KOMwvis .
sEPHA | CEPTUOMKAT COOTBETCTBIL

Ha TIPOAYKIHIO, BKAOUEHHYIO B €AHHbII NepeueHb MPOAYKIHH,
noaaeskauest 00s3aTeAbHON cepTHOUKANNH
No POCC RU C-RU.©M08.B.00634/19

19.06.2019 03.10.2019

Cpox peficTsus ¢ no

¢! OPI'AH ITO CEPTUOUKALIMN N 9074 £80
R4 RUL11OMOS OPTAH 110 CEPTHGIUKALIH TPOIYKLHH OBLUECTBO C OTPAHHYEHHOA

. OTBETCTBEHHOCTbIO "OKPYIKHOF LIEHTP KOHTPOJ151 KAYECTBA", adpec opzanuzayuu: 115280, 2. Mockea, y1.
Macmeproga, 0. 4, am. 5, now. [, kax. [, adpec opzamna no cepmuchuxayuu: 115280, POCCHA, 2opod Mockea, y1.
- Macmeprosa, 9. 4, am. 5., mex.: (495)788-02-88, parc: (493)673-47-89

3ASIBUTEAD
L 000 "Hobponex”,
U HHH 7724774770, Adpec : 115446, 2. Mockea, Konosencruit npoesd. d. 134, smadic 3, now. VIL kovmama 8. Tereghon:

LY 8(495) 725-44-68

H3r OTOBHTE;AB
Hameon Hinanus C.n.A., Patheon ltaly S.p.A., Viale G.B. Stucchi 11 0, Monza, ltaly, Hmaa / Q00 "dobpoaex", HHH

| 7724774770, 115446, 2. Mocraa, Kononencxkuii npoesd, 0. 13 A, Poccus

xop OK
| HPO YKU}PHI : OK 034-2014 (KIIEC
 Jlexapgcmeenioe cpedcmeo: Iunneiim, nOpouiox 1 NPH2ONI0EINUS PACNEOPA 01R NOOKOICHO2O 2008) (OKTIL2):
. 6gedenus 250 mi2 wiu 500 mk2, (raxonsi (1), ynakosku suetikossie Koumyphvie (1), nausu ;l 20.10.132
| Kapmotinle, B
PY No JICP-007739/09 am 01.10.2009 (dama savens: 18.05.2012) gurdano Axdxcen Eepona bE.B. xoa TH BIA
| Ceputinblil BeINYCK
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% CEPTHOUKAT BbIﬁ)’LH HA (%CHOBAHHH
npomoxon ucnemanuii Ne 444 (cepun 11019874) om 17.06.2019 HIT omoena axenepmusbl, KOWMPOIA 1 UZYUEHNA RAUCCHGA.
 . ahexmuenocmu, GesonacHOCMI CPEICME MPAHCGYIUOHHOU 1t UNYSUOHHOT mepanult PrEy "HMILU zesamonoauu”
g Munsdpasa Poccuu, ammecmam axkpedumayun POCC RU.0001.21 /124, Cepmughuram coomeemcmgus Cucmevl

C wenedoesienma kavecmea @ Cucmeme 006pogonshol cepmudpurarun "OAPM-PECHCTP" Ne POCC RU.@IKI0.K.001 98.
- cpox deiicmenn ¢ 14.09.2018 2. no 03.10.2019 2., Ne POCC IT.®XKI0.K.00188, cpok deiemsus ¢ 02.08.2018 2. no
21 19.10.2019 2, OO0 "Oxpyxcitoli yjeHmp Koumpois kaveemsa”, Poccus, 113280, 2. Mockea, ya. Macmeproaa, 0. 4, 3m. 3, nou.
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000 «Jobponexy

115446, r. Mocksa,

Konomencikuii npoesg, A. 134
Tes.: 8§-499-951-04-86
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Haumenosanue npogykuun

