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Camoe BaxHOe U MHTepecHoe ANs cneunanucToB papmaLeBTMYECKON
oTpacnu

MuH3apaBy Nopy4nsniu NpoBepuUTb BbIFrPy3Ky
MHCTPYKUUU nekapcte B CMAOJIIN

o 1 centabpa 2024 roga Munsgpas Poccun coBmecTtHo ¢ LIPTIT gomkHbl NpOBECTM MOHUTOPWHT BbIrPy3Ku
WHCTPYKLUUIA B CUCTEMY MOHUTOPUHIa ABWXEHNS NTeKapCTBEHHbIX Npenapatos (CMOJIM) cybbekTtamn obpalleHnst
nekapCcTBEHHbIX CPeCTB 1 NpeacTaBuTb OTYET 06 aTon paboTe npaBuTenbcTBy. O6 3TOM roBopuUTCS

B MOCTaHoBMNeHun [paBnUTENBCTBA, KOTOPbIM BHECEHBI M3MeHeHUs B nonoxenne o CMOJM. CooTBeTCTBYIOWMI
AOKYMEHT 13 28 cTpaHuL, onyObnukoBaH Ha oduumManbHOM noprane npaBoBon Hopmaumn. [JokyMeHT BCTynaeT
B cuny 1 ceHTabpsa 2023 roga, 3a UCKMNIOYEHNEM HEKOTOPbLIX MOMOXEHWNA.

o 30 nioHa 2024 roga npomnsBoauTeny NekapcTs, AepxaTenu (Bnagenblbl) perncTpaunoHHbIX YA0CTOBEPEHNI
pobposonbHo npegctasnsoT 8 CMAJIT nHCTpyKUMIO N0 MEAMLMHCKOMY NMPUMEHEHMIO NpenapaTta, akTyarnbHyo
Ha gaTy BBoAa nekapctea B 060poT. 1o 1 ceHTs10psa 2024 roga Munsapas v LIPIMT gomkHbl npoBecTu
MOHUTOPWHT BbIFPY3KM MHCTPYKUUIA U NPeacTaBUTb OTYET 06 aTon paboTe NnpaBUTENLCTRY.

Takxke cokpaTurcst Cpok, B TEYEHNE KOTOPOro onepaTop CMCTeEMbl 06ecneynT NPon3BoANTENEN NEKapCTB
YCTPOWCTBaMn perncrpaLmm SM1Mccum KogoB MapKMpPOBKU UK yaaneHHbIM AOCTYNOM K TakuM YCTPOUCTBaM,

a MefopraHnsaumm 1 anTekn — perncrparopamm BolobiTUS. Tenepb OH cocTaBnsieT He 45, a 30 kaneHaapHbIX
OHEN.

I'IpM nepenadve nekapcrts, KOTOPbIE coAepXXaT 3TaHOJ1, HAPKOTUKU, NCUXOTPOMHbIe BelleCcTBa U UX NPeKypcopbl,
cBedeHuna B CUCTemy 6y,£l,yT nogaBaTb TOJMbBKO B NPAMOM nopsaake.

HakoHeL,, onToBLIM KOMMaHUSIM B TEYEHNE AECSATU paboyumx AHEN HAAEeXUT BHOCUTL cBeaeHus 06 OTrpyske
BCEX MpernapaTtoB O4HOW cepumn (3a OOHY UITM HECKOSbKO NOCTaBOK).

