Hepesoo ¢ anenuiickozo sizbika Ha PYCCKI 361K

CEPTUO®UKAT AHAJIN3A

Crpanuua
luz2
PEI'’MAPOH® [Mopomok 115t NPUTOTOBIEHHs PACTBOPA
JAJs IpHeMa BHYTpPb

Homep matepuana Cepus Pasmep cepun Harta npon3BojcTBa ['oaen o
1081072 17321 10224 08.2021 08.2024
IMapamerp Eaunnust  Pesyabrar Merox Crnennpurxanus
XapaKkTepHcTHKH
Brewnuii Buj1 npenapata CooTBeTcTBYET SYSDOC 2777 CM.xapakTepucTnry
Kpucraminieckuii nopotok
Oenoro 1BeTa
3anax
bes 3anaxa CooteeTcTBYET SYSDOC 2777 CM.XapaKkTepHcTHKY
Bremwnnit Bua pacreopa
ITpo3paunsif, ecuse THEIIT CooTeeTcTBYET SYSDOC 2777 Cwm.xapakTepucTHRY
MoanuuuoCTH
Kanuii (noHHas xpomarorpadmus) CooTBeTcTBYET SYSDOC 2777 CooTeercTyer '
Hatpuii (vonnas xpomarorpadms) CooTBeTcTBYET SYSDOC 2777 CootgercTayer
I'moko3a (Tect-nomocka / BOWKX) CooTBeTcTBYET SYSDOC 2777 CooreeTtcTByeTt”
LintpaT-non (Esp.@.) [TonoxkuTelLHO SYSDOC 2777 TTonoxurensHo
Xnopua-von (Esp.®.) [TonoxuTensHO SYSDOC 2777 IMonoxkurensHo’
KoinyecTBenHoe onpeaenenue
Kanuii (nonnas xpomarorpadiis) Mr/1o3a 1319 SYSDOC 2777 1179 .. 1441
Hatpuii (wonnas xpomarorpadus) Mr/1032 2048 SYSDOC 2777 1851 .. 2263
I'moxosa (nonspuverpus / BOWKX) MT/103a 10072 SYSDOC 2777 9000 .. 11000
JApyrue TpeGoranusa
Cpennas mMacca r 18.9 SYSDOC 2777 18.0 .. 19.8
OnHOPOAHOCTB Macchl B npeesax % 100 SYSDOC 2777 He menee 90%
m £ 0,075 x m (Esp.®@.)
OIHOpPOIHOCTE MACChl B Ipezienax % 100 SYSDOC 2777 He menee 100%
m=0,15xm (Eep.®.)
pH (I'h P® unu Esp.d.) 7.8 SYSDOC 2777 7.0-9.0
[Toteps B Macce npu BLICY LIMBAHHN % 0,1 SYSDOC 2777 <10
(I'd PO nnu Esp.®d.)
Bpemsa pacTBopeHus CeK. 50 SYSDOC 2777 <120
LlBeTHOCTHL BOCCTAHOBIEHHOTO CootgeTcTBYET SYSDOC 2777 becupeTHbI i
pactopa (I'® PD wnu Esp.d.) pacTeop
[Tpo3paiyHOCTb BOCCTAHOBIIEHHOTO CoorseTcTByeT SYSDOC 2777 Ipospaunnlii
pactopa (I'd Pd unu Esp.d.) pacTeop
Mukpodnonaornueckas yncTorTa
(I'®d P® niau Ep.@.)
Obwee coaepxarie aapodHbIX KOE/r <10 SYSDOC 2777 0.. 1000
HakTepuii
Oburee conepxatine KOE/r <10 SYSDOC 2777 0..100
APOAKAKEBBIX/MIECHEBLIX TPHOOB
E.coli KOE/r OrcyrerByeT SYSDOC 2777 OtcyTerByet/r
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Iepesoo ¢ anenuiicko2o g36ika Ha PYCCKULT A3BIK

CEPTHOUKAT AHAJIU3A

Crpannua
| 13 2 (npoaomkenne)

! BDEMQ YACPKHUBAHHUA OJIHOTO U3 IBYX OCHOBHBIX MUKOB Ha XPOMATOrpaMMe UCTILITYEMOTO pacTBOpa 10/IKHO
COOTBETCTBOBATL BPEMEHH YAEP:KUBAHWUA MUKA KaJIUg Ha XpomMaTorpamMme CTaHaIapTHOro pacTBoOpa 2.