JHIIEHT, MOPOWIOK AJISt NIPUTOTOBJEHNS PACTBOPA
U5 IOJKOKHOro BBeaerns, 250 Mxr

Howmep cepum: 1101987A

O6vem cepuu: 7572 ynakoBku

Hara uzrorosnenus: 26 cenrabps 2018

loned no: 30 centabps 2023

HJI JICP-007739/09-011009, n3amexenus Ne 1-8

Haumenosanue
noxasaresneil

TpeGosanun HJ

PesynbTaTsl
HncnbITaHNil

ITopouiok dnn npuzomosnenun pacmaeopa 01 HodKONCHO20 geedeHUA

Onucanne

JInodunusar Genoro upera

Jlnodunusar Genoro usera

Copepsxanue Baaru

Mewnee 2,0 %

0,7 %

Bocemanoenennviii npenapam

Onucanue

TMpo3pauHan, GecuBeTHas KKAKOCTb, NPAKTHYECKH

Mpo3apaunas, GecUBETHAS KHUAKOCTh, MPAKTHUECKI

pacTBopa cBobofiHAR OT BKIIOYEHMI cB0OOJHAA OT BKJIHOUEHHT

Mognunnoers [TonoxnrenbHas NOLTHHHOCTD [TonoxuTenbHas NOATHHHOCTE

[Ipo3paunocTs PacTop JosmxeH OuIT MPO3payHbIM [0 CpaBHe- PacTBop npo3pauHslii N0 cpaBHEHHIO CO CTe-
pacTreopa HHIO CO CTepunbHOM BOJON Ans HHBEKUMH PHALHON BOON 18 HHBEKLM

LiBeTHocTs Pactop pmomxeH GbiTh GecuBeTHbIM Mo cpasHe- | PacTsop GecuUBeTHBIA NO CPaBHEHWIO CO CTEPHTIb-
pacTBopa HHIO CO CTEPHNLHOM BOLON IR HHBEKLIHI HOH BOAOH ANA HHBEKUUH

pH Ot 4,8 no 5,3 5yl

YucroTa 1 coaep-
JKaHHe npumeceii

JKCKN3MoHHag BOMX
> 98 % OCHOBHOTO MHKa
< 2 % npennukos

99,6 % OCHOBHOIO NHKa
0,4 % npeanukos

KarunonooOMennas BOXKX

> 85 % oCHOBHOI'O NnHKa 90 %
Ob6pawennodaznas BIXX
> 88 % OCHOBHOTrO nuka 91 %

MexaHuyeckie
BKJIIOUEHNS

Hounumele yacTiib

Yacruus anamerpom 210 Mkm —
He Gonee 6000/xonTElHED,
YacTuiel AHaMETPOM Z25 MKM —
He Gonee 600/konTeiiHep
Buaumble HacTH bl

QOBHQHM&IE HACTHUbI

Yactnue! anametpom 210 MkM - 33/konTeitHep,
HacTHusl AHAMETPOM =25 MKM - 3/KOHTelHep

BuauMble YacTHLb!

JIO/KHBI OTCYTCTROBATE OtcyTeTRyioT
OcMONANbLHOCTE Ot 269 no 332 mOcm/xr 289 MOcMm/kr
CTepIIJIbHOCTl: ﬂpcnapa‘r JOJIKEH GLITB CTCp HIbHBIM COOTB&TCTEyET
Baktepnanbusie <2,5E3/Mn <2,5 E3/Ma
IHAOTOKCHHBI
MonucopGar 20 010,002 no 0,006 % 0,003 %
Koanuecrsennoe 0,50 = 0,05 Mr/Mn 0,51 Mr/mn
onpenesexie
Buonoruveckasn Ot 78 no 122 % cTaumapTHO akTHBHOCTH 98 %
AKTUBHOCTDL

Hupekrop no xauectry/Y

Bacuepa H.T.
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Hata: 15.04.2019
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115446, r. Mocksa,

000 «/lo6ponexy Konomencknii npoesn, 1.13A

AOSPO 171 Ted.: 8-499-951-04-86
e o IIACTIOPT e 11

HaHN;ﬁ;.HOBaHHC TpORYKLHH JHIICHT, NOPOIIOK M8 NPHIOTOBICHIS pacrsopa
AJ51 NOAKO0KHOro BBedeHus1, 250 mkr

