISIIONIETO OJHO3HAYHO HWIACHTU(MUIMPOBATH JIEKAPCTBEHHBIN
npenapar;

— HECOOTBETCTBUSl CTaHAAPTHBIX OMNEPALMOHHBIX MPOLEAYP MO ITPOBEACHUIO
KOHTPOJISI KadeCcTBa MPOU3BOJUMBIX JIEKAPCTBEHHBIX CPEACTB OT YTBEPKIEHHOU
HOPMATHMBHOM JOKYMEHTAllUM Ha JICKAPCTBEHHBIM MpemnaparT B YacTH MPUTOTOBICHUS
pPacTBOPOB U TPEOOBAHMI K UACTOTE UCIOJIb3YEMBIX IPU aHAIN3E PEareHTOB;

— OTCYTCTBME€ B IPOMBINUICHHBIX pErJaMEHTaX U  TEXHOJOTHYECKUX
UHCTPYKIUSIX ~ OMHCAHWS  Mpollecca  HAHECEHUs  CPEICTB  HACHTU(PHUKAILINHU,
npeaycMoTpeHHbIX [lookeHneM O CHCTEME MOHHMTOPUHIA JIBHXKEHUS JIEKAPCTBEHHBIX
npenapaToB s MEAUIUHCKOTO MPUMEHEHUS, YTBEPKIEHHBIM ITOCTAHOBJIECHUEM
ITpaButenscTBa Poccuiickoit @enepanunn ot 14.12.2018 Ne 1556;

— OTCYTCTBUE YTBEPKJIEHHOTO periaMeHTUPYIOIUMHU JTIOKYMEHTaMH
MPEANPUATHS TIOPSAIKA TOBEAEHUS 10 CBEEHUS YIIOJIHOMOYEHHOTO (peepajbHOTO OpraHa
WCTIOJHUTENbHOW BJIacTH HWHGOPMAIMA O TOATBEPXKACHHBIX BBIXOJAX 3a MPEAEIIbl
crienuduKauii Ha JIEKAapCTBEHHBIE MpemapaThl, a TaKXKe O HETaTUBHBIX TEHACHIMIX
pEe3yJAbTaTOB AHAIN30B MMPOU3BOAUMON MPOLYKIINH;

- OTCYTCTBHUE YTBEPKIAEHHOTO periaMeHTUPYIOIIUMHU JIOKyMEHTaMH1
OPEANpPUATUS TOPSIKA BBIMYCKA CEPHl JIEKAPCTBEHHBIX IMPENapaToOB YIOJIHOMOYEHHBIM
JINIIOM B COOTBETCTBUM C mocTaHoBJIeHHWEM [IpaButenbcTBa Poccuiickon denepandu OT
26.11.2019 Ne 1510 «O mnopsake BBOJAa B TpaxJAaHCKUH OOOpPOT JIEKApCTBEHHBIX
MpenapaToB JJjIsi METUIIMHCKOTO MPUMEHEHUSD;

— B CKJIQJICKMX MOMELIEHUAX HE 00ECIEeYeHO XpaHEHUE MEYaTHbIX MaTepHUAIOB
B 0€30MaCHBIX YCIIOBUSX, UCKITFOUAIOIINUX AOCTYI MOCTOPOHHHUX JIMII;

- HEHaJIJIeXkanas MapKupoBKa JIEKAPCTBEHHBIX ITPENapaToB sl MEIUIIMHCKOTO
MIPUMEHEHUS, TPEAHA3HAYCHHBIX ISl TPOBEACHUS KIMHUYECKUX UCCIICIOBAHMIA.

3) ycranoBieHHbIX [IpaBuiamMu  Hagnexamewd  KIMHUYECKONW  MPAKTHKH,
YTBEpKIECHHbIMU Npuka3zoM Munsznpasa Poccuu ot 01.04.2016 Ne 200H:

- He Obulo o0ecreuyeHo TpuUBJeYeHHWE OOJAJAIIINX COOTBETCTBYIONICH
KBaTU(UKAIIUECH JUI] MPU TPOBEACHUU KIMHUYECKUX HCCIICIOBAHUIN JIEKapCTBEHHBIX
npenapaToB sl MEIUIIMHCKOTO TPUMEHECHUS;

- He Obul0 o00ecrnedYeHo TOJIHOE COOJIFJCHUE MPOTOKOJIOB KIMHUYECKHUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX MIPENnapaToB ISl MEIUIIMHCKOTO MPUMEHEHHS,

- He ObUIO 00ECIeUeHO CBOEBPEMEHHOTO MIPEAOCTABICHUS JOKYMEHTOB OOHOBIICHUSI
JOKY KIMHUYECKHX WCCJIEI0BAaHUN JIEKAPCTBEHHBIX IMPENapaToB s MEAUIMHCKOTO
MIPUMEHEHUSI OTBETCTBEHHBIM HCCIIEIOBATENSIM W HE3aBUCUMBIM 3THYECKUM KOMHTETaAM
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(manee - HOK), a Taxke ux CBOeBpeMEHHOE OOHOBJICHHUE;

- He Obulo o0OecreyeHO BHEAPEHHWE M TMOJAJEPKAaHUE CHUCTEM OOeCTeueHus u
KOHTPOJISl Ka4eCTBa B COOTBETCTBUM CO CTAaHJAPTHBIMHU OINEPALMOHHBIMU MPOLETypAMU
(manee - COII) oprann3aTopoB KIMHUYECKUX UCCIEIOBAHUN;

- He ObUTO 00ECrevYeHo MPOBEIEHNE MOHUTOPUHIA KIMHUYECKUX HCCIEeTOBAaHUI B
cootBercTBUM ¢ COIl u TpeboBanusamu 3akoHoparenscTBa Poccuiickoit @eneparuu 06
oOpalllecHUH JICKAPCTBEHHBIX CPEJCTB, B YaCTU KOHTPOJISI CPOKOB U IMPABHIBHOCTH
pErucTpanuy AaHHBIX KIMHUYECKOIO MCCIEIOBaHUs, B TOM YHUCJE MO0 y4eTy mpenapara,
3aMOJHEHUS AIEKTPOHHBIX UHJIUBUIYATbHBIX PETUCTPAIMOHHBIX KapT MAIlMEHTOB, a TAKXKE
HEe OBbUIO COOOIIEHO HCCNEAOBATENIIM O HapyIIEHHWH WMHU TpeOOBaHUM MPOTOKOJA
VCCJIEIOBAHUS Y 3aKOHOIaTenbCcTBa Pocculickoit Penepanuu;

- He Obula oOecrieueHa HE3aBUCUMAasi OT MOHHMTOPUHIA OIICHKAa COOTBETCTBHS
NPOBOAMMBIX  KIMHUYECKHX  uccienoBanus  nporokony, COIl  opranuzaropa
UCCJIeIOBAHUM, HOPMATUBHBIM TPEOOBAHUSIM;

- HOK He Obuto obecnieyeHo coOmro/ieHrne nojioxkeHus 1 pazpadoranubix um COII,
a TaKXe XpaHCHHE JOKYMEHTAIIMH, OTHOCSIIEWCS K KIMHUYECKUM HCCIIEIOBAHUSIM
JIEKapCTBEHHBIX TIpenapaToB JJIsi MEAUIIMHCKOTO TPUMEHEHHS;

- He ObUIO OO0ECIEUYEeHO IOJIHOE W JOCTOBEPHOE BEICHHE YacTU JOKYMEHTOB
KIIMHUYECKUX HUCCIICIOBAaHUM;

- He Obula oOecreueHa HaJIekanas OLEHKa O€30MacCHOCTH HCCIEAYEMOro
JIEKapCTBEHHOIO Tpernapara, BKIIOYas CBOCBPEMEHHOE IMPEOCTABICHHUE O053aTeNbHBIX
cBezeHui B Poc3npaBHanzop.

