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ReciPharm

PETUJIPOH® Iopowok 1151 npuroTosienus pacTBopa

LISl IpHEeMa BHYTPh

llepesoo ¢ anenuiickozo a3vika na pycexuii a3k

CEPTHU®HUKAT AHAJIU3A

Crpanunua
1 uz 2

Homep matepuana Cepus Pasmep cepun Jlata npousBo/cTBa ['oaen no
1081072 17301 10332 06.2021 06.2024
[Tapamertp Enunnuer  Pesyabrar Metoa Crennpuxanus
XapaKTepHCTHKH
Brewnuii Buz npenapara CooTBeTcTByeT SYSDOC 2777 CM.XapaKkTepHCTHKY
Kpucrannuyecknii nopowok
Genoro usera
3anax
bez zanaxa CooTtBeTcTByeT SYSDOC 2777 CwM.xapakTepHCTHKY
Buewnnit Bun pacteopa
I[Tpo3paunelii, GecuseTHBIi CooTBeTcTBYET SYSDOC 2777 Cm.xapakTepucTHKy
IMoanunnocte
Kannii (nonnas Xpomarorpagus) CooTBeTcTryeT SYSDOC 2777 CootsercTpyer '
Hatpuit (wonnas xpomatorpadus) CooTBeTcTBYET SYSDOC 2777 Cooteerctayer?
I'noko3a (Tect-nonocka / BOXKX) CooTeeTcTBYET SYSDOC 2777 CooreetcTpyer?
Lurpat-uon (Epp.d.) [Tonoxurensuo SYSDOC 2777 [Monoxwurensuo®
Xnopun-von (Eep.®.) [lonoxurensno SYSDOC 2777 ITonoxuTtensHo®
Konnuecreentoe onpenenenne
Kanuii (monnas xpomarorpadus) Mr/nosa 1315 SYSDOC 2777 1179 .. 1441
Hatpuit (nouuas xpomarorpaduin) MI/ao3a 2064 SYSDOC 2777 1851 .. 2263
['mokosa (monspumerpus / BOKX) MI/103a 9864 SYSDOC 2777 9000 .. 11000
Apyrue tpedopanns
Cpennssg Macca r 19.0 SYSDOC 2777 18,0 .. 19,8
OnHOponHOCTE Macckl B Mpeienax % 100 SYSDOC 2777 He menee 90%
m £ 0,075 x m (Esp.®@.)
OnHopoaHocTk Macchl B npejenax % 100 SYSDOC 2777 He menee 100%
m=0,15x m (Esp.®.)
pH (I'® PD unu Esp.d.) 8,1 SYSDOC 2777 7.0-9,0
[ToTepa B Macce npu BeICYIIHBAHHM % 0,0 SYSDOC 2777 <10
(TD PD unu Epp.d.)
Bpems pacteopenus CeK. 62 SYSDOC 2777 <120
LIBeTHOCThL BOCCTAHOBEHHOTO CooteerctryeT SYSDOC 2777 BecuperHebit
pactopa (I'D P® wnu Esp.d.) pacTBop
[Ipo3pa4HoCTE BOCCTAHOBIEHHOTO CooTeeTcTByeT SYSDOC 2777 [TpospavHklii
pactopa (I'D PD wnu Erp.d.) pacTrop
Muxkpobnonornyeckas yncrora
(I'®> P® unu Egp.d.)
OBwee comepsanne adpoGHbIX KOE/r <10 SYSDOC 2777 0..1000
OakTepwuii
ObLuee comepkanmne KOE/r <10 SYSDOC 2777 0..100
JPOZIKEBBIX/TINIECHEBRIX IPUBOR
E.coli KOE/r Orcyreryer SYSDOC 2777 OrcyTteteyer/r

RECIPHARM PARETS S.L.U
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[lepesoo ¢ ananuiickozo a3eia na PYCCKUL A3b1K

-

Reci P h arm
| | CEPTHOUKAT AHAJTH3A

Crpannua
2u32
PETMIPOH® Mopomoxk aas MPUTOTOBJIEHHS pacTBOpa
AJS1 IpHEMa BHYTPL
Homep marepuana Cepus I'ogen no

Pasmep cepun Hata npoussoacrea

1081072 17301 10332 06.2021 06.2024

Ceprudukar coorsercrrus

CTpaHa HazHaueHus
Howmep perncrpaunonnoro YIOCTOBEpEeHHS
Homep HopmatiBHOii HOKYMEHTaUuuH