McTOYHMK:
pharmvestnik.ru

locyOapCTBEHHbIA KOHTPOIb OCYLLECTBNAETCA Ha BCEX CTaamuaX XMU3HEHHOTO LMKNa NekapcTBEHHOro cpeacTea,
B TOM YncCre 1 Bo BpeMsl 06palleHuns NekapcTea Ha pbiHKe. B Bonpocax peructpauum u obpatleHus
NeKapcTBEHHbIX NpenapaTtoB NOMOXEeT pa3obpaTbes cepBUC «[0CYAaPCTBEHHbIN KOHTPOMb NPY 0GpaLlleHUn
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NEeKapCTBEHHbIX CRPEACTB» OTPACNEeBOro KomnnekTa « Texakcnept: MeauumHcKas NpoMbILLNEHHOCTb.
dapmaueBTMKar. B cepBuce cogepxutcs MHGopMauus o:

e npoueaype v NoNOXKEHNAX rOCYAaPCTBEHHOIO KOHTPOIS JTIEKAPCTBEHHbLIX CPEACTB;
* MOCMEeOHUX U3MEHEHWsIX B 3aKOHOAATENbCTBE MO AaHHOW TEME;

e TOCyOapCTBEHHOM HaA30pe M ero KI4YeBoM nokasaTtere;

e OTBETCTBEHHOCTY 3a HapyLleHWe NpaBun 0GopoTa fekapcTs U Ap.

CepByic NOMOXeET pa3obpaTtbCs B BONPOCAx rocyaapCTBEHHOTO KOHTPOSS!, ObiTb B Kypce HOBOBBEAEHMIA
1 n3bexarb LWTpados.

CobniopganTte TpeboBaHMA 3aKOHOAATENbCTBA C NOMOLLLIO cucTeM «TexakcnepT»!

e ———————————————————
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MpoEKTLI AOKYMEHTOB M0 CTAHAAPTH3ALMA

: .

(e Il

€4 Mowex s Tevce

W
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MaTepuan axTyanes wa 3103 2023

FocyaapcTBeHHbIA KOHTPONB NPY 0GPaWeHMM NEKAPCTBEHHEIX CREACTS
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PeromeHayes 0IHAKGMHTLCA €O CNPABOLHSIM MaTapHanom Pechopua KOHTPANHO-HAR30PHON ASATENLHOCTIL
PeryNATODHEA TMNSOTHE & DS MEAMLYHE U ADAE00XDIHEHIE,

Brmearme!

Ceaspanshsi sakoHon o 08032022 N 46-03 arpeaenensl CISAYIGLYIE MEpK N0 BT SHOHOUMKN |
TPAAAGH 2 CDEPE MERMUIH ! H SADABO0HPAHEHH
MpaswTenscreo PO Wajenewo NPasoM yCTamoBHTE OCOGSHMOCTA SHecews Kvewewsti &
3 nocee wa - npenapar A
WEQMIHCHONO MPMNMEHSHR, B CYuae ASHERTYPl I PHCKE BOSMIHOBSHMR ASHeNTYPE NSKAPCTESHHLO
NPENapaTon 8 CBASH C BBSASHIEN B OTHOWEHIH POCCAACK0R DEEPaLIA OTPAHHUMHTENbHLX MEP SKOHOMMYECKOND
XaparTepa.

RotymeHTs,

Votie weps et 7o conivie TTpeaycuorpesis eps RORASpi=In & Ghepe ey 1 JApAs0oTparern
Buunmaims!
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Ompenencibl WHAWKATORb PHCKA HapyWeHWA
o cdrope oGpaucu amm

Mpicasons Mawagpasa Pocon o 07 12 2021 N 1130w yraepisaen nepeues WegukaTopos picxa Hapy ek
6 TpoBogassl npu cbegepansuoro ¥oNTpan (wazsopa) & cbepe
= epeacta ana [r——

aM NpHLLITa NposepKa

1 CROBapE TEPMKHOS

HRapTS npoTve Covid-19

O ropme mrywen

Ewe He paboTaeTte c «TexakcnepT» ansa dapmaueBTMYecKUX npeanpuaTun? NMonpobyinTte 6ecnnaTtHbIN

AKTyanbHasa MHdopmMaums
cTaHOapToB

O NMPNMEHEHUN

B cucteme TexakcnepT 0GHOBMEH KOHCYMLTALMOHHbLIN MaTepuan Oco6eHHOCTU NPUHATUSA, BCTYNAEHNUA B cUy,
ony6nMKoBaHWS, OTMEHbI, NPUMEHEHWNS JOKYMEHTOB M0 CTaHaAaRTU3aLIUM.