B 2021 rony mo pe3ynibraramMm KOHTPOJBHBIX (HAI30PHBIX) MEPOIPUSTUH IO OLICHKE
uH(hOpMAIMM HAyYHOTO W KIMHUYECKOTO XapakTepa, COJAepKamlelcss B JOKYMEHTax
(mepronnyeckure OTYETHI MO Oe30macHOCTH — 2611; TuiaHsl ynpaBiaeHus puckamu — 17),
PENOCTaBIIEMbIX CYOBEKTaMH OOpalleHHsl JIEKapCTBEHHBIX CPEACTB, B paMKax
o0s13aTeIbHBIX TPEOOBaHUM, YCTAaHOBJICHHBIX MpukazoM PocsnpaBhHanzopa ot 15.02.2017
Ne 1071 «OO6 ytBepxaenuu Ilopsigka ocymiecTBieHusl (apmakoHaa3opa» (manee —
[Topsimok). B xone olnieHke MHpOpManMu HAYyYHOTO M KIMHUYECKOTO XapakTepa ObLIo
OTKJIOHEHO 395 O0T4€TOB, KaKk HE COOTBETCTByoIIMEe TpeboBanusiM 1. 44 Ilopsaka
OCyUIECTBJIEHUSI (papMakoHaaA30pa, YTBEpPKAEHHOrO mpukazoM Poc3apaBHam3opa oOT
15.02.2017 Ne 1071.

ODHOBPEMEHHO B XOJI€ MPOBOJUMBIX MEPOIPHUATHN BbIABICHA WH(OpMaIUs O
HOBBIX JAHHBIX 110 O€30MacHOCTH JIEKAPCTBEHHBIX TPEMApaToOB, HAXOALNIUXCS B
rpakaaHckoM oOopore B Poccwmiickoii ®enepainum, BBISIBICHO 24 HECOOTBETCTBUS
NEUCTBYIOIIUX UHCTPYKIUNA 10 METUIIMHCKOMY ITPUMEHEHUIO JICKAPCTBEHHBIX MPENapaToB
aKTyanbHOM wuHQpOpManMu 00 ombiTe uX npuMeHeHus. HWudbopmarus 1o JaHHBIM
mpoOjeMaM  HampaBJIieHa  Jep)KaTelsM  WIM  BIafeibllaM  PEeTUCTPAIMOHHBIX
YAOCTOBEPEHUN JIEKAPCTBEHHBIX MPEMNapaToB WIH YIOJIHOMOYEHHBIM HMMHU HWHBIM
IOPUINYECKUM JIULIAM

B Xone MOmONHUTENBHBIX MEPONPUSITHUH IO OCYIIECTBICHUIO (hapMakoHaI30pa
Poc3npaBHagzopom HampaBieHO 9 mmMceM O HOBBIX JaHHBIX 1O 0O€30MacHOCTU
JIEKapCTBEHHBIX IIpenapaToB B MUHUCTEPCTBO 3aApaBooxpaHeHus Poccuiickon Penepanuu
JUIS TIPUHATHUS PEIICHUS O JOMOJHEHUM WHCTPYKIIMU MO MEIUIMHCKOMY IPUMEHECHUIO
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JIEKAPCTBEHHBIX CPEACTB MPENyNpeKIeHUE MpUUMHEHUs BpeAa (yuiepda) oXxpaHsIeMbIM
3aKOHOM LIEHHOCTSIM.

PykoBoacTBysich mosnoxxkeHuem o PDenepanbHOl CaykOe Mo Ham3opy B cdepe
3ApaBOOXPAHEHHUS, YTBEPXKAEHHBIM MocTaHoBIeHWEM [IpaBurenbcTtBa Pocculickon
@eneparn ot 30.06.2004 Ne 323, B mensix uHGOPMUPOBAHHUS BCEX CYOBEKTOB
oOparieHus JEeKapCTBEHHBIX CpelcTB Ha caiite Poc3apaBHans3opa (pasgen « MOHUTOPUHT
3¢¢dekTuBHOCTH U OE30MaCHOCTH  JIEKApPCTBEHHBIX IPENapaTtoB») pa3Melanach
uH(pOpMaIKs O HOBBIX JaHHBIX MO 0€30MacHOCTH JICKaPCTBEHHBIX MPENapaToB, a TaKKe
uHas uHGOpMaIUs IO OTBETCTBEHHOMY M PAllMOHAIIBHOMY MPUMEHEHHIO JIEKAPCTBEHHBIX
npenaparoB B Poccurickoii denepanuu.

deaepanbHON ClTy)k00M 1Mo Haa3opy B cdepe 3apaBooxpaHeHus Ha 2021 rox B
paMKax TrOCyJIapCTBEHHOTO KOHTpoJid (Haa3opa) B cdepe oOpalieHusi JeKapCTBEHHBIX
CPEICTB, BKIIIOUAIOLIETO (heepalbHblii rOCyJapCTBEHHBIM Han30p B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB W BBIOOPOYHBIM KOHTPOJIh KadyecTBa JIEKAPCTBEHHBIX CPEJNCTB,
3ariaHupoBaHO TmpoBeneHre 36500 skcnepTus/McnbITaHud 00pa3loB JIEKAPCTBEHHBIX
CPEIICTB, HAXOAIIUXCS B TPAXKIAHCKOM 000pOTe.

®daktruecku B 1 momyroguu 2021 rona nmposepeno 24820 o0pa3LoB JeKapCTBEHHbIX
CPEACTB, YTO COCTaBIISIET 68% OT 3arIaHUPOBAHHOTO 00BEMA, B TOM YHUCIIE:

-8 422 o0pa3ua 1o nokazareisiM, yCTaHOBJIEHHBIM HOPMAaTUBHOM JOKYMEHTALIMEH;

-16 398 00pa3loB C UCHOJIL30BAaHUEM HEpa3pyllaloluX METOJ0B Ha 0ase
HEePEIBUKHBIX IKCIPECC-Iad0opaTOpHil, U3 HUX:

— ¢ ucnoas3oBanuem bUK - ciektpomerpuu -14527 o6pasiios;

— ¢ ucnons3oBanneM PAMAH-cniektpomerpun - 1717 o0pas1ios;

— C UCIOJIb30BaHUEM Tazoxpomartorpaduueckoro komruiekca «ITMA» - 154
obpasra.

