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ASIBJSIET, UTO

NPRAPCMBEHHOE CPROCINGO! Candunoi Heopeor®, ke et Wionie 30 e 3w, Buncineps (10w
kapmonnvie, pez Ne IT NOI 6157761 om 17.41.2009 (Gama nepecdiopm ekt PV 07.04.2016) emdano Hosapmie
Papwa A, Hlgetiuapus, cepust SPKOS. napmun 4230 ynaxosox, 2oven 00 31.01,2021, npoisodemed i
Kamarenm Tepwanus. Dbepbax IndX. Tepnanid, Catalent Germany Eberbach GmbH, Gammelsbacher St 2. L
69412 Eberbach, Germany / ynarosano 000 "CKOTTHHCKHHA ©APMALEBTH YECKHI 34BOI", Poccun,
TIHH 6219007417, 391800, Pasanckas o6aemy, Crormexuti paton. ¢ Yenenckoe kod ORI 21.20.10.214 § 1

COOTBETCTBYET TPEBOBAHNAM i
11 NGI6157/01-070416 usm. Me.f )
| ' NEKJAAPALLHAST IIPHASITA HA OCHOBAHNH ;
+ U nacnopm npoussodumens Ne 166 om 13.08.2019. Ceprmmguram cooneememeis Cuemestvl M HECGHCME HIT .

z raviecmia ¢ Cucmene doBpOCOILROY cepmugnejitu CHCTE VLA CEPTHOHKALIEN PYCCKOIO PEI HCTPA | !
| b 16.1316.026, cpox Oeticnigus ¢ 21.08 2018 2 00 23.08.2019 2., Accoyuayua 1o cepmuguxayun "Pyecrui H
E Pepucmp®, 190121, 2. Capem-Tlemepdype,np. Pumcrozo-Kopearosa, a.101, Cepmudgpiran PGCC |
| RU.OMI1.C89548 om 14.08.2019 3
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CBEJIEHUS O PETUCT PALIUN

OPTAH TTO CEPTHOMKAIWN, 3SAPEIHC TPHPOBABII M AEKIAPALIHIO L
RARU.1I®OMI11 OPTAH 11O CEPTHOHKA LHW ITPOIVKLIAH ObIHECTBO C OF "PAHITEHHOM t
OTBETCTBEHHOCTBIO "®OPMAT KA YECTBA”, adpec opeaiusayu . 109425, ¢, Mocksa, [-wi Basoscxuti |

L npoesd, 8. 5, cmp. 1, aopec opeana no cepmugrayia; 129626, o Matred Jecnt Memmiusaeran, 6. 23 med. :
| (495) 783-19-08

JMEKTIAPALIVS O COOTBETCTBUH 3APEFHCTPHPOBANA 3 FOCC RU JI-RU.OM1L.B.34686/19
FPALIAW 15.08.2019
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CROIEOA P M NACHOPT Ne 166 C*{p Tums2
OTAEN KOHTPONA KAMECTBA
Egg#fgffﬁms | CAHOUMMYH® HEOPAN® KATCYTbl MAMKUAE 50 mr NeS0
HOMEP CEPHW: SPKO5
BATA BbINYCKA! 02.2018
I"OHEH BO: 31.01.2021
KONUYECTBO: 4230 ynakoBox
fIPOM3BEAEHO: KatanenT lepmanus 96ep6ax I'M6X, Nepmanus ,
VAAKOBAHO OO0 «CKOMUHCKUIA SAPMALIEBTUYECKIW IABOM» [ BATA YNAKOBKU: 06,08.19 r.
AHATINS NO: HA 1 N016157/01-0704 16 uam. Net
VCHOBAA XPAREHWASR: | [py TEMNepaType He Bbilie 25 C
Ne | HAMMEHOBAHKE TPEEOBAHUA HTH PESYNLTATHE AHATIA3A
n/ | MOKASATENEW
L]
1 | OfTHCAHUE Mpoponrosaras MATKaA KENATMHOBAR Kancyna Xentosato- Tpononrosaras MArkas
Genoro UBeTa ¢ MapKupOBKON KPaCHOrD LBeTA NVR 50 mg KenaTuHORaA Kancyna
COHepHUMoe Kancyribl: fPo3PauUHas KUBKOCT, OT CBRTIO- xenrogato-Genoro usera c
WEFTOTO 110 KETTOro UBeTa Wk CeeTNO-KOPUUHEROro LBeTa MapkMposxolt KPACHOrD UBeTa
A0 KOPMNHEBOTO, NVR 80 mg.
Tpw teMnepaType Hinke 207 C MUOKOCTE MOXET fepexoguTs B | COABPHAMOE - KaNTynbl:
wereoBpasHos COCTORHUE, xaTopoe obpatumo ¥ npn 30° € NpoSpadHan MBARGCTL CBETNO-
MePEeXOAUT B MUAKOCTs, B conepuumom Kancynkl MoryT KESTorD aeTa,
HABMIOAATLECA HEBONBIIME XNONELA KM OCA0K, MX HANUNUE He
BOVSIET HA KAMECTBO Npenapara.
2| NOGAMHHOCTL
linxnocnoput BIXX
Bpems yAepKUSEHURA OCHOBHOTO NiKa Ha XpoMarorpamme (opTeepxaeHa
WCHBITYEMOro pacTeopa, fIPUIOTOBNEHHOTS AN
KOMUBCTBEHHOTO ONPERRASHIR, AOKHO COOTBETCTBOBATDL
BPEMEHI YASPXNBEHNS NKa LMKTOCNIOpUHA Ha
xpomaforpammec’r‘amapmom pacrsopd 1. O1nuuve Bo
TP OMMIISHITTAKONE U BpeMEHAX YASPKUBAHUS JOMKHO COCTABNATE HE Bonee +3 %.
ITAHON rx
Bpems YAeRKUEGHUA OCHOBHBIX NVKOB HB XPOMETOIpaMMe NoaTsepxaeHa
MCHBITYEMOrD PACcTROPE, NPUIUTOBNSHHOO ANF
KONUMECTBEHHOTD ONPeAenaHus, A0KHE! COOTBETCTBORATDL
BPEMBHEM YASPMIBAHIR MHKOB APOMMIBHITIAXONS U 3TaHONE
Ha XPOMETOrPaMMe CTRHABPTHOrO PACcTBOPA. OTrvsie Bo
Di~e-Tokedepon spg%e(ﬂax‘ YRAEDAUBRHUR ADIDKHO COCTABNATE HE Bonee 2 %.
BIWX
Bpems yAepKUBaHAR 0CHOBHOTO MNKa HA XpOMETOTpaMME MNoprsepkiena
VICHLITYEMOro pacTeoRa, NPUIroTOBNEHHOTO ANs
KONUYECTEBHHOTO OBPEABNeHUS, SOIKHO COOTBETCTBOBATL
BPEMEHM: YABPKIBaHNA TUKa DL-a-Toxodepo-na Ha
XPOMATOrpamMMe CTaHAAPTHOO pacTaopa. QTnu4me B0
_BpeMeHaXx YASPXUBAHW AOMIKHO COCTABNATL HE Gonee 13 %.
3 | PACNIADAEMOCTb r&-Xl (c auckamu) He Gonee 10 M 6 MuH,
4 | PACTBOPEHMUE He meree 75 % { Q) UMKIOCNOPYUHE AOMVKHO: nepeitne 93 %
pacTaOp Hepes B0 MuH:
5 | NOCTOPOHHUE | BRNX
NPUMECHK FpumMecs: 005-85 — we Gonee 1,0 % <0,2%
Liuknocnopwh H - He Bonge 0,5 % < 0,2 %
Viao-wknocnopus A — #e Gonee 1,0 % <02%
Uso-qukniocnopus H - He Gonee 0.5 % <02 %
EQAHIUHHON HOMAEHTUDNLMPOBAHHOR NPUMECH —~ He Gonee 0,5
% <02%
Cynmma HeraeHTHDMLMPOBaHHBIX NpUMEcen — He Bonee 1,0 % <02 %
5 | MAKPOBVONONAYECKAS | TOXIE CopTaeTerayer
YUCTOTA Katefopuns 3A

Aapec: 391800, Pajanckas o6, CROMUHCKIA paiioH; FipombiuneHtan soHa Net rep., aganme 1
BUECTRO.C OrpaHude ROl azswc_raeuﬂggm,wmnﬁﬁcmm SAPMALIEETUUECKIAV 3ABO Ay
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GTOEN KOHTPOTHA KAYEGTBA
g@gﬁfﬁfﬁ‘z‘”% CAHIMUMMYH® HEOPAN® KATICYTb! MSIFKUE 50 mr Ne50
HOMEP CEPW: SPK05

“FATA BEINYCKA: 02,3019
FOBEH [O: 31.01.2021
KONMKWHECTBO: 4 230 ynakoBok
MPOUSBEOEHO: " Katanent Fepmanns 96epbax I'M6X, Fepmanun

YIAKOBAHQ 000 “CRONNHCKUW OAPMALEBTAYECKAY SABOM»

| DATA YIIAKOBKY: 06.08.19r.

AHANWS NO: HI [T NO16157/01-070416 nam. Net
VEIIOBWA XPAHERWS: | [pu TemMnepatype He bilue 25°C
7 | ORHOPOAHOCTD BIXKX AV=8
BOSUPOBAHUA AVE15
8 KORWYECTBEHHOE
OIPEAENEHME
Uuknocnoput Or 93,0 % a0 105,0 % uvknocnopuHa 0T HOMUHANLHOTD 1011 %
MponunenrnuKorL ¥ copepxanus )
Iranon O1:80,0 % 210 120,0 % nponuneHIAKoN#A 0T HOMUHANLHOTO 104.6%
DL-orrokathepon COREDKAHNSA
OT:80,0 % no 120,0 % 3raxona o1 HOMUHanNLHOrG 98,1 %
COfRPHAHIA
OT150,0'% a0 120,0 % DL-a-toxothepona o7 HOMUHanNLHoro 88,1%
CoaepKatiA
g | YITAKOBKA T1o 5 KaNCyn B GNUCTEPsI M3 ABORHOI GMOR AMIOMUHUBBON Coorsercrayer
chontrn.
10 BrvUCTEPOB G KANCYAaNM BMECTE C MHCTPYKUMeR no
IPUMEHEHYIO NOMELUIOT B KapTOHHYIO NaYKY.
10 | MAPKMPOBKA B cooreercranac  HO1 N016167/01-070416 uam. Net Coorsercrayer
11 | CPOKTOAHOCTH JRABRE ; . ; Toaen o 31.01.2021
JAKRIOYEHKE: Co' g Saiunam  HA T NO16157/01-070416 vata. Net
/—iaqanbﬂmx OKK __& BRo W.B. « 13 » asrycra 2019 1
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