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QegepanbHas Cnyk0a M0 BEeTPUHAPHOMY M (PHTOCAHUTAPHOMY HAA30PY
coOBIIaeT, HTO MPH NNOBEIEHHH KOHTPOS KauecTBa JeKapCTBCHHBIX CPeACTB JUis
BETEPHHAPHOIO  MPHMEHEHHSl  BBISABJICHO  HECOOTBETCTBHE  YCTAHOBICHHbLIM
TpeGoBanHUsM KauecTsa 00Pa3loB JCKaPCTBSHHBIX [PENapaTos MPOU3BOACTEA 000
«HTIO «JTukom», r. Hpocnasib:

- «Ma3b  umakosas  10%», (cepus 02, cpok roaxoctd 03.2019),
YCTAHOBIEHITBIM TPeOOBAHMAM MO MOKA3ATENO0 «MACCOBAs 01 OKHCH  LHHKa»
oToGpaHALIX Yrpasienyen Poccenbxoznansopa no Spociascioii obnactu;

- «Ma3sp uxTHonosas 10%», (cepus 03, cpox roauwoctu 03.2019)
YCTAHOBAEHHBIM TPeOOBAHUAM 110 NOKA3aTe/sAM  «Maccosas 10Js HMXTHOIa» U
«MaccoBasi JloAs  cephbl», O0ToOpanHbIX  YnpasienneMm PoccesibXo3Hausopa 110
SIpocnaBckoii obnacTu. _

B coorBeTcTBUM ¢ nyHKTOM 07  AIMHHHCTPATHBHOTO  perilaMeHTa
denpepanbHoii  CiykOBl [0 BETCPHHAPHOMY W (PUTOCAHHTAPHOMY  HAA30pYy,
yTBEp K AeHHOTO Tpika3zom MuHcenasxosa Poccun o1 26.03.2013 Ne 149, ysepomitsiem
O NPHOCTAHOBNEHNH PealilN3aliii YKA3aHHbLIX CepPHil NEKapCTBEHHOro Cpeiactna Ul
BETEPHHAPHOIO [IPHMCHEI M.
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O6s3niBat0  PyropojmTeneil Yrpasnenuii Pocceibxo3Haazopa, 0ToOpaBLIHX
npo6el  OCYIWIECTBHTH KOHTPOAB 32 H3BATHEM i3 0OpallenHs W yHHUTOXEHHEM
B YCTAHOBIEHHOM [OPfAKE [apTHl YKA3aHHBIX CEpUR Hen0OpoKayecTBEHHBIX
NEeKapcTBEHHBIX IIPENapaToB s BCTCPHIAPHOTO NPHMEHCHHSA. O pesyneraTax
yBeaoMUTh B cpok 30 20.01.201 8.

PyKOBOIUTENAM TEPPUTOPHANBHBIX YAPaBacilii PoccesXo3Han3opa:

— obecneyuth HHGOPMHPOBIHNC XO3AHCTBYIONIHX CyOBEKTOB,
OCYLIECTBISIOIINX O0panieHie leKapCTBEHHBIX PEnapaToB [ BETEPHHAPHOTO
NPUMEHEHNHS, O BBISBISHMH YKA3ANHON CepHI NEKAPCTBEHHONO [IPETtapara, KauecTso
KOTOPOTO HC OTBEYACT YCTAHOBIIEHHBIM TPCOOBAHIIM;

~ B caydde  BBISBICHMA  yKasaHHOM  Cepud  HEOOPOKAUECTBEHHOTO
ACKAPCTREHHOrO TIPEnapaTa ANs BETEPHHAPHOIO NPHMEHEHHS ofGecrnedruTh KOHTPOIIb
33 UCIIONHEHHeM  cyObexTamn  oOpauleHust  JicKapctBeHHBIX  CPEeACTB I
BCTEPHHAPHOrO  NpUMeHCcHUs  TpedoBauMil  cTaThit 57 <eaepanbHOro  3axKoHa
oT 12.04.2010 Ne 61-03 «O6 obpaiietiil NeKapeTBCHHBIN CPEACTB» B HACTH 3alipeTa
Ha pEeANH3ailIo JICKapCTBCHHOFO penapata Ut BETEPHIApHOro TIPHMEHEHIA no
MOATBEPXAEHHS ~ COOTBCTCTBMA — KauecTsa  YCTAHOBICHHBIM 00s3aTCIBHBIM
TpeGORAHMAM.

O nposeenHoil pabore npouHGoMIPOBATE POCCEbXO3HAA30P.

OXHOBPEMEHHO COOGUIAEM, HTO IPOH3BOAHTEND JIEKAPCTRCHHBIX MPENapaTon
«Mass nuuxosas 10%» i «Mass nxrhoiosas 10%» - 000 «HTIO «JInxom»
NPOHH(OPMHPOBAH O HCOOXOIMMOCTIN FIPOBEALTIHA MEPOTIPHATHIA B COOTBETCTBHH

C 'rpe601aanuﬂm1 3AaKOMOXATECIILCTRA.
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Tlpunoxermue Ne | i miacemy Poccelibroznansopa
oT _ 2018 Ne

HG})G‘IGHB JIEKapCTBECHHBIX GPEJCTB AT BETCPHHAPHOTO MPHMEHCHMH,
HE COOTBETCTRYIOMUMX YCTaHOBASHHblIM '!_'pef.)OBai"IHHI\’I

HauneHOBAHHE NEKAPCTBCHHOIO HowrasaTean xadecrea:

CpeiAcTBa, CEpHHA, CPOK TOARDCYH | Peaynprar HCHBITAENSA HopmaTes
«Mazp nunkosas L0%», {ceprs 02, | Maceonast 20718 OKHCH UHHKA
cpok roaHocty 03.2019) N 5,33 I 9,5-10,5
o Maccopas o8 BXTHONA, Yo
«Mass nxTrooBasg 10%y, (cepust 03, 14,41 ] 9,5-10,5
cpok rojocta 03.201] ) Maccosas J0JIs CEPB, %o
0,38 ! He menec 0,6