Bcero B pe3ynbrare MEpOnpHsITHA MO TOCYIapCTBEHHOMY KOHTPOJIO (Haa30pa) B
chepe oOpallleHUs1 JIEKAPCTBEHHBIX CPEACTB, NPOBEACHHbIX Poc3apaBHag30poM B
1-m monmyroauu 2021 rona, u3bsaTo M3 obOpamieHust 219 cepuii JeKapCTBEHHBIX CPEJNCTB,
KaueCcTBO KOTOPBIX HE OTBEYAET YCTAHOBJIEHHBIM TPEOOBAHMSIM, U3 KOTOPBIX 84 cepuu
HEJ0OOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB:

JlekapcTBEHHBIE CPEACTBA U (papMalleBTUUECKHE KonnyectBo
Konnuectso
cyOcTaHIIMH TOPTOBBIX -
. cepuit
HalMEHOBaHUH

HenobpokauecTBeHHBIE JIEKAPCTBEHHBIE CPEACTBA 56" 84"
JlexapcTBEHHbIE CPECTBA, KOTOPbIE OTO3BAHBI 59 120
MPOU3BOIUTENIMU (MMIIOPTEPAMN)
DanbcupUIMPOBaHHBIE PENApPaThI - -
QanbcudunrpoBaHHble papMaleBTUUECKHE
cyOcTaHIIH - -
[IpenapaTsl, H3TOTOBJICHHBIC U3 HAX - -
JlekapcTBEeHHbIE CPECTBA, HAXOAUBIINECS B
rpaXkAaHCKOM 000pOTe ¢ HapyIIEHHEM 7 15
3aKOHOJIaTeJIbCTBA
HesapeructpupoBaHHBIC JIGKAPCTBEHHBIC CPEACTBA - -




[UTOTO | 219 |
* B TOM YHCJIC aIITCYHOI'O U3IrOTOBJICHUS

B 1-e momyromum 2021 1. 3akperieHa paHee CPOpPMUPOBAaHHAS TEHACHLHUSA K
CHW)KEHHUIO YPOBHSI HAaxOIAIIMXCS B OOpalieHUH JIEKaPCTBEHHBIX CPEJCTB, KadyeCTBO
KOTOPBIX HE COOTBETCTBYET YCTAHOBJICHHBIM TPEOOBAHUSIM:

Ilepuon 2015 | 2016 | 2017 | 2018 | 2019 | 2020 | 1 momyroame 2021
Cepuu (K011-BO) 1713 | 1938 | 915 | 752 738 540 219

O dakrax BbISBICHUS HEIOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJICTB
Poc3npaBHagzopom uHQOpMalMs —HalpaBisjach MPOU3BOAMUTENSIM  JIEKAaPCTBEHHBIX
CPEACTB WIJIM B aJpeC OpraHu3aluil, KOTOPhIMU [laHHbIC Mpenaparbl BBEJICHBI B
rpaxaaHckuii o0opoT Ha Tepputopuu Poccuiickoii deneparuu, 1is MOpoBeICHUS
MEpPOTIPUATHN 0  YCTaHOBJICHHUIO U YCTPaHEHHIO PUYUHBI BBIITyCKA
HE100pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB.

3a mepuopn sHBapb — HiOHb 2021 TOIA BBISIBIEHO 7 TOPrOBBIX HAMMEHOBAHUM
15 cepuii nEKapCTBEHHBIX MPENapaToB, HAXOJUBIIUXCS B TPaXIaHCKOM 000poTe C
HapyILIEHUEM JICHCTBYIOIIETO 3aKOHOJIATEIbCTBA, OOJNbIIAs YacTh KOTOPBIX MPHOOpETeHa
nocpencteoM cetu  «UMHtepHer» uepe3 caiTel (http/mirenazakaz.ru; Mupena.po;
www.aptekamos.ru; www.pharmindex.ru).

CBeneHuss O pacupOCTPAaHEHHMM JIEKAPCTBEHHBIX CPENCTB IOCPEICTBOM CETH
«HTepHeT», a Takxke MHGOpPMAIMS O BBISBICHUHM (DAKTOB peain3alluu JEKApPCTBEHHBIX
npenapaToB OpraHU3alMsIMU, HE HMEIOIIMMH COOTBETCTBYIOIIUX Pa3peIIUTEIbHBIX
JOKYMEHTOB, C MPU3HAKaMU YTOJIOBHO-HaKa3yeMbIX AesHuil Hampasisuiack B ['YObullK
MBJI Poccuu. B MBJ] Poccuu B | monyroguu 2021 r. HampaBieHa uHGOpMAIUs O
HapylIeHUsAX B cpepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB, OTBETCTBEHHOCTh 32 KOTOPbIE
ycTaHoBjieHa YTosioBHBIM KogekcoM Poccuiickoit @eneparuu (18 mucem), B TOM 4uciie 0O
NpU3HAKaX HapylIeHUs 3ampera Ha JUCTAHIIMOHHYI0 TOPrOBIIIO JIEKAPCTBEHHBIMU
CpeICTBaMH JJisi MEJULMHCKOTO MPUMEHEHHU (6 mHrcem).

B nemsix nHpopMupoBaHUs CyOBEKTOB OOpaIlEHUs JIEKAPCTBEHHBIX CPEACTB Ha
caiite Poc3apaBuamzopa (pasgen «KoHTponp KauecTBa JIEKAPCTBEHHBIX CPEACTBY)
pa3Melanachk MHpopManus O (aKTax BBISBICHUS JIEKAPCTBEHHBIX CPEJCTB, KayeCTBO
KOTOPBIX HE COOTBETCTBYET YCTAHOBJICHHBIM TpeOoBaHusM. Bcero 3a | momyromue 2021
rojia Ha caiite pazmMeieHo 227 uapopmalmoHHbIX nmruceM Poc3apaBHaazopa.

VYKa3zaHHbIE NHChbMA TAaKXK€ OTPAXKAIUCh HA CANTE MOCPEICTBOM BIIEKTPOHHOTO
cepBuca «llouMcKk M3BATHIX U3 OOpAIllEHUS JIEKAPCTBEHHBIX CPEACTB», YTO OOECIECUHIIO
BO3MOKHOCTh CBOEBPEMEHHOI'O TMOJyYeHUs CyOBEKTaMH OOpalleHHsl JIEKapCTBEHHbBIX
CPEICTB aKTyaJIbHOM HH(pOpMAIMM O JIEKapCTBEHHBIX CPEACTBAX, OOOPOT KOTOPBIX
OTPaHUYCH, U TPOBEACHUE MEPONPHUITUN MO MHUHUMHU3ALMU PUCKA MPUYUHEHUS Bpela
KU3HH U 310POBBIO I'PAXKIaH.

Bb160poUHBIE KOHTPOJIL KadecTBa JIEKAPCTBEHHBIX CPEJCTB JJISI MEIUIIUHCKOTO
NPUMEHEHUSI OCYHIECTBIICA Poc3iapaBHag30poM B COOTBETCTBUM € IPHUKA30M
Poczapasuanzopa ot 07.08.2015 Ne 5539 «O6 yrBepxknenuu [lopsaka ocyiiecTBieHUs



8

BBIOOPOUHOTO KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEICTB I MEAUIIMHCKOIO
MPUMEHEHHU», KOTOPBIM IPETyCMOTpEeHa 00paboTKa CBECHH, B 00513aTEILHOM MOPSIIKE
MIPEAOCTABIIIEMBIX CYObEKTaMU OOpalIeHUs JIEKAPCTBEHHBIX CPENICTB, O CEPUAX, NAPTUAX
JIEKapCTBEHHBIX CPEACTB, IMOCTYyNAIOIIMX B TpaxaaHckuii obopor B Poccuiickoi
denepanum.

