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. Hnceen Qapaanertiika HB

Typuxorceser 30
J a n SS e n B-2340 Bupc - Beanrust C19085965/1
::'g.:;:::.?:f:::m' Tenedhon: +32(0)14.60.69.19 - daxe: +32(0)14.60.76.50
CEPTUOUKAT AHATI3A

Buaun® Knaccrueckuii, kamnmu rnasseie 0,05 %, 15 mi

Koa npenapara: 412399 Jata nponssoacTea: 09-2019
Howmep cepun Gnucrepos: JIB2800 Cpok roanocts: 08-2022
HWanenrindimkarop cepiy: JIB2500 3akas: 0020701628
Hmnoprupyouas ctpana Poccus Konuuectno 155520 wr.
Ananm [penen Peaynserar

Onwcanne TIpospaunnit Geaunerniit pacTaop Ges

BHIMMBIX yacTily COO‘I‘BETCTB}’ET
Toanuunocts (BIXKX) Bpemn yaepxusaima QCHOBHOTO IHKA Ha
TeTpH3oarTa reapoXIOPHA XPOMATOrpamMme HCNLTYEMOTO PACTEOPG

JONKHO COOTRETCTROBATE BPEMEHK CootserctByeT

YAEPXKHBAHHA [THKA TETPHIONHKA HA
XPOMATOI'TaMMeE CTAHIADTHOTO DACTBODA

Tloannuocts (AM) CriekTpantssit npodib HensiTyeMoro
TeTpHsonuKa riIpoXIopHA PACTBODA JIOMKEH COOTBETCTROBATH
Cootpeterayer
CNEKTPAnsHOMY NpoHIK CTaHAZPTHOrO
pacTeopa
Konnuecrsengos onpegeneure (BIMX) 0T 95.0 % 10 105.0 % 101.2 %
TeTpr30n1Ha THAPOXIOPHA
Poncteennnie npusecu (BIXX)
BVU3 <=1.0% <0.1 %
BVUI <=10% <0.l %
BVU4 <=1,0% <0.1 %
BVU2 <=1.0% <0.1 %
Epunngnar nengentrdAuBpoBaHHas npumecs <= 1.0 % <0.1 %
CysMa npumeceii <=2.0% <0.1 %
Hognaxkocrs (BIMX) ) Ha xpoMaTorpamMMe HCnBITYeMOro pacTsopa
BexzankoHHA xnopra JNOBXHE NPHCYTCTBOBATE NTHKH,
COOTBETCTBYIOUIHE TIO BPEMEHAM
YAEPHHBAHKUA NIHKAM TOMONOrOR CootpeTCTRYET
GeH3a1KOKHS HA XpOMATOrpaMME
CTRHIAPTHOIO PACTBOPA G2HIANKOHRR
XNOpPATE
Konnuecrsennoe onpenenense (B3XX) ot 92.0 % 20 108.0 % 94.6 %
Bensankonna Xnopua
Nogmrnocts (BIKX) Bpems yAepKHBaHKA OCHOBHOIO NitKa Ha
AHHSTPUR 3neTaTA AHrHAPAT XPOMATOrpaMMe HCNBITYEMOTO PAacTROPa
JOIDXHO COOTBETCIBOBATD BPEMCHH Cootserctnyer
yZepAGIBAHHR NUKA DAET2TA HA
XPOMATOTPAMME CTAHARPTHOTO PACTBOPA
Komuectaeunos onpeaenenne (BOXX)
Luuarpus sperata Auriapar o1 92.0% ro 104.0 % 100.6 %
pH or6.3 10 6.5 6.4
[IpospauxocTs
LlscTHOCTE DpH 440 HM >=95% 100 %
OcMONEALKOCTE 0T 274 o 306 MOcm/kr 289 MOcMm/kr
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| S— Sfnccen @apataeptitka HB

a n SS e n Typhxotceser 30
J B-2340 Bupe - Beasrua C19089965/1
:“é‘e‘;“:";:‘g:,:;:‘:“ Tenedor: +32(0)14.60.69.19 - daxe: +32(0)14.60,76.50
CEPTUOUKAT AHAJIM3A
Busun® Kiraccuyeckni, kamu rnazueie 0,05 %, 15 M
Koa npenapara; 412399 Jata npou3soncTsa; 09-2019
Howmep cepru Gmucrepon: JiB2800 Cpok rognocTH: 08-2022
UnenTHDHKATOP CEPHH! JIB2S00 3axa3: 0020701628
ViMnopmitpytotas crpana Poccur Koanuzctno 155520 wr.
Anamyg Tipegen Peaymetar

MexauryecKHe BRIIOHEHHA

Tun A He Gonee 40 g 20 OyTninkax Cootsercrayst

Tun B He Gonee 8§ B 20 Oyteumkax CooteetcTBYET

TunC He Gonee 0 n 20 GyTumkax CootseTcTByeT
Crepunshocts /1 JionxKeH COOTBETCTA0RAT: TPEBOBAUKAN CooTaercrayer
TIpoTecTHPosalio B COOTBETCTBRH C MPOTOKONOM 14711
3armoueHie: Onolpero
Creundmxaums: PR-003612 Bepens 31
THR ynakoBKK: ®naxoH
Onwcanue HOpMyab!: Terpsmoanua ruapoxniopia 0.50 mr, Gopuas KHCIO0TA, XNOPH HATPUH, IMHATPHA SACTCATA

IHTHIPAT, HATPUA TeTpabopar, Gersankonus xaopi S0 %-nulit pacTeop, BOAA OUMIIEHKAR 10 1
M

Howmep pernctpaunonyoro yaocrorependa: [T Ne013621/01 .

HomMep RHUEGH3KK HA MPORIBOACTBO 1 cepTudiara cootseretsks GMP Ne 2 - ROYAL DEGREE 14.12.2006

Hacroamum YAQCTOBEPAEM, 4TQ NPHBEACHHBIC PLILIE CBEOCHME ABIAIOTCHE AOCTOBEDHBIME H TOUHBIMHL. ,Ear:m cepnAa Npenapara
NpOX3IBEAEHA, YNAKORAHA ¥ NOABEPrHYTA NPHEMOUHEIM HCIBITAHKAM HA BHULEYNOMAHYTOM NPEANPHATHH (1peAnpHATHAX) B TIONHOM
cooraerctditi ¢ npaskaamu GMP, YCTAHORRCHHEIMA MECTHEIMH PErYIATOPHEIMK OPraHaMH, H 1o cnenudHKaUNH, JARBNEHHOH NPH
pereTpalHi NpenapaTa B CTPRHE KMNOPTCPE JIC. MpoToxonst npoiUeccoB U3rOTORNCHIA, YIAKOBKH ¥ NIPHEMOHHEIX HCTIBITAH i
BLiaw npoBepenl H MPU3HARK! cooTRETCTBYOWKMY GMP,

DroT cepTH(HKAT ananksa coagan 28 Hoabpa 2019 n pnyck cepiy Ouin ABTOPHIOBAN Tom Bijnens, ynoaHoMOYEHHEIA JHLOM,
nocpexcTBOM aaekTponkoll moanues 27 soabps 2019 10:25. DT0T cepradHKaT NPOKIBEACH BATKAHPOB auHOM cHeTeMOH ynpapncHus
nabopatopuoif ungopmaiuy u ne Tpebyer pyuHol noAmHCH.
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