CepradukaT Ha cepmo Crpasnua 1 132
CepTrdukar anaausa / CooTBeTcTBHSA

2 LWepnnr-Tiney NlaGo H.DB., Huxywtpuenapk 30, 2220, Xeficr-on-nex-Bepr, Bensrus

Homep cepun T019695 Pewenne:
Homep cepin 6anka 0001139480 TNipuust
Buinyck cepun: 15.06.2020
ApTikyn 1002200 Ynonsomouennoe nHuo / OtnercTpennsifl npomMuuLennuil
thapmauesT
Bepr Bau [Tererem
O6o3HaveHe NPOAYKTA STBA
Onucanue npoaykTa 3PHYC SMI" I0TAB Moanues/
POCCHA
Jara noanucu: 16.06.2020
Jlara npoussoacTea 15.05.2020
Cpox roasocru 15.05.2022
NokasaTeas Hopma PeayavTaT Tlponiaen/He npofaen
Onucaxue Kpyrnsie nogkossinyxasie Tabnersn CooTsercrayer Mpofiack

MNoannuHocTs: [Jeznoparanus
(BOXX)

Monnnnuocts: desnoparaaws (TCX)

Pacraopenne
IlonuyecTacHNOE OnpeacneHMe:
JNeanoparaany (BIXX)

MpoaykTel paanoxeHHs: GopMiuI-
neanoparaaui (BOHX)

IpoayxT pasnoMeHHA: CAMHWY HaR
Hew3BecTHAS NprMeck (BINCX)

TIpOAYKTH PasNOMEHHA: CyMMa
(BIXX)

ronySoro uscra. C oaso#l croposst
TAGNETKH METONOM THCHEHHA HaHeCceH
TOProssiit 3HaK (pHpmel Llepunr-Iinay B
BHAC CTHAH30BaRHLIX GyKB SP.

Bpemsa yaepixHBaHHA OCHOBHOO NHKA Cooteercroyer TlpoBaeu
Ha XPOMATOTPAMME HCMIHTYCMOTO

PacTBOpPA AO/DKHO COOTBETCTBOBATL

BpEMEHH YACPHBEHHA THKA HA

XPOMBTOIpamMMe CTEHAAPTHOMD pacTeopa

DNE3NOPaTalHHa.

Ha XpoMaTOrpamMmMe HCILITYEMOro Cooteercrayer Mpokaen
pacTBOpa A0MKHO OGHAPYKHBATLLA

MATHO HE YPOBHE MATHA Ha

XpOMATOrpaMMe CTAHAAPTHONO pacTBOpPa

AE3NOPATARHHA

B cooreercrsmnu ¢ kpurepnamu @. CLLIA  CooTnercrayer IMpofneH
Q = 80% pacrBopactcs 3a 45 MHHYT

4.50 - 5.50 mr/mn (90.0 - 110.0%) 5.06 Mr/mMn IMpoiaen

Maxe. 0.1 % <0.1 % Mpotaex
<0.1 uuTepnpernpyerca kax «He

1IOANZCTCA KONHUYECTBERHON OLEHKEN

<0.0 uHTepnpetHpyercs kax «He

obHapyxeHon

Maxc. 0.2 % 0.1% TlpoRAnex
<0.] uurcpnperHpyerca xax «He

noaAscTCA KONH4YECTBEHAOH oLeHKE)

<0.0 uuTepnpetHpyerca xak «He

obHapyxecHO»

Maxe. 0.3 % 0.1% Tpotinen
<0.1 nuTepnperupyerca xak «He
NOJANAETCRA KONHUYECTBEHHOH OLEHKER
<0.0 unTepnpeTHpyerca xak «He
ob6HapyxeHor

HaTta nevaTnH 15.06.2020 06:23:16 EST
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Ceprudnxar ananuia / CooTercreus
Llepyur-Thiay JlaGo H.B., Huaywrprenapk 30, 2220, Xefict-on-acn-bepr, Bensrus

€® MSD

Homep cepun T019695 Pewenue:
Homep cepuu Ganka 0001139480 Mpuust
Buinyck cephn: 15.06.2020
ApTHXYA 1002200 YnonHoMoueHHOE NHUO / OTBETCTBEHHEIH MPOMLILLAEHHATH
thapmaucst
Bept Bau [Mererem
O6o3HaYeHHE TIPOAYKTA STBA
Onucanne npogykTa OPAYC SMIM 10TAB Monmucy/
POCCHUA
JaTa noanucu: 16.06.2020
HaTa npoussoacTea 15.05.2020
Cpoxk roasoctns 15.052022
Toxaszatens Hopma PeayneTaT [Ipofinen/He npoiinen
OnHOPOAHOCTL AO3HPOBAKHA TabneTku COOTBETCTBYIOT CoorsetcTByer IMpokaex
TpeGoBanuamn OnHopoaHocTH
noawposarus (P. CLUA <905>); Ot
85% no 115% 3aAnneHHOro KORMYECTBa
Bnara (meron Kapna ®uwepa) He 6onee 5.0 % 26% Tpofinex
lNpowasonurens AOC JHeicreyiomee newectso: Llepuur-Iinay lMpo#aex
JHesnoparaans (SCH 34117) (3fponaziin) Komnasn,
Hpnanana

HectoswHM NOATBEPXKAAIO, YTO NPHBCACHHAN BLIWC MHPOPMAUHA NMOANHHHA W To4Ha. CepHS NPENOpeETa, BKMOMAA BCTIOMOTATCNBHBIE
AcRcTayIOUIME BellecTsa, S6ina NpoH3BEAEHA, BKAIOYAN YTIAKODKY/MAPKHPOBKY H KOMTDONb KAYECTBA, HA YKAJAHHBIX HHWE NNOLWAKAX B ONHOM
cooteercTaHH ¢ GMP noxansHoro perynsaTopHOro opraHa W B COOTBETCTBHH CO CHEUH(AKAUMER X TPeGOBAHUIMH PETHCTPRUHOHHOMD AOCHE
HMNOPTHPYOWEH CTpaHm. 3anKcHd N0 DNPOHIBOACTBY CEPHH, YNEKOBKE H BHAMMY Ghin¥ PACCMOTPEHH! M HAXOASTCA B COOTBETCTBAM C
Achcreyommnmy Tpebopanusmu cGMP.

Jlexapcraennas (opma: TabneTky, NOKpuTLIE 060N04KoH
Mukpo6ronoryyeckas YHCTOTa: BIGOPOYHO
CepHs BPOXOHITE HCNBITAHHA H BLINYLLUEHA B COOTBETCTEHH ¢ AcAcTeyioweH poccuiickoft HIL T1 NO14704/02-251019.

Homep npomsoactaernolt Homep ceprndukaTa

AHUEHIMN COOTBETCTBHA

Ynaxkoska Wepuwr-Nuay MaGo H.B, Xeficr- 3dH BE/GMP2018/125(NON
on-pen-Bepr, Benerus STER.V/BE/

GMP/2019/050(STER.)

Mponszsoacrso roTosofi Mepunr-[lnay Nabo H.B., Xehcr- 304 H BE/GMP/2018/125(NON
Ackaperpennoli Gopmni on-acH-Bepr, Bensria STER.V/BE/

GMP/2019/050{STER.)

Beinycxawwwmit konTpoas Llepunr-Tnay Jlabo H.B, Xeher- 304 H BE/GMP/2018/125(NON
KaueCTBA or-per-Bepr, Bensrns STER.VW/BE/

GMP/2019/050{STER.)

CTpana HasHAMEHNR

Poccniickas Peacpauna

JdaTa newaTH
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