[Ipy peanusanuu JaHHBIX NOJHOMOYMK Poc3apaBHaI30pOM y4YUTBHIBAIUCH HOPMBI
cratb 52.1. @enepanbHoro 3akona oT 12.04.2010 Ne  61-®3 «O6 oOpameHuu
JIEKQpCTBEHHBIX CPEICTB» W TOJIOXKEHUs mocTraHoBiieHus [IpaBurenscrBa Poccuiickoin
Oeneparuu ot 26.11.2019 Ne 1510 «O mnopsuake BBoJa B TPaKIAHCKUM 000pPOT
JIEKapCTBEHHBIX MPENapaToB [JIs MEIUIMHCKOTO NPUMEHEHHS», TJI€ YCTAaHOBJICHBI
TpeOOBaHMs K JOKYMEHTaM W CBEACHHUSAM O JIEKAPCTBEHHBIX Ipenaparax, BBOJUMBIX B
IPXIAHCKUM 000pOT, BKIIOUas TPeOOBAHMS B OTHOIICHWU TMEPBBIX TPEX CEpUN HIIU
NapTH  JIGKApCTBEHHOIO IIpemnapara, BIEpPBbIE IPOU3BEIECHHOIO B Poccuiickoi
Oenepanuu WM BHepBbie BBO3UMOro B Poccuiickyto ®denepanuio, 1 TpeOOBaHHE O
€XKEroJHOM TMPEJCTaBICHUU MNPOTOKOJIA WCIBITAHUN TOCTYNUBILEIO0 B TEYEHUE TOJa B
IPXKIAHCKUM 000pOT JIEKAPCTBEHHOIO Mpenapara KOHKPETHOTO MPOU3BOAUTEIS.

B pe3ynbTaTe ykazanHoi padoTel Poc3npaBHaazopom:

-BBIIAHO 13 mpenocTepekeHunid;
-K aJMUHHCTPATHBHOM OTBETCTBEHHOCTH, NpeaycMoTpeHHoM crtaTheén 19.7.8 Kopekca
Poccuiickoli ®@enepauuu 00 aJIMHHHCTPATHBHBIX IPABOHAPYILIEHUAX, IPUBICYEHO
30 ropuauueckux JuI; oOlas cymMMa HaJIOXKEHHbIX aJMHUHUCTPATUBHBIX IITPadoB
coctaBmia 940 Teicsia pyOeit.

B Hacrosiiiee BpeMs cepbe3HyIo NMpodIeMy MPEACTaBIsAET «alTeyHasi HAPKOMaHUS,
TO ecThb (hakThl peanu3zauuu Oe3 pelenTa M Ha3HAYEHUS Bpaya uepe3 anTeyHble
OpraHM3allM pelenTypPHBIX JIEKAPCTBEHHBIX IMPENapaToB, 00Jadar0IUX MCUXOAKTUBHBIM
nerictBueM. [loatomy onHoM w3 rnaBHBIX 3anay Poc3apaBHam3opa B 2021 r. sBisieTcs
KOHTPOJIb 32 COOMIOACHUEM NOPSIKA OTITyCKa PELENTYPHBIX JEKaPCTBEHHBIX MPENapaToB
U3 alTeYHbIX OpraHu3alui.

Poc3mpaBHag3opoM B paMKax KOHTPOJS 3a aNTEYHbIMU OpraHU3alUsIMM,
OTIYCKAIOUIUMHU JIEKAPCTBEHHbIE IMpenaparbl 0e3 pelenta Bpadya, B COOTBETCTBUU C
MOJIOKEHUSIMH T, «ay 1. 2 cT. 10, ct. 16.1 @enepanbHOoro 3axkona ot 26.12.2008 Ne 294-
@3 «O 3amuTe NpaB HOPUAUYECKHX JIAL U UHAUBUIYAIbHBIX NPEANPUHUMATEICH NPU
OCYUIECTBJIEHUU TOCYAAPCTBEHHOI0 KOHTPOJIS (Ha130pa) U MYHULIMITAIIBHOTO KOHTPOJIS» B
1-om momyrogumm 2021 r. mpoBeneHo 111 KOHTPOJIBHBIX 3aKyNOK, COCTaBJICHO 69
MIPOTOKOJIOB 00 aIMUHUCTPATUBHOM MPAaBOHAPYILICHUH.

C LETIBIO HEJOMYIICHUS HapylIeHUun 00s13aTEIBHBIX TpeOOBaHMIA
Poc3apaBHagzopom pykoBoAcTBY 888 amnTeuHbIX MW MEAUIMHCKUX OpraHu3aiui
HaAIpaBJICHbl  MPEAOCTEPEKEHUSI O HEIOMYCTUMOCTH HapylIeHHs  00sA3aTeIbHBIX
TpeOoBaHMii B chepe 0OpaleHus IeKapCTBEHHBIX CPEICTB.

B 1-m momyromuu 2021 roma denepanbHoi ciyx00i 10 Ham30py B cdepe
3IpaBOOXpAHEHUs] B OTHOLIEHWU OpraHU3alyid, OCYUIECTBISIOUIUX JEATEIbHOCTh IO
XpaHEHMIO, TEpPEBO3KE, OTIYCKY, pealu3aluu, Nepenaye, MNpoAaKe JEKapCTBEHHBIX
CPElICTB, MPUMEHEHHIO JIEKAPCTBEHHBIX IIPEMapaToB, YHUUYTOXKEHHUIO JIEKAPCTBEHHBIX
CPEICTB MPOBEACHO 721 KOHTPOJIBHO-HAI30PHOE MEPONPUATHE, B TOM YHCIIE MJIAHOBBIX -
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203 mnpoBepku, uTo cocTtaBisier 28% OT oOmero KojiaudecTBa MpoBepok, u 518
BHEIUJIAHOBBIX MTPOBEPOK - 72%.

[IpaBonapymenuss ObUTH BBIABICHBI 1O pe3ynbratram 504 mposepok (70%).
Bo3Oyxaensl gena o0 aJAMUHHUCTPATHBHBIX IPABOHAPYIIEHUSX U COCTaBIEHO 526
MPOTOKOJIOB 00 aJIMUHUCTPATUBHBIX MPABOHAPYIICHUSAX, B TOM YHUCIE MO cTaThsaM 6.16 (2
npoTokoina), 14.4.2 (518 nporokonon), 6.33 (6 npotokosioB) KoAIl PO.

Hasnadeno agMuHUCTpaTHBHBIX MTpadoB HA cymmy 6399,91 ThIC. pyo.

