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CEPTU®UKAT COOTBETCTBHUA

HaunmeHnoBaHue npoayKra.
W3onpuno3nx tadaerkn 500 mr, 30 TadIeTOK B yaKoBKe
Crtpana umMnopra.
Poccuiickas ®enepauus
PerucrpannoHHoe y10CTOBepeHHe.
I N 015167/01
Jo3upoBka.
500 mr
JlexapcTBennas ¢opma.
Ta0JIeTKH
Pa3zmep u THI yHAKOBKH.
3x10 Taderok B 6aucTepe/kopodka. O6mee komdecTBo: 40 558 Kopobok
Cepus.
19FQO006
JaTta npou3BoacTBAa.
06.2019
JlaTa ynakoBKH.
09.2019
Cpok rogHocrm.
06.2024
Anpec, HOMep JIMIEH3UH

®apmanesTnyeckuii 3apoa Tesa IlpaiiBoT Ko. JITa.

yia. Ilanaarm, 13

H-4042 Jle6peuen

Benrpus

HU-M-TEVA

Texnuueckoe ¢papmaneBTudeckoe oomectso Jlyzomequxkamenta
Hopryranus

Ceprudukar coorercrBusi GMP.

OGYEI/53191-6/2017, F021/MH/003/2017, FS21/S1/ME/003/2017
Pe3ysibTaThl aHAJIH30B.

Cceblika: 684,900

KommenTapumn.

B nponuecce Npou3BOJACTBA, YIIAKOBKU U aHAJIN30B OTKJIOHCHUH HE Ha6mo;1anocr>.

0
YcaoBus xpanenusi: [Ipu Temneparype He Boime 25 C B CyXOoM, 3alIUIIIEHHOM OT CBETa MECTE.

3akJjouenue.

«/JaHHBIM NOATBep:KIal, 4TO HMHPOpMAlMsA, NPHUBEJCHHAs Bbille, BepHasd. JlaHHasa cepusi Hpoaykra Oblia
NMpOHU3Be/ieHa, BKJII0YAs CTaJIHH YNIAKOBKH/MAPKHPOBKH H KOHTPOJISI KA4ecTBa B YKA3aHHOM BbIllie MecTe B IOJIHOM
cooTBeTcTBHH ¢ TpedoBannsamu GMP u cnemmdukammn. 3anmcn o mpom3BOACTBe, YNAKOBKe M aHAJIN3e CepHH

HAXOJSATCHA B COOTBETCTBUU ¢ TpedoBaHussMu GMP».

15. Hms 4 10JKHOCTH JIMIA, BBINTYCTUBLIET0 CEPUIO.
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Tepa ®apmackroTukans JITa.

CEPTU®UKAT AHAJIM3A

M3onpuno3un tadaerku 500 mr, 30 Tad/IeTOK B yaKkoBKe

Homep cepuu: 19FQ006 Kon sota: 80030170
Homep cepuu 6aika: B9/13464
JaTa npou3BoacTaa: Hrons 2019 Cpok rognocru: Urous 2024
Jara ananusa: 13 aBrycra 2019
CcbLika: S-0289/7

MeTtoasbl 1 TECThbI TpeGoBanus PesyiabTaTsl
Onucanue IIpomonarosarsie TaOACTKH JBOSIKOBBITYKIION (OPMBI COOTBETCTBYET

0enoro Wi moyTH OEJIoro HBeTa C JIETKUM aMHHOBBIM
3araxoM, C pUCKOM Ha OJJHON CTOpPOHE

MoayiuHHOCTH BpeMena  ynepsKMBaHUSL — OCHOBHBIX ~ ITHKOB  Ha COOTBETCTBYET
(Ano3un) BIOKX XpOMAaTorpaMMe HCIBITYEeMOTO PAacTBOpa  JIOJDKHBI
COOTBETCTBOBATH BPEMCHaAM YACPKUBAHUSA OCHOBHBIX
NMKOB Ha XpOMaTOTrpaMMe CTaHapTHOI'O pacTBOpa

