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Cropic Jlabopatopus ornenense Bpucron-Maitepc Cksu66 Kpysepar Buosomiuke, Kpysepar Poya, Manynaapr, Qy6aun
I5, Mpnannua. Teneon + 353, 1, 8854000 dakc + 353.1.8854001

CEPTUD®UKAT AHAJIM3A

Hassanue OpeHcust aMopunusar a4 Jara 24 wons 2020
MPeMaparTa:  npyroToBNIEHMs KOHIUEHTpATA LIS L

MIPUTOTOBJIEHUS pacTBOpa /st HHDY3Hii,

250 mMr/ma
Koag SAP: 1222033 Iojpen no: 05.2023
Homep ABV2349
CCpHH:
PY nomep:  JICP-005404/09 ot 06 mions 2009 (nara 3ameHs 16.04.2020)
HA: JICP-005404/09-060317 U3m 1,2,4,5.3

Henvimanue Cneyudpurayus Pesynvmamer

Onucanue Ilopucras Macca unu nopowok ot | [Nopueras macca uim MOPOLIOK OT

LBeTHoCTH pacTeopa

Denoro 10 noutu Genoro BeETa,

0eJI0ro 10 MoYTH OeNoTo LBeTa.

Onucanue - onanecueHus

[Tpospaunslii unu cnerka
onajlecuupyloLIuii pacTBop oT
BecuBeTHOro 10 Bl1eaHO-IKENTOro
BETE, MPAKTUYECKH CBODOAHBI OT
BUIHMBIX BKIIOUEHUFi

Ipo3pauHbiii K cierka
onanecuMpyoLuii pacTBop ot
HecuBeTHOTO 10 BJ1eHO-KENTOro
UBETA, [PAKTUUYECKH CBOOOHBIH OT
BHJIMMbIX BKIIOYEHUH

Bpems BoccraHoBienus npenapara | <= 4,0 MuH 1.1 Mmun

pH 7,2-7.8 7.4

OcMONSIBHOCTS 205 - 251 mocM/kr 237 MocM/kr

Conepxanue Oenka =Y | 236 - 289 mr/nakon 274 mr/dnakon

(A280mm)
(90-110% or 3as\BnenHoro 104,5%
COMIEPIKAHUSA)

OanopoaHoCTb 103MpoBaHUs CoorBetcrayer CooteercTryer
I'aPMOHU3UPOBAHHBIM TPEOOBAHUAM

CrepuibHOCTE CoorBetcrayer CooteeTcrnyer
rapMOHH3HPOBAHHLIM TpeGOBAHUAM

Copepianue BoJibl <=3,5% 1,5 %

Copepxanne uwactuu (HIAC) 10
MKM

<= 6000 yacruu/dnaxon

134 yactu/hnakon

Conepxanne wvactuuy (HIAC) 25
MKM

<= 600 yacthi/dnakon

0 wacTui/hnakon
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Cropnc Jlabopatopuz otaeneuue Bpucron-Maiiepe Creu66 Kpyzepar Buono;

15, Mpnannns. Tenedon + 353, 1. 8854000 dake + 353.1.8854001

vicnke, Kpysepar Poy, Manyanapr, Jly6ans

CEPTUDUKAT AHAJIU3A
Haspanue Opencus nuopunusar 115 npurotopienus Jara 24 mous 2020
NIPEMapara:  koHieHTparTa 1S PUroTOBNEHHS ARl
pacTBopa st HHQY3uit, 250 Mr/ma
Kon SAP: 1222033 [onew no: 05.2023
Homep ABV2349
CEepHH:
PY nwomep:  JICP-005404/09 ot 06 woas 2009 (nara 3amensbl 16.04.2020)
HI: JICP-005404/09-060317 Ham 1,2.4,5,3
Henvimanue Cneyugurayun Pesyinmammr

BakTepuansheie aHA0TOKCHHBI <= 0,20 DE/mr <0,05 B3E/mr
IMoanuHHOCTE KaMUIAPHLIA | Dnektpodoperpamma uenbityemoro | Cootsetcrayer
anextopodopes 00pasia J0/KHA COOTBETCTBOBATH

3NleKTpodoperpaMme CTaHaapTHOTO

ofpazua
Iopnuunocts ['pynna | <3 9%; 1%
Hzoanexktpuueckoe dhokycupoparne I'pynna 2 > 90 %; 94%

I'pynna 3 < 8§ %; 5%

I'pynna 2A 0,3~ 1,5 oru.
CTaHAAapTHOTO 0bpasia;
ITuk M1 0,5 - 1,4 orH. CTaHIaPTHOI'O
oOpasua;

[Tnk M2 0.6 — 1,4 orn,
CTaHnapTHoro obpasia;
ITuk M3 0,7 - 1,4 ortH.
CTaHJapTHOro odpasia;
ITuk M4 0,5 - 1,7 orh.
CTanaapTHoro obpasua;
IMuk M5 0,2 - 2.3 o1H.
CTAHJIAPTHOrO 06pasua;
ITuk M6 0,0 - 2,0 orh.
cTanjapruoro ofpasua;

