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w BPHCTOJ-MAWEPC CKBUEB

Kpysepat Buonomsike

Cruiserath road, Mulhuddart, Dublin 15, Ireland
Telephone: +353-1-8854000 Fax: +353-1-885-4151

CEPTHOHKAT AHAIV3A U COOTBETCTBHSA

Hazpanre npenapara;

NIPUIOTOBNEHAA pacTBopa Juta uHpy3nd 250 Mr

Opencus THO(RINIAT /IE TPATOTORISHHS KOHIEHTPATA JUIN

obpasua;
Mk M1 0,5 ~ 1,4 oru cranmapraoro
ofpasua;
Ik M2 0,6 ~ 1,4 omw. cranmaprHoro
ofpasua;
Ik M3 0,7 - 1,4 omn. crannapraoro
obpasua;
Ilnk M4 0,5 — 1,7 ora. crawmpreoro
ofpasua;
Tlik M5 0,2 ~ 2,3 oru. cranasprioro
obpasua;
Ilme M6 0,0 — 2,0 otn. crangapreoro
obpasta;

Kon SAP: 1222033 Jara nponzeopctea: 19.11.2018
Cepust Ne: ABH3928 Cpox roguocTH: 10.2021
Hensimanue Creyupurayns Pesynomamst
Ornucanme mudunnaaTa Topucras macea mnu nopomok or Senoro Coorsercrayer
no nouts Genoro LgEeTa.
Onwcanme pacTeopa Npospauxeii win cnerka Coorrercrayer
ONANTECUHPYIOMAH PacTOp OT
fecupernoro xo 6me1HO-KEATOTO IBETE,
NPAKTHYMECKH CBOBOMHRIN OT BRAMBIX
BRUDOYEHHH
Bpem#a BoCCTAHOBNIEHNS IPENApaTa <= 4.0 Mug 1,7
pH 72-7.8 T4
OeMONIRHOCTS 205 —251 mocm/kr 230
Copepxanne Genxa ~Y® (A280mm) 236 - 289 mr/dunaxos 270
(90-110% o7 3a84\BNEHHOrD COAPRANNN) 102,7%
OnHOPOMHOCTH JAOIMPOBAHHA CooTBeTcTBYET rapMOHH3HPOBAHHEIM CooTsercTeyer
TpeboBanHiM
CrepHasHOCT CooTBeTCTBY ST rapMONHIHPCBAHHEIM Coorsercrayer
TpeOoBaHHAM
Conepxanne BOJB <=3,5% 1,5
Copepwanue wactun (HIAC) 10 mMxm <= $000 gacTuw/praxon 25
Conepsxanue uacTh (HIAC) 25 mxu <= 600 uacTiydmaron 1
| BaxTepHanbHble JHA0TOKCHHbE <= 0,20 3EMmr <0,08
HNopmiesocTs KamwApHE anexropodopes OnexTpodoperpaMMa HeMHTYeMOoro Coorsercrayer
olpa3ia NomKHa COOTBETCTBOBATE
3NEKTpOGOpErpaMme CTARAAPTHOIO
ofipasua
[opnuunocTs Fpynna 1 <3 %; 2%
Haoanexrpraeckoe hoxycuposanne Tpynma 2 > 90 %; 92%
I'pynna 3 <8 %, 6%
I'pymma 2A 0,3— 1,5 ot craugapraoro 0.9

0.9

TNoammmnocTs Hpodnns uensrtyemoroe obpasua goikes
TpHATIYECKOE TENTHANOE KAPTHPOBANE COOTBETCTBOBATE NPODHIO CTAHAAPTHOIO
ofpasua
<=17%
[poueHT OKKCNEHNAS METHOHUHA <=73%
TlpouenT neamuIpOBAHNA ACNAPArHHA
Crplus 3
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%% BPUCTOJI-MAHEPC CKBUBB

Kpy3sepat Bromopuie

Cruiserath road, Mulhuddart, Dublin 135, Ireland
Telephone: +353-1-8854000 Fax: +353-1-885-4151

CE DHKA 3A M COOTBETCTBWA

Haspanue npenapara:  OpencHa MTHODHIHIAT UL OPATOTOBTEHHS KOHIEHTPATA [T
UPHIOTOBNCHHUA PacTBOpa A/iA nudysuit 250 mr

