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QenepansHas ciyx0a N0 BETEPHHAPHOMY M (DHTOCAHUTAPHOMY HaI30py
COOGIIaeT, YTO NpH NMPOBENEHMH KOHTPOJS KaYecTBa JIEKapCTBEHHBIX CPELCTB IS
BETCPHHAPHOTO  NPHMEHEHHMsS  BEIABIEHO  HECOOTBETCTBHE  YCTAHOBIEHHBIM
TpeOOBaHWAM  KayecTBa OOpasliOB  JIEKapCTBEHHOTrO mpenaparta «BHTamy»,
nponseozctBa OO0 «®Dupma «buosercepsuc», r. TOMCK, 10 [OKa3aTelo
«MaccoBas J0J1 aCKOPOMHOBOM KHCIOTEI» ClEAYIOMMX CepHit:

- 150416, cpox rommoctH 04.2018, orobpaHHoro VYmpasieHuem
Poccenbxosnagzopa no PecrmyGnuke Kapemuss, Apxanrensckoil obaacte u
HeHnenkomy ABTOHOMHOMY OKpYTY;

- 170416, cpok rommoctu 04.2018, oTo6pamHOrOo  YmpaBneHHeM
Poccenbxo3nanzopa no CsepwtoBckoii obnacTy;

- 40517, «cpox romHoctn 05.2019, orobpaHHOro  YmpasienueM
Poccenbxosnansopa no Pecny6nuxe BanikoprocTan;

- 60717, cpox rommoct 07.2019, oro6panHOrO VYnpasneanem
Poccensxosnansopa no Kamuarckomy Kpato.
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B cooTBeTcTBUM ¢ IIyHKTOM 67 AIMHHHCTPaTHBHOTO PErIaMeHTa HCMOMHEHHA
QenepancHoit cayx00ff no BerepHHapHOMY M (HTOCAHHTApHOMY HAm30py
roCyAapCTBEHHOE (YHKIMY [0 OCYINECTBICHHIO (ellepalbHOTO FOCYAapCTBEHHOIo
Hamsopa B ciepe oOpalleHHs JIEKApPCTBEHHBIX CpENCTB ANA BETEPHHAPHOrO
TIPUMEHEHH, YTBEpKHOSHHOTO mpHukazoM Muncensxo3za Poccum ot 26.03.2013
Ne 149, yBepomiigeM O DIPHOCTAHOBNEHMH pealiM3al¥H YKa3aHAON cepuu
JIeKapCTBEHHOrO CPeACTBA AN BeTepUHAPHOrO IPHMEHEHHUS.

O6a3piBalo  Pyxomoguteneit Vmpaenenuii Poccenpxo3namzopa, oTobOpabBimmx
npobE OCYLIECTBHTH KOHTPOJIL 32 U3BATHEM M3 0OpamicHHA H YHHYTOXEHHEM B
YCTAQHOBJICHHOM [OpsAAKe IApTHH YKa3aHHOH cepuu Kenoﬁpoxaqeﬂseunoro
NEeKapCTBEHHOTO Ipemapara MJIA BeTepHHapHOTO npnmeneﬁna O pesymsrarax
yBenoMurs B cpok 05.04.2018.

PykoBoauTensaM TeppuTOpHANBHEIX yNpaBicHHi Poccenbxo3Hansopa:

— ofecneuuts HHGOPMHPOBAHHE X035 CTBYIOMMX cyOBEXTOB,
OCYIIECTRIAIOMMX OOpailleHHe JIeKapCTBEHHRIX NPENapaToB JJs BETEPUHAPHOTO
IIPHMEHEHMs, O BHIABNCHHY YKa3aHHOH CepUH JIEKApCTBEHHOrO NpenapaTa, KayecTso
KOTOPOIrO He OTBeYaeT yCTaHOBIEHHEIM TpebGoBaHuIM; -

—B Clyyae BEIBICHHS YKa3aHHBIX CEpHil ~ HeloOpoKayeCTBEHHOro
NIEKApCTBEHHOTO IIpenapaTa I BETePMHAPHOIO NPHMEHEHUS 00eCneUHTE KOHTPOIb
33 HCTIONIHEHMEeM  cyOBekraMH  ofpalicHHs  JIeKapCTBEHHBIX  CPEACTB  [UiA
BETEPMHAPHOrO MpHMeHeHus TpeboBaHMi cTathd 57 (eaepanbHOTO 3aKOHA
ot 12.04.2010 Ne 61-®3 «OG obparieHun JIEKaPCTBEHHBIX CPEACTBY» B YaCTH 3ampera
HA peanu3alyi0 JIEKApCTBEHHOIO IIperapaTa Uis BETEPUHAPHOTO NPHMEHEHUA A0
NOATBEPXAEHUS  COOTBETCTBHA  KauecTBa  YCTAHORIEHHBIM  00S3aTeNbHAIM
TpeOOBaHUAM.

O npoeenenso#i pabore nporHGPOPMHPOBATE Poccensxo3nanzop.

OnHoBpeMeHHO cOO0IDaeM, YTO MPOH3BONUTEND JIEKAPCTBEHHOTO Mpenapara
«Butam» 000 «dupma DuosercepBuc», r. Tomck, NPOHH(GOPMHPOBAH
0 HEOOXOMHMOCTH [POBENEHHA MEPONPHATANA B COOTBETCTBHM ¢ TpeOGOBaHHWAMH
3aKOHOJaTENbCTBA.

[punoxenwue: Ha | .

3amectuTens PykoBoaurens H.A. Bnacos

EJL Arpunckas 495-607 39 36
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[TepeyeHs NeKapCTBEHHBIX CPEACTB I/ BETEPHHAPHOTO IPHMEHEHH,
HE COOTBETCTBYIOLIMX YCTAHOBICHHEIM TPeOOBaHHAM

HaumeHOBaHHE JIEKAPCTBEHHOTO IloxazaTenb KauecTsa:
CpeAcTBa, CEpUsl, CPOK FOAHOCTH Pe3ynbTaT HCIIBITAHHA HopmaTtus
«Buram» (cepus 150416, cpox MaccoBasi 5oasi ackopOHHOBOH KHCJIOTHI, MI/MJ
roxHocTH 04.2018) 0,00012 | 0,0007-0,0008
«Butam» {cepus 170416, cpok MaccoBasi 10/ifi aCKOPOHHOBOH KHCIOTBl, MI/MJ
rogaocti 04.2018) He 00HapYyXKeHO | 0,0007-0,0008
MaccoBasl 1015 acKOpOHHOBOH KHCJI0THY, MI/MJI
«Brram» (cepus 40517, cpok TOTHOCTH 0,000088 | 0,0007-0,0008
05.2019) MaccoBasi 1015 XJ0pP-HOHOB, MI/MJI
425 \ 4,6-5,62
«Butam» (cepust 60717, cpok rognocti! Maccosas aoad acKopOHHOBOM KHCJIOTHI, MI/MJ
07.2019) 0,000016 | 0,0007-0,0008




