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YCTAHOBJIEHHBIM [1PU EI'O
FOCYJIAPCTBEHHOH PETUCTPALIMN

Toprosoe HauMeHoRaHKe

Kcuzan®

MesxayHapoaHoe HenaTeHTOBAHHOE
HAWMEHOBAHUE (IPYNNUPOBOYNOE WIH
XHMHUECcKoe)

JleBouerupusun

Jlekapersennan ¢gopma

TabJeTKH NOKPBITHIE TJIEHOYHOH 060A04YKO#

Hosuposka

5wmr

hopma BbINycka

10 urr, - 6nucrepst (1 wr.) - naukn
kapToHHsle (10 wrr.)

“Howtep cepin (napruu): 343108
Obsem cepuu (mapruu): 80 280 ym.
Jara npoussojacrsa: 07.12.2021
l"onen no: 30.11.2025

HEMMEHOBEHHE H anpec NMPOU3IBOIAMTENSA (C
YKa3aHHeM CTa/liil NpoM3BOACTBRA)

Ipoussoaurens (rorosoit JIM)- FOCE Mapuinm
C.A., Weeiiuapus (Zone Industriale de
Planchy, Chemin de Croix-Blanche 10, CH-
1630 Bulle, Canton of Fribourg, Switzerland),
Ynakouwnk/pacoBLUHK (B NepBHUHYIO
YNaKkosky), Y nakoBWKK/ HacoBLINK
(BTOPHYHAR/TPETHYHAS YITAKOBKA),
Beinyckarowmii koHTpons Kauectsa -
Oiicnka Qapmacbrotukans C.p.JL, Hranus (Via
Praglia, 15 - 10044 Pianezza (TO), Italy)

Homep
YIOCTOBCPEHHS

Adra pPerHCTpallHoOHHOro

ITNOI6137/01 or 19.11.2009 1.

Homep HopmaTueHoit AoKkyMeHTALHY

[INO16137/01-210621

IlanmeHonanne w  agpec  aepikaTens
PErHCTPAMOHHOIO YAOCTOBEPEHHS

IOCE @apuiim C.A., liseiinapua (UCB Farchim
SA Z1 de Planchy Ch. De Croix-Blanche 10 CH-
1630 Bulle, Switzerland)

PaCCMOTPEB NPeLOCTABJIEHHBIE NPOUIBOIHTENEM AOKYMEHTBL! M COLEPIKALLHECH B HHX CBEAEHHA,
HACTOALUMM [MOATBEPIKAAID, HTO CCpHs NEKApPCTBEHHOrO npenapara COOTBETCTBYET Tpcﬁosammm‘
YCTAHOBNIEHHLIM [IPH €0 IrOCYAapCTBEHHON PErnCTpaLH.

Honnues OTBETCTBEHHOIO NHLEL;

Yekamna T M. no
Joeepennoctu NoJI-FOMJ1-64 o1 03.03.2022r,

(nonuce)

Hata 18.04.2022 1,

(®HO) "




Tlepenoa
i

ReciP arm

8 mapra 2022 r.

CEPTH®UKAT KAYECTBA

KO/: C1A02846

HAUMEHOBAHHE: Kcuzan

JIEKAPCTBEHHAS ®OPMA: Tabnerkn nokpsiTeie (1eH04HOH 06onoukoil
JIO3HPOBKA: § mr JlesoueTupusnna anrnapoxaopnaa /rabnerka
YIIAKOBKA: 10 Tadaerox — 1 Gancrep

COOTBCTCTBYCT TPCG}‘CMMM CllCquH‘IKiﬂlHHM. NPEJICTABICHHBIM HHUMC!

CEPTHOHUKAT AHAJIM3A Ne 202200651
Cretmndmratinm CEPHA: 343108
[TAPAMETPDI CIHENUMPHKALIMA PE3YJIbTATBI

OBansHbie ABOAKOBLIYKIBIE TABACTKH, NOKPLITHIC NAEHOY O

Onucanne A
000104K0i, o1 Geaoro 10 noury Gesoro useta ¢ NOrOTHNOM

"Y" a onkoit ctopoke. Coorsercreyer
Cpennas macea TaGacrion:
Cpeanan macca i i 103 mr
ped 103 Mr£7,5% »
18/20 - e Gonee = 7.5 % oT cpeaxeit Macchl
2/20 - ue Gonee + 15 % o cpepneit Mace!
OniopogHoeTs no macce:
- Muuumym -1,8%
- MakcHmym 1,8 %
B]ﬂemu YACPKHBAHHA OCHOBHOIO [IHKA HAa XpOMATOI paMMe
[oanHHIOCTE NEBOUSTHPHINHA HCMBITYEMOrC PacTBOpPa ACJIKHO COOTBETCTBOBATH
BPEMEHH YICPKHBANKA OCHOBHOTO HKA HA XPOMATOrPAMME
CTANZAPTIONG PECTBODA NCBOUCTHPHINHA ARIHAPOXNOPHIA Hosoxnreasno
B
ude He Gonee 6,0 % 4,6 %
Koanyecreentoe onpenenenne
JIEBOLETHPH3IHHA Or 4,75 mr 30 5,25 mr / Tabnetka nesoueTHpHIUKA
AHCHAPOXIOPHAA HA oany TaBneTKY
(95.0 - 105,0 % OT 329 8ACHHOIO KONHYMECTRA) 5,02 mrfrabaerka
[TocToponnne npumecy;
- N=XNOpOBEHIrHIPHATHNCPAIHH He Gonee 0.3 % <0,10 %
= n=xa0poBensriapon He Goaee 0.2 % < 0,10 %
- n-xaopoGenadenon He Gonee 0,2 % < 0,10 %
- Ddup | He Gonee 0,2 % He nomaeren
oupepencnuio %
- up 2 He Gonee 0,2 % < 0,05 %
- Eauknynoii venaentndguunponanioi e noanaeren
2 Suimp He 6oace 0.2 % el ol
NPUMECH onpeaenenno %
Cymma upumeceii He Gonee 0.8 % He noagaercn

onpenenennio %
FUAHTHOMEPHAR YHCTOTH — XHPANLHAR
NPHMECH He Gonee 2,0 % 14 %
- uch 28557

He menee 75 % (Q) neBoUCTHPHINIA JHrK APOXIOpH /1A 92% 94 %
HOJIKHO nepeiiTi B pacTsop ueped 30 mun 94 % 94 -
96 % 94%:

Pacreopenne

OAHOPOAROCTS K0T POBARNS Y I/ A
- Kpurepuit npremnemocty B cootserctemu ¢ Epp. @. 2.9.40 CooTheTeTnyer
- Kputepuit npresmaemoct 50 & et

Ditewka Dapmacwiornxans Cp L Ten , diake, emul, aeb-caiit Llramn (pexannTs)
HOpitnnyeckitii anpec: Bua [Mpanss 15

10044 INeaneuua (TO)

Hranma

Crpaiiend 1[2,



Ilepeson
-

ReciP arm

8 Mapra 2022 r,

CEPTHO®HKAT KAYECTBA

KOJ: CIA02846
HAUMEHOBAHHME: Kensan
JEKAPCTBEHHAS ®OPMA: Tadaerkn MOKPBLITLIE IEHOYMHOI 060104 K0iH

HNO3UPOBKA: 5 mr Jlesouerupusina anraapoxaopuaa /rabnerka
YITAKOBKA: 10 tadaerok — | Ganerep

COOTBCTCTBYCT TpCﬁ)‘EMH.\i CI'.IBU.H(I]HK&HHHM, NMPEACTABACHHBLIM HUXKE:

CEPTHOHUKAT AHAJIM3A Ne 202200651
Creunduxaunn CEPHS: 343108
HAPAMETPBI CHOEHHUDUKAITHMK PE3YJIbTATDI
- Penopripycsbie MHAMBIUYANLH bIC SHAYCHHA 98,3 % 98.8 %

99.3% 98,8 %
99,2 % 970 %
96,2 % 103,7%
97.5 % 100,6 %

= Penoprupyemoe cpennce 3nauchne 98,9 %

Muxpobnonornueckas tncrora

TAMC He Gonee 1000 KOE/r <50 KOE/r
TYMC He Goree 100 KOE/r <10 KOE/r
Escherichia Coli OteyTteTnie/ r 0 KOE

Hacroswms noatsepsuato, 4o nanHas cepus NpOAyKTa Obifa NPOKIBENCHA B NONTKOM COOTRETCTBIH TpeSosannamy Haanexamwed
[Tpousscacraennoit TTparuxi (GMP) EC u 8 coothetcTsny ¢ TpeGOBAHMAMM N0 PEHCTPALMM CTPAKBI/CTPAH HAIHAYCHHA.

Konuuectso: 80 280 wr 3aperucTpHpOBANHLIC YCAOBMS XpaHeHu: XpanuTe npit Temnepatype e suiwe 25 °C.
B cyxom mecre

Jara npouasozcrea: 07/12/2021 loneir po: 30/11/2025
Crpawna: Poccus lpousnoaurens: 10CE ®apunm C.A., [Iscituapus/ Diicika GapMacLioTHKATS C.p.n., Hranus
YNOAHOMOUCHHOE TIMUO
Jomunocers, Hma, ®amunuz <[Toanuce>
ek DapMacsionikam CpJl Tea, daxc, email, sed-cativ

10pwanvecknii anpec: Bua Mpanes 15
10044 Masneuus (TO)
Hranua

\ ‘C"r:[-]'a Hpua 212