1.2 otu. cTanaapTHoro oGpasia;
0.9 orn. cTanuaprHoro ofpasta;
1.0 oTH. cranaaptroro o6pasua;
0.8 oTH. cranmapTHoro ofpasua;
0.9 otH. crangapTHoro ofipasua;
1.0 o1H. cTanpaprHoro obpasia;

[.1 oth. cTannaprHoro o6pasta;

[MToanunHOCTE

TpunTHyeckoe nentuaHoe
KapTHpOBaHHe

[IpoueHT oKueneHUs MeTHOHMHA
[TpoueHT neamuaupoBaHus
acnaparuHa

ITpochune ucneiryemoro oépasia
JOJIKEH COOTBETCTBOBATEH MPOPUIIIO
cranaaprHoro obpasua

=1.7%

=73 %

[Tpoduns ucnsityemoro o6pasua
NOJIKEH COOTBETCTBOBATE NMPOMHIIIO
CTaHJapTHOrO o6pasua

0.9%

4.5 %
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Cropac Jla6opatopus otaenenne Bpucton-Maiiepe Ckpu66 K

15, Upnanausa. Tenedon +353. 1. 8854000 daxe + 353.1.885400]

pysepar buonomwkukc, Kpysepar Poyn, Manyanapr, Jly6nun

CEPTHO®UKAT AHAJIU3A
Ha3panue Opencus nuodunmsar ais npurotosienus MHara 24 wions 2020
HPENapata: xoxueHTpara /AJis NPUroTOBICHUS e
pactBopa wid uHDy3uid, 250 Mr/mi
Kon SAP: 1222033 lNopen jno: 05.2023
Homep ABV2349
CepHH:
PY womep:  JICP-005404/09 ot 06 nions 2009 (nata samenni 16.04.2020)
HI: JICP-005404/09-060317 Mam 1,2,4.5.3
Hensimanue Cneyughurxayusn Pezynomamuo
OnuopoaHocTs aGarauenta no
MoliekynapHoit macce (BOIKX):
Inowanws mika MmoHomepa >=050% 98.5 %
[Mnowans nuka
BBICOKOMOJIEKYIAPHBIX H30hOpM <=4,0% 1.5%
[Tnowane nukor
HU3KOMOJIEKYNAPHBIX COETHHEHHH <=0,5% 0.0 %
SDS- anexrpodopes
(HeBoccTaHORTEHHblE 0Opa3Lkl,
oKpacka 1o Kymaccu) ocrhosHas >=096% 100%
nonoca abarauernra
SDS- anextpotopes
(HeBoccTaHOBIIEHHbIE 0Opa3Llbl,
oxpacka no Kymaccu) kasxnoii <= 1% <= %
HHAUBUIYALHOM
HEeHAEHTH(PUIIMPOBAHHOI NonoCk
SDS- anexTpodopes
(BOCCTAHOBNEHHBIE 00pa3ibl,
okpacka no Kymaccu) ocHosuas | > = 96% 99%
nonoca abarauenTa
SDS-anexrpoopes
(BOCCTAHOB/EHHBIE 00pa3ubl,
okpacka 1o Kymaccn) kawnoii | <= 1% <= %
MHAMBUIYaJIbHOMN
HEUJIEHTHOUIIMPOBAHHOMN NONOCHI
SDS-anektpodopes Pacrionoxenue nonoc B Pacnonoxenue nonoc B
(BOCCTAaHOBI/IEHHBIE/HEBOCCTAHOBE | MCTILITYEMOM 06pasie COOTBETCTBYET HMCIBITYEMOM 00pa3lie COOTBETCTBYET
HHble 00pa3Lbl OKpacka cepeBpoM) | pacnonoKeHUo noJIoc B PacronomeHHIO Nonoc B
CTaHAapTHOM 06pasile cTaujiapTHoM obpasiie

Crp3uzs
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L,h bpucron-Maiiepe Ckeu6o
Caopac JlaGopatopus otaenenne Bpucron-Maiiepe Cken66 Kpysepar Bronomwkmxke, Kpyaepar Poys, Manyuuapr, Jly6nun
15, Upnanpus. Tenedon + 353, 1. 8854000 dakc + 353.1.8854001

CEPTHD®UKAT AHAJIU3A
Haspanve  Opencus tmodunusar ans npurorosnenus [lara 24 nions 2020
HIPeNapara: xojuenTpara Jis PUrOTOBIEHUS L
pactBopa st uHGy3Mit, 250 mMr/mn
Kon SAP: 1222033 ['onen po: 05.2023
Homep ABV2349
cepHu:
PY Homep:  JICP-005404/09 ot 06 uions 2009 (nara samensi 16.04.2020)
HJ: JICP-005404/09-060317 Uam 1,2.4.5.3
Henvimanue Cneyughuranusn Pezyavmamsi

Cneunduyeckas akTHBHOCTS (in
vitro) Guocneunpuueckoe

ceassiBaHue B7([TorepxnocTho- 70-130% 94%
NIa3sMOHHEIH pe3oHanc)

Meroa unrubuposatus 1L-2 g
KYJbTYpax KJIeTOK YeJioBeka

Cneunduyeckas akTMBHOCTh 60-140 % 105%

OcTratounoe Bpems npedbiBaHns > = 42,00 yacos 109.55 4
BHe 30Hb1 2 °C n0 8 °C

IMoxroTtosnewo / nara:

Lauren Whirty/ 08 ¢espans 2021
Hacmosupum nodmesepocdain, umo 6ce cmacun npoussodcmea dannoii cepun npenapama Ouliu nPosedeHsl 6 NOIHOM
coomsememesuu ¢ mpebosanussu GMP Esponeiickoco cotoza u mpebosanuamit cmpansl-uMnopmepa.

OnobpeHo / nata

YrnonnomouenHoe nuuo Anna Cummins/08 denpans 2021

llepecoo coomeememayem opucunany
Menedwcep no kawecmsy BMC, Poceus, Mockea
Abawuna H.A.
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C : bpucron-Maiiepe Ckub6

Caopuc Jlaboparopus otaenenne bpucton-Maiiepe Cxkeu66 Kpysepar Buonomsmxe, Kpysepar Poyn, Manyanapr, Jlyénuu
15, Mpnanpus. Tenedon + 353. 1. 8854000 daxe + 353.1.8854001

3asiB/IcHHE IPOM3BOAHTE/IS

HA3BAHUE IIPENAPATA: | Opencus nuodunusar ais [IPUTOTOBIICHNA KOHIEHTpATa 18 TPUIOTOBNCHUA
pacTBopa aag MHy3uid, 250 Mr/ma

KO/l SAP: 1222033

HOMEP CEPHH: ABV2349

HOMEP PY JICP-005404/09 ot 06 nons 2009 (j1ata 3amenbl 16.04.2020)

HOMEP HJI: JICP-005404/09-060317 WU3m 1,2,4,5.3

HA3BAHHE Abarauent

CYBCTAHLIMM:

ITPOU3BOJIMTEIL Bpucron-Maiiepe Cken66 KoMuanu, Jleence, CIITA

CYLCTAHLIMH: 38 Jackson Road, Devens, Massachusets, 01434 :

HPOHBBQHH'I"EIH) bpucton-Maitepe CkuG6 Xosuunre ®apma, JITJT, Jubunuru Komnanu, ‘

"OTOBOH Road State 686 Km 2.3 Bo. Tierras Nuevas, Manati, Puerto Rico 00674, USA

JIEKAPCTBEHHOM

@OOPMbI / [ITEPBUYHAS

YITAKOBKA

HOMEP CEPHUH ABN1707

CYBCTAHLIMH:

BTOPHUYHAS YITAKOBKA: | Kataneut AHaubH C.PJL., , Utanus
Localita Fontana del Ceraso SNC, Strada Provinciale 12 Casilina, 41, Anagni
(FR) 03012, ltaly

HOMEP CEPUH: ABU7346

BBITTYCKAKOLLIMH
KOHTPOJIb KAYUECTBA:

Caopue Jlaboparopus otnenetue Bpucron-Maiiepe Cxnu66 Kpysepar
buonomxuke, Mpnanans
Cruiserath Road, Mulhuddart, Dublin 15, Ireland

YITAKOBKA: ITo 262,5 Mr aKTHBHOI'O BELUECTBA MOMELLAIOT B CTEK/IS HHbI
(hnakoH THN 1, yKynopeHHblii (roppesuHosoit npoGKoii u
AlIFOMUHHEBBIM KOJIMAYKOM € 3aMTHOH NJ1aCTHKOROMN KPRIIKOI.
| nakow npenapara B KOMIUIEKTE ¢ | GECCUTMKOHOBBLIM
CTEPHIILHBIM LITIPULIEM BMECTE ¢ MHCTPYKIMEN 110 NPUMEHEHHIO
NOMELIAIOT B [1A4KY KAPTOHHYIO,

MAPKHMPOBKA: B cootBercTBum ¢ HJ[

XPAHEHUE: IMpu Temneparype ot 2 ji0 8 °C B 3alLMILEHHOM OT CBETa MecTe

CPOK 'OIHOCTH:

3 rona

YTIOJTHOMOYEHHOE JIULIO:

HATA: 08 despans 2021

Anna Cummins

[Teperon coorBeTcTBYET OpHrHHATY
Meneep no kauectsy EMC, Poccus,
Abawmna HA.
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