2]
- BpeMﬁ VIACPKUBAHUA OAHOTO W3 JIBYX OCHOBHBIX MUKOB Ha XpomMatorpamme UCTIBITYEMOTO pacTBOpa J0JIKHO
COOTBETCTBOBATL BPEMCHH VIAEPKUBAHUA MTHKA HaTpHA Ha XpoMaTtorpamMme CTaHAapTHOIO pacTBopa 2.

3 OkpalMBaHHe TECT-TIONOCKH B roayboi user (Merckoquant tect-mosiockun). / Bpewms YICpKHBAHUA
OCHOBHOTO THKa Ha XpOMAaTorpamme HCIbITYEMOro pacTBOpa J0JKHO COOTBETCTBOBATH BPEMEHH
YACPKUBAHWSA TIMKA IEKCTPO3bl HA XPOMATOrpaMMeE CTaHAapTHOTO pacTeopa (£2 %) (BIIKX).

*LBeTHas peakuys: MOABIAETCH (PUOIETOBOE OKpauIHBaHuUE. Niepexo/suiee B GHOIETOBO-CHHEE.

? KauecTrenHas peakums ¢ cepeGpa HUTpaTOM: 0OpasyeTcs Gebiii TBOPOKHUCTBINH 0CAL0K, PACTBOPUMBIH B
pacTeope aMMHaKa
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llepe6od ¢ aneauiickozo A3eIka Ha PYCCKUT 336IK

CEPTHO®HUKAT AHAJIU3A
Crpannua
2uz2
PET'W/IPOH® ITopomok A/1s1 NPHIOTOBJIEHHS PACTBOPA
JJISL TIPHEMA BHYTPb
Homep matepuana Cepus Pasmep cepun Hata npousBo/icTea I"'ogen 1o
1081072 17321 10224 08.2021 08.2024
Ceprudukar coorBercTBHA
Crtpana HazHaveHus Poccus
Homep perrcTpallmoHHOro y10CTOBEPEHHS [TNO14770/01
Homep HOpMaTHBHOI JOKYMeHTalHN [TNO14770/01-231120
CocTas/103upoBKa 3,5 r Hatpwa xnopun / 2,5 v Kanus xnopna / 2.9 r Hatpus untpar /
10,0 r I'moxo3a Ge3BoaHas / makeTuk
JlexapctBennas dpopma [Topouwok
Pasmep yrmakoBKH W THII KapTonnas nauka ¢ 20 naketukamu o 18.9 r nopowka

[Mpomeoanrenn ADOUH:
Hatpus xnopui
(Kirsch Pharma GmbH. I'epmanus)
Kanus xiopua
(Kirsch Pharma GmbH. I'epmanus)
Harpus autpar
(Jungbunziauer Austria AG, Arcrpus)
| moxo3a 6e3Bo1Has
(Roquette Freres, ®panius)

Hanmenoranne n aJipec NMPOWU3BOJACTREHHOI MIOMIATKNW W TUIOUIAAKH KOHTPOJIA KauecTBa:

PECUDAPM TTAPETC C.JTIO.

Pamon n Kaxane, 2-08150 TTapetc-nens-Bansec (bapcenona)
Homep muuensun: 6420-E

Homep ceptudmkara GMP: NCF/2135/001/CAT

KommeHTapuu / moMeTkn Xpanute nipu Temnepartype ot 15°C go 25°C

HacToAmmm s yaocToBepsio. 4To BhIUCYKasaas UHQopMaiug SBISeTCA TOATHHHOH 1 Tounoit, [lannas cepis npoaykra Obiia
TIPOU3BCIICHA, BKIIOYAS VIIAKOBKY, MapKUPOBKY M KOHTPO.IL KAYCCTRA, B BBIICYKA3AHHEIX MECTaX B 1OJHOM COOTBETCTBHU C
TpedoBAHUAMN HalTekKallel NPON3BOICTBeHHOl NpakTHkK Erporeiickoro corsa (EU GMP) 1 B coorrercTRIN co cnenupUKatHIMi
Pt.‘I‘HCTDﬁ]lHOIIIIOI'O J0CBE CTPAHbI-HA3ZHAYCHWSA. Janucu no MpoHecey NnMporU3BOJICTRA, VITAKOBKH U KOHTpOJI CCPHH TIPOJIYKTA Obln
MPoBEpeHbl U OLLIO CACTAHO 3aKITI0YEHIE 0 COOTBECTBMM npasuitam GMP.

‘moonucey/
/05.11.2021/

Opanceck [Tapagenn
VioJiHoMOYeHHOE TTHLLO

KoppekTHOCTE NepeBoja y10CTOBEPSAIO:
I'pun E.A.
Menemxkep no kauectBy u papmakonaszopy OO0 «Opuon dapmar
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