Mepesod ¢ aHeRUIICKO20 A36IKA HA PYCCKUE AZbIK

CEPTU®UKAT AHAJIM3A

Crpannua
| w32

PETU/IPOH® Ilopomok /i NPUroTOB/JIEHUS pacTBOpa
A IpHeMa BHYTpPb

Homep matepuaia Cepus Pasmep cepun JlaTa mpousBoACTBA ["onen no
1081072 17303 10260 06.2021 06.2024
IMapameTtp Exunnnsr  PesyabsTar MeToxa Cnennduranns
XapaKkTepHCTUKH
BHewHuit BUI npenapara CooTBeTCcTBYET SYSDOC 2777 CM.XapakTepucTHKy
Kpucramingecknii mopoiok
Genoro 1uBeTa
3arax
be3 3anaxa CooTBeTcTBYET SYSDOC 2777 CM.XapaKkTepucTHKY
BHewHuit Bu pacteopa
ITpo3paunslit, becUBETHBIH CooTBeTCTBYET SYSDOC 2777 CM.xapakTepHCcTUKY
MoanuHHOCTD
Kamwii (noHHas Xpomarorpadus) CooTBeTCTBYET SYSDOC 2777 CooTreTcTByeT '
Harpwii (noHHas XxpomaTorpadus) CooTBeTcTBYET SYSDOC 2777 CooTBeTCTBYET -
Imokosa (TecT-monocka / BDXKX) COOTBETCTBYET SYSDOC 2777 CooTeeTcTBYeET”
Lurpar-uoH (Eep.@.) [TonoxHTENBHO SYSDOC 2777 MMonoskuTensHo
Xnopua-uon (Eep.@.) [TonmoskuTenbHO SYSDOC 2777 [MonoxkuTennHo’
Ko/inuecTBeHHOE onpeeieHue
Kannit (nonnas xpomarorpapus) MT/103a 1322 SYSDOC 2777 1179 .. 1441
Hatpwii (MoHHas XpomaTorpadus) Mr/n03a 1963 SYSDOC 2777 1851 .. 2263
mokosa (nomspumeTpus / BOXX) Mr/no3a 10004 SYSDOC 2777 9000 .. 11000
HApyrue TpeboBaHUsA
Cpenansisi Macca r 18.8 SYSDOC 2777 18.0..19.8
OIHOPOIHOCTH MACCHI B MpeIeax % 100 SYSDOC 2777 He meHee 90%
m = 0,075 x m (Esp.®d.)
OIHOPOIHOCTb MACChI B Mpeaenax % 100 SYSDOC 2777 He menee 100%
m=0,15xm (Esp.®.)
pH (I'® P® unn Eep.D.) 8.2 SYSDOC 2777 7,0-9,0
[ToTeps B Macce Npu BbICY LINBAHHH % 0,1 SYSDOC 2777 <10
(I'® P® unu Epp.D.)
Bpems pacTBopeHHA CEK. 58 SYSDOC 2777 <120
LlBeTHOCTHL BOCCTAHOBIIEHHOIO CooTBeTcTBYET SYSDOC 2777 becuseTHsbli
pactopa (I'® P® unu Esp.@.) pacTBOp
[Mpo3payHOCTL BOCCTAHOBIEHHOIO CooTteTcTBYET SYSDOC 2777 [Mpo3paunsiii
pactopa (I'® PD unu Esp.@.) pacTeop
MukpoduoJoru4ecKas YucToTa
(T'® PO win Epp.®.)
Obuiee comepKaHue aspodHbIX KOE/r <10 SYSDOC 2777 0.. 1000
BaxkTepuit
Ob6uiee conepkanie KOE/r <10 SYSDOC 2777 0..100
IPOKIKEBBIX/TIECHEBBIX MPHOOB
E.coli KOE/r OTtcyTcTBYET SYSDOC 2777 OtcyTcTBYET/T
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PEI'IPOH® ITopomoxk a;1a NpHroToBIeHus pacTBopa

VISl IPHEMa BHYTpPb

Homep marepuana Cepus

1081072 17303

CEPTHO®UKAT AHAJTU3A

Crpannua

2u32
Pasmep cepun Mara npoussoacrea ['oaen go
10260 06.2021 06.2024

CepTudukar coorsercTBus

CTpaHa HasHaveHus
Homep pericrpamiortoro ynoctorepenns
Homep HopMaTHBHOI 1oKyMeHTatHm

CocTas/no3nposka

JlekapcTeeHHas popma
PasMep yrakoBku | Tl
TMpousBoamren ADGU:
Harpus xnopun
(Kirsch Pharma GmbH, [epmarnns)
Kams xmopuz
(Kirsch Pharma GmbH., Iepmanus)
Harpus warpar
(Jungbunziauer Austria AG, Arctpus)
I'moko3a Gesroanas
(Roquette Freres, ®panumsn)

Poccus
TTNO014770/01

ITNO14770/01-231120

3.5 r Hatpus xnopun / 2,5 r Kanns xnopun /2,9 r Harpus unrpar /
10,0 r I'moxko3a Ge3Boanas / makeTnk

[Topouwok

Kapronnas nauka ¢ 20 naketnkamu o 18,9 r nopouka

HawmeHosanume aJIpeC MPOU3BOACTBEHHON TJTOMIAJIKH W TIOMAAKH KOHTpPOJIA Ka4yecTra:

KomMmeHTapuu / moMeTku

PECU®APM IMAPETC C.JLIO.

Pamon u Kaxans, 2-08150 IMapetc-nens-Bansec (bapcenona)
Howmep nunenszun: 6420-E

Homep ceptudpmkara GMP: NCF/2135/001/CAT

Xpauute npu temnepatype ot 15°C 1o 25°C

Hacrosumm s yrocrosepsio, uto Belmeykasanmas HH(OpMALHS SBISETCS TTOUMHHON W TouHoi. [lannas cepust npojykta Gwina
POM3BEICHA, BRIOYAS YITAKOBKY, MapKMpPOBKY M KOHTPOJL KadecTsa, B BBINICYKA3aHHBIX MECTax B MOJHOM COOTRETCTBUW C
TpeboBAHUAMK HALICKAIIEH TPOM3BOICTEERH O npakTiku Esponeiickoro cotoza (EU GMP) u B cooTBeTeTBHI co crienuuKaunsMm
Pernctpaumnontoro nocke crpanbl-nasHayeHud. 3anucu no MpOLCCCY NPON3BOIACTEA, YIAKOBKH M KOHTPOIIS CEPHH NPOIAYKTA Bbliln
IIPOBEPEHbI W ObLII0 CACTAHO 3aKII0YEHHE 0 COOTBECTBUMN npasuiaam GMP,

/moonucs’

/03.08.2021/

Opanceck [Tapanenn
YnonnoMmoueHHoe 1o

KoppekTHocTe nepesona yaocrosepsio:
I'pun E.A.

Menexxep no kagecTsy papmakonazzopy OO0 «Opuon Dapmar

RECIPHARM PARETS S.L..U
Ramon y Cajal, 2 — 08150 Parets del Vallés (Barcelona)
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