B HeMm Bbl HangeTe OTBETHI HA TakMe YacTo 3aJaBaemble BOMPOCHI, KakK:
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— MOXHO NN NPUMEHSATL OTMEHEHHbIE CTaHAapPThI?

— MOXHO N NPUMEHATL CTaHAApPT, MPUHATLI (YTBEPXOEHHbLIN), HO HE BBEAEHHbIN B AenCTBME?

— Ecnun gokymeHT no cTaHgapTu3aumm BKIOYEH B JOKa3aTenbHylo 6a3y TEXHUYECKOro pernamMmeHTa

N K HACTOSALLEMY BPEMEHU YXKE OTMEHEH — KaKOW JOKYMEHT NPUMEHATb: OTMEHEHHbIW U JOKYMEHT, KOTOPbIV
BBeJeH B3ameH?

— MoxHO v ncnone3oBaTk NPU NPON3BOACTBE NPOAYKLUMN AOKYMEHTHI MO CTaHAAPTU3aUMU, HE BKIIOYEHHbIE
B [lepeyHn cTaHOapToOB K COOTBETCTBYIOLLEMY TEXHUYECKOMY pernaMeHTy, Hanpumep 3apybexHble cTaHaapThl,
CTaHOapTbl OpraHn3aummn, TeExHU4eckne ycnosmsa?

— MoXHO nun NPUMEHATb HaLMOHanbHbIN CTaHaapT, KOTOprVI ocbmu,maano He OI'Iy6]'IVIKOBaH?

— ObsazaTenbHO N NPUMEHATb oduLMarnbHble U3gaHUsa CTaHAapToB?

Toxe MHTepeCHbl OTBEThI Ha 3TW BONPOCKI? Torda Bam — B cepBuC «[ 1A N0 NPUMEHEHWNIO CTaHOAPTOBY.
m- ' ( ‘ﬁ‘ [ seedume ghpasy dnR NoUCKs Q HaWTu — | ﬂ 5 Q -rau ! E‘

4, Mouck & Texcte Texcr Beenexne B nEACTENE Ormena MpHocTaHoBKa MERCTEMR

[no

Mo NPUMEHEHNIO
CTaHOapTOB

» O cepeuce

OcobeHHOCTH paboThl C AOKYMEHTAMM NO CTAHAAPTHIALMK >

MpwocTanoska
Y1eepxaeHue MpekpawieHne pneﬁCTBm! OTtnensHsie ciyyan
W BEEAEHVE B OENCTBWE OEACTEBWA U OTMEHA NPUMEHEHKA
cTaKnapTos CTaHOADTOB HALHOHA I cTaHaapTos
CTaHaapTos
HesbinonHeHe 3apy6
IKBUBANEHTHLIE SIPYDEAERE
i a
TpebosaHnil JR— I MEX AyHAPOAHLIE Owwmbkm 8 cTanpaprax
CTaHpapros cTaHnapTsl
-

[0 Brnwounms neyeckonssih pemm

'ma nomoxer:

— pa306paTbCF| B npouecce yTBepxXxaeHusa, BBeeHNdA B 0ENCTBNE N OTMEHDI CTaHOapTOB;
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— MOHSATb, KaKk paboTaTb CO CTaHg4ApPTaMu, €CINN OHW eLLE He OENCTBYIOT, UX AENCTBME NPUOCTAHOBIIEHO UMK
npekpaLleHo;

— MOCTPOUTL Ha NPeAnpPUsTAM BrU3Hec-NpoLecc No BHEAPEHUIO CTaHAapPTOB;

— un3bexarb HeraTMBHbIX NMOCNEeACTBUIA HEMPaBUMbHOMO NPUMEHEHWUS CTaHAAPTOB;

— y3HaTb 06 oLUnBKax 1 onevyaTkax B AENCTBYIOLLIMX CTaHOapTaXx;

— noaroToBUTL NUCbMO B PoccTaHaapT, YToGbl NpeanoXuTb rocopraHy BHECTU M3MEHeHVe B TEKCT cTaHaapTa.

