Jonnens

Baaur komnauuu

CEPTU®UKAT AHAJIM3A
Ipenapar: MAKMHUPOP KOMIIIEKC 200 000 ME + 500 mMr kancyaei Baruaaibabie Ne 8

[Maprus Ne: B224725
Hara npoussozctea: 12.03.2022

Cepruduxar Ne: 0000055883
Jara ananusa: 29.04.2022

Kon: 05101528

Cpox rogsocta: 03.2025

Mpoussoaures: Jonnesib PapmaueyTuln C.p.1. — Bua Maprupu aeane Qoubde, 1-29016 - Kopremamxope -I[1C (Mrasus)

Haspauue akrusnoll cyOcranuun: Hugyparen

[pou3soanTe/b aKTHRHOH CyOcTanuny: KoTrkanc CAC., 3oua Unayctpuane ae Jlauie, bod DrKoHTE, 47240 (Opanuus)

Haiganue akrueroil cyGeranunu: Huctatun
[MpoussoauTess akTusHoi cyberaninn: BYAB ®apma A.C. Birascka

Hopmarueubiit gokyment: IT N0O12638/01-211117, usm. 1 or 30.04.2020
Perucrpaunontoe yaocrosepenue: [ N012638/01, naTa perucrpailiit 07.08.2008 (nara 3aMens 30.04.2020)

53, 252 63 Poyroks, Yewckas Pecnybnmka

Teer

CnenHpuRalng

Peay.:: bTATHI AHAAMA

Onucanue

Markue KeJaTHHOBLIE KalCyllbl
sieBRAHON QOPMBI XKEJITOTO UBETa C
KOPMYHEBBIM OTTEHKOM, COJAEPXKALINE
JKENTYIO MACHUCTYIO CYCIICHIHIO

CooTBeTCTBYET

Waerntadgukauus
Hudyparen (BIXKX)

BpeMs yaepxuBsaHus OCHOBHOIO ITHKa
Ha XpOMaTOrpaMMe MCIBITYEMOIo
PaCTBOPa JAOJDKHO COOTBETCTBOBATE
BPCMCHH YICPIKHBAHUSA [THKA
HupypaTena Ha XpoMaTorpaMme
pacTsopa cTanfapTHOro odpasiua
audyparena

[ToaomurenbHa

TUiNAapardApoKCHOeH30aT HATPUs
[Tponuanaparuapokcubensoar
HaTpus

(BDKX)

Bpewmst yaepxaHus NUKa
STHJIIApAr L APOKCUOeH30aTa HIH
niponuinaparyipoxcuben3oara Ha
XpOMATOrpaMMe HCIIBITYEeMOT0
pAcTBOpA JOIHKHO COOTBETCTBOBATE
BpEMEHH YIEPKaHUs [THKA Ha
XpOMAaTOrpamMMe pacTsopa
cTanjaptHoro obdpazsua
yraymaparuapokcudensoara (EP CRS)

HIH nponwmapamzxpoxcnﬁemoara
(EP CRS)

[TonoxkureibHa

Hucrarun (TCX)

[TsaTHA HAa XPOMATOIpAMME
HCIBITYEMOTO PACTBOPA MO 3HAYCHUIO
Rf nosmKHbBI COOTBETCTBOBATD MIATHAM
Ha XpOMaTOrpaMMe pacTsopa
cTaHaapTHOro odpasia HHCTaTHHA

TTonoxuTeabHa

Kpacurens xelneza OKCH 1 KeJThId Po3onoe okpaluyBasue ——-THonoxureaLHa

TuraHa IHOKCHI JKeaToe WK OPaHKEBOE OKpALIMBARNE TloaoxurelbHa

CpeiHss MAcca Karcy bl 1.936 — 2.140 r/kan /5 2.054 r/xan

Macca coiepKHMOTO Kancy bl 1.434 — 1.586 r/kan 1.506 r/kan

OTKJIOHCHHE OT CPeAHEH MaCChi 1820=10% CoOTBETECTBYET
2/20 + 20 % '

pH 5.5-6.5 59

Crp. 1




PacnageemMocthb

He 6onee 15 MHHYT

12 MUHYT

Creunduyeckue npumect (BOXX):