Kon SAP: 1222033 Java nponasoncrea: 19.11,2018

Cepus Ne: ABH3928 Cpox rogaocTs: 10.2021

Onmoponnocts efaTauenTa no MoTexynspeoi
macce (BAXX):

INnowans nuka MOROMEpa

[lnomans nuka BEICOKOMONCKYIAPHBIX H20DopM
Ilnouians MHKOB HH3KOMONEKYIAPHBIX
coeannenuit

SDS- 3nexTpodopes (HeBOCCTAHORNEHHbIE
olpasupl, oxkpacka no Kymaccu) ocHOBHax
nonoca abaTauenta

SDS- anexTpodopes (HeBOCCTAHOBICHHBIS
ofpannel, oxpacka 1o Kymacen) xamaoh <= 1% i
HHANBHAYRILHOA HENACHTHIDHIBPORAHHOH ’ <1%
HONOCHE

SDS- anexTpodopes (BOCCTAHOBACHHBIE

obpaztisl, Okpacka o Kymacen) ocHOBHAS Tiosoca
abaranenta

SDS-anextpodopes (BoccTanoBACHHbIE 00pA3LE,
oxpacka mo KyMaccH) Kaxaol HHAMBHIYanLHON <=1%
HEHICHTHGHUMPOBAHHON OAOCK!
SDS-anekTpodopes Pacnonoxerue nosoc B HCOBITYEMOM CoOTBETCTBYET
(poccranosnennre/HenoceTanOBNERHEE 06pasiit | ofpasie COOTBETCTBYET PACTIONOKEHUIO
okpacka cepefpom) [I010¢ B CTaHAAapTHOM ofpasue abarauenta
Crnemidiueckas akusHocTs (in vitro)
Brocnemmdnmeckoe casspisanme B7 70130 % 93%
(TTosepxHOCTHO-NNASMOHHEIH Pe3OHANC)
Creunduaeckas aKTHBHOCTH

Meron uurubuposamus [L-2 » kyastypax 60-140 % 94%
KISTOK 9eJI0BeKa

OcTtaToynoe spems NpebLIBAHHA BHE 30Hb!
2°C 70 8 °C > = 42,00 uacos 104,15

>=950% 98,7 %
<=4,0% 13%
<=0,5% 0,0 %

>=96% 99%

>=96% 99%

< 1%

HacroAuam NOATBEPXRIAIO, YTO BCE CTAILHM NPOH3BOACTBA JAHHOH CepuM NMpenapaTa GBLTH TPOBENEHLI B NOSHOM
cooteeTeTBIM ¢ Tpebonanmamp GMP Esponelickoro coio3a 1 TpeGOBAHNUAMY CTPAHBI-MMTIOPTEPA.

Cocrasneno: [Mara: 11.07.2019

Ynonwomouennoe nmuuo: Hara: 01.07.2019
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%@ BPHCTOQJI-MAHUEPC CKBUEE

Kpysepar Buonomxnkc

Cruiserath road, Mulhuddart, Dublin 15. Treland
Telephone: +353-1-8854000 Fax: +353-1-885-4151

PTHOUKAT AHAIW3A U COOTBET VST

Haspanue npenapara:  OpeHenst nHodHmM3aT 118 TPUTOTOBNEHAS KOHUEHTPATA Ni1s
TIPHTOTOBRJIEHNS pacTBOpa s uagysuit 250 mr

Kon SAP: 1222033 Jara npoussoncTsa: 19.11.2018

Cepust Ne: ABH3928 Cpox ropsocts: 10.2021

Auanpk Gank cepus Me ABGS3673
Manartu Gank cepus Ne ABE2730

Mpomssoaurens/nepsbanas  Bpucron-Mattepc Cxau66 Xonauure Dapwma, Jitn. Jinabumers Kommamy, CILIA
yIaKoBKa USA, Road State 686, Km 2.3, Bo Tierras Nuevas, Manati, Puerto Rico, 00674, USA/

BropudHag ynakosxa Bpucron-Matiepe Cxnub6 C.p.JL., Hranus,
Localita Fontana del Ceraso, 03012 Anagni(FR), Italy

Buiyex Bpucron-Maitepe Croub6 Kpysepar Baonozamkce, pranans,
Cruiserath Road, Mulhuddart, Dublin 15, Ireland
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