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Ne oT

Denepansuas ciayxk6a M0 BeTepHHAPHOMY M (UTOCAHMTAPHOMY Ham3opy
coobmIaeT, YTo IPH MPOBEACHHH KOHTPO/IA KayeCTBA JIEKAPCTBEHHBIX CPEJICTB A
BETEPUHAPHOTO  [IPUMEHEHHS  BBIABICHO  HECOOTBETCTBHE  YCTAHOBICHHBIM
TpeboBanuAM KadecTBa OOPazlOB JiekapeTBeHHOro mpenapara «Pacreop Puarepa-
Joxka» npoussoactea OO0 «Toproewiit lom buArpoy, r. Braanvup:

- (cepus 77, cpok rommoctd 11.2020) mo noxasaremo «MaccoBas mons
IFOKO3E, oTOOpanHHas YmpasieHueM Poccenbxosnamsopa mo  HyBamICcKoH
Pecniy6rmke u YibsHosckoit obsiactu;

- (cepus 84, cpox rogmoctn 11.2020) mo nokasaremo «Maccopas 0
rmokosey, OoTOOpaHHas Ynpasnemmem PoccenbxosHamsopa mno  Pecnybnuke
Cepepuas Ocetns Ananus.

B coorsBercrBHM ¢ nyHkroM 67  AJMHHHCTPATHBHOIO — perjlaMenTa
MenepanbHoii  cayxkObl 10 BETCPHHApHOMY H  (QUTOCAHHTAPHOMY HA30DY,
YTBEPKACHHOIO pukazoM Muscenbxosa Poccun o1 26.03.2013 Ne 149, yeenomnaem
0 NPHOCTAHOBICHHH PeaIH3alliN YKa3aHHBIX CepHH JIGKapCTBEHHOTO Tpenapara Juis
BETEPHHAPHOTO MMPHMCHEHHS.

063880 pyKOBOAHTENEH Yriparnenuit Poccenpxo3Han3opa, NpoBOAHBIINX
0T0Op, OCYIIECTBHTH KOHTPOAb 3a W3BATHEM K3 OOpalCHHA M YHHHTOKCHHEM
B YCTAHOBJIEHHOM TOpAJKe TNapTHA YKa3aHHBIX CepHil HEA0OpOKaYeCTBEHHOTO
JIeKAPCTBEHHOIo Mpernapata Jils BeTepHHapHoro mnpumeHeHns. O pesynbrarax
yBeZOMHUTH B ¢pok 0 20.08.2020.

PykoBojHTEIIsIM TEPPUTOPHANILHBIX yrpaBaeHuH Poccenxo3namsopa:
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— obecneunTs HHpopMHpOBaHHE XO3AHCTBYIOUHX CyOBEKTOB,
OCYIICCTBIAIOIIMX ['I'GPHIILCHHE JCKAPCTBCHHLIX MNPEIApaToR 18 BETCPHHAPHOTO
NMPHUMEHCHHA, O BEIABICHHH YKA3aHHBIX cepnﬁ JCKAPCTBCHHOTO MpenapaTa, Ka4ecTBo
KOTOPBIX He OTBEYAeT YCTAHOBJICHHBIM TpeOoBaHHAM;

—B ClIyyae BhIABJIEHHMA  YKa3aHHBIX CEepHil  HeJ00pOKaueCTBEHHOI'O
JICKapCTBEHHOIO Ipenaparta /Ui BETEPHHAPHOTO MPHMEHEHHS 00eCneunTh KOHTPOIIb
3a CMIOIHEHHEM  cyObekTamMu  OOpalieHWs  JIEKApCTBEHHBIX  CPEIACTB  JUIS
BCTCPHHAPHOTO IpHMEHEHHA Tpebosanuii cratkd 57 depepalibHOro 3akoHa
or 12.04.2010 Ne 61-@3 «OO6 obparueHnn JeKapCTBEHHBIX CPEICTB» B YACTH 3alpeTa
Ha Ppecain3alHio  JICKApPCTBCHHOIO Hpenapara Juis EE’FBPHHHPHOI"O HpHMCHCHHH
0 NOATBEPMKJCHHA COOTBETCTBHA Ka4CCTBA YCTAHOBJICHHBEIM o0g3aTENLHLIM
TpeboBAHMAM.

O nposeennoit pabote npoungopmupoBats Poccersxo3nansop.

Ha ocnosanuu mynkra 35 Ilopsaka ocymecTBiIeHHS BHIGOPOYHOIO KOHTPOIIL
KauecTea JICKapCTBCHHBIX CPC/ICTB JUIA BETEPHHAPHOIO NPUMEHCHHA YTBEP/KICHHOTO
[lpukazom Poccensxosnagsopa or 13.06.2018 Ne 605 (3aperucTpuposano
B Munrocre Poccnn 20.07.2018, perucrpamvonnsiii Ne 51655) u B ceasm c
TOBTOPHBIM BBIMBJICHHEM HECOOTBETCTBHH KavYecTBa 06133'31.1013 JEKapCTBCHHOIO
npernapata «PactBop Punrepa-Jlokka» pasHBIX cepuil, yBeiOMIISIEM O HEPEBOJIE
YKa3aHHOI'O JICKAPCTBCHHOIO Npenapara Ha TMOCepHHHbIH BLIOOPOUHEI KOHTPOIIbL
Kda49¢CTRa.

OnHOBpeMEHHO coo0maeM, YT0 MPOM3BOINTENL JEKapCTBEHHOIO MpenapaTa
«PactBop Punrepa-Jlokka» — OO0 «Toproseii Jdom BuArpo» — npoundopmuposan
Q IICDGX{),II,HMOCTH NPoBEACHHA MCPOI‘IPHHTHﬁ B COOTBETCTBHH CT‘pEﬁDBaHHHMH
3aKOHOIATE/ILCTRA.

[Ipunoxenue: Ha 1 .
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punoxenue k nuceMy Poccenbxosnansopa

oT

2020 r. Ne

Tlepeucup 1eKapCTBEHHBIX CPEICTB /LIS BETEPHHAPHOTO MPUMEHEHUS,
HE COOTBETCTBYIONIMX YCTAHOBICHHBIM TPeGOBAHMAM

Haumenoranne Jexapereennoro
Cpe/ICTRA, CePHHA, CPOK TOAHOCTH

IMokaszaTenr Kavecrna:

PesynbTar uenbiTanus

Hopmarug

«Pactsop Punrepa-Jlokka» (cepus
77, cpok roauoctu 11.2020)

«MaccoBasi 10151 IJIIOKO3bI», I/MJI

0,00126

0,00085 - 0,00115

«Pactsop Punrepa-Jlokka» (cepus |

84, cpok roguocTy 11.2020)

«MaccoBast 10JI5l [IIHKO3bD, I/MJI

0,00126

l

0,00085 - 0,00115
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