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MockBa

OO0 yTBep)KIeHNH NepeYHs HHAHKATOPOB PHCKA HApYLIeHH A
00s3aTeabHBIX TPeGoBaHHui N0 deaepalbLHOMY rocyAapcTBEHHOMY
JIHIEH3HOHHOMY KOHTPOJIIO AeATEILHOCTH MO NIPOH3BOJACTBY
JIeKapCTBEHHBIX CPeACTB /Il BeTEPHHAPHOIO NPHMEHEHHUsI

B coorBercTBHE ¢ myHKToM 1 9actu 10 cratbm 23 PenepaipsHOro 3aKoHa
ot 31 mrons 2020 r. Ne 248-®3 «O rocyaapcTBeHHOM KOHTpolle (Haa3ope)
¥ MyHHIMOagbHOM KoHTpone B Poccuiickoii @enepamun» (Cobpanue
3akoHomaTenscTBa Poccuiickoi ®enepanun, 2020, Ne 31, ct. 5007; 2021, Ne 24,
cT. 4188), yacteio 1 cratbu 9 ®epmepanbHoro 3akona ot 12 ampens 2010 r.
Ne 61-®@3 «O6 obpamenun JexapctBeHHBIX — cpenctB»  (Cobpanue
3aKoHomaTeNscTBa Poccuiickoit Meneparun, 2010, Ne 16, ct. 1815; 2021, Ne 24,
cT. 4188) u myukrom 1 IMonmoxeHuss 0 MHHHCTEPCTBE CEBCKOIO XO35HCTBA
Poccuiickoii ®enepanuu, yTBEpXIEHHOTO IOCTaHOBIEeHHEM IlpaBHTenbCTBA
Poccuiickoit ®emepaiuun ot 12 mroms 2008 r. Ne 450 (Cobpanue
3aKoHomaresseTBa Poccuiickoit @enepanun, 2008, Ne 25, ct. 2983; 2020, Ne 40,
cT. 6251), ipuKa3 bl Balo:

VTBepAUTs NpHUIaracMblii IepeYyeHb HMHIUMKATOPOB DUCKa HapyLIeHHS
o0s3aTenbHBIX ~ TpeboBaHuii 1m0  (engpanbHOMY  TOCYJapCTBEHHOMY
JUIEH3HOHHOMY KOHTPOJIIO JAEATEILHOCTH IIPQU3BOJCTBY JIEKApCTBEHHBIX
CPEICTB AJI1 BETEPUHAPHOIO NIPYMEHEHHUS. ‘

MunucTp I.H. ITatpymies




YTBEPXIEH
nmpukazoM MuHcensxo3a Poccun
ot 19 suBaps 2022 r. Ne 19

NEPEYEHD
HHIHKATOPOB PHCKA HapyIleHHs 006513aTeJIbHbIX TPeGOBaAHMIA
no ¢geaepajbHOMY rocyAapcTBeHHOMY JIHIEH3HOHHOMY KOHTPOJIIO
AEeATEILHOCTH M0 MPOH3BOACTBY JICKAPCTBEHHBIX CPEICTB
[J15l BETEPHHAPHOI0 IPHMEHEHH

1. YBeluueHue He MeHee 4eM B TPHM pa3a KONHYECTBa CoobmeHwit’
O TOATBEPXKAEHHBIX CIy4asX BO3HMKHOBEHHs NOGOYHBIX JeHCTBHIT,
HeXeNaTeNbHBIX ~ PeaKimi’,  Cephe3sHBIX  HEXeNaTeNbHBIX  peaKiuit’,
HeTpeABHICHHBIX HeXeNaTeIbHBIX peakiuii® 1 orcyTeTBus 3¢ dekTuBHOCTH® IIpH
IIPUMEHEHHUH JIEKQpPCTBEHHOIO IIpenapara Ojs BETEPHHAPHOrO MNPHMEHEHH,
MPOU3BEIECHHOTO OIHHM IIPOM3BOMUTENIEM JIEKAPCTBEHHBIX CPEACTB UL
BETCPMHAPDHOTO NpPHMEHEeHHs (Janee — INPOHM3BOAUTEINL), B TEYCHHE
KaJIEHJapHOTO To/ia M0 CPaBHEHHMIO C MPeBIAYIIUM KaJleHIaPHBIM FOIOM.

2. VBennuenne He MeHee 4eM B J[Ba pa3a KOJIMYECTBA NPOM3BEICHHBIX
OJIHMM IIPOM3BO/IMTEIIEM CEPHI JIEKAPCTBEHHBIX IPENAaPaTOB JJI BETEPHHAPHOTO
IPMMEHEHNS, TIOCTYTHMBIINX B FPAKIAHCKANR 060pOT’ B TEUEHHE TPEX MECAIEB
IIOZPSL, TI0 CPABHEHHIO C IIPEALIECTBYIOLIMMH TPEMs MECSALIaMH MPH OTCYTCTBUH
B JIMIIEH3UOHHOM JI€JI€ 3TOTO IMPOM3BOAMTENS UH(POpPMALIMH, NOATBEPKAAOIEH
BO3MOXHOCTh TAaKOro YBEJIMYCHHS OOBEMOB IPOM3BOJICTBA JIEKAPCTBEHHBIX
CPEeICTB I BETEPUHAPHOI'O IPUMEHEHHS.

! Yacte 3 cratbm 64 @enepanbHoro 3akoHa ot 12 ampema 2010 r. Ne 61-@3 «O6 obpaweHnn
neKapcTBeHHbIX cpeacTs» (CoGpatue 3akoHomatenbctsa Poccuiickoit ®enepanmm, 2010, Ne 16, cr. 1815)
(manee — 3akoH).

2 Mlynkr 50 crateu 4 3akona (CoGpaHue 3akoHonaTenbcTBa Poccuiickod ®enepauuu, 2010, Ne 16,
ct. 1815).

3 IMynxt 50.1 crarsu 4 3axona (CoGpanne 3akoHORaTenbcTBa Poccuiickoit ®enepauny, 2010, Ne 16,
cr. 1815; 2014, Ne 52, ct. 7540).

4 Mynkr 51 craten 4 3akona (Cobpanme 3akoHomatembcta Poccuiickoit ®enepauun, 2010, Ne 16,
cr. 1815).

5 Tlynkt 52 crathu 4 3akona (CoGpanme 3axoHOZaTenbcTBa Poccuiickoii @enepawmu, 2010, Ne 16,
ct. 1815; 2014, Ne 52, cr. 7540).

¢ [lynkt 24 craten 4 3axona (CoOpanme 3akoHozatenbcTBa Poccuiickoii ®eaepaumy, 2010, Ne 16,
cr. 1815).

7 Yactp 2 crath 9.1 3akoHa (Cobpanue 3akoHomaTenscTBa Poccuiickoit ®enepaumu, 2010, Ne 16,
ct. 1815; 2021, Ne 24, ct. 4188). i