MHdopmauna ns Nga sanHTepecyeT Bcex Nonb3oBaTenen cCTaHgapToB: CTaHAapTM3aTopos, CheLlnanmcToB
no KayecTBy, COTPYAHMKOB nabopatopun n ap.

Cepsuc «[1puMeHeHne CTanaapToOBY» AOCTYMEH Ha rMaBHbIX CTpaHULax cuctem « TexakcnepT: basoBble
HOpPMaTUBHbIE [OKYMEHTbLI. JTabopatopus» n « TexakcnepT: Hopmbl, npaBuna, ctaHgapTbl M 3aKoHOAATENLCTBO
Poccuny, Bxogawmx B cocTaB OTpacneBoro KoMmnnekTa cuctem « TexakenepT: MeanuuHckasi MpOMbILLNIEHHOCTb.
dapmaneBTuKa.
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0630pbl, NPOEKTLI \ AKTyanbHo
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© Linbpossie wonenn O Tuano npumenesio CraHaapTos

O Cpastierme Hopu 1 CrangapTon © [OCTui Ha nponyayo
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Kaproteku ‘O630pbl, NPOEKTLI

VIger nyGmisHOe 00CYXaEHHE MPOSKTa HALWOHaTLHOTD

Y3HauTe oTBeTbl Ha Bawu BOMpoOCbLI NO CTaHAapTu3auum B Texakcnem!

HoBble nokymeHThI oTpacneBoro Komnsekra «Texakcnept: MeauUMHCKas NPOMbILLSIEHHOCTb.
dapmaueBTUKa», MapT

Cnu1coK HOBbIX [OKYMEHTOB
[DOC]

Bonpoc-oTBeTt

Bonpoc:

Ecnv npoussoguTens 3akynaeTt y NOCTaBLUMKa NNeHKY 1 U3 Hee NnaHupyeT NponsBoanTb NakeThl
(MHAMBUAYanNbHYIO YNaKoBKY) ANs MeaULUMHCKMX U3OENnUiA CBOMMU cunamMu, OOMmkHbl ByayT paspabaTtbiBatbes TY
Ha 3TW NaKeTbl .
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Kakon HopMaTuBHbIM OKYMEHT pernaMmeHTupyert TpebosaHus Kk paspabotke aTnx TY ?
W npu yTBepxxaeHun TY ocyLLecTBNAETCS N Kakas-To ouumansHas npoueaypa
corrnacoBaHus U yTBepXxaeHUst AaHHbIX TY B CTOPOHHEN opraHu3aunmy, Kak
pernameHTUpyeTcs 3TOT npouecc? nuv xxe 4OCTaTovHO yTBEPAUTL TY NuLb BHYTPU
opraHu3aummn-npounssoamTensa? FoToBble NakeTbl AOMMKHBI MPOXOAUTL NpoLleaypy
NoATBEPXKOEHNS COOTBETCTBUSA (OhOPMAATLCS Aeknapaums 0 COOTBETCTBUN)?

OTBerT:

N MpaBuna pas3paboTky TEXHNYECKMX YCIIOBMIA HA NPOAYKLMIO YCTaHOBMEHDI
denepanbHbiv 3akoHOM OT 29.06.2015 N 162-P3 «O cTtanaapTusaumm B Poccunckon
denepaumm» n HalmonanbHbiM cTanaapTomM Poccuirickon Penepaumm TOCT P 1.3-
2018 " TexHu4eckune ycnoeus Ha npoaykumo. Obuine TpeboBaHna kK coaepKaHuto,
ocdhopmneHnto, 0603Ha4YeHUI0 1 06HOBNEHUIO".