S-uuTpcypanbaerua AnaucTar He 6onee 0.5% 0.0 %
5-uutpcdypaniasuy He 6onee 0.5% 0.0%
Envauynas He Gonee 0.5% 0.0 %
HeneHT b UIIMPOBAHHAS IPHMEChH

CymMa denaeHTHOUIIMPOBAHHBIX He Gonee 1.0% 0.0%
npuMecei

CymMa 3ceX IpuMeceH He Goaee 1.0% 0.0 %

KonuuecrBeHHOE OIIpeIeeHHE:

Hudyparen (BOAX)

475.0 — 525.0 mr/kan

522.0 mr/xan

DTHANAPArLAPOKCHOEH30aT HATPHA
[Iponuanaparuapoxcubensoar
HaTpus

(BOXKX)

1.44 —2.16 mr/xan
0.80 — 1.20 mr/xan

1.67 mr/kan
0.87 Mr/kan

KonuuecTBeHHOE ONpeae/IeHUe
Hucrarisa

190000 — 250000 ME/kan

230400 ME/xan

Muxkpotuosioraueckne TpeboBaHKs:

Cymma aopoOHbIX OakTepui,
JPOACGKEBUIHBIX M [LIECHEBBIX
rpuboB

Pseudomonas aeruginosa
Staphylococcus aureus
Candida albicans

He 6onee 100 KOE/r
OtcyrerBue B 1 1
OrcyrerBue B 1 1
OtcyretBHe B 1 1

<10 KOE/r

OrcyrerByerB 1 r
Orcyrcryer B 1 r
OrcyrerByer B 1 r

YnakoBka [To 8 xancyn B HnucTep U3 CoOTBETCTBYET
A/TIBX/TIBIAX.
| 6rmctep BMeCTe ¢ HHCTPYKIMe 1o
NPUMEHEHHIO B MaUYKy KapTOHHYIO.
Mapkuposka B cootserctauu ¢ HJI CootBeTcTByeT
Xpanenne B cyxom MecTe nIpu TeMileparype He CooTBeTcTBYET
Boime 25 °C
CpOK I'0,THOCTH 3 roga CooTBeTCTBYET

Koa 3akazuuka: 60005219
Jara epinycka 29.04.2022

OTBETCTBEHHOE ML
Moanuce
(Jlaypa Ynpuain)

Tloanuce

{Hukona KoHtH)

MeHeKep KOHTPOIS KayecTsa

«yﬁOC'I() AEPACM, HTO 7d CCPHA HPOAYKTA MPOH3BCACHR, YNIAKOaHa H APOKOHTPONHPOBAHA B NOIHOM COOTBETCTRHH € COOTBCTCTBYHOIHMH
achcrayommumi 1pedosanuay GMP cormacko Jlupesmupas/PekoMeHIaUHIM 2003/94/EC u co cneunduranusvyu Hopmatusnoro 1ocse
HPHMEHHTEABHO K PerncTpaonnomy Yaoctosepensio na npenapar. [IpoTokoisl no npousBoaCTBY, ofpaboTke, YNAKOBKE ¥ aHATHIY cepuu
GBI TPIBEPEHBI K NPHIHAHLL COOTBETCTRYIONMMY GMP 1 nipy 9710M He HaGII0AANI0CE OTKACHCHHA u:m :it:ﬂomamws KOTOPbIE MOTIH (bt

NOBAMATE HA KaYeCTRO npoaykTa. Cepua ogobperan.

JOTHTED GAPMALIEYTHIN Cpan
HOpsanucexuil aapec: Bua Mapriupu aciie Moube, 1 - 29016 Kopremawkope ([Teckapa) - Wraiui |

Ten., Tenedakc. AApes HLIouTH ), ‘Mbrasanstr CERTIQU ALITY
Asnpec ofuca’ Bua Boastypno, 48 — Ksuwrro jie’ Cramug - 20089 Pounano (Muaan) - Hranus, ('w: ., Tenedake.)
Cpeaenin 06 VOTABHOM KAMHTANC H [IPOY. AaHHBIC. }

Crp. 2




