[Tepesod ¢ annulicko20 A36IKA HA PYCCKUL A3bIK

Reci PL‘;"”‘

CEPTU®HUKAT AHAJIN3A

Crpannia
1 m32
PEI'/IPOH® Ilopomok /1151 IPUIOTOB/IEHHS] PACTBOPA
115t IPHEMAa BHYTPb

Howmep matepuana Cepus Pasmep cepun JlaTa npou3BOICTBA [ojsien 10
1081072 17856 10200 02.2022 02.2025
Ilapamerp Eqununesr  PesyasTar MeTo/ Crnenupukanms
XapaKTepHCTHKH
Breurnwii Bul npenapara CooTBeTCTBYET SYSDOC 2777 CMm.XapaKkTepHCTHKY
KpucrannnyeckHii opoiok
Oesioro usera
3anax
bes 3anaxa CoOTBETCTBYET SYSDOC 2777 CM.XapaKTEPUCTHKY
Buewnnit Bua pacteopa
[Ipo3paunslii, DecUBeTHBIH COOTBETCTRYET SYSDOC 2777 CM.XapakTepuCTHKY
IMoaanHHOCTE
Kanwii (nonnas xpomarorpadius) CooTBeTCTBYET SYSDOC 2777 CootseTcTByeT '
Hatpwii (MoHHas XpomaTtorpadus) CooTBETCTBYET SYSDOC 2777 CooTreTcTBYET?
I'moko3a (TecT-nonocka / BO/KX) CoOTBETCTBYET SYSDOC 2777 CooTseTcTBYeT
Lintpat-non (Esp.®.) [TonoxkuTeIbHO SYSDOC 2777 MonoxutensHo*
Xnopun-von (Esp.d.) [TonoKHTENBHO SYSDOC 2777 TlonoxuTenbHO?
KonnyecTBeHHOE onpeae/ieHHe
Kanuii (nonHas xpomarorpadust) Mr/mo3a 1307 SYSDOC 2777 1179 .. 1441
Hatpwii (nonnas xpomaTorpadus) Mr/ao3a 2070 SYSDOC 2777 1851 .. 2263
'moko3a (noaspumetpust / BOXKX) mr/nosa 9895 SYSDOC 2777 9000 .. 11000
Hpyrue TpedoBaHHsA
Cpenuss macca r 18,9 SYSDOC 2777 18,0..19,8
OOHOPOAHOCTL MAcChl B Npeenax % 100 SYSDOC 2777 He menee 90%
m = 0,075 x m (EBp.®.)
OpHOpOAHOCTHL MAcChl B Npeenax % 100 SYSDOC 2777 He menee 100%
m = 0,15 x m (Esp.®@.)
pH (I'® P® nnm Epp.®.) 8.1 SYSDOC 2777 7,0-9.0
[MoTeps B Macce NPy BbICY IIHBAHUHA % 0,2 SYSDOC 2777 =10
(I'® P® wm Esp.®D.)
Bpewms pacTBOopenus CeK. 57 SYSDOC 2777 <120
[IBeTHOCTb BOCCTAHOBJICHHOTO CoOoTBETCTBYET SYSDOC 2777 becupeTHbIH
pactopa (I'D P® wnn Esp.b.) pacTsop
I1po3pauHOCTbL BOCCTAHOBIEHHOTO CooTBeTCTBYET SYSDOC 2777 TMpo3pauHblii
pactopa (I'® P® win Esp.®.) pacTBop
MukpodnoJ0rn4ecKas YHeToTa
(I'® PO wan Esp.@.)
O6uee comepkaHne aIpodHbIX KOE/r <10 SYSDOC 2777 0 .. 1000
Oakrepuit
Obinee coaepkaHne KOE/r <10 SYSDOC 2777 0. 100
JIPOAIKEBLIX/TUIECHEBLIX TPUOOB
E.coli KOE/r OT1cyTCTBYET SYSDOC 2777 OTcyTCTBYET/T
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[Tepeaoo ¢ GHETUTICKOZ0 A36IKA HA PYCCKUT AT6IK

Reci l:z;rm

CEPTU®UKAT AHAJIU3A

Crpannua
1 u3 2 (mpoaonxkeHue)

' Bpems y/1epKMBAHUS OJHOTO M3 IBYX OCHOBHBIX [TMKOB HA XPOMATOTPaMME MCTIBITYEMOTO pacTBopa TONAKHO
COOTBETCTBOBATL BPEMEHH Y/IEP/KHBAHHSA MHKA Kajlus HA XpPOMATOrpamMme CTaH1apTHOrO pacTsopa 2.

2 BPEMH YACPKHUBAHHUA OJTHOTO U3 [IBYX OCHOBHBIX ITHKOB Ha XpOMaTOrpaMMe UCTbITYEMOTO pacTBOopa J0JIKHO
COOTBETCTBOBATH BPEMEHH YIEPKUBAHUA NTHKA HATPHSA Ha XpomMmaTtorpamMmme CTaHJapTHOro pacTeopa 2.

3 OkpalmBaHue TeCT-TOJOCKH B romy0oi uset (Merckoquant Tect-nojiocku). / Bpems ylepKUBaHUA
OCHOBHOFO TNMKA Ha XpOMATOrpamMMe MCIIbITYEMOTO pacTBOpa [OKHO COOTBETCTBOBATE BPEMCHH
yAePKUBAHUS TIHKA JIEKCTPO3bl HA XPOMATOrpaMMe CTaHIapTHOro pacTeopa (£2 %) (BDXX).