C 18 cenrsabps 2020 roma Poc3apaBHag3opoM B pe3ylbTaTeé MOHUTOPUHTA
UH(})OPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTn «MHTepHeT» npoaHanuzupoaHo 17207
UHTEPHET-PECYpPCOB, B TOM YHUCJE IO OOpalleHHsIM TpaxkJaH, OpPraHOB BJIACTH, B TOM
YHCJIe MMPABOOXPAHUTENBHBIX OPTaHOB O COJEPKaHUM 3alpeleHHON HH(POpPMALUKA B CETU
«HTEpHETY.

[To cocrosuuto Ha 1 okTsa6ps 2021 1. mo wunHbpopmamuu Poc3npaBHamzopa
PockoMHan3opoM mpuHsATO peiieHre o 6JokupoBke 8538 MHTEpPHET-pEeCypcoB (IOMEHHBIE
nMeHa, [P-aapechl caliToB UK apechl KOHKPETHBIX CTPaHUL).

OcCHOBHBIE IPUYUHBI OJIOKUPOBKU UHTEPHET-PECYPCOB:

- HalM4ue TMPEUIOKEHUS O PO3HUYHOM TOProBji€ HE3aPEruCTPUPOBAHHBIMU
JEKApCTBEHHBIMU CPEACTBAaMHU U1 MEIUUMHCKOro mnpuMeHeHus (Mudenpuctos,
Mu3onpocTon — JIEKapCTBEHHBIE MpenapaThl s MEIMKAMEHTO3HOTO IPEphIBAHUS
OEpeMEHHOCTH);

- HaJIWYUE MPEAJIOKEHUS O PO3HUYHON TOProBJI€ JHUCTAHIMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIMU Mpenaparamu JUisi MEIUUIUHCKOIO MPUMEHEHUS, OTIYCKAEMBIMU 10
pelenTy Ha JIEKapCTBEHHBIM IpenapaT, B TOM YHCJE ICHUXOAKTHUBHBIX, BbI3BIBAIOIINX
HapKOTHYECKYyl0 3aBucuMocTh (Munpuanmin, Tponukamuna, Jlupuka, IIperabanun,
Penykcun, TanenTtanon u ap.);

- HaJIWYUE MPEAJIOKEHUS O PO3HUYHON TOPTOBJIE JIHUCTAHIMOHHBIM CIIOCOOOM
HApKOTUYECKUMHU JIEKAPCTBEHHBIMU MpenapaTraMyd M ICUXOTPOMHBIMU JIEKAPCTBEHHBIMU
npenapatamu st MeauuuHckoro npumeHenus (IIpomemnon, Mopdun, OMHOMOH,
deHTaHuI U ap.);

- OTCYTCTBUE JIMLEH3UM Ha OCYILIECTBIEHHE (PapMalleBTUUYECKON AESATENbHOCTU H
pa3penieHus: Ha IUCTAHIIMOHHYIO TOPTOBII0 Y UHTEPHET-Pecypca;

- HaJIuuKe MH(opmanuu, B TOM 4ucie B conuanbHbix ceTsx Telegram, BKonrtakTe,
OpnoknaccHuku.py, Twitter 0 mnpogaxe paHee NPUOOPETEHHBIX JIEKAPCTBEHHBIX
IpenapaToB U HE MOJTHOCTHIO UCHOJb30BAHHbIX.

B 1-m momyromum 2021 roma denepanbHOil Ciyxk00i TO Ham30py B cdepe
3IpaBOOXPAHEHUS B OTHOILICHHH OpraHu3alui, OCYIIECTBIISIIOIIUX JEATEIbHOCTh 10
OpraHu3allMi W/WIU TPOBEACHUIO JOKIMHUYECKMX ¢ KIWHUYECKHX WCCIICIOBAaHUN
JIEKapCTBEHHBIX TPENapaToB MPOBENCHO 8 TUIaHOBBIX MpoBepok. [lo pesynpTaTam
MPOBECHHBIX TMPOBEPOK BbIsiBIeHO 104 wHapymeHuss 00s3aTenbHBIX TPEOOBAHMIMA
3aKOHOJAATeNbCTBA B cdepe oOpamieHusl JeKapcTBEHHBIX cpenactB. Ilo pesynbratam
yKa3aHHBIX MPOBEpOK Poc3apaBHaA30poM ObUIO BBIIAHO 8 MpENNUCaHU 00 yCTpaHEHUU
BBISIBJICHHBIX HApYIICHUH.
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I1. Hesan u 3axauu peanusanuu [IporpamMmmel

1. Henssmu peanuzanuu [IporpaMmel SIBISIFOTCS:

- TpenynpekIeHNe HApPYIICHUH O00s3aTeNbHBIX TpeOOBaHUU B cdepe oOpamieHus
JICKAPCTBEHHBIX CPEICTB JUISI METUITUHCKOTO PUMEHEHHUS,

- TMpeAOoTBpallleHue Yrpo3bl MPUUMHEHHUS, JMOO TPUYMHEHHUS BpeAa >KU3HH,
3JI0POBBIO TPaXKAaH BCIEACTBHE HAPYIICHUH 00s13aTENbHBIX TPeOOBaHUII;

- YCTpaHEHHUE CYIIECTBYIOUINX M MOTEHIHMAIbHBIX yCIOBHH, MPUUMH U (AKTOPOB,
CIIOCOOHBIX MPUBECTH K HAPYIICHHUIO 00s13aTEIbHBIX TPEOOBAaHUN W yrpo3e MPUYUHEHUS,
MO0 MPUYMHEHUS Bpea KU3HH, 3JI0POBBIO IPAXK/IaH;

- (dopmupoBaHHe MojJeNel COLMAILHO OTBETCTBEHHOIO, J1I0OPOCOBECTHOTO,
IPaBOBOTO MOBEICHUS MOJKOHTPOJIBHBIX CyOBEKTOB;

- IOBBILLIEHUE MPO3PAYHOCTU CUCTEMBI KOHTPOJIBHO-HAI30PHOM 1€ATEIbHOCTH.

2. 3anayamu peanuszanuu [IporpamMmsl SBISIOTCA:

- OIIEHKa BO3MOXXHOW yrpo3bl MPUUMHEHUS, JUOO MPUYMHEHHUS BpeAa >KU3HH,
30POBBIO  TpakJaH, BbIpadOTKa W  peanu3auus  NOPOPUIAKTUYECKUX  MED,
CIOCOOCTBYIOIIUX €€ CHUKEHHUIO;

- BBIBJICHHE (PAKTOPOB YIpO3bl MPUUYMHEHHSA, JHO0 TPUYMHEHHUS Bpela >KU3HH,
3I0POBBIO TpakAaH, MPUYUH M YCJIOBH, CIIOCOOCTBYIOIIMX HApYUIEHUIO 00s13aTEIbHBIX
TpeOOBaHMIA, ONIPE/IETIEHUE CIIOCOOOB YCTPAaHEHUS WM CHHKEHUS YTPO3bI;

- OLIEHKA COCTOSIHUS MOJKOHTPOJIBHOM Cpe/ibl U YCTAaHOBJICHHUE 3aBUCUMOCTH BHJIOB,
GopM U UHTEHCUBHOCTHM NPOPUIAKTUUECKHX MEPONPUITUA OT IMPUCBOCHHBIX
HOJKOHTPOJIbHBIM CYObEKTaM YPOBHEH PUCKa;

- CO3J]aHU€ YCJIOBUM JJI1 M3MEHEHHS LEHHOCTHOTO OTHOILIEHUS MOJKOHTPOJIBbHBIX
CYOBEKTOB K PUCKOBOMY IOBEIEHHUIO, (POPMUPOBAHUS MO3UTHUBHON OTBETCTBEHHOCTH 3a
CBO€ MOBEACHHE, OJITICPKAHUS MOTUBALIMU K JOOPOCOBECTHOMY MOBEACHHUIO;

- peryispHas peBU3usl 0053aTeNbHBIX TPEOOBAaHUHN U MPUHATHE MEP K 00€CTIeUeHUIO
peabHOro BJIMSHUS HAa YPOBEHb O€30MAaCHOCTH OXPAaHbl 3J0POBBSl IPAXKIAH KOMILIEKCA
o0s3aTeNbHBIX ~ TpeOOBaHWM,  COONIOJEHHME  KOTOPBIX  COCTaBIsI€T  MpPEaMET
rocyJapCTBEHHOTO KOHTpPOJIsi KadecTBa M O€30MaCHOCTH MEAMIIMHCKON JesTEeIbHOCTH,
dbenepaabHOTO TOCYAAPCTBEHHOIO HaJ30pa B cdepe o0OpalieHus JIEKapCTBEHHBIX CPEJICTB,
rocyAapCTBEHHOTO KOHTPOJIS 32 0OpalieHueM MEAUIIMHCKUX U31eTUi;

- (¢opMupOBaHHE €IUHOTO TMOHUMAaHUS O0sA3aTEIbHBIX TpPeOOBaHUN Yy BCeEX
Y4aCTHUKOB KOHTPOJIbHO-HAI30pHOM 1€ATEIbHOCTH;

- CO37aHME U BHEAPEHHE MEP CHUCTEMbl MO3UTHUBHOW NMPO(QUIAKTUKU; MOBBIIICHHUE
YPOBHSI TPaBOBOM T'PaMOTHOCTH TOAKOHTPOJBHBIX CYOBEKTOB, B TOM 4YHCIE IyTEeM
obecrieueHus JOCTYITHOCTH HHGOpMaIK 00 00s3aTeIbHBIX TPEOOBAHUSIX U HEOOXOAMMBIX
Mepax MO UX UCIIOJIHEHUIO;

- CHIDKEHHE U3JIEPIKEK KOHTPOJIbHO-HA/I30pHON JeSITEIbHOCTH u
aJIMMHHUCTPATUBHON Harpy3Ku Ha MOJAKOHTPOJIbHBIE CYObEKTHI;

- YKpEIUICHUE CUCTEMBbI MNPO(UIAKTUKU HapyUIEHUW 00s3aTeIbHbIX TPeOOBAHMIMA
MyTeM aKTUBU3AINH MPOPUIAKTHIECKON AeSTEIbHOCTH;

- UHBEHTapu3alusi CcocTaBa U OCOOEHHOCTEH MOJKOHTPOJBHBIX CYOBEKTOB
(0OBEKTOB) M OLIEHKU COCTOSIHUS MOAKOHTPOIBHOU cephl;
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- YCTAaHOBJICHUE 3aBUCUMOCTH BUIOB, GOPM M MHTEHCUBHOCTH MPO(PHUIAKTUYECKUX
MEPOTIPUATHIA OT OCOOEHHOCTEH KOHKPETHBIX MOJKOHTPOJBHBIX CYOBEKTOB (0OBEKTOB) U
MIPUCBOCHHOM UM KaTEeTOPUM pHCKa (KJiacca OMacHOCTH);

- IOBBIIICHUE KBATU(PUKAIIMU COTPYAHUKOB MOpa3aenaeHuit Poc3npaBuaazopa.

I11. Ilepeyens npopuIakTHIECKUX MEPONPUSTHI, CPOKH
(mepuoAMYHOCTH) UX MPOBeIEHHS

B coorBerctBun ¢ llonmokenuem o (demepanbHOM TOCYAapCTBEHHOM KOHTPOJE
(mam3ope) B cdepe  oOpamieHuWs  JIEKapCTBEHHBIX  CPEACTB,  YTBEP)KICHHBIM
noctaHoBieHueM IlpaBurenbctBa Poccuiickoit ®deaeparuu ot 29.06.2021 Ne 1049,
TIPOBOISATCS CIISIYIOMIHE MPOPHIAKTUIECKUE MEPOTIPUATHS:

a) ”HPOPMHUPOBAHUE;

0) 000011IeHE MTPABOIIPUMEHUTEIHHOMN MPAKTUKY;

B) 0OBSBIICHUE MTPEAOCTEPEIKECHHUS;

T') KOHCYJIbTUPOBAHUE;

1) Npo(UIAKTUYECKUI BU3HUT.

Cpox
OTBeTCTBEHHbIE (meproanyHOC
Bun meponpusarus dopma MeponpusaTus
VCITOJIHUTEIIN Tb)
IIPOBEJCHUS
WudopmupoBanue Pasmemenne Ha odunmansHoMm caiite | KpynHosa W.B., [To mepe
Poc3npaBuanzopa B cetn «MHTEpHETY:! I'ycbkoBa LA, HEO0OXO0IUMOCT
1) TexcTtoB HOpMaTuBHBIX mpaBoBbiX | Ctapoctuna N.C. U B TEUCHUE
aKTOB, PEryJIUPYIOLINX OCYLIECTBICHUE roja
rOCy1apCTBEHHOIO koHTpois | Kyapsasuesa E.M.,
(Hag3opa); I'openos K.B.,

2) CBEJICHUU 00 n3MeHeHusx, | Mypsuu T.B.,
BHECEHHBIX B HOpMaTHBHBIC mpaBoBbie | TapacoBa C.A.
aKThl, PETYIHPYIOIINE OCYIIECTBICHHUE
rocyJapCTBEHHOTO, O CPOKaxX U MOPSJIKE
WX BCTYIUICHHS B CHITY;

3) mepeyHs HOPMATHBHBIX TMPABOBBIX
aKTOB C yKa3aHUEM CTPYKTYpPHBIX
€IMHUIl OTUX AaKTOB, COJEpPKAIINX
oOsi3aTenpbHBIE  TPeOOBaHMS, OIEHKA
coOJIIOICHUS KOTOPBIX SIBIISICTCS
MpeAMETOM  KOHTPOJS, a  TaKkxke

nH(bOpMAIIHIO 0 Mepax
OTBCTCTBCHHOCTH, IMPUMCHACMBIX IIPU
HapyIIeHUH 00s13aTeTbHBIX
TpeOOBaHUH, c TeKCTaMH B

JICUCTBYIOIIEH pelaKIlnu;

4) YTBEPKIACHHBIX IIPOBEPOYHBIX
JUCTOB B (opmare, JOMYCKAIOIIEM HX
HCITOJIb30BaHNE JUTS
caMoO0OCIeOBaHNUS;
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5) PpYKOBOACTB 1O  COOJIOICHUIO
00s13aTeIbHBIX TPECOOBAHMIA;

6) TmepeuyHsd  MHAMKATOPOB  pHUCKa
HapyILICHUS 00s3aTeNbHBIX
TpeOOBaHUI,  TOPSAOK  OTHECCHHS
O0OBEKTOB KOHTPOJS K KaTeropusm

pHCKa;

7) mnepedyHss OOBEKTOB  KOHTPOJIS,
YUUTHIBAEMBIX B paMkax
(bopMHUpOBaHHUA  €XKETOJHOTO  IUIaHA
KOHTPOJIBHBIX (HaI3OpHBIX)

MEpONPUATHHA, C YKa3aHUEM KaTeropuu
pucka;

8) mporpamMmbl MPOQUIAKTUKA PUCKOB
MIPUYHUHEHUS Bpena u rJiaHa
MPOBEICHUS TUJIAHOBBIX KOHTPOJIBHBIX
(HaA30PHBIX ) MEPOTIPHUSITHIA;

9) MCYEPIIBIBAIOIIECTO nepevHs
CBEJICHUIA, KOTOpBIE MOTYT
3ampammBarbes Poc3apaBHAI30poM  y
KOHTPOJIHPYEMOTO JIIIA;

10) cBeneHuit o crocobax MOJy4yeHUs

KOHCYJbTaIUi 1o BOIIPOCaM
coOroAeHUS 00s3aTeNbHbIX
TpeOOBaHMIA;

11) CBEICHUH O  NPHUMECHEHUH
PocznpaBnanzopom Mep

CTUMYJIUPOBAHUS  JTOOPOCOBECTHOCTH
KOHTPOJIHPYEMBIX JUI;

12) cBenenuii o mopsiaKe AOCYAEOHOTO
00XxaoBaHUs pelnieHui
Poc3npaBnanzopa, JEUCTBUI
(6e3aeicTBUSA) €ro JOJDKHOCTHBIX JIHII;
13) wundopmanmu o cnocobax u
npoueaype camoodcnenoBanus (MpH ee
HaJ'II/ILII/II/I), B TOM YHUCJIE MCTOAUYCCKHUC

pEeKOMEHIalun o MIPOBEICHUIO
caMoOOOCIIENOBAaHNA W IIOATOTOBKE
JeKIapaluu COOJTIO ICHHS
00s13aTeNbHBIX TpeOoBaHUH, u
nHbOpMaIIHIO 0 JeKIapaIusx
cOoOIroIeHU 00s13aTEIBHBIX
TpeOOBaHMIA, MIPEICTaBICHHBIX

KOHTPOJIMPYEMBIMH JIUIIAMH;
14) cBegeHMil 0  JIEKAPCTBEHHBIX

CpeICTBax, 0o0opoT KOTOPBIX
OTpaHHUYEH, B TOM  4YHCIE O
HeI0OpOKaYECTBEHHBIX u

(banbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTBax
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[IpoBenenne myONUYHBIX OOCYXICHUN
JUISL TIPEJICTaBUTENCH MOJKOHTPOIBHBIX
cyObekTOB B  cdepe  oOpamieHus
JIeKapCTBEHHBIX CpencCTB TSt
MEIUIIMHCKOTO TIPUMEHEHHUS

[TyOnukanus Ha caire
Poc3apaBHazopa exeroqHoro noKiana
00 WTOrax peamu3alu MPOrpaMMbI
IpOQUIAKTHICCKIX MEPOTPHSTHI,
HAlpaBJICHHBIA Ha MPEeIyNpPeKICHUE
HapyIIeHUT 00s13aTeNIbHBIX TPEOOBAHUIA

O060061eHuEe 1
aHaIu3
[PaBONPUMEHHUTEIIb
HOW ITPaKTUKHU

O06o0menue u aHaJIn3
IIPaBONIPUMEHUTEIBHOU IIPAKTUKHU
KOHTPOJIbHO-HAA30PHOM JI€ATEIILHOCTH
B cdepe oOpaiieHHus JeKapCTBEHHBIX
CPEXCTB JUISt MEIUIIMHCKOTO
IIPUMEHECHHUS c KJaccupukanuen
IPUYMH  BO3HUKHOBEHHUS  THUIIOBBIX
HapylIeHU 00513aTeNbHBIX TPEOOBAHMI
u pasMelleHue YTBEPKACHHOIO
JOKJIaza O  IMPaBOIPUMEHHUTEIBHON
NpakTHUKe Ha O(QUIMATBLHOM caiite
®enepanbHON CayXkO0bl MO HAI30pYy B
chepe  3ApaBOOXpAaHEHHS B  CETH
«/HTEpHET» B CPOK, HE IPEBBIMIAIOIINAN
5 pabounx AHeWH cO JHS YTBEp)KICHHS
JOKJIaga

Kpynnosa 1.B.,
I'ycbkoBa LA,
Crapocruna U1.C.

Kynpsasuesa E.M.,
I'openos K.B.,
Myp3uu T.B.,
Tapacoa C.A.

Exeromno (ue
no3aHee 25
(eBpais rozaa,
CJIeTyFOIIETO 3a
TOJIOM
00001ICHHS
MPaBOMIPAMEHHUT
€JIbHOU
NPaKTHUKH)

OObsBIEHUE Hanpasnenne npenoctepexxenuid B | JlomokHocTHbIe muna | [lpu Hammanmn
MIPEAOCTEPEKECHUS IIICBMEHHOM BHUJE KOHTpoJupyeMbIM | Poc3npaBHan3opa, B | IOCTYNMBIINUX
JUUaM IS 1efed NpUHATUS Mep IO | IOJKHOCTHBIE CBEICHUI O
o0ecreyeHuno COOJIIOJICHUS | peTIaMeHThI TOTOBSIIIHUXCSA
00s13aTeNbHBIX TpeOOBaHUM KOTOPBIX BXOJTUT HapyIIEeHUIX
0053aHHOCTb 110 00513aTeNbHBIX
MIPOBEACHUIO TpeOoBaHU
KOHTPOJIBHBIX W
(Ha30pHBIX) MPU3HAKAX
MEpONPUITHI HapylIEeHUN
00s13aTeNTbHBIX
TpeOoBaHUI
KoncynbrupoBanue | [IpoBeneHne AOKHOCTHBIMHU JUIAMH | JJOTKHOCTHBIE JTHIA B pamkax
OpraHa TOCYJapCTBEHHOIO KOHTpois | PoczapaBHanzop TEKyIIen
KOHCYJIbTAIMil 10 BOMpocaM HaJIWYMS U | (TEppUTOPUAIBHOTO | pabOThl, B TOM
(umm)  comepxaHMs ~ 00s3aTENBHBIX | OpraHa quclie Mpu
TpeOboBaHuii B cdepe oOpamieHus | Poc3apaBuaazopa), B | MPOBEICHUN
JIEKapCTBEHHBIX CPEICTB JUISL | TOJKHOCTHBIE KOHTPOJIbHBIX
MEIHUIIMHCKOTO MIPUMEHEHHUS, | PeTrJIaMeHThI (HaJI30pHBIX)
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MEPUOJUIHOCTH | TOPSIIKA MPOBEACHUS
KOHTPOJIBHBIX (HaI3OPHBIX)
MEPOIPUATHH, TOPSIKA BBIMOTHCHHS
o0s3aTenbHBIX TpeOoBaHUU B cdepe
oOpareHusi JIEKapCTBEHHBIX CPEICTB
UIE  MEIUIUHCKOTO  NPUMEHECHHS,
BBITIOJTHEHUS TIPEITUCAHUS, BBIIAHHOTO
10 UTOTaM KOHTPOJILHOTO (HaJ30PHOTO)
MEpOTIPUSTHS MO0 CPEICTBAM JIMYHOTO
oOpamienusi,  TeleQOHHOW  CBS3H,
AJIEKTPOHHOU TIOYTHI, BUJICO-
KOH(EpEeHII-CBSI3H, TpHU  TMOIYyYCHHUH
MUCHMEHHOTO 3arpoca - B MUCHbMEHHOU
dbopMe B TOpSAKE, YCTAHOBICHHOM
®enepanbHbiM  3akoHOM  «O  TOpsIKE
paccMOTpeHHsI  OOpalieHHsT TpaKIaH
Poccuiickoit ®deneparun», a Takxke B
X0JIe TIPOBEIACHUS MPO(UIAKTUICCKOTO
MEPOTIPUSITHSI, KOHTPOJIBHOTO
(HaJ130pHOI0) MEPONPUATHUS

KOTOPBIX BXOJUT
00s13aHHOCTB 110
MIPOBEJICHUIO
KOHTPOJIbHBIX
(Ha130pHBIX )
MEpOIPUATHI

MEpPOIPUATHN

[MpodunaxkTrueckuit
BU3HT

[IpoBencHue npoUIAKTUIECKUX
BU3UTOB B (hopme:
1) npodunakTuueckux Oeceq Mo MeCTy
OCYILECTBIICHUS JesTeIbHOCTU
Poc3npaBHangzopa;
2) mnpoduIakTHYeCKUX Oecel IMmyTeM

UCIIOJIb30BAHUS BU1€0-KOH(DepeHII-
CBSI3H,

10 BOIIPOCAM:

MPCABABIACMBIX 00s3aTENBHBIX
TpeOOBaHUM;

PEKOMEHIYEMBIX CITIOCO0aX CHUXKEHUS
KaTeropuu pucka:

0 BHUJaX, COJECpPKaHWU, WHTEHCUBHOCTHU
KOHTPOJIbHBIX (Haa30pHBIX)
MEpONPUITHH.

JlomKHOCTHBIE JUlia
Pocznpasnanzopa, B
JTOJKHOCTHBIE
perjJamMeHThl
KOTOPBIX BXOJUT
00s13aHHOCTB TI0
POBEJICHUIO
KOHTPOJIBHBIX
(HaI30pHBIX)
MEpONIPUITHI

B Teuenue
roja, B paMKax
IIPOBOAMMBIX
KOHTPOJIbHBIX
(Ha/I30PHBIX )
MEPOIPUATHI™

V. Iloka3zaresn pe3yabraTuBHOCTH U 3¢ PexTuBHOoCTH [Iporpammel

Onenka 3(pQPexkTUBHOCTH W pPe3yNbTaTUBHOCTU IIporpaMMbl TPOBOJUTCS MYTEM
COLIMOJIOTUYECKHUX UCCIIEIOBAHUN MPEACTAaBUTENEH MOJKOHTPOIBHBIX CYyOBEKTOB.
B mensix oueHku pe3yabTaTUBHOCTU [IporpamMmbl HCHONB3YIOTCA CIEAYIOLIUE
KOJIMYECTBEHHBIE TIOKA3aTENN U MIOKA3aTENIN KauecTBa:
KOJIMYECTBO MPOBEICHHBIX MPOPUIAKTHUECCKUX MEPOTPUATHUH;
KOJIMYECTBO TOJKOHTPOJIBHBIX CYOBEKTOB, B OTHOIIEHHWU KOTOPBIX IPOBEIEHBI
npo(UIaKTUIECKIE MEPOTIPUSTHS;

1ot CyOBEKTOB,

B OTHOHICHHH KOTOPLIX

ITPOBEICHBI

MPOQPIITAKTUYECKUE

MeporpusaTHs (TOKa3aTelb YCTAHABIMBAETCS B MPOIEHTaX OT OOMIEro KOJIWYEeCTBa
MOJIKOHTPOJIBHBIX CYOBEKTOB);
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COKpalIEeHHE KOJIMYECTBA KOHTPOJIbHO-HAA30PHBIX MEPONPUATUI NPHU YBEIUUYEHUU
npoQUIAKTUIECKUX MEpONPUATUN TMPH  OJHOBPEMEHHOM COXPAHEHHH TEKYIIETO
(YmydIlleHHUH) COCTOSIHUSI TOJAKOHTPOIBHON chephl;

CHW)KEHUE KOJINYECTBA OJHOTUIIHBIX M MOBTOPSIOLIMXCS HAPYIIEHUH OJHUM M TEM
e TMOAKOHTPOJILHBIM CYOBEKTOM.

B mpunoxxennn Ne 2 mpukaza Poc3apaBHamzopa ot 26.10.2017 Ne 9048 «O6
YTBEPXKIACHUH TIepeYHel moka3aTenel pe3ylnbTaTUBHOCTH U 3((HEKTUBHOCTH KOHTPOJIBHO-
HaA30pHON nesTenbHOCTH PefepanbHON CIyKOBI 1O HAaA30py B cdepe 31paBOOXpaHEHUS
U €€ TEpPUTOPUAIBHBIX OPraHOB)» YCTAHOBJEHBI I10Ka3aTE€IU pEe3yJbTaTUBHOCTH U
3¢ (HEKTUBHOCTH KOHTPOJILHO-HAJI30pHON JedrenbHocTH DenepasibHON  CIIy:KOBbl 110
Ha/A30py B cpepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUANIBHBIX OPTaHOB M0 OCYIIECTBICHUIO
(enepanbHOro rocy1apCTBEHHOIO Ha/130pa B cepe oOpallleHus JIeKapCTBEHHBIX CPEJICTB.

JlaHHble MOKa3aTeau OTpa)kaloT B AMHAMUKE YPOBEHb O€30IaCHOCTH OXPaHSIEMBIX
3aKOHOM ILIEHHOCTEW, BhIpaXaroIUics B MUHUMU3AIMY IPUUUHEHUsT UM Bpeaa (yuiepoa),
B TOM 4YHCI€ B CIy4asX, CBA3aHHbIX C NPUMEHEHHUEM HEI0O0pOKAUYECTBEHHBIX,
KOHTpa(aKTHBIX U (abCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX MIPENApATOB.

* - KOHTPOJIbHBIE (HAaa30pHBIC) MepomnpusiTus B (opMe BBIOOPOYHOrO KOHTPOJS KadecTBa

JICKAPCTBCHHLIX CPCACTB AJIs1 MCAUITMHCKOI'O IIPUMCHCHUS HOCAT BHEILIAHOBBIHN XapaKTep



