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A.C. YymaxoBy

299045, r. CeBacTonons,
yn. Pennna, 1. 18

e-mail: depcxsev@mail.ru

DenepanbHas CTyx6a N0 BETEPHHADHOMY H (DHTOCAHMTAPHOMY HAI30py
coobIaer, 9To MpH IPOBENEHUH KOHTPOJIS KadeCTBA JIEKApCTBEHHBIX CPEACTB JUIA
BETEPUHADHOTO  IPMMEHEHHS  BBIBIEHO  HECOOTBETCTBHE  YCTAHOBJICHHBIM
TpeGoBanMsAM KadecTBa obpasiua JIeKapCTBEHHOIO Mpenapara «Karum ymHbIe
Orodeponon Iomm» (cepus 22, CpOK MOAHOCTH 09.2019) npoussonctsa AO «Ton-
Ber», r. Canxr-Ilerepbypr mo mnoxasareisiM «MaccosBas a0 N-metun-N-B-
rmoxormpanosunammonnﬁ&-(axpunon@-on-10-pm) anerara», «Maccosad 07
nenstaMeTpaHa», «[lopmuHHOCTH HHKIO(epoHa» u «Maccopas 0/ NpPONOIHCay,
otobpannoro YnpasienxeM Poccenbxo3Han3opa no Peciy6muxe TaTapcTas.

B cooTBercTBMH C IyHKTOM 67 AJMHHHCTPDaTHBHOIO peIJIaMCHTa
denepanbHOi  CIykObl 10 BETepHHApDHOMY H ¢HuTOCAaHUTApPHOMY HaJ30py,
yTBEPKAEHHOTO IpHKa3oM Muncensxo3a Poccun ot 26.03.2013 Ne 149, yBenomirsieM
0 IIPHOCTAHOBJICHHH PEATH3alliK yKa3aHHOH CEepUHM JICKapCTBEHHOTO NMpenapara UL
BETEPUHAPHOTO NIPHMEHEHHUA.
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Ob6s3p1Bat0 pykoBouTeNns YnpasiieHHs Poccensxossamsopa no PecryGiuke
Tarapcran H.H. XaburioBa ocymecTBATh KOHTPOJIB 3a HM3BATHEM M3 OOpalleHHs
H YHUYTOXXEHHEM B YCTAHOBJIICHHOM TIIOpSAKE IIAPTHH  YKa3aHHOK  CEpHH
HE0OPOKAaYeCTBEHHOTO  JIEKAPCTBEHHOTO  Ipermapata i BETEPHHAPHOTO
npuMerenus. O pesynpraTax YBEAOMHTH B cpok g0 11.11.2018.

PykoBoauTe1iM TeppUTOpHANBHEIX ynpaBieHuil Poccenbxo3Haa3opa:

— obecrieynTs UHGOPMHUpPOBaHHE XO03SHCTBYIOIIHX CyOBEKTOB,
OCYIUECTBIISIOIMX OOpallleHHe JeKapCTBEHHBIX INpenapaToB Uil BETEPHHAPHOIO
NPUMEHEHUs, O BBIABIEHHH YKa3aHHBIX CEpHH JIeKapCTBEHHBIX IIpernapaTosB,
Ka4yeCTBO KOTOPHIX HE OTBEYAET YCTAHOBJICHHBIM TPeGOBaHHUAM;

—B  Cllyyae BBIABIEHHA  yKa3aHHOH CepHH  HeJoOpOKadecTBEeHHBIX
JIEKapCTBEHHBIX NPENapaToB I BETEePHHAPHOr0 MPUMEHEeHHs 00eCTIeYnTh KOHTPOJIb
33 HCIIOJIHEHHEM  CyOBeKTaMH  OOpallleHHMs  JIEKapCTBEHHBIX  CPEACTB I
BETEPHHADHOTO INIpUMEHEHHs TpeboBaHMH craTbH S7 dDemepasbHOro 3aKoHA
or 12.04.2010 Ne 61-@3 «O6 obpammeHuu JeKapCTBEHHBIX CPEACTBY» B 4aCTH 3arpeTa
Ha peaH3alHI0 JIEKApCTBEHHOIO Npenapara JJIi BETEPUHAPHOIO NPUMEHEHHS JI0
MOATBEPKACHHAS  COOTBETCTBHS  Ka4ecTBA  YCTAHOBIEHHBIM  00sA3aTelbHBIM
TpeOOBaHHAM.

O nmposenennoii pabore npoundopmuposars Poccensxosnansop.

OnxoBpeMenHO coo0ImaeM, 9TO NMPOM3BOAMTENb JIEKAPCTBEHHOTO Npenapara
«Kannu - ymmele Orodeponon Tomm» (cepus 22, cpok romsoctd 09.2019) —
AO «Ton-Ber» — nponndopMHpoBaH 0 HEOGXOAMMOCTH NPOBEIECHHA MEPONPHATHIA
B COOTBETCTBHH C TpeOOBAaHHUAMH 3aKOHOATEILCTBA.

IIpunoxenue: na 1 1.

3amectutens PykoBoanTes H.A.Bnacos

A.E.Babymxnna

495607 83 78
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Ilepedens yieKapCTBEHHBIX CPE/ICTB IS BETEPHHAPHOTO HPHMEHEHHS,
HE COOTBETCTBYIOIIMX YCTaHOBJIEHHBIM TPeGOBaHUAM

HaumenoBanue JieKAPCTBEHHOI0 Ilokazarean kavyecTBa:
cpe/icTBa, CEPHS, CPOK MOAHOCTH

Pesynprar ncnbitanns Hopmarus

Maccosas noas N-meTun-N-B-
TIIOKONHPAHO3HIAMMOHNI-2-(aKpH0H-9-0H-10-
HJ1) anerarTa, %

0,0131 0,0045-0,0055
MaccoBas xoss geabTamerpuna, %
0,001 0,009-0,011
«Kamn ymnsie Orodeponon ongy IoaauHHOCTL NHKJIOhEpoHa
(cepus 22, cpok rogaoctu 09.2019) He BeigepxuBaer
ucneiranne (MakcuMym Homxen
MOTJIOIIEHHs pacTBOpa He BBIIEP>KHBATH
Habumo1aeTcs B quana3zoHax HCNBITAHUSA
392+1 uM u 408+1 HM)
Maccosas nons nponosnca, %
0,035 0,045-0,055




