AEKJIAPAIIASI O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAIOII AT AEKJIAPAIIMIO O COOTBETCTBHUH

000 "3660mm Jls6opamopus"

Ceedenun o pecucmpayuu opzarusayuu: Mescpaiionnas uncnexyus Pedepansroil nano2060i cayscbor Ne 46 no
2. Mockee 23.01.2007, OI'PH ] 077746154859, dama npuceoenus OT'PH 23.0] .2007.

Aodpec: 125171, 2. Mocxkeaq, Jlenunzpadcxoe wocce, 0. 16 A, cmp. 1. Teneghon/darc8(495)258-42-80/81

B nuye: I'enepanouviii oupexmop Jvauenxo T, B.

Losepenroe nuyo: Tonkayesa P.B., dosepenrnocmo 36-2019/EPD om 24, 01.2019z.

3ASBJSIET, YTO

Nlexapcmeernoe cpedecmeo: Jpunman, mabremiu 5 m2 30 wim., 6nucmept (1), nauxu xapmounsie, PY Ne JT
N014671/01 om 15.12.2008 (dama nepeogopmaenun PY 26.11.2015) evidano D660mm JIs6opamopus I'mb6X,
cepus 29256, napmua 47344 ynaxoeox, 200en do 30, 06.2022, npouseodcmea Pecugpapm Dormsn, DPpanyus,
Recipharm Fontaine, Rue des Pres Potets, 21121 Fontaine les Dijon, France, koo OKITN2 21.20.10.1 74, koo
TH B3 3004900002, kormpaxm Ne 01-2012 APO om 01.03.20] 2, unsotic No 456109826 om 15.10.2019

COOTBETCTBYET TPEBOBAHUSIM

ITNOI14671/01-050510 uzm. Ne 1-3

AEKJIAPAITUSI IIPHHSITA HA OCHOBAHHU

npomoxon ucnormaruu Ne H19-04722 om 22.10.2019 000 "HLJJIC "Buomexnonozusn”, ammecmam
axkpedumayuu RA.RU.2] OM04, Cepmugpuxam POCC FR.®MI5.C88380 om 22.10.2019

AATA IPUHSTHS JEKJTAPAIIMM 22.10.2019
AT S] ABHMCTBUTEJILHA JI0 30.06.2022

% : Tonkauesa P.B.

TTOJIITHCE O.H1.0

CBEJEHHSI O PETHCTPALIMN

OPT'AH ITO CEPTHO®UKAIINY, 3APETMCTPUPOBABII Ml AEKJIAPAIIUIO

POCC RU.0001.11®0MI15 OPTAH ITO CEPTHOHKAIIHH ITPOJT YKI[HH OFILI[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECT, BA",

adpec opzanuzayuu. 115280, 2. Mocxkea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, kom. 1., adpec opeana no
cepmugpurayuu: 143581, Mockoscras obnacmy, Hempuncxuii patiow, dep. Jewxoso, J. 248, emp. 1, men..
(495)640-96-69, (495)787-92-78 geb-caiim: OYKK.peh.

JAEKJIAPALIUA O COOTBETCTBUH 3APETHCTPUPOBAHA N POCC RU H-FR.OMI15.4.25716/19
ILATA P ﬂ‘_{_&“‘vﬂ:“,}.’ 22]02019

7%
< 3apbiToBckas H.A.

IIOATIUCE PyxoBonurtens OC
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CEPTUOUKAT COOTBETCTBHA

HaumeHnopanue npoaykra:
KaranoxHbrii HoMep:

Homep xinenTa:

JlozupoBka

@®opma BbIIYCKa

@acoBka

Homep cepuu:

Hanecennas cepus:

Hara npouspoactea (MM/JIJ/TTTT):
Tomen mo (MM/TTTIT):

[Tpou3BoauTeNns roTOBOH JIEKApCTBEHHOM
dbopMmsrL:
VnakoBmmk

HaunmenoBanue IIPOU3BOAUTEIIAL

PCS}’JIBTaTI)I dHaJIH30B.

OTKiIoHeHHs, CBA3aHHEIC ¢ JaHHOH cepHel:

3akarodeHue:

KommMenTapuu:
JlaTa 1 MONKCH YIIOJTHOMOYEHHOTO JIHIIA:

Hpunras 5 mr, 30 Tabn.
205030

A205030

Swmr

TabIeTKH

30 TabyeTOK B yIIaKOBKe
29256

29256

07/25/2019

06/2022

Pecudapm
Pye ne Ilpec IloTtetc
21121 ®ourdita-nec-wkon, OpaHius

Pecudapm

Pye ne Ilpec [Torerc

21121 ®onrdiis-nec-JmxoH, @paHIms
Pecudapm

Pye ne Ilpec Ilotetc

21121 Donrdiin-nec-{uxon, Ppanuus

CM. cepTH(HKAT

He yxasano

Hacrosmum nmoaTeepxaao, 4o
BBlIIEyKazaHHas HHGOPMAILHS SBIIETCS
IOJUTMHHOM K TO4YHOH. [lanHas cepus
Ipenapara MpoH3BeIeHa, BKIIOYas
yI‘IaKOBKy/MapKHPOBKy H KOHTPOJIb Ka4E€CTBa B
COOTBETCTBHH ¢ npasmwiamMu GMP u
TpeGoranusaMH crienudHKaIuy,
HpPECTABIeHHOH B PErHCTPAllMOHHOM JI0Che
CTpaHbI-UMIIOPTEPA. 3allUCH MO NPOU3BOACTBY,
YIIaKOBKE ¥ IIPOBEJSHUIO aHATH3a IPOBEPEHBI,
coorBeTcTRHe GMP noATBepkIeHO.

