JTENNAPTAMEHT JUNEH3UPOBAHUS U PEFHQHAJII)HOFO
TOCYJIAPCTBEHHOTI'O KOHTPOJISI TOMCKOU OBJIACTH

PACHOPSI)KEHHE

25.02 2rnab Ne 27

06 yreepsxaeHun Jloknaza o IIpaBOIPUMEHUTEBHOH IPAKTHKE B cepe peruoHAIBHOTO
rocyIapCTBEHHOI0 KOHTPOJL (Han3opa) 38 IPUMEHCHUEM IISH Ha JICKapCTBCHHEIC
Iperaparhl, BKTIOUEHHbIE B NIEPEUCHE KUSHEHHO HeoOXOAUMBIX ¥ BasKHEHILMX
NIeKapCTBEHHEIX MPerapaToB, Ha TePPUTOPHH Tomckoit obmactu B 2025 roay

B COOTBETCTBHHM € gqacteio 4 crareu 47  ®enepanpHOro - 3aKoHa
or 31 wmons 2020 roma Ne248-@3 «O rocynapCTBEHHOM KOHTpONe (Hax30pe)
1 MYHULANATEHOM KOHTPOJIC B Poccuiickoit @eaepanui»:

1. Yreepauts Joknax o TpaBONPUMEHHUTEILHON MPAKTHKE B cepe perroHaIBHOIO
roCy/lapCTBEHHOIO  KOHTPOJIS (Hamsopa) 3a [pUMEHEHHeM IIeH Ha JIeKapCTBCHHBIC
[penaparkl, BKIIOYEHHbIE B TEPEUCHb JKMSHCHHO HeOoOXOMUMBEIX Y BaKHEHIINX
JNIEKapCTBEHHEIX IIPErapaToB, Ha TEPPUTOPUH Tomckoii o6mactu B 2025 romy (maiee —
JloK/Ia/) COITMacCHO MPUIIOKEHUIO K HACTOALIEMY PacTIOPSIKESHHIO.

2. TlpencenaTemo KOMHUTETa PETHOHAILHOIO roCyIapCTBEHHOTO KOHTPOIA -
JlerapTaMeHTa JIMIEH3UPOBaHKA ¥ PErHOHAIBHOTO roCyapCTBEHHOTO KOHTpOMs ToMCKOHU
o6mactu (nanee — Jlemaprament) E.O. BesruHOBY O3HAKOMATE corpynuukos Komurera
PETMOHAIBHOTO TOCY aPCTBEHHOTO KOHTPOJIA JlenapTaMeHTa ¢ HaCTOSIIIM JIOKIaIoM.

3. KOHCY/IBTaHTy KOMUTETA OPraHM3allMOHHO-TIPABOBOTO ob6ecregenus I1.A. PpiOke
pa3sMECTHTh HACTOSIIECS PACTIOPSDKCHUE HA obummansHoM caite JlemapTaMeHTa B
HH(bopMaLmOHHO-TeneKOMMyHHKauHOHHo1‘/’1 cetn «VIHTEpHET.

4. KOHTpPOIb 32 UCIIOTHEHHEM HACTOAIICTO PACTIOPAKCHIL OCTaBJISIO 3a COOOI.

11.0. HauanpHUKa JenapTaMeHTa
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VYTBEPXJEH

pacropsbkeHueM JlenapTaMeHTa
JNULEH3UPOBAHNS U PErMOHAIIBHOTO
rOCYIapCTBEHHOTO KOHTPOTIA
Tomckoit obnacTu

Of « 75 » pa 2026 Ne 27

JTOKJIALL O IIPABOIIPUMEHMTEJIBHON MPAKTHKE B CO®EPE
PECMOHAJLHOIO TOCYJAPCTBEHHOI'O KOHTPOJISL (HAZI3OPA) 3A
[IPUMEHEHHWEM IIEH HA JIEKAPCTBEHHBIE ITPENIAPATDI,
BKJIIOYEHHBIE B IEPEYEHD )KU3HEHHO HEOBXO/IMMbIX U
BAJKHEJIINX JEKAPCTBEHHBIX NTPEIIAPATOB, HA TEPPUTOPHA
TOMCKOWM OBJIACTH B 205 T'OAY.

