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Tlepesod ¢ anenuiicko2o A36IKA HA PYCCKU S36IK

CEPTUOUKAT AHAJIU3A

Crpanuua
| u3 2

PEIMJIPOH® IMopomok sl IPUTOTOBIEHHSA pacTBOpa
ISl IpHEeMa BHYTpb

Homep maTepualia Cepus Pasmep cepun Jlata nmpousBoACTBA ['ojen mo
1081072 17299 10320 06.2021 06.2024
ITapamerp Exunuusr  Pesyabtar Metoxa Cneunduranus
XapakTepHcTUKH
Breurnuit BMa npenapara CooTBeTcTBYET SYSDOC 2777 CM.XapaKkTEPUCTHRY
Kpucranaueckuit mopourox
Genoro useta
3amax
bes 3amaxa CooTBeTCTBYET SYSDOC 2777 CM.XapaKkTepHCTHKY
Bueurnnii B pacTeopa
[Tpo3zpaunblii, DecUBETHBI CooTtBeTcTRYET SYSDOC 2777 CM.XapaKTepUCTUKY
MognuaHOCTH
Kasuii (mounas xpomarorpadms) CooTReTCTBYET SYSDOC 2777 CooTteeTcTBYET '
Hatpwii (WoHHasg Xxpomartorpagus) CooTBeTCTBYET SYSDOC 2777 CooTseTcTBYeT
I'nrokosa (Tect-nosocka / BOKX) CooTeeTcTBYET SYSDOC 2777 CoOTRETCTRYET
[{urpar-1on (Esp.®.) [TonoKHUTENLHO SYSDOC 2777 [MonoxutenbHo*
Xnopua-non (Egp.®d.) [TonoxnTeILHO SYSDOC 2777 TosnokuTensHO"
KonauuecTBeHHOE onpeaeieHue
Kanuii (noHHas Xxpomarorpadus) Mr/103a 1313 SYSDOC 2777 1179 .. 144]
Hatpuii (noHHas xpomarorpadms) MT/103a 2071 SYSDOC 2777 1851 .. 2263
Cmoko3sa (nonspumetpus / BBKX) MT/103a 9840 SYSDOC 2777 9000 .. 11000
Jpyrue TpeGoBaHus
Cpennsas macca r 18,9 SYSDOC 2777 18,0 .. 19,8
OaHOPOIHOCTHL Macchl B [pejenax % 100 SYSDOC 2777 He menee 90%
m £ 0,075 x m (Egp.d.)
OJIHOPOIHOCTB MACCHI B MpeJiesax % 100 SYSDOC 2777 He menee 100%
m+ 0,15 x m (Esp.®.)
pH (I'® P® wan Esp.d.) 79 SYSDOC 2777 7,0 -9.0
[MoTeps B Macce NpH BbICYLIHBAHUU % 0.0 SYSDOC 2777 <10
(T'D PO unn Esp.d.)
Bpems pacTBopeHus cek. 60 SYSDOC 2777 <120
[lBeTHOCTHL BOCCTAHOBJIEHHOTO CooTBeTcTBYET SYSDOC 2777 becupeTHbIH
pacropa (I'® P® unn Esp.®.) pacTBop
[Tpo3pauHOCTb BOCCTAHOBIEHHOTO CooTBeTCTBYET SYSDOC 2777 [Tpo3pauHsiii
pacropa (I'® PO uan Esp.d.) pacTBop
MukpodHo/IoruyecKas YHeToTa
('™ PO unu Epp.®@.)
OGutee cofepkanne aapodHLIX KOE/r <10 SYSDOC 27774 0.. 1000
OakTepuit
O6uiee coaepkaHue KOE/r <10 SYSDOC 2777 0.. 100
NPOKIKEBLIX/MNECHEBHIX TPHOOR
E.coli KOE/r OTcyTeTByer SYSDOC 278 OTcyTerByet/t

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




[Tepesod ¢ ancnuiickoco A36IKA HA PYCCKUR A36IK

CEPTH®UKAT AHAJIU3A

Crpanuia
| 13 2 (npojoikeHue)

l BpeMﬂ YACPKHUBAHUA OJHOTO U3 ABYX OCHOBHBIX IMTMKOB HA XpoMaTorpaMmme HCIIBITYEMOT'O paCTBOpPA JOJIKHO
COOTBCTCTBOBATH BPEMCHH YIACPKUBAHWSA MMTUKA KaJTHA HA XpoMaTtorpaMmme CTAHAAPTHOIO pacTteopa s

* Bpems yaepkUBaHUS OHOTO W3 IBYX OCHOBHBIX MMKOB HA XPOMATOrpaMMe HCIILITYEMOIO pacTBOPa 10/3KHO
COOTBETCTBOBATH BPEMEHH YACP/KUBAHHS TTHKA HATPUS HA XPOMATOrpaMMe CTaHIapTHOTO pacTBopa 2.

