nororun  CepTundumkaTt Ha BbINYCK cepum

Martepuan: 7704610020 Ne ceptudumkara: 40000035903

HanmeHoBaHme: HOBO-MACCUT, tabnetku, NOKpbITbie NNEeHOYHOM o6onoykon, 1x10
YcnoBus xpaHeHus: Cm. HO

Cepwus: 100013061 KonunuectBo: 118272

[arta npousBoacTBa: 08.2019 CpoOK rogHoOCTHU: 07.2022

CtpaHa Yewckas Pecnybnuka
NPOMUCXOXKAEHUA:

PeructpauymnoHHoe M Ne014519/02
yAocToBepeHue:

Ne cepum 6anka: 2000012761
Mpouecc Banuaauum cepum: Het

MpoussopuTensb:

Homep nuueH3un:

YnakoBLMK:

Homep NUueH3unun:

MecTo npoBegeHuA aHanusa:

Homep JINUEH3Unn:

Bbinyckarowmm KOHTPOnb
KavyecTBa:

Homep nuueHsuum:

Tea Yewckue MNpeanpusatus c.p.o., OCTPABCKA 29/305, 747 70,

OMNABA-KOMAPOB, Yeluckasa Pecnybnuka

22975/2/INS/98  Ceptudmkar GMP: SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewckue MNpegnpusatmns c.p.o., OCTPABCKA 29/305, 747 70,

OMNABA-KOMAPOB, Yelckasa Pecnybnuvka

22975/2/INS/98  Ceptudmkar GMP: SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewckue MNpegnpuatma c.p.o., OCTPABCKA 29/305, 747 70,

OlMNABA-KOMAPOB, Yeluckasa Pecnybnuvka

22975/2/INS/98  Ceptudmkar GMP:  SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewckue MNpeanpuatusa c.p.o., OCTPABCKA 29/305, 747 70,

OINABA-KOMAPOB, Yelickas Pecnybnumka

22975/2/INS/98  Ceptudpmkar GMP:  SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Homep matepnana A®C:
Cepus A®PC:

1045600, 4235602
5000004837, 5000005047, 5000004483, 5000005048

HacTtoswum nogteepxaato, 4To MHpopmMaLms, ykasaHHas Bbllle, noanuHHa. [laHHas cepus npoaykra

Obina nponsBeeHa, BKIOYas ynakoBKy/MapKUPOBKY M KOHTPOSb Ka4yecTBa, B MOSIHOM COOTBETCTBUM C

TpeboBaHuamun GMP 1 TpeboBaHuaMU cneumdmkaumn cTpaHbl-MMnopTepa. 3anmcn o NpoM3BOACTBE,
yNakoBKe U aHanmse cepum HaxogaTtca B cootseTcTBun ¢ GMP.

OaTa:09.09.2019

Opob6peHo: HAH BeHrnapsu

YnonHomMo4eHHoe NnLo

[aHHbI JOKYMEHT Obln co34aH B CUCTEME C INEKTPOHHBLIMU NOAMNUCAMM.

Tesa YewcKue lNpednpusmusa c.p.o.
OCTPABCKA 29/305, 747 70 OlABA-KOMAPOB
Yewckasa Pecnybauka

TE/IEGOH (OKK): +420 553 644 521
®AKC (OKK): +420 553 644 523



INoroTun Ceptudmkar aHanumsa

Martepuan: 7704610020 Ne ceptudumkara: 40000035903
HanmeHoBaHue: HOBO-MACCUT, tabnetku, NoKpbITbie NNEeHo4YHON o6onoykon, 1x10
Cepus: 100013061 KonunyecTBo: 118272

[arta npousBoacTBa: 08.2019 CpoOK rogHOCTHU: 07.2022
MapameTpbl Cneuudmkaums Pe3ynbTaTtbl
Onwncanue TabneTkn oBanbHOM OOPMBbI, COOTBETCTBYET

OBOSIKOBLINYKIbIE, MOKPbITbIE 060M04KON
GregHo-3eneHoro LuBeTa, C pasgensioLlen
puckomn
NoannHHOCTL
- ®nasoHougbl (TCX) OTaenbHble 30HbI HAa XpomaTorpaMmme COOTBETCTBYET
NCMbITYEMOrO pacTBOpa AOMKHbI
COOTBETCTBOBATb MO MOMOXEHWIO, 3HAYEHUIO
R U MIHTEHCUBHOCTM OKPacKM 30HaM Ha
XpoMaTorpaMMe CTaHAapTHOro pacTeopa
HoBo-llaccuta akcTpakta cyxoro.
- M'BandbeHesunH (BIXKX) Bpems yoepxmBaHnsi OCHOBHOIO nuka Ha COOTBETCTBYET
XpoMaTorpaMMe UCMbITYeEMOro pacTeopa
OOIMKHO COOTBETCTBOBAaTL BPEMEHM
YAEPXKMBAHNSA OCHOBHOTO MKKa Ha
XpoMaTorpaMMe CTaHAapTHOro pacTeopa

reangeHesnHa
OOHOpPOAHOCTbL Macchl 783 — 865 mr 827 mr
- He meHee 18 13 20 TabneTok +5% COOTBETCTBYET
- He Bonee 2 13 20 TabneTok +10% COOTBETCTBYET
PacnapaemocTtb He 6onee 30 MUH. 17 MUH.
KonuuyecTtBeHHOe onpeneneHne
- cymMa ¢pnaBoHOMA0B B 7,0-8,7 mr/tabn 7,4 mr/tabn
nepecyeTe Ha XJIOPOreHOBYHO
KUCMOTY
- rBandyeHesnH 180 — 220 mr/Tabn 201 mr/Tabn
Mukpoburonornyeckas ymctora
- A) ObLee uncro aspobHbIX He G6onee 10* KOE/r meHee 50 KOE/r
MUWKpPOOPraHn3moB
- B) O6Lee uncrno gpoxokeBblX U He Bonee 10° KOE/r meHee 5 KOE/r
nnecHeBbix rpnbos
- C) NpamoTpuuatenbHbIX He Gonee 10° KOE/r 0 KOE/r
BakTepunin yCTONYMBBIX K XKen4u
- D) Salmonella oTtcytctByeT/10 oTcytcTBYeT/10 T
- E) Escherichia coli oTcyTcTByeT/r oTCcyTCTBYET/T
- F) Staphylococcus aureus oTcyTcTByeT/r OTCYTCTBYET/T

HacTosawmm noateepxaato, Yto MHopMaLms, ykasaHHas Bbille, NoanunHHa. [laHHas cepusa npogykTta
Oblna nNpoTecTMpoBaHa B MOSIHOM COOTBETCTBUM C TpeGoBaHusAMM GMP 1 Tpe6oBaHusiMU cneuudukalmm
CTpaHbl-uMnopTepa. Pe3ynbTaTtbl aHanM3a COOTBETCTBYHOT 3apermcTpUpoBaHHON cneuudukalmnm.

HaTta:09.09.2019

MoaTBepXKOeHo: AH BeHrnapsu
YNonHOMO4YEeHHOE NULLO
[aHHbI JOKYMEHT OblN CO34aH B CUCTEME C 3MIEKTPOHHBIMU NOAMMUCAMMU.
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Teea Yewckue lMpednpusmus c.p.o.
OCTPABCKA 29/305, 747 70 OABA-KOMAPOB TEJIEQOH (OKK): +420 553 644 521
Yewckaa Pecnybauka ®AKC (OKK): +420 553 644 523
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