09/25/2019

Pecudapm ®ounran CAC
Rue des Prés Potets
21121 Fontaine-lés-Dijon
France

Tél. 33 (0)3 80 44 78 00
www.recifarm.com
E-mail: infof@recifarm.com

Crp. 13
S.A. au capital de 18 035 296 euros
RCS Dijon B 311 596 670
TVAFR 52 311 596 670



-

ReciP arm

CEPTHOUKAT AHAJIM3A
HAMMEHOBAHMWE ITPOJIVKTA: Hpunran 5 mr, 30 1a6y,
KATAJIOXHBI HOMEP: 205030
HOMEP KJIMEHTA: A205030
HOMEP CEPUH: 29256
HAHECEHHAS CEPUS: 29256
KOJIMYECTBO: 47344,000 mr.
JATA HPOH3BO,[[CTBA(MM/,HII/T ITT): 07/25/2019
I'OJEH 10 (MM/TTIT ): 06/2022
KOHTPOJILHBIA HOMEP: 41000077074
HHOKA3ATEJHU HOPMBI PE3VJIbTATBI
Onmucanue Bensle, kpyrnnie ABOAKOBBIITYKIIBIE TAGIeTKH C Cooteercrayer
PHMCKOH Ha oJ1HOI cTOpOoHE
MomnunnocTs Bpems ynepxusanus ocnosroro ITHKa Ha Coorteercrayer
OKCHOYTHHHHA THIAPOXJIOpH]] XPOMAaTorpaMMe HCIBITYEMOTO pacTeopa,
(B2XKX) NOTy4€HHOT0 NIPH KOJIHYECTBEHHOM
OMNpPEACICHHH, NO/DKHO COOTBETCTBOBATE
BPEMECHH YNEP)KUBAHUS OCHOBHOTO MHKa Ha
XpOMAaTorpaMme CTaHmapTHOro pacTBopa
OKCUDYTHHHHA THApoXJIopUAa.
Cpenuss macca O1174.0 no 182.0 mr 178.0
Orwionenne ot cpenneii maccsl  He Gonee 2 oTaenbHBIX Mace OTKJIOHAIOTCS OT CootBerctnyer
CpenHel Macchl Honee yem Ha 7,5%, v Hu oA
U3 HUX HE OTKIIOHAETCs Gonee uem Ha |5%
Pacnapaemocrs <10 mun 4
Konuuectrennoe onpenenedue ot 4,75 no 5,25 mr/ta6 5,02
OKCHOYTHHMHA rHApOXIIOpHAa
(BOXX)
Pactpopenue 3a 30 mun > 80% 108
Poncteennbie npumecu
OKCHOYTHHHHA rHApOX/IOpHa
(BOXKX):
IIpumecs B 1571 <0.5% 0.0
Hpyrue npumecn <0,2% raxmoii Cootsercreyer
Cymma npumeceii <1.0% 0.2
OnHopogHocTs NO3HpOBaHHSA Or 85% no 115% 101
Crp. 2/3
Pecutapm ®onran CAC Tel. 33 (0)3 80 44 78 00 S.A. au capital de 18 035 296 euros
Rue des Prés Potets www.recifarm.com RCS Dijon B 311 596 670
21121 Fontaine-1és-Dijon E-mail: info@recifarm.com TVAFR 52 311 596 670

France




ReciPharm

CEPTUO®UKAT AHAJIM3A

HAMMEHOBAHME ITPOJIYKTA: Hpunras 5 Mr, 30 TabiL.

KATAJIOXHBI HOMEP: 205030

HOMEP KJIMEHTA: A205030

HOMEP CEPUM: 29256

HAHECEHHAS CEPUA: 29256

KOJIMYECTBO: 47344,000 wr.

JIATA TTPOU3BOJCTBA (MM/IJ/TTTT): 07/25/2019

'OAEH 10 (MM/FITT): 06/2022

KOHTPOJIbHbIM HOMEP: 41000077074

HOKA3ATEJIU HOPMbI PE3VJbLTATBI

O61iee Y4KCI0 a3poOHBIX < 1000 KOE/r 20
MHKPOOpPraHH3MOB
O611ee YHUCIIO IPOAOKERBIX H <100 KOE/r 20
[UIECHEBBIX MPHOKOB
Kumeunas