Hert, 06wweobsA3aTenbHbIX NpoLueayp CornacoBaHus Unu yTeepxaeHnst TY Ha CTOPOHE, KOHTPOMNMPY WM
opraHamu, He NpeayCMOTPEHO.

Her, obuiero v eamHoro Tpe6oBaHnsa 0 TOM, YTO YNakoBKa Ans MeOULMHCKUX U3OenuiA Kak roToBoe muaaenve
[OKHa NPoXoauTb NpoLeaypbl NOATBEPXKOEHNS COOTBETCTBUS, HE YCTAaHOBEHO.

ObocHosaHue:
TexHW4Yeckne ycrioBusi — BUA CTaHAapTa opraHnu3aumm, yTBepXaeHHbIA M3roToBUTenem npogykumm unm

ncnonHutenem paboTbl, ycnyru (OyHKT 15 ctatbn 2 PenepanbHoro sakoHa ot 29.06.2015 N 162-93
«O cranpaptusauun B Poccuiickont ®enepavuuy (danee — 3akoH N 162-03)).

B cuny yactu 2 ctatbmn 21 3akoHa N 162-®3 TexHu4eckne ycnoBus paspabaTbiBaloTCs C y4ETOM
COOTBETCTBYIOLLNX JOKYMEHTOB HaLMOHANbHOW CUCTEMbI CTaHAapTU3aLuun.

A Ha ocHoBaHuu Yactu 4 crtatbun 21 3akoHa N 162-O3 nopsigok pa3paboTku, YTBEPXKAEHUS, YYeTa, UBMEHEHMS,
OTMEHbI N NPUMEHEHUSA TEXHUYECKMX YCINOBUIM yCTaHABMNMBAETCHA OpPraHn3aumMsmMn cCamoCTOSTENBHO C YY4ETOM
NPYMEHUMBIX MPUHLMMNOB, NPEAYCMOTPEHHbIX cTaTber 4 3akoHa N 162-93.

OpuveHTupom B 3TOM BOMnpoce crnyxuT HaumoHanbHbIi cTaHaapT Poccuiickon ®epepauunmn FTOCT P 1.3-2018
«TexHu4eckne ycnoBmsa Ha npoaykumto. Obuine TpeboBaHua K coaepXaHno, 0HOPMIIEHMI0, 0603HaYEeHUI0
n obHoBNeHuo» (YyTB. U BBEAEHHbIN B AeNCTBME Npuka3om PocctaHaapta ot 12.12.2018 N 1084-cr).

OH ycTaHaBnuBaet obLiue TpeboBaHNs k cogepxaHuto, ochopmMneHmnio, 0603HauYeHNI0 1 OBGHOBMEHMIO
TEXHUYECKMX YCINOBUIN Ha NPOAYKLMIO, BbINMYCKaeMyto 0TEYECTBEHHbLIMU U3rOTOBUTENSIMU.

MockonbKy HeMocpeaCTBEHHO AN Lenen pa3paboTkM TEXHUYECKMX YCINOBUIA Ha YNaKOBKY HA MeaULMHCKUE
nsgenus cobeteeHHoro MOCTa He npeaycMoTpeHo, npumeHsiem nonoxennsa FOCT P 1.3-2018 npu
paspaboTtke TY Ha Takylo ynakoBKY, 8 UMEHHO NpaBuiia NOCTPOEHUS, N3NOXeHUs 1 opopmneHus TY.

B yacTtn HeobxooMMOoCTH cornacoBaHusa u yTeepxaeHunss TY Ha CTopoHe obpaTtmmcs K nonoxeHusam 8.1,
8.2 TOCT P 1.3-2018.

Tak, TY OOmKHbI ObITb COrNMacoBaHbl C KOHTPOSTbHO-HAA30PHLIMU OpraHamMn B COOTBETCTBUM C KOMMNETEHLMEN
3TMX OPraHoOB B YaCTU KOHTPOIS kavyecTBa M 6e30NacHOCTU NPOAYKLNK, ECM 3TO NPEAYCMOTPEHO
3akoHogartenbcTBoM Poccuiickon degepaumm (nyHkT 8.2 FTOCT P 1.3-2018).

B HacTosLLee BpeMsa 3akoHOAATENLCTBOM U, B YacTHOCTU, 3akoHoM N 162-O3 He npeaycMOTpeHo obasaTenbHoe
cornacoBaHue TY C KOHTPOMMPYHOLMMN OpraHamu.
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B cuny nyHkta 8.1 TOCT P 1.3-2018 TY pekomMeHAyeTCs cornacoBbiBaTh C NOTPEOUTENAMM NPOAYKLUUN,
B 3aKa3ax KOTOpbIX 3anHTepecoBaH U3rotoBuTenb. [pn 60MbLIOM KONMYecTBe 3anHTEPECOBaHHbIX
notpebutenen TY cornacoBbIBatoT C NoTpebnTenem HanbonbLIEro KonMyecTsa NpoayKUmm.

To ecTb cornacosaHue TY ¢ noTpebuTensaMmn NpoayKumMmM — 3T0 pekoMeHayemMast, Ho He obsisaTeribHas
npoueaypa.

Kpome Toro, Ha ocHoBaHuu 5 ctatbu 21 3akoHa N 162-P3 npoeKT TEXHUYECKNX YCIOBUI Nnepes

UX YTBEPXKOEHNEM MOXET NPEACTaBNATLCS B COOTBETCTBYIOLLMIA TEXHUYECKMI KOMUTET NO CTaHZ4apTM3aL MM Unm
MPOEKTHbIN TEXHNYECKUIA KOMUTET NO CTaH4apTM3aunm Ans NPOBEAEHUS] SKCNepTu3bl, NO pesyrsratam KOTOpOK

TEXHUYECKUIA KOMUTET MO CTaH4apTU3aLnn UM NPOEKTHbIA TEXHUYECKUI KOMUTET NO CTaHOapTM3aLmMm roToBUT

COOTBETCTBYIOLLEE 3aKIIOYEHME.

A 3HaunT, NPOBOAWTL MUIM HE NPOBOAUTL AKCMEPTU3Y NpoekTa TY — 3To ToXe pelleHue paspabortymka TY.

YuutbiBasd, YTO B COOTBETCTBUM C AYHKTOM 6 cTaTtbm 1 TexHnYeckoro pernameHta TaMOXXeHHOro cowsa

«O 6esonacHocTtu ynakosku» (TP TC 005/2011), npuHaToro Pewennem Kommnccun TaMoxeHHOro coksa

o1 16.08.2011 N 769, AaHHbIN perfnaMeHT He pacnpoCTPaHAETCA Ha YMaKoBKY (YKyNnopodHble cpeacTea) Ans
MeaMUMHCKUX U3AEeNnA, NekapCcTBEHHbIX CpeacTs, hapmauesTnyeckon npoagykuumn, TP TC 005/2011 He siBnsieTcs
NMPVMEHUMBIM K YNAKOBKE A1 MEANLIMHCKNX M3OENVA 1 yNakoBKa A1 MEANLIMHCKNX N3OEenni Kak roToBoe
nsgenve He OOMKHA AeKnapupoBaTbcs Ha cooTBeTCTBUE TpeboraHusam TP TC 005/2011.

KpoMe Toro, ynakoBka (YKynopo4Hble cpefcTBa) Anst MEANUMHCKUX U3LENNIA HE BKMOYEHA HU B €AUHbIN
nepeyeHb NpoayKLmMK, noanexatien 06a3arensLHoN cepTuhmkaLim, H1 B €ANHBLIN NePEYEHb NPOAYKLINN,
noanexallen AeKNnapupoBaHNI0 COOTBETCTBUS, YTB. NocTaHoBnennem Mpasutensctea PO ot 23.12.2021 N
2425.
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