Homep cepuu: 1101987A

ObneM cepuu: 7572 YIAKOBKH

Jata usrotosnenus: 26 ceHTa0psa 2018
TConen no: 30 cenTabpa 2023

HI JICP-007739/09-01 1009, u3menerus Ne 1-8

Haumenopanue TpeGosauna HJI PesyabTaTsi
noKaszareneii HenbITaHMIT

YHaH'OBK'n ®naxon H3 CTekna THAPONHTHYECKOrD Kaacca Ic Dnakon w3 CTEKNA THAPONUTHYECKOrO knacca 1 ¢ 13 mas I1acTo-
I3 My anacromephos NpoGKoM, aniortHuenbis Meptioit npoGkoii. amoMunHestiM konnavkoM 1 OTAAMBIBAIOLLH M-
KonnaukoM n oTnamsibaioumcs fonunpomine- | cq MOAHNPONHICHOBLIM Konnaukom. [1o | Gnakony, comepwauge-
HOBBIM KonnadkoM, Mo 1 dnaxony, coneprause- My 250 MKI poMMnnoCTHMA  nomecTuan o KOHTYPHYIO #uefiko-
MY 250 Mkr i 500 mkr posunnocTia MOME- | ayi0 ynakosky. Oany kontypnyio AYCHKOBYIO YNAKOBKY NOMCCTH-
1210T B KOHTYPHYIO 4ciikonyio ynakosky. Ommy it B Mauky KAPTOHKYIO BMCCTE ¢ MHCTPYKumel no NPUMEHEH 110,

FOMTYPHYIO Riclikoayio ynaxomky noweuaior g Ha xaxayio mauky maknenny nge 1IPOIPAUHBIC JAUWNTHIE ITHKET-
MAtky KAPTOHHYIO BMECTe ¢ MMeTpykumel mo

KH — KOHTPOIL nepporo BCKpbITHA, HMEIOULHE ﬂpO.ﬂOJlb!-iy!O uBeT-
NpiMenenino. Ha kawayio NA4KY HawieHBarT HYI0 noocy,
ARE MPO3PAYHEIE JAUMTHRIE YTHKETK| — KOHTPONL
NCPEOro  BEKPBITHA,  HMelowWe Npo0/bHYIO
LUBETHYIO Nosiocy.