* OkpawnBanve TeCT-NMONOCKK B ToayGol uBeT (Merckoquant Ttect-rosiocku). / Bpems yaepsxuBaHHs
OCHOBHOTO TIMKa Ha XpoMarorpamMMe HMCMbITYEMOro pacTBOpa J0JDKHO COOTBETCTBOBATH BPEMEHH
YAEPIKUBAHHUA TTHKA JIEKCTPO3bI HA XpOMaToTrpaMMe CTaHAapTHOro pacTeopa (+£2 %) (BDIKX).

‘IBeTHas peakims: nosBaseTcs PHONETOBOE OKPALIHBAHHE, MEPEXOALICE B (MOICTOBO-CHHEE.

" Kauectrennas peakums ¢ cepebpa HUTpaToM: oGpasyeTcs Oelblii TROPOKUCTEIN 0CaI0K, PACTBOPUMBIIT B
pacTROpe aMMHaKa

RECIPHARM PARETS S.L.U
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ITepesod ¢ anenuiickozo A36IKa KA PYCCKUT A36IK

CEPTHOHUKAT AHAJIN3A

Crpanuia
2u32
PEI'HJIPOH® [lopomok /u1st IPHroTOB/JIeHUs pACcTBOPA
A1 IpHeMa BHYTPhb
Howmep Mmarepuana Cepus Pazmep cepun Jlata mpousBoacTBa ["oxen o
1081072 17299 10320 06.2021 06.2024
Ceprudurar coorBercrBHus
CrpaHa HazHaueHNd Poccus
Homep perucTpaunoHHoOro yaocToBepeHus [TNO014770/01
Howmep HopMaTHBHOI TokyMeHTalun [TNO14770/01-231120
Cocras/103upoBKa 3,5 r Hatpus xmopua / 2,5 r Kamus xnopua / 2,9 r Hatpus uutpar /
10,0 r 'mroko3a Oe3BoaHas / nakeTuk
JlexapcTrenHas dopma [Topourok
Pasmep ynmakoBku u THI KapTonHas nauka ¢ 20 naketnkamu no 18.9 r nopomka

IMpousroanrenn ADU:
Hatpus xnopui
(Kirsch Pharma GmbH. T'epmanus)
Kanusg xunopui
(Kirsch Pharma GmbH, I'epmaniusa)
Hatpusa umrpar
(Jungbunziauer Austria AG, Aperpus)
["moko3a Ge3BoaHas
(Roquette Freres, ®panims)

Hawnmenosanue n ajapec ﬂpOH'jBOﬂCTBEHHDﬁ IMJIOWAAKH W TUIOWAAKH KOHTPOJIA KavyecTBa:

PECH®APM ITAPETC C.JLIO.

Pamon u Kaxane, 2-08150 TMapetc-nens-Bamsec (bapcenona)
Homep muuensum: 6420-E

Homep ceprudurara GMP: NCF/2135/001/CAT

KoMMeHTapun / noMeTkn Xpanute npn Temreparype ot 15°C g0 25°C

Hacrosmmy s yIocToBepaio, 4o BIIEYkasaHHas HHQOPMALIHA SRISETCA TOLMHNON W Tounoil. Jlannas CepHA NPOIYKTa Dbl
HPOHSBCICHA, BKMOYas YHAKOBKY. MAPKHPOBKY M KOHTPOIIb KA4YeCTBA, B BBINCYKA3AHHBIX MECTAX B TIOJTHOM COOTBETCTRHH
TPeSOBANMAMH HALTeRallleH POU3ROJICTREHHOM pakTuki Esponeiickoro cotosa (EU GMP) 1 B cOOTBETCTRHN €O crenupuKauaMm
Perncrpaunontoro 1ocke crpanbi-HazHadenus. 3annck no npotecey MPOU3BOACTBA, YIIAKOBKM M KOHTPOIS CEPHH TIPOAYKTA ObIIN
TIPOBEPEHbI 1 ObIIO C/IE1aHO 3aKIII0YEHIE 0 COOTBECTBIH npasmitam GMP,

/noonuce/
/29.07.2021/

Opanceck [Tapanenn
YnonnomoueHHoe nuo

KoppexTHocTs nepeoja yioctosepsio:
I'pun E.A.
Menekep no kauectry u papmakonaazopy 000 «Opuon Mapmar

RECIPHARM PARETS S.L.U
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