Cocrae/nosupoeka

Jlexapetennasn dopma
Pasmep ynakoskn 1 thn

Poccus
ITNO014770/01
ITNO14770/01-231120

3,5 r Harpus xnopua / 2,5 r Kanus xsopun / 2,9 r Harpus unrpar /
10,0 r Tmokosa Ge3ponnas / makeTu

[Topouwiok

Kapronnas nauxa ¢ 20 nakeruxamu no 18,9 r mopomka

IMponzeoaurenn AGU:
Hatpus xmopun
(Kirsch Pharma GmbH, Tepmanus)
Kanus xnopun
(Kirsch Pharma GmbH, Iepmanusg)
Hatpus unrpar
(Jungbunziauer Austria AG, ABCTpHs)
["moko3a Ge3Bosnag
(Roquette Freres, ®panuus)

- HaHMeHOBaHHG H aapec nNpou3BOaCTBEHHOH MJIOWANKH H MIomaaku KOHTPOJIA Ka4yecTRa:

PECU®APM IMAPETC C.JLIO.

Pamon 1 Kaxas, 2-08150 [Maperc-nens-Baisec (bapcenona)
Homep nuuenauu: 6420-E

Howmep ceprudukata GMP: NCF/2135/001/CAT

Kommentapuu / nomerku Xpauuts npu teMneparype ot 15°C g0 25°C

Hactosmmm 5 YAOCTOBEPAI0. YTO BBINIEYKA3AHHAT HHDOPMALHA HBASCTCH MOLTMHHOH W TounoH. [lannas cepus npoaykra Grlia
lIpOM3BE/ICHA, BKIIOYAS YNAKOBKY, MAPKHPOBKY W KOHTPOJIL KAYECTBA, B BHIILCYKA3AUHLIX MECTax B MOJTHOM COOTBETCTBHH ©
TpefOBAHHAMH Ha/UICKAIEE NPOH3BOCTBEHHOH NpakTHkK Erponeiickoro coosa (EU GMP) u & cooTBeTcTBHM cO crenH(pHKalnaAMH
Perucrpaunonnoro gocke CTPaHbI-HA3HAYEHHs. 3alHCH N0 NPOLIECCY MPOMIROACTBA, YMAKOBKH M KOHTPOJIS CEPHM NPOAYKTA GbUTH
TpOBEPEHBI H OBLTO CACTAHO 3AKTIOUEHHE 0 COOTBECTRHMU npasuitam GMP,

/moonuce/
/29.07.2021/

®panceck [Tapanenn
YnonHomoueHHoe 1o

KoppexThocrs nepesoaa YAOCTOBepPsHIO:
I'pun E.A.
Menexxep no kauecrsy u hapmakonansopy 00O «Opuon Dapmar

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




[Tepecoo ¢ anenuiickozo g3vixa na PYCeruil asvix

CEPTUD®HUKAT AHAJIU3A

Crpannna
1 u3 2 (npopon:xenne)

. BPEMS YAEPHKHBAHUA OJTHOIO U3 JABYX OCHOBHBLIX TTMKOB Ha Xpomarorpamme HCTIBITYEMOIO pacTBOpa OOJIKHO
COOTBETCTBOBAThL BPEMEHH YICPHKUBAHMA MUKA Kallug Ha XpoMarorpamme CTaH/lapTHOro pacTteopa 2.

? Bpemst y e P HBAHHS OJHOTO 13 ABYX OCHOBHBIX ITMKOB Ha XpOMATOrpaMMe HCTbITYEMOro PacTBopa JA0KHO
COOTBETCTBOBATE BPEMEHH Y/I€PKHBAHMSA THKA HaTpHA HAa XpOMaTorpamMme CTaHaAapTHOrO pacTBopa 2.

* Okpalnpasme TECT-MONOCKH B ronyfoil wuger (Merckoquant TecT-nosockn). / Bpems yaepxkusanus
OCHOBHOTO THMKa Ha XpoMarorpamme HCIILITYEMOTO  pacTBOpa JI0JKHO COOTBETCTBOBATE BpPEMEHH
YACPKUBAHUA NUKA JeKCTPO3bl Ha XpOMarorpaMme CTaHAapTHOTO pacTBopa (+2 %) (BIIKX).

*UsetHas peakuus: nosensercs uoneroBoe oxpaimnsanue, nepexoadiee B pUoOETORO-CHHEE.

* KauecTrennas PeakLni ¢ cepedpa HuTpaTom: 06pasyercs Hebiii TBOPOJKHCTBIN 0CA/10K, PACTBOPHMBI B
pacTBope aMMuaka

RECIPHARM PARETS S.L.U
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