HoaanuHOCTH Bpemena  yaepuBaHHMS ~ OCHOBHBIX IIMKOB Ha COOTBETCTBYET
(Amemoden) BOXKX XpOMAaTOrpaMMe HCHBITYEMOI'0  pPacTBOpPa  JIOJDKHBI
COOTBETCTBOBATh BPEMEHAM YAEPKUBAHUS OCHOBHBIX
MMUKOB Ha XpOMaTorpaMMe CTaHIapTHOTO pacTBOpa

HopnunHOCTH OCHOBHOE MATHO Ha XpOMaTOTpaMM€ HUCIIBITYEMOTO COOTBETCTBYET
(Iumenpanoa) TCX pacTBOpa JOJKHO COOTBETCTBOBATH I10 IOJIOKEHHUIO U

WHTEHCHUBHOCTH OKPACKH MATHY HA XpOMaTOrpaMMe

CTaHIapTHOI'O pacTBOpa

Cpeanss macca Ot 617,5 1o 682,5 mr 652,2 Mr
OnHopoaHOCTH MO CootBeTcTBYyET CooTBeTcTBYyET
Macce

PacnagaemocTth He Goinee 15 mun 4,8 MmuH
KoaunyecrBennoe Ot 114,2 no 126,3 mr/Tabierka 122,3 mr/Tabnerka
onpenesenue (BIXKX)

(AHo3uH)

KoaunyecTBenHOE Ot 229,0 10 253,0 Mr/TabaeTka 240,3 mr/Tabnerka
onpenesenue (BIXKX)

(Aueno0en)

KoaunuecrBennoe Ot 131,8 no 145,7 mr/Tabierka 137,7 mr/Tabnerka
omnpenesieHUe

(TurpumeTpus)

(IumenpanoJ)

KoanuyecrBennoe Ot 475,0 no 525,0 mr/rabneTka 500,3 mr/rTabnerka

onpeneienne (U3onpuHo3un)

Dapmayeemuueckutl 3a600 Tesa [lpavieam Ko. JImo. H-4042, Benepus, [eopeyen, ya. Iannazu 13

Cmpanuya 1 uz 2 Omuem: 684,900.00 NONE Om: LIMS_PROD



Tepa ®apmackroTukans JITa.

CEPTU®UKAT AHAJIM3A

M3onpuno3un tadaerku 500 mr, 30 Tad/IeTOK B yaKkoBKe

Homep cepuu: 19FQ006 Kon sota: 80030170
Homep cepuu 6aika: B9/13464
JaTa npou3BoacTaa: Hrons 2019 Cpok rognocru: Urous 2024
Jara ananusa: 13 aBrycra 2019
CcpLika: S-0289/7

MeTtoasbl 1 TECThbI TpeGoBanus PesyiabTaTsl
Muxkpoouoiornueckast
YucTroTa
O6mee  yucio  a’poOHBIX He 6onee 1000 KOE/r <100 KOE/r
MUKPOOPraHnu3MOB
OO01miee 9HUCIIO TPOMXOKEBBIX H He 6onee 100 KOE/r <10 KOE/r
TJICCHEBBIX TPUOOB
Escherichia coli OTCYTCTBHE/T OTCYTCTBYET

HaCTOHH_II/IM MNOATBEPIKAACTCA, UTO BLIIHCyHOMHHYTHﬁ Marepual ObLI MMPOBEPEH B COOTBECTCTBUU C ITPUHIIUIIAMHU
Haﬂﬂemameﬁ HpOH3BOHCTB6HHOﬁ IMMPAKTHUKU U B COOTBETCTBUU C Tp66OBaHI/I$IMI/I PEruCTPAIMOHHOTO JOCHE.

Cepuio yTBEepaIMI: Cysontoc Kuttin
BobimycTui: Packait Dpuka
JlaTta BbINyCKa: 02 oksi0opst 2019

[ockonbky cepus ObU1a 0100pEeHa B BATMIUPOBAHHON CHCTEME YIIPaBICHHS TaOOPaTOPHOI HHPOpMaLIUEH,
HACTOAILINHN TOKYMEHT UMEET 3JIEKTPOHHYIO MOJIHUCH.
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