41lpeTHas peakums: nosBiseTca GHONETOBOE OKpaLIMBAHUE, IEPEXOAIICE B (hHOJIeETOBO-CHHEE.

5 KauecTBeHHas peakiys ¢ cepedpa HUTPaToM: 00pasyeTcs Gelblil TBOPOKHMCTbIA 0CalOK, PacTBOPHMBIH B
pacTBOpe aMMHaKa

RECIPHARM PARETS S.L.U
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[lepesoo ¢ anenuiicko2o A361ka HA PYCCKUTT A3BIK

Recipharm

CEPTUOUKAT AHAJIU3A
Crpannua
2m?2
PETH/IPOH® ITopomok /i1 NpHroTOB.IEHHS pacTBOpa
AJA TIpHeMa BHYTpPb
Homep Matepuana Cepus Pasmep cepun Jlata mpou3BoicTRa ["'ogen mo
1081072 17856 10200 02.2022 02.2025
Ceprudukar coorsercreus
Crpana Ha3HaueHus Poccus
Homep pernctpaimonHoro ynoctosepenms TTN014770/01
Homep HOpMaTHBHO#M N0KYMeHTaLMH [T NO14770/01-231120
Cocrae/no3uporka 3.5 r Harpus xnopua / 2,5 r Kanust xnopuz / 2,9 r Hatpus umtpar /
10,0 r I'moko3a Ge3BoaHas / NakeTHK
JlexapcTBeHnHas opma [MTopowok
Pasmep ynakoBku u THn KapTonnas nauka ¢ 20 nakernkamu no 18,9 r nopowka

Ilpoussoantenn ADH:
Harpus xnopua
(Kirsch Pharma GmbH. I'epmarus)
Kanus xnopug
(Kirsch Pharma GmbH. I'epmanus)
Harpus unrpar
(Jungbunziauer Austria AG. Ascrpus)
I'moko3a Geszsoanas
(Roquette Freres, ®panims)

Haumenosanue u anpec npou3BOACTBEHHOMN MNIOMWIANKH U TUIOLLAIKH KOHTPOJIS KayecTra:

PECHU®APM [1APETC C.JL.1IO.
Pamon n Kaxane, 2-08150 INaperc-nens-Bansec (bapceenona) -
UCTIAHU A

Homep nuuensun: 6420-E
Howmep ceprudukara GMP: NCF/2157/001/CAT

KomMmeHnTapun / momMeTku Xpanutb npr Temnepatype ot 15°C no 25°C

Hacrosiimm st y1ocToBepsiio. uto BhiteyKkasaHHas HHGOPMAMS SBISCTCS TOATHHHON 1 Tounoi, [anHas cepus npoaykra Oblia
TpOHU3BE/ICHA, BKIIOYasA YTMAaKOBKY. MapKHpPOBKY H KOHTPO/Ib Ka4ecrsa. B BBILIEYKA3aHHBIX MCCTax B I10JIHOM COOTBETCTBHM C
TpeGoBaHMAMH HaANCKaleH NPOM3BOACTBEHHOM NpakTiky Esponciickoro cowosa (EU GMP) M B COOTBETCTRMN CO crieunduKanmsIMm
PerncTpaunonioro 4ocke crpanbl-HasHaueHHs. 3anMCK Mo MPOLIECCY TPOU3BOACTBA, VIIAKOBKH M KOHTPOJIS CEPUM TIPOAYKTA ObLTH
TNpoBepeHbl U ObIIO CAENaH0 3aK1I04eHHe 0 coOTBecTRMM npasuiam GMP,

/noonuce,
/22.03.2022/

®panceck [lapagenn
VYnonnomouennoe 1 HLIO

KoppexThocTh nepeBoaa yaocrosepsio:
I'pun E.A.
PykoBoauTtens otnena kadecrsa 000 «Opuon ®apman

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




«CBeieHnA 0 BBOAE B rpaxAaHckuit odopoT B Poccuinckon degepaymu NekapcTBeHHbIX
CpeAcTB Mo COCToAHMIO Ha 22.07.2022 15:39»

JlaTa BHeCeHHs B IpoussoguTens Opranusauus, Homep Homep, nata
5 Toproeoe 5 Hopmartnenas BbLIIYCTHBINASA B
P P )
AHC (BBINYCKAKMIHA Crpana Cpenennsi 0 cTaJHaX NPOH3BOACTEA ) ) CepPHH, pa3penieHHs
HaHMeHOBaHHe JIOKYMEHTAIHS IpaxJIaHCKHA
Pocagpaenanzopa KOHTPOJb) oBopor napTHH Ha HIIII
T —— Pecudpapm ITapetc C.JLIO., Henanusa
s H%:quug%:xm (Mpowussomurens (roroeoit JI®)): Pecudapm
22.07.2022 PECTRORA A TIDREMS Pecuthapm Tlaperc Hcnanus ”.WMMMMmO.:E:ﬂWN__n_MM:mMM M_w NEPBHYHYIO i R0 O na 17856 =
ol BryTpb 1 . (18.91), CJLIO. = . PBUHHY NO14770/01-231120 | dapma”

nakeTHkH (20), nauku
KapToHHbIe/ ~

ynakoBky)): Pecudpapm [Maperc C.JLIO.,
Hcenanus (Y nakoBmuk/dacosmmk
(BTOpHYHASA/TPETHYHAA YNIAKOBKA))




