ZENTIVA

g 0 3
Ceprudukar cepuu npoussoaurens Ne 1715 R
Haszeanue Jonak ®
npenapama
Homep npenapama 11009379_0052 Cepua LIMS HV 1443076
Howmep ceput 3190220 Odpaszey HIY 5299392
Hosupoera 10 MI” Cepusn LIMS MZP 1440089
Jexapcmeennas TabJIeTKH, HOKPLIThIE NJICHOYNO Qdpazey MZP 5286783
popya 0607104KOi

Pazmep ynaxkoexi

30 TabneToK, NOKPLITHIX TUIEHOYIIOH
000104K0

Bwnyzuwmoe Konuyecmeo

117 870 NAYEK

Tun ynakosku KOHTYPHA S AUENKOBAS Cmpana-umnopmep Pocena
YITAKOBKA 3 X 10
Hama npouseodcmea  28.02.2020
Hama ucmevenus 31.01.2023
cporka 200HO0CmU
Cneyughuranust HJITINO13867/01-150212
Pezucmpayuonnoe
yoocmogsepenue Ne: 11NO13867/01
Hoxkazamenu Pezvivmamer Hopawbt
Onucanne
Onucanune
onucaHue COOTBETCTBYET 1pooroeaTsie Genoro WM NOYTH
Oenoro neeTa TabNeTKH, NOKPbIThIE
IleHouHoMH 06os0uKoil, ¢ pUCKO# 1A
JiesieHus
Iopnunnocrs
LETHPU3HHA JIMTHAPOXIOPU]L — COOTBETCTBYET Bpems yaep:KHBaHHA OCHOBHOIO NHKa
ucneiTaiue A Ha  XpOMarorpaMMe  HCHLITYyEeMOTO
pacTBopa JIOJZKHO  COOTBETCTBOBATH
BPEMEHH  V/epiKHBAaHMA OCHOBHOIO
n1Ka Ha XpoMmaTorpamme
CTaH/lapTHOTO pacTBOpa LeTHPHU3NHA
1IeTHPH3HHA JIMTHJIPOXJIOPH]L — COOTBETCTBYET Yd-crniekTp OCHOBHOTO MNHKa Ha
ncneitanne B Xpomarorpamme HCTIBITYEMOTO
pacTBopa J0JIKEH COOTBETCTBOBATH
Yd-cnekTpy OCHOBHOrO MNHKa Ha
XpomaTorpamme CTaHJapTHOrO
pacTBopa LEeTHPH3IHHA
THTaHa AHOKCHA COOTBETCTBYET nabaoaaeTcsa opaHKeBoe
OKpallMBaHHe
Cpeanss macca | TabneTkn, NoKpeITON 0,1238r 0,119-0,131 r (0,125 r+ 5%)
nienouHoi obosoukoil
OAHOPOAHOCTL MACCh COOTBETCTBYET 18/20 - ne Gonee + 7,5%
2/20 - ne Gonee £ 15%
OJIHOPOIHOCTb MACChl PA3/ICIICHHEIX COOTBETCTBYET 85%-115%
Tabnerok cpeaHss macca
Pacnanaemocts 7 MUH He Gonee 15 mun
Pacteopenue
Pacreopenne
cpeaHee 3HaueHHe 100 %
KONIMYECTBO 00pa3LoB 6
MHH. 97 %
MaKc. 101 %

.VHIGGP.):‘('()(.’HO YRoanoMouennslm
Jyom ((3(3!1’””!6’[.', K.C.»

Monnuce/

Crpannua 1 n3 2

Mgr. Eva Matoulkova 21-04-2020

A | «3eHT v
’:;;'}NTIVA Kaﬁ u;.l 30 102
\b\ \‘\\ Jr I/D Honenn

“Tom, .4, c H|;Mr
Paciiessaars 5»1’142020



ZENTIVA

Ceprudgmxar cepun npoussoauresist Ne 1715

Pasmep ynaxosku

Tun ynarkoexu

30 TabneToK, NOKPBITLIX IIEHOYHOH
oGos10uKoi
KOHTYPHAA AYEMKOBA S

Hazeanue Joaax ®

npenapama

Homep npenapama 11009379_0052 Cepus LIMS HV 1443076
Homep cepuu 3190220 Obpazey HI 5299392
Hozupoeka 10 MI” Cepus LIMS MZP 1440089
Jexapcnmeennas TabNeTKH, OKPBITHIC MJICHOYNOI Obpazey MZP 5286783
hopta 000J104K0#H

Bomyujennoe konuuecneo

Cmpara-umnopmep

117 870 IAYEK

Poccus

YIHAKOBKA 3 X 10
28.02.2020
31.01.2023

Jama npouszeodcmea
Mama vemevenun
("!)UKG 200H0Cmu
Creyugpuxayus
Peeucmpaytuoinnoe
vdocmogeperue No:

HJLTTNO13867/01-150212

1TN013867/01

OLEHKA COOTBETCTBYET Munumansho 75 % (Q) ot
3asBJ/IEHHOIO KOJIMYECTBA UETHPH3IHHA
auruapoxiiopuaa uepes 20 MUH

IlocToponnne npumecn
npoaykr paznoxenusn (RRT 0,62) <0,05% He Gosee 0,3%
eAHHHYHEIE HAEHTH(. NpuMecH 0,1% He 6onee 0,2%
€/IMHUYHbIE HEHJECHTH(). NpHMECH <0,05% He Gonee 0,1%
cyMMa npumeceil 0,1% He Gonee 0,7%
Mukpodunonornueckas YueToTa
Mukpobuonoruueckas uncToTa
HEBOJIHBIX TIPETIAPATOB 1A IpHEMa
BHYTPh
Obuee uncno arpobubIx 0 KOE/r He Gonee 10° KOE/r
MHKPOOPIraHU3MOB
Ob11ee MHCNIO JIPOHIKEBbIX H 0 KOE/r He 6onee 10> KOE/r
TUIeCHEBLIX 'PHOOB
Orcyrerue Escherichia coli COOTBETCTBYCT OTCYTCTBYIOT (1 1)
OJIHOPOJIHOCTL JIO3HPOBAHHA COOTBETCTBYET AV =150
Koan4decrBeHHoe onpejenenue 10,1 mr ot 9,5 mr no 10,5 mr
LETHPU3NHA AUTHAPOXJIOPH/IA B OJIHOT
TabsieTKe, NOKPLITOH MICHOUHOI
obonoukoi

Hudopmauns o Beinycke

SAKVIIOYEHHE: CoorBercrBHe crientnpuKaIim,
Cepust coorserctByer TpeGoBannsm Hopmarnsuoii JlokymenTanum, 3aperHcTPHPOBAHHOIT B
Pocceuniickoil @egepann B HACTOHLICE BPEMst 110 HEPEYHCIEHHLIM MOKA3aTeJsIM KauecTBA.

OJIOBPEHO JIJISI BHITTYCKA

HpOllBBDﬂllTCJ]b H KOHTPOJIL KavecTBa:
«3enTnpa K.c.» (oQuunansunii npeemumk «3entusa a.c» ¢ 1.1.2009)
¥ KaGenosust 130, 102 37, Tlpara 10, [lonsun Mexonynsl, Hewckas Pecny6inka
Howmep simnensnn na npowssoserso: 25473/2/INS/98 (nocacaniee nimenenne 166942/2019)
Ceprudurar GMP Ne 25416/2017, 342333/2018, 352900/2018
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