Mapmlposkn Ha srukerke dnakoua na pyccronm A3bIKE yKa- | Ha JTuketke dnaxona Ha DYCCKOM f3bike ykazano: TOProBo¢
3bIBAIOT: TOProsoe Hazsanme npenapara, mex- | Hastaanue npenapata-Junnedm, MEKNAYHAPOLHOE HEnaTeHToBaH-
AYRapoaHoe HenaTeHTOBaHHOE HazBanue, N0- | Hoe HasBanue-postuntocniay, A031poBKka -250 mke, nexapcrpey-
3HPOBKY (Mkr), fickapeTbenyio dopmy, cno- | nag (hopsma-nopoutox ons npuzomosnenun pacmsopa ona neod-
o sEeneHUS, Ha3BanNe KOMNAHHH — Branens- | koorcrozo 6eedenun, cnocob mRencHUA-diug noOKOICHBZ0 8hede-
ua perucTpauMoHHOro YACCTOBECPEHUR (AM- | nua, nassamue KOMNaHKH —~ Branensia PETHCTPALMOKHOTO yit0-
axen Espona B.B.), HOMCP cepi, «roacH Aoy, CTOBEpCHUA - Amdawcen Eepona B.B., HoMep cepun-1107987
Ha xapTounoit nauke ya PYCCKOM A3kixe yka- | romew ao - 09 2023
3bIBAIOT: TOPrOROE HalBaHiC Mpenapara. mex- | Ha xaprounodi nauxe H3 pYCCKOM A3blk¢ ykasaHo: TOProsoe
OYHAPONHOE HEMATEHTOBAHHOE Haleanue, 10- | wazpaype npenapara - Bumaedim, MEHAYHAPOAHOE HENATEHTOBAN-
3MPOBKY {MKr), JICKapPCTBEHNY ) dopmy, Hazsa- HOC HasBawue - poyunnocmus, nozuposka - 250 MKz, nexap-
HHE H conepwaHue aKTHBHOTO BELICCTBA BO CTBEHHaAn (hopma - nopowiak dna npuzomosnenus pacmeopa das
(pnaxone (Mkr), [CPCHCHL BCNOMOTATENLHbIX NO0K0ICHO20 goedeHnA, HAIBAHNE 1 COLCPKAHME AKTHBHOrO pe-
BCIICCTB, KOMMYECTBO (iakoHon a YMakoBKe, | twectsa Bo (hnakone - haaxon codepacum 250 MKe posrio-
COACpKAHHE AKTHBHOTrO BelrecTna nocne pac- | cmusta, nepeuens BCMOMOTraTeNLHbLIX Rpewecrs - Mannumo;
TBOPeHUR (MKT), cnocol BBCACHHSA, YCNOBUS (E421), caxaposa, L-zucmuoun, AA0puCHmOsodopodnan rucroma
Xpanenua, yenonig OTNYCKA M3 anTek. noro- (d1a pes “upaaanuas pll), noaucapSam 20, konuucerno drnaxo- {
THI (ﬂaﬂmnua:r\mgcn). (peaynpeanrensusie | ros Ynakoske - ! duaxon, COACPRAHWC AKTHBHOIO BellecTsa
Haanuen:  «BuuMaTensuo NPoYHTaHTEe HH- | nocpe PACTBOPERUS - noene passedenun Ronewnotit odves 0,5 an
CTPYKUIIO nepen MpHUMEHEHNEMY, «XpanuTs p pacmeopa codepacum 250 e posunoctuma (500 sxe/au),
HCHOCTYNHOM ana nerels MecTely, HatBanne u | cnocoB BBCIICHHA - daa nodkoxchozo 86edenus, yenonun Xpate-
ApEC KOMNaKHK - Branennua PErucTpaunon- | yng - Xpanumes npu mestnepamype 2-8°C, He Iasopaycuganin,
HOrO ynocrosepenin (Ammxen Espona E.B.). Xpanums g OpuzURATLHON ynakogke Ona 3anwmer om ceema,
HOMED cepui  (ykasmisaercy uspamu  uny fTocne pezgedenuq: & mevuenue 24 yacos npu mestnepamype
unpamu ¢ noGasncuuen Gyksennoro ey~ | 25°C uau ¢ mevenue 24 vacos ¢ Xonodununuke (2-8°C), ¢ opui-
(IJHKC&), BﬂTy II3I"DTOBITCHHR. «rojeH aon, HUAbH OO yYnaroere u 3(11(({”((EHHO.M om ceema .ML’(‘HIE, ycnosus
WTPHX-KOA, HOMep PericTpaukontore  yio- OTnycxa u3 anrtex - no Perenmy, norotun: Amgen, npeaynpeau-
CToBEpCcHMY. B Chy4ae ynaxosku Ha Pocenii- TCALHBIC HAAMMCH: «Buustamenvno npovumaiime wHCmpY Ry UIO
CkOft nponaBoAcTBENKO nnowanke, Ha kap- nepeg npusenenuems, «Xpanums g Hedocmyniom 0na demes
TOHHOI navke monommuTensHo YKazhinaeten | atecmmeln, HA3BAHME W anpec koMnanuy - BALICABUA perucTparii-
HA3BAHUEC W anpec niowaaki, OHHOTO yAOCTOBEPCHMS - Antdaicen Espona B.B. Munepsys 7061
Dononnurensno MOCYT ObITh Hauecens npu | NL-4817 ZK Bpeda Hudepaanon » HOMEp cepuu 11019874, nata

NOMOWM CTHKepoB My npamoii nevary caege- HIroTosacHus 09 2018, ropen no 09 2023, wr

PHN-KOI, HOMep
HHA LT8R MOHMTODHHIA ABMSKCHHA TICKAPCTBCH- | perucTpansonuoro yaocrosepenus JICP-007739/09. Ynakosako:

HOTo nmpenapata o1 npoussonuTens 40 Koueu- | QOQ «dobponern, 115446, Mockea, Konostencrui npoesd, 134,
HOra noTpeburens,

3axniouenve: Hpenapar «3nunpes RO
(500 mMkr/mn) c. 1 101987A

ANg Npurotosnenus pacTeopa nna noakosxuoro BBeneHus, 250 mir
OBaHHaM HJI JICP-007739/09-0] 1009, usmeneuns Ne 1-8.

Hara: 15.04.2019
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