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%Z% BPUCTOJI-MAMEPC CKBUEE

Kpysepar Buonomxnkce

Cruiserath road, Mulhuddart, Dublin 15. Ireland
Telephone: +353.1.8854000 Fax: +353.1.8854001

CEPTHOUKAT AHAJTM3A H COOTBETCTBHSA

HasBanue npenapara:  Opercus MHOGHITA3AT IS IIPHTOTOBIEHHS KOHLEHTpATa Juist
TIPHIOTOBNICHUS pacTBOpa it HHDY3mit 250 Mr

Koa SAP: 1222033 Hata npoussopcraa: 17.06.2019
Cepna Ne: ABK3756 Cpok rogHOCTH: 05.2022
Henoimanue Creyudurayus Pesynsmampt
Onmcanse mudwmiara IopHcran Macca wid Hopommok ot Geroro Coorserctsyer
Zo moutH Benoro umera.
Onucanue pacrnopa [Ipo3paunnrif unm cnerka Coorserctayer
OIANECIHPYIOLHH PACTBOP OT
becrpeTHOTO 210 Gr1eAHO-KeNTOrO UBeTa,
HPaXTHICCKH CROGONHEIN OT BHAMMEIX
BITIOYEHMH
Bpewmsl BoccranonneHus npenapara <= 4,0 Mun 1.7
pH ' 7,2-78 7.4
OcMonansHocTs 205 — 251 Mocm/xr 233
Conepxanre Henxa V@ (A280mm) 236 - 289 Mr/dnaxon 266
(90-110% ot 3as\nennoro cofepianms) 101,3%
OmHopogsocTs K03HpOBAHKA CooTreteTByeT rapMOHH3HPOBAHHRIM Coorsercrayer
TpeGoBaHHIM
CrepHasHOCTE CooTBeTcTRYST rapMOHHIHPOBAHHEIM Coorpercrayer
TpeforaHnIM
Cozepkatue BomsI <=3,5% 1,2
Conepxanue yacray (HIAC) 10 mxm <= 6000 wactuiydnaxon 31
Cozxepxanne gactuy (HIAC) 25 Mxm <= 600 uyacTHIhnakoH 1
BaxrepuaisHele sHTOTOKCHEED <= 0,20 JE/mr <0,05
HepmmunocTs Kamunaprsii anexropodopes 3nexTpotioperpamMma He [ITYEMOTO Cootsetctayer
ofpasiia 10;DKHA COOTBETCTBOBATS
3NekTpodoperpamMme CTaHAapTHOTO
ofpasua
TMogmuuroCTS T'pynna 1 <3 %; 1%
Hzoanextpmueckoe poxycuposanme I'pynna 2 > 90 %,; 92%
I'pynna 3 < 8 %; 7%
T'pynma 2A 0,3- 1,5 om. CTRHASPTHOrO 0.7
06paiua;
Imk M1 0,5 - 14 omm CTaHIAPTHOTO 0.9
obpazua;
Ik M2 0,6 —~ 14 ots. cramnapraoro
obpasua; 0.9
ik M3 0,7 - 14 orn CTAHZAPTHOTO 1.0
obpasiia; ’
o/ Tk M4 0,5 - 1,7 ot CTAH/IAPTHOD
.%‘Eu o6paug; L1
Te M5 0,2 — 2.3 om CTAHEAPTHOO
o6pasya; 1.4
Ik M6 0,0 - 2,0 o CTAHIAPTHOTO
obpasu; 1.8
TomwmnHoCTS Tlpodume wermatyemoro oBpa3sua gomxen = e
TpuoTryeckoe nenTHaHoe KapTHpPOBaHHE COOTBETCTROBATE IPOMHITIO CTAHAAPTHOr'D COOTB,QF’Q’”E‘E'\*‘JEE TAY A
ofipasua A2 B N
‘ <=1,7% };',f G;g’ ansf
pouenr oxacenus MeTnonmHa <=73% i1 SAnEKNAPAIAY
TipouesT neammnupoBarys acnaparkna “ ‘ ) ——

Crplus 3




%Z% BPUCTOJI-MAUEPC CKBUBEB

Kpysepat Broaoxmnice

Cruiserath road, Mulhuddart, Dublin 15, Ireland
Telephone: +353.1.8854000 Fax: +353.1.8854001

CEPTUDHKAT AHAJIM3A 1 COOTBETCTRUS

Hassanue npenapara: Opencus MHOQHITHAAT /IS IPUTOTOBIEHHS KOHLCHTpATA JUIs
IPHTOTOBJIEHHS PacTBOpa s uHby3uit 250 Mr

Kon SAP: 1222033 [Hata npouseoacrea: 17.06.2019
Cepus Ne: ABK3756 Cpox rogsocTH: 05.2022

Onxoponnocts abatauenta 1o MOTEKYNAPHOH

Macce (BOXX): >=95,0% 99,0 %

TInomam, muxa MosoMepa <=4.0% 1.0 %

ITnomank nuxa BeicokoMoNeKyAAPHBIX u3odopm i ’
<=0,5% 0,0 %

IMomans maxon HHIKOMONEKYJIAPHRIX

COEUHEHHH

SDS- snextpodopes (Hesoceranonemme

obpasupt, oxpacka no Kymaccu) ocrosmas > =g6% 100%

nonoca abarauerra

SDS- anextpodopes (HeBOCCTAHOBISHHBIC

ofpasim, okpacka no Kymaccu) kaxrod <= 1%

HHIMBUAYATEHON HeHIeHTHHIHpPOBaHHOH ’ <=1%

NIOMOCK!

SDS- anextpodopes (BoccTaHOBNCHHbE

0BpasiEl, okpacka no KymaccH) ocnossas nosoca >=96% 9994

abarayenra

SDS-anexrpodiopes (BoccTagoBICHEbE obpasil,

oxpacka no Kymacceu) kaxmoit HHAHBHAYAILHOH <= 1% <=1%

HEMNeHTHOUOMPOBAHHOR NOTOCKL

SDS-anextpodopes Pacnionoxesue nosoc 8 HelmsITyemom Cootserceyer

(BOCCTaHORIEHEEIE/HEBOCCTAHOBICHEbIE ofpasust | ofpasuie cootseteTByet PACHONOMEHHIO

OKpacka cepebpom) TIOJIOC B CTAHAPTHOM obpasne abaTanenta

Crenndiraeckas aktusHocTs (in vitro)

Orocneimduieckoe cesanmanue B7 70-130% 35%

OBEPXHOCTHO-TINASMOHHEIH pesoHaHc)

Crelmdnieckas axrasHocTs

Merop uarubuposam [L-2 B KyJBTYpax 60-140 % 91%

KIIETOK YeloBeka

(;c:‘ca'r;::z% Bpems NpelGhIBAaHHA BHE 30HLI > =300 8058 126,49

Hactosmpym nogTnepxnaaro, uro nee CTaj\HH TIPOHIBOACTBA NAHHOH CepHM Npemapata 6eiTm NPOBEJIEHR! B IOJHOM
cooTBeTCTBHM C TpeGoBanmaMu GMP Esponeltekoro corosa 1 TpeSopanuaMu CTpavbl-HMIIOpTEPA.

Cocraaeno: [lata: 10.10.2019




%Z% BPUCTOJI-MAUEPC CKBUBE

Kpysepar Buosomxnxe

Cruiserath road, Mulhuddart, Dublin 15, Ireland
Telephone: +353.1.8854000 Fax: +353.1.8854001

CEPTUO®UKAT AHAJIM3A W COOTBETCTBHS

Hasparwe npenapara:  Opencus mwodumsar ans IPHTOTOBJIEHHS KOHLUEHTpaTa Jyist
TPHTOTOBIEHHS pacTropa Wit uudysuit 250 mr

Kon SAP: 1222033 Jara npounsroncrsa: 17.06.2019
Cepust Ne: ABK3756 Cpox rogHocTH: 05.2022
AHausH Gank cepus Ne ABK1678

Maratn 6ank cepus Ne ABH3875

Hponsnoaurens/iepsianas  Bpucton-Matiepe Cksn66 Xonausre apma, JIta. JuaGunntu Kommanm, ClIA
YNaKoBKa USA, Road State 686, Km 2.3, Bo Tierras Nuevas, Manati, Puerto Rico, 00674, USA/

Bropwinas ynakoska Bpucron-Maitepe Cksu66 C.p.J1., Hranus,
Localita Fontana del Ceraso, 03012 Anagni(F, R), Italy

Brimyck Bpreton-Mattepe Cxsu66 Kpysepat Bronopxuxc, Hpnanaus,
Cruiserath Road, Mulhuddart, Dublin 15, Ireland

VIIONHOMOYEHHOE JINLO; TIONHCH
Hata: 10,10.2019

Ilepesoo coomeememsyem opuzuHany
Menemxep no xagectay
BMC, Poccus, Mocksa
Turosa M.C.

Crp3ms ‘3




