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r D Ne 35-2020/RP sop-af-103164

S D O COOTBETCTBHH JIEKAPCTBEHHOLI'O PR"“ Sfl’"r‘]"““z
IIPEITAPATA TPEBOBAHUSIM, age o0
VCTAHOBJIEHHBIM I1PY ETO

FOCYTAPCTBEHHOM PETUCTPALIAU

Toprosoe nanmenosanue 3uprex®

Mexjly HapOAHOE HEMaTeHTOBAHHOE Lletupuzun

HaHMeHOBaHue (IPYNNUPOBOYHOE WK

XHMHHECKOE)

JlexapcTennan opma TabMieTKH NOKPBITLIE UIEHO4HOH 060104KO#H

Hosuposka 10 mr

@opma Bblycka 10 wr. - 6amcTeps! (3 W) - na4Ku
kaprouusle (30 wurr.)

Homep cepun (naprun): 292244

O6bem cepuu (napTuu): 64848 yn.

Ilara npouwseoacrsa: 13.12.2019

logen no: 30.11.2024

HanmMenosanue u anpec npoussoautens (c [Tpouseomutens (rorosoit JIO)- IOCE Mapuum
yKazandeM CTaauit NpoH3BoacTBa) C.A., Lseiinapus (UCB Farchim SA ZI de
Planchy Ch. De Croix-Blanche 10 CH-1630
Bulle, Switzerland), Ynakoswuk/dacosuuk (s
HEPBHYIHYIO YNAKoBKY), Y NakoBIHK/ GacoBLnK
(BTOPHYHAA/TPETHYHAS YIIAKOBKA),
Brimmyckarotnii kouTpons kavecrsa -
OHcura Dapmacbiotuians C.p.J1., Uranus (Via
Praglia, 15 - 10044 Pianezza (TO), Italy)

Homep ®w  para  perucrpaumonnoro ITNO14186/01 ot 13.08.2008
YAOCTOREPEHUA

Homep HopmaTHBeHOI nokymenTauuu [TNO14186/01-130808

(Ham.No 1-6)
Haumenosanwe uw  anpec  nepxcarens | FOCE ®apuum C.A., [setinapus (UCB Farchim
PECUCTPALHOHHOTO YAOCTOBEPEHHS SA ZI de Planchy Ch. De Croix-Blanche 10 CH-

1630 Bulle, Switzerland)

PaCCMOTpeB NpE/IOCTABIIEHHBIC 1IPOH3BOAUTENIEM AOKYMEHTBEI M COACpXKamuecs B HUX
CBEJICHHUA, HACTOALUMM  I[OATBEPIK/IAI0, YTO CEpHsl  JICKapCTBEHHOI'O npenapara
COOTBCTCTBYCT TDGGDBEIHHHM, YCTAHOBJIEHHBIM IIpH €ro rocynapcmemquﬁergdvﬁmauﬂn.
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IToanuce OTBETCTBEHHOTO THLA! C/—j 4

(nopnuce)
Jara 29.06.2020 r.




Reci P h arm
CEPTHOUKAT KAYUECTBA

KOA: C1A04893

HAWUMEHOBAHME: 3HPTEK

JIEKAPCTBEHHAS ®OPMA: TabacTkn nokpbIThie nienognoi ofonoukoi
AO3UPOBKA: 10 mr Herupusnna anruapoxaopnaa/Tabaersa
VITAKOBKA: 30 radaerox

COOTBC’!‘CTBYE‘T Tpeﬁonaunu: cneunc]nncalmﬁ, TPE/ICTABNIEHHRIM HHWKE!

CEPTHUOHKAT AHAJIM3A

CIELHMPHKALIMN

[HAPAMETPbI CHNELMOUKALIMH

Onycanue Bensle npogonrosarsic TabNETKH NOKPBITHIC
uieHowHOH 060.104K0 ¢ ABOAKOBLITY KIBIMH
MOBEPXHOCTAMH, € OHOCTOPOHHE PHCKOI 1
rpaBupoekoii « Y» 110 o0CHM CTOPOHAM OT PHCKH

Pacnanaemocts Make. 15 Mun.

Boma He Gonce 6 %

Cpenuas macca
OauopoaiocTts Mo Macce: MUHHMYM

O,HHODDJII-!DCTb noe macce: Maxkcumym

[MomtuunoCTh:

Uetupusuna ournapoxnopua (BOXKX)
Lerupusuna auruapoxaopua (TCX)
Twurana ainokcn

Kommectsennoe onpeaeeHue:
Llerpusnna murnapoxnopua (BOAX)
HOCTUPGHHMC HprUMecu:

Enxrvanas npumecs (BOXX)

Obitas cymma nprimveceit (BDXKX)
Pacrsopenne

OAHOPOIHOCTh HO3NPOBAINA

OAHOPOHOCTh A03UPORAHIS
MukpobGuoaornueckas THCTOTA

Obuiee uncao aypodiiblx MUKPOOPralli3MOB

Obuiee YHCIO APOKIKCBBIX U [LICCHERBIX
rpnbos
Escherichia Coli

Dticuka dapsackorikar C.p.a
HOpuanueckuii aapec: Bua Mpases. 15
10044 NMuaneuus (TO} Mranns

Oxono 118,7 mr

[TpoueHTHOE OTKIOHEHNE: 7,5 % OT cpeanei
MAcChl

ITpouenTHOE OTKIIOHEHKE: +7.5 %0 OT cpeHei
Maccnt

[TonoxuTeNLHO
[Monoxure/bHo
llonoxurensno

Ot 9,5 mr go 10,5 mr/tabneTka

He Gonee 0,5 %
He Gonee 1,5 %
Q= muH, 80 % uepes 30 MHHYT

10 tabn.; ot 85 g0 115 % unu 29 tabn.:
oT85 10 115%ul 1abn:or 75 50 125 %
oT cpesHero comepxanus LletTupuinna
ANPHAPOXAOPH/LA

CpenHee 3HaMCHKE:

He Gonee 1000 KOE/r

He Gonee 100 KOE/r
Otcyrerane Escherichia colin 1 ¢

3 /’ YM c, email, veb-c 1—/\'

S/ M)\

(¥

Nepesoa

18 man 2020 .

Ne vHomep ceprudmkara

CEPMA: 292244

CooTeercraver
4 MUHYTb

5%

118.8 mr

-14%

2,5 %
CooTpercTBYET
Coorsercreyer

Cootsercreyer

9.8 mr/tabneTra

<0.1%

<0.1%

96 % 98 %
98 % 101 %
95 % 100 %
94,2 % 99,0 %
97.1 % 98,5 %
100,1 % 100.4 %
107,5% 107.9 %
99,2 % 100,2 %
100,4 %

0 KOE/r

0 KOE/r

Orcyrersyer

LWram (PeKkBinsnTeI)

Crtpanwnna 1|2



Nepesog,

ReciPH.::arm

CEPTH®HKAT KAYECTBA

KOJI: CIA04893

HAMMEHOBAHMWE: 3HPTEK

JEKAPCTBEHHASA ®OPMA: TabaeTku NOKPLITbIC NACHOUHOH 0000104 KOH
JIO3UPOBKA: 10 mr Letupuznna Aurnipoxnopnia/radnersa
YITAKOBKA: 30 Tabaerox

HACTOS MM NOATEEPKIAAO, HTO AAHHAS CepHs 1PO/lyKTa GbUIa NPOM3BENCHE B NI0HOM COOTBETCTBMM Tpebosariamy Haanexanie#
[Npomussoacrscunoil Ipaktuku (GMP) EC 1 8 COOTBETCTBIM C TPEOOBAHMAMM 110 perncTpauuu CTPaHel/CTPaH Ha3HAYEHUs.

Konuuecrso: 64848 wr. 3aperucTpupoBaHHkE YCIOBMS XpancHus; XparuTs npu Temnepatype He seiwe 30°C
Mlara npomssojicTsa; 13/12/2019 Toaen fo: 30/11/2024

Crpana: Poccns [Mpou3soaurens: IOCE ®apwnm C.A., Uleeiiuapus
YNOAHOMOYEHHOEC JIHLLO

Dr. A. Lazzerini <[Moanmce>

Ditcixa Gapuackiotvkats C.pa Tea.. daxe, email. heb-caiit
Opiansecknit wapec: Bua Mpanus. 15
10U Musnenua (TO) Hrains