L. OO6mme NON0KEHHUSs

O6o6mmenue IIPaBOIPUMEHUTCITEHON TPaKTHKHA KOHTPOJIbHO-HaI30pHON
nesTensHOCTH  JlenapTaMeHTa JIMIEH3UpOBaHMA U PErHOHATBHOTO rOCyapCTBEHHOIO
KoHTpoas ToMcKo# obnacTH (nanee — JlemapTaMeHT) OCYIIECTBIIACTCS BO HCIIOJIHEHHEC
crateu 47 ®enepanproro 3akona ot 31.07.2020 Ne 248-®3 "O rocy1apCTBCHHOM KOHTPOIIC
(Hajzope) W MYHUIMIIAJPHOM KOHTPOJIC B Poccuitckoit ®epmepanuu” (mamee —
denepanbHbIi 3aK0H Ne248-D3).

3agagamu 0600IIEHHS PABOIPUMEHUTEIBHON NPAKTHKY SBIIAIOTCA:

1) obecredyenne €MHOOOPAsHBIX —IMOIXONOB K [PYMEHEHHIO  KOHTPOJIEHBIM
(HaZ3OpHEIM) OpPTraHOM M ero JOKHOCTHBIMM JIALAMH 00s3aTeNbHEIX  TpeOOBaHUH,
sakoHOojaTescTBa Poceniickoit deneparuu 0 rocy 1apCTBEHHOM KOHTPOTE (Ham3ope);

2) BEIABJIEHAC THITMYHBIX HAPYIICHHUH 06s3aTeIbHBIX TpeOOBaHMI, TPUIKH, GaKTOPOB
Y YCIOBHH, CrI0cOGCTBYIOMMX BOSHUKHOBCHHMIO YKa3aHHBIX HapyUIeHUH;

3) aHanM3 CilydaesB MPUHMHEHUA Bpela (ymiep6a) OXpaHseMbIM 3aKOHOM LIEHHOCTAM,
BBISIBIICHME UCTOUHUKOB U (PAKTOPOB pHCKa MPUUMHCHMS BpEa (ymep6a);

4) MOArOTOBKA MPEeUTOKEHUH 00 aKTyanu3aniu 00s3aTeNbHBIX TPEOOBAHUIM;

5) TOArOTOBKA MPEANOKEHHH O BHECCHHU U3MEHEHMH B 3aKOHOJATE/IbCTBO
Poccuiickoit ®emepaliii 0 rocy1apcTBEHHOM KOHTPOIE (namzope).

JlerrapTaMeHT B COOTBETCTBUU C IIONIOKEHMEM, YTBEPHKACHHBIM ' TIOCTaHOBJIEHUEM
I'y6epratopa Tomckoif obnactu oT 11.02.2021 N 10, siBugeTcsi KCIOJHUTEIBHBIM OPTaHOM
ToMmcKOl 06IACTH, BXOIAIIHAM B CHCTEMY HCIIOIHHUTENBHBIX OpPTaHOB ToMcKko# 00N1acTH,
OCYLIECTBIISIONIMM PErHOHAIIBHBIA rOCyIapCTBEHHBIH KOHTPOID (Ha30p) 33 MPUMEHCHICM
[leH Ha JIEKAPCTBEHHEIE TPENaparhl, BKIFOYSHHBIE B MEPCICHD KU3HEHHO HeOOXOAUMBIX U
BaYKHEMIIMX JIEKAPCTBEHHBIX TIPeNapaToB (Janee — pernoHaIbHbIA KOHTPOJIB).

[IpeaMeToM —pervOHaNbHOTO — KOHTPONS — ABMACTCA  MPaBUILHOCTE NPUMEHEH M
OpraHM3alys MU ONTOBOW  TOProBIX  JICKAPCTBCHHBIMH CpeICTBaMHM,  AlTeUHBIMU
OpraHM3aLUAMY, HHIMBMAYATbHBIMU TPEANPUHMMATEIAMH, MMEIOLIUMA JIMICH3UI0 Ha

2



ocyllecTBIeHHe (papMaleBTHYECKOH JIEATENTBHOCTH, MEIMLMHCKUMHA OpraHM3aliiMy,
MMEIOIMMH JTMIEH3UIO Ha OCYIIECTBIEHHE (DapMaleBTUUECKOM JCATE/IIPHOCTH, W HX
060C0o0IEHHBIME TTOApa3ieNeHuaME (aMOyIaTopruIMy, QelbAmepCKuMy U (GenbAIepeKo-
AKYIIEPCKUMH ITyHKTaMH, LeHTpaMu (OTAelneHnsaMu) oOmeH BpaueOHOM (ceMeliHOil)
IIPAKTHKHM), PACIIONOKEHHBIMY B CENBCKHX HACENCHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT
aNTeUHBE OpPraHM3alMK, LIEH Ha JIEKapCTBEHHBIC MNPENapaThl, BKIIOYEHHBIC B IEPCUCHb
SKU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX NeKapCTBEHHBIX nperapaToB (nanee — KHBJII) .

YKHBJIII — 3T0 KU3HEHHO HeoOXOJMMbIe U BaKHEHILUKE JICKAPCTBEHHBIC [IPENIapaThl,
lepeueHb KOTODBIX, €KEroAHO JONONHAETCs M yTBepxaaercs IIpaBuTETECTBOM
Poccuiickoii @enepaliviy.

I[lepeuens JKHBJIII  cOAEpXKUT  CIIMCOK JIGKAPCTBEHHBIX  MpEnapaTos  TOM
MeXIyHAPOJIHBIM HelaTeHToBaHHEIM HauMeHnosanueM (MHH) u oxBaThiBaeT NpakTHIECKH
Bce BHUAB MemuuuHckoif momomud. MHH rnpucBampaeT BceemupHas OpraHM3alus
snpasooxpanenus (BO3).

TocygapcTBEHHOE — PETryIMpOBaHME — LEH  Ha  JIGKApCTBCHHBIE — CPENCTBA
OCYIIECTRISETCS B IEIAX HMOBBIMICHHA WX JOCTYIHOCTH, Kak I HACCICHWA, Tak W LA
J1eueBHO-TIPOUIAKTUIECKUX  YUPESKICHUH (TIOMMKIMHUKY, OONBHHUIEL, (enpaImepeKo-
aKyIIepCKUe TIYHKTEL, OTACNeH s o0mel BpaueOHOM PAKTHKH U ap.).

Tl0AKOHTPOIbHBIMH CYOBEKTAMH, B OTHOIIEHUH KOTOPBIX JlermapTaMeHTOM MOTYT
IIPOBOJIUTCS KOHTPOJIBHO-HAN30PHBIE U TMPOQUIAKTHISCKAE MEPOIPHUATHS, ABJIAOTCA
OpraHM3aluy ONTOBO TOProBJIH JEKAPCTBEHHEIMH CPENCTBAMY, ANTEYHBIC OPraHU3AINK U
MHAMBULYaJIbHBIE [PEANPHHUMATENH, HMEIOHe JIMICH3MI0 Ha  OCYLICCTBICHHE
thapMarleBTHIECKO! JeSITeFHOCTH Ha Tepputopui ToMckoit 00macTy.

B 2025 rogy Ha TeppUTOpUM 001aCTH AAHHYIO AEATEIbHOCTH OCYIIECTBIAIO 178
cy0ObeKTa.

[Ipy 5TOM MOAKOHTPOJLHBIMH 00bEKTAMH SBIIOTCSA ANTEKH, AlTEYHDIC IYHKTHI,
MopasfelIeHns MENULMHCKMX OpraHusanuii Ha Tepputopru ToMCKoH obmactu. HMx
HacuuThIBaeTca 932 eIHHHIbI.

14 opraHu3anuii ONTOBOM TOPrOB/IM JE€KapCTBEHHEIMY NpENapaTaMH, BKITIOYCHHEIMH
B nepeuers JKHBJII (15 00B€KTOB ONTOBO! TOPTOBIIH JIEKAPCTBEHHBIMH CPEICTBAMH).
OcCyILIeCTBIEHHE  PETMOHAIBHOIO — KOHTPOIS — yPerylMpOBaHO  CICIAYIOIMMH

HOPMAaTUBHO-IPABOBEIMH aKTaMHU:

- denepanpueiii 3akon or 12.04.2010 Ne 61-®3 "O6 obpameHnu JIEKapCTBEHHbIX
CpeacTB";

- @enepanerbii 3akon or 31.07.2020 Ne 248-®3 "O rocynapCTBEHHOM KOHTPOIE
(Ham30pe) ¥ MyHULMNATEHOM KOHTpone B Poccutickolt Defepanun’;

- nocrasoinenne IlpaButensctBa PO ot 06.05.2015 Ne 434 "O peruoHajpHOM
rocyJapcTBEHHOM KOHTpONE 33 MNPUMEHCHHEM ILEH Ha JICKapCTBEHHBIC MPEIapatsl,
BKIIOUCHHBIE B IIEPEYEHH JKMU3HEHHO HEOOXOOMMBIX W BaKHEHLINMX JIEKApCTBEHHBIX
mpernapaTros’;

- pacmopsbkenue IlpaButenberBa Poccuiickodt @enepall OT 12.10.2019 Ne 2406-p
«O6 yTBEpHKICHAN TIEPEUHs JKU3HEHHO HEOOXONUMBIX M Ba)KHEHIIMX JIEKApCTBCHHBIX
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MperaparoB, a TakKe [EPeYHed JIEKAPCTBEHHBIX MNPENApaToB UL MEIHULIMHCKOTO
TIpYMEHEHHS ¥ MHHMMAJIBHOIO aCCOPTHMEHTA JIEKAapCTBEHHBIX NPEIIapaToB, HeoOX0IUMBIX
UL OKAa3aHUS MEIULIMHCKON ITOMOILI;

- mpukas JlerapraMeHTa TapuGHOTO peryinpoBaHus TOMCKOM obnactu ot 28.01.2021
Ne 10-2 «O6 ycTaHOBIEHMM Ha Tepputopuy TOMCKOH 00MacTH MPEAENbHBIX pasMepoB
OITOBBIX HAm0ABOK W TPEIETBHBIX PasMEpPOB PO3HMYHBIX HaA0aBOK K (aKTHUECKAM
OTIyCKHBIM LieHam (6e3 ydeTa Hajora Ha JJ00aBICHHYIO CTOMMOCTB, YCTaHOBICHHBIM
TIPOM3BOAMTENAMH  JICKADCTBEHHBIX — [PENapaToB, Ha JICKApCTBEHHBIC —IPENApartel,
BKTIOUEHHbIE B IIepeuYeHb JKU3HEHHO HEOOXOIMMEIX U BaKHEHUIMX JIEKapCTBEHHBIX
MPEernapaTosy.

- Tlono)keHWe O pETHOHAIBHOM TIOCYNapCTBEHHOM  KOHTPOIE (Ham3ope) 3a
IPUMEHEHHEM LieH Ha JEKapCTBEHHBIC IIPEIapaThl, BKIIOUCHHBIC B IIEPEYCHB JKM3HCHHO
HEOOXOMMMEIX ¥ BaKHEMIUMX  JIEKQpCTBEHHEBIX  IIperapaTtoB, Ha  TEppUTOPHU
ToMcKOl 061acTH, YTBEpKIEHHOE MOCTaHOBICHHEM AJMUHHMCTpanud ToMckoH obuacTu
Ne 387a ot 17.09.2021 rona;

- IlonokeHHWe © PErdOHAIBHOM TOCYJIapCTBEHHOM  KOHTpOJIC (magzope) 3a
IpUMEHEHMEM 11eH Ha JIEKapCTBEHHBIE MPEMapaTsl, BKIIOYCHHBIC B IICPEUCHD HKUIHCHHO
HEOOXOMUMEIX ¥ Ba)KHEHIIMX  JICKAPCTBEHHBIX  ITIpenapaTtoB, Ha  TCPPUTOPHU
ToMCKOH 007aCTH, YTBEP)KIEHHOE MOCTAHOBIEHHEM AJMUHUCTpalud ToMCKOMH obiacTH
Ne 344a ot 28.07.2025 rona

C mnpaBoBod 0a3oi, peryjupyrome TaHHYyIo chepy HeATEIBHOCTH, MOXKHO
03HAKOMHUTLCS Ha odhuLHanbEHOM caiite JlemaprameHTa
https://dlk.tomsk.gov.ru/documents/front .

OéazamenvHole  mpe6osanHusa,  coONOeHUe  KOMOPbIX  KOHmMpoaupyem

Menapmamenn:
CobiroieHne npasm1 GOPMUPOBAHUA ONITOBBIX OTIYCKHBIX IICH;
CobmoeHne npaBuI GopMUPOBAHES POSHUYHBIX OTITYCKHBIX IICH;

I1. OcoBeHHOCTH OCYIIECTBICHHS PETHOHAIBHOT0 rOCYJapCTBEHHOr0 KOHTPOIs B 2025
romy.

PaGora Jemapramenta B 2025 romy, u3-3a 3ampera Ha IIPOBEICHHE NPOBCPOK
NpenpHaATHi ¥ NpeAnpUHMMATeNei, KOTOphH  OBUI  BBENCH  IOCTAHOBICHMEM
IIpaBuTensctBa Poccmiickoit ®enepamuu ot 10.03.2022 Ne 336 «O6 ocobeHHOCTAX
OpTaHM3AIMU | OCYIIECTBIEHHs TOCY1apCTBEHHOTO KOHTPOILs (HAA30pa), MyRULMNIAIBHOTO
xonTposis» (nanee — [TocranoBnenue Ne 336.) epeopHEHTUPOBAHA HA poOHUITAKTHYECKYIO
paGoty. B IloctanoBnenuu Ne336 0TMEYEHO, YTO IIPOBEACHIE BHEIUIAHOBBIX KOHTPOIBHAIX
MEpOIIPUATHN JOMYCTHMO JUIIb B UCKIIOUMTENBHBIX CIIydasx IpH HEIOCPEJCTBEHHOU
yrpo3e SKM3HH M NPHYAHEHHS TKKOTO Bpelia 3I0pOBBIO TpaxiaH. Takue NpOBEPKH
JIOIDKEEBI OBITH COITIAcCOBAHEI ¢ MPOKypaTypoit ToMcKo# 061acTH.

[Toctranornenuem Ne 336 B 2025 roay KOHTPOIBHO-HAA30PHEIM OpTaHaM 3alpereHo
6BUI0  IpUBIEKATh  OpPraHM3alMd W HHIMBMAYalbHBIX  [PEANPUHMMATENCH K

aJIMWHUCTPATUBHOH OTBETCTBECHHOCTH, €CIH HapylIeHHE OBLIO BEISIBIIEHO BHE pPaMOK
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MPOBE/IEHHs KOHTPOJIBHO-HAA30PHEIX MEPONPUSATHH (B HacTOAllEE BpeMd 3Ta HOpMa
npony6auposana B cT. 28.1 KOAII PO)

Cormacro 1. 11 (9) IlocraHosnenus Ne336 onenka coOmrOIEHUA 0053aTeTBHBIX
TpeboBaHKH K 060POTY OTAEIBHBIX BUAOB NPOAYKLUMH OCYIIECTBIACTCA B COOTBETCTBHN C
TpeOOBAHUAMHI HACTOALIErO [MOCTAHOBJICHHMA C Y4ETOM 0COOEHHOCTEH, MPENyCMOTPEHHBIX
npuioxkeHueM Ne 3 K JaHHOMY [OCTaHOBJIEHUIO

Onenxa cobmogeHus o0sf3aTeNbHBIX TpeOOBaHMH K MPUMEHEHMIO LEH Ha
NIEKapCTBEHHBIC IIperapaThl, BKIOUCHHBIC B ICPEUCHb JKM3HCHHO HEOOXOAUMBIX U
BaKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB, OCYIIECTBIACTCA B paMKaX PErHOHAIBHOTO
rocyapcTBEHHOr0 KOHTpOIA (Haj30pa) 3a MPHMEHCHMEM UCH Ha JICKApCTBCHHEIC
Tperapatsl, BKIIOUCHHBIE B IIEPEYEHL IKU3HCHHO HEOOXOAMMEIX UM BaKHEMIIMX
JIEKAPCTBEHHEIX MPENapaToB.

B uacTHOCTH, OIl€HKAa COOJIOIEHMS 00sA3aTeNbHBIX TpeGoBaHUM MOKET OBITh
OCYILECTBIICHA IIOCPEICTBOM:!

a) BHEIUIAHOBBIX KOHTPOJIBHBIX (HAL30PHBIX) MEpOTIPUATHH, TPOBOAMMEBIX IO
COIIACOBAHHMIO ¢ OpraHaM¥ IPOKYPaTyphl Ha OCHOBAaHMM MHIMWKATOPOB PHUCKA HAPYIICHIA
00s3aTeIbHBIX TPEOOBAHNH;

6) BBIE3MHBIX OOCIENOBAaHUH B COOTBETCTBHM C YKa3aHHBIM B IPHUIIOKCHWAH Ne3 x
[IOCTAHOBJICHUIO [TOPSIKOM;

B) BHEIUIAHOBEIX KOHTDPONLHBIX (HAI3OPHBIX) MEPONPHATHH, NPOBOAUMEIX —TIO
COMNACOBAHMIO ¢ OpraHAMH TIPOKYPATYpPHl, MPEIyCMOTPCHHBIX ab3allaMh BTOPBIM -
YeTBEPTHIM MOJIYHKTA "a" IyHKTa 3 OCTAaHOBICHUS Ne336;

r) BHEIVIAHOBEIX KOHTPONBHEIX (HAI30PHBEIX) MepONpHATHY, NPOBOIUMEIX 03
COIIACOBAHMS C OpPraHaMM MpPOKYpPaTypHI, NPEIyCMOTPEHHBIX ab3alaMu BTOPBIM - MATEIM,
JECSTHIM ¥ OJMHHAINATEIM TTOAIyHKTa "6" nyHKTa 3 nocTaHoBeHus Ne 336.

Tak, cornacHo [Ipunoxenuio Ne3 k IlocTaHOBIEHHIO Ne336, Beie3qHbIe 00CIEN0BaAHUA
MOTYT OCYLIECTBIISTE TONBKO B COOTBETCTBUH C €KCKBAPTAIBHO YTBEPIKIACMBIM [Tnanom
BBIe3HBIX obcnenopanuii (manee — Ilnan). B Ilnan BrIOYAIOTCA KOHTPOIUPYEMBIC JTHIA
UTH OGBEKTHl KOHTPONA TONBKO MO OIMpEACTIEHHOMY TIEPEYHIO OCHOBAHWH - 9TO
NpUBJIEYEHHE paHee K aMUHUCTPATUBHON OTBETCTBEHHOCTH 1 HEOMHOKPATHBIC oOpateHns
(cBeneHus, kano0sl, HHPOpMALK) O HAPYLICHUAX.

MexanusM KOHTPOIS B 9TOM ClIydae CBOAUTCS K TOMY 4TO, IO OOIIEMY TpaBuiy,
HEOOXOIMMO MPEIBAPUTENBHO TPOBECTH NPOGUIAKTHIECKHE MCPOTpPHATH (marpumep,
OOBSBUTS  NPENOCTEPEXKEHNHe WM  NPOQMIAKTHYCCKHH  BH3WT [0  MHMUMATHBE
KOHTponupyeMoro juna). HeobXoauMocTh MpeaBapuTCIbHbIX npohUIAKTHIECKUX MEp —
3T0, 10 cyTH, TpeGopanne MenepanbHOro 3axona Ne248-@3 (ct. 8) 3aTeM, IpH BBLIBICHIH
TIOBTOPHOTO HAPYIIEHUsA COTNACOBAHHE U TIPOBCACHHE KOHTPONBHOIO (HaI30pHOTO)
meponpusatust (ganee — KHM), m TOIBKO TO pe3yJbTaTaM KHM mnpusieueHue K
OTBETCTBEHHOCTH.

B ciyuae IpOBEACHHS MEPONPUATUHA B OTHOIMICHMH JIMLI, BKIIOHCHHBIX B [lnan,
BO3MOKHO TIPOBEJEHME HE3aMEIUTENBbHON KOHTPONBHOM  3aKyNKH WM BbIIAHA
00s13aTeNIBHOrO K UCIIOJIHEHUIO TIPEeANUCaHus.



B 2025 romy B [lenmapTaMeHT NOCTYITWIO 2 martepuaia U3 ACHHOBCKOH TOPOJICKOM
POKypaTypbl € OTHOIICHHH 2 opraHusanysdg, C TpHA3HAKAMH HapymeHuit B cdepe
[[eHO06Pa30oBaHMs Ha JIEKAPCTBEHHBIC INPENapaThl, BRIOICHHEIC B nepeuens JKHBJIIL B
XOJI¢ PACCMOTPEHHsA JaHHBIX MaTepUaIoB TOIBKO IO OJHOMY ¥M3 HHUX (PAKT HapyHICHHU
NMOJTBEpAMICS, OBUIO BO3OYH/ICHO aIMHHHCTPATHBHOS IO, 1O UTOraM KOTOPOTO
opraHu3anus IpuBIedeHa K ATMUHUCTPATHBHON OTBETCTBEHHOCTH 110 9. 4 c1. 14.4.2 KoAll
P® B hopMe MpeyIpesKaSHIL.

III. MeponpusiTusi, NPOBEIeHHbIC JlenapTaMeHTOM B PAMKax perHoOHa/IbLHOTO
KOHTPOJIAA

B 2025 roxy Obuto mpoBedeHO 21 KOHTPOMBHO-HAISOPHBIX MeporpusTiuii  0e3
B3AMMOJISHCTBHS ¢ KOHTPOJIMPYEMBIMHU JIML@AMH, B TOM 9HCIE ONHO BBIE3THOE MEPOIPHIATHE
B XOfie KOTOPOro Obu1 ocMOTpeH 1 06BEeKT KOHTpOJIA (anTeka), a Takke OCYMISCTBIIAICH
MOHUTOPHHT HHPOPMAIHH, Pa3MEIIEHHOH B CCTH VHTEpHET.

[lo pesynbTaraM MepONPHUATHH OCHOBAHMU JUIsl COTJIACOBAHHA BHEIUIAHOBBIX
KOHTPOJIBHO-HAI30PHBIX MEPOIPHATUA HIIH OOBSBICHUS TIPEIOCTEPEIKEHUSL BBIABICHO HE
6ut0. TLtagossie Meporpustisd Ha 2025 rof IpeayCMOTPEHEI HE OBLIN.

IposeneHo 53 KOHCYJIFTUPOBAaHMKA B OTHOLICHHM npeicTaBUTee OpraHu3aIui,
MHUBHAYANBHBIX — [peIIpUHUMATENed, a TaKkke NPAaBOOXPAHUTENBHEIX M HUHBIX
KOHTPOJIFHO-HAI30PHBIX OPraHOB.

Ha T[OCTOSIHHON OCHOBE OKAa3biBaeTCAd WHQOPMALMOHHO-METOANICCKA TTOMOLIb
MIpeICTABUTENSM OpTaHM3alui, HHINBUIYaIbHBIM TIpeANpUHAMATEAM, aIMUHACTPALIAM
MyHULUMTAIBHEIX 00pa3soBaHui, MPaBOOXPAHUTCIBHEM H HHBIM KOHTPOJBHO-HaI30pHBIM
opraam B c(epe TPOQUIAKTUKA W BBIABJICHUA npaBoHapylleHuit B chepe
11eH000pa30BaHUs Ha JICKAPCTBEHHBIC IMPEIApaThL, prirouenssle B mepedeHs JKHBIIIL
nposeeHo 278 HHPOPMUPOBAHUIH.

B mnomolp ydacTHMKaMm pBIHKA (hapManeBTHUECKOH MPOIYKIMY, Peali3yioliM
JKHBJIII  akryanusupoBadsl — MeToauueckue — PEKOMCHJALMM - IO npoduIaKTuke
npaBoHApYLIEHUH B chepe IPUMEHEHN [ISH Ha JIeKapCTBEHHEIC Tpenaparsl, BKIIOYECHHBIE B
nepeueHh JKU3HEHHO HEOOXOMMMBIX H BaYKHEMMUX JIEKAPCTBEHHBIX IIperapaToB Ha
Tepputopurt ToMcKO# 00/1acTH.

[IponokaeT paGoTy TMOCTOSHHO ACHCTBYIOMIAL «TOpAYai MUHUS» 7S TIpheMa 1o
tene(oHy oOpalleHuii [0 BOIPOCaM cobmoeHist TpeboBaHuil K IeH000pas0BaHUIO Ha
NeKapcTBEHHBIE TIPeraparhl, BKIIOUEHHBIC B NICPEICHb YKHBJITL. B To e Bpems, 3a 2025
roj ofparneHuit Ha «ropsa4yro JIHHHIOY HE IOCTYTAO.

B iensx OpOGMIAKTUKH, BBIABJICHUA M TNPECCUCHNA 3ABBIICHHA npefenbHON
PO3HMUHOM LEHBl HA JIGKAPCTBEHHBIC IPEIapaThl, pxomsume B nepeuens JKHBJIIIL,
MOJIEPIKUBACTCS B aKTyalbHOM COCTOSHUM pa3paboTaHHEIl CEPBUC NPOBEPKH MPECIPHBIX
PO3HMUHBIX [I€H Ha JIEKAPCTBEHHBIC NPeIapaThl U3 [lepeuns XKHBJIII

JlaHHBIH CepBHC, NPEIHAZHAYESHHDIH JUIS MPOBEPKH MPE/IETbHBIX PO3HUYHEIX IIEH Ha
JIeKAapCTBEHHBIE TIpEenapaTsl, BKIIOYEHHBIE B IICPCICHb JKHBIJIIL, mo3BONSET HAMTH



MHTEpecyYIOIMi JiekapcTBeHHBIH mpenapar w3 mepeyns JKHBJIIT u  mpoBeputs
«TPaBUILHOCTBY LIEHBI IIOKYIIAEMOr0 JIEKapCTBa.

B cayuae BBISBIEHHOTO (hakTa 3aBBINIEHHON II€HBI Ha JIEKApCTBEHHBINM Ipemnapar
TIOJIB30BATENh CEPBHCA MMEET BO3MOKHOCTH COOOIIMTH O HapyIleHMd B JlemaprameHT
JMHIEH3UPOBAHMA H PETHOHATBHOIO NOCY IaPCTBEHHOTO KOHTPOIa ToMcko# o6nacty.

Taxke B measx WHGoOpMHpoBaHWsA JlemapraMeHT CBOCBPEMEHHO pasMellaeT Ha
obHULMATEHOM CaliTe HOpMATHBHBIE IIPABOBBIE AKTBL, PETYIHPYHOLIHE O00A3aTCIbHEIE
TpeGoBaHus MPU LEHOOOPa3OBaHMK ¥ POZHMYHOW MPOJAKe JIEKapCTBEHHBIX MPENapaTos,
BKII04eHHEIX B Nepeders JKHBIII, BHECEHHBIX M3MEHEHHAX B JEHCTBYIOMHME aKThI, CPOKAxX
1 TOPSJIKE BCTYIUIEHUA WX B JCHCTBHE.

Bonblioe BHAMAHHE ObLIO YAENEHO NPOBEICHUIO NPO(HUIAKTHYECKHX BU3HTOB. B
2025 roxy mpoBeneHO 13 MpoQHIAKTHYECKUX BH3UTOB 110 MHUIMATHBE KOHTPOIUPYEMBIX
man,. B xoje mpodMIAKTHYECKMX BH3UTOB OCYMIECTBILSIOCH KOHCYJIBTHPOBAaHHE U
HHPOPMUPOBAHKE TI0 OCHOBHEIM TPEOOBAHHUSM, YCTAHOBICHHBIM 3aKOHOJATEIBCTBOM, UL
ofopoTa  JeKapCTBEHHBIX  [perapaToB, BKIoueHHex B nepederr JKHBJIIL
OCyIIECTRIANIOCH 3HAKOMCTBO KOHTPOJIHPYEMBIX JIMI[ C CEPBHCOM NPOBEPKH TIPEACIHHBIX
PO3HWYHEIX LIEH.

B uemom pabora Jlenmapramenta B 2025 romy, ciemys TpeGOBaHHAM
3aKOHOJATENLCTBA,  BBHIHYXKJIEHO  OblTa  MEPEOPUEHTHPOBaHA  HA  MPODUIAKTHKY
MpaBOHAPYLIEHMH, KOTOpas IOATBEpPAMIA CBOK 3(Q(EKTUBHOCTH B  OTHOLICHWH
N0GPOCOBECTHBIX YYACTHUKOB PHIHKA 00O0pOTa JEKapCTBEHHBIX IpenapaToB. B To ke
BpeMs1, BBEICHHBIH MOPATOPHUif, KaK yiKe yKa3blBajloCh BBILIE, OTPAHUYAII BO3SMOKHOCTH /UL
OIIepaTHBHOTO 1 3hdexTuBHOro KouTpons. Kak nokasana npaktika paboTs [lemapTraMeHTa
B 2025 romy BBIABICHUE HapyLICHWH, B PEKMME OTPAHMYCHHOIO MHCTPYMCHTApHs, CTalO
TaKKe HeBO3MOYKHBIM, Kak 3T0 0buto B 2022-2024 rogax. OgHaxko 3T0, K COXAJIEHHIO, HE
CBHUJIETENBCTBYET, 00 OTCYTCTBUU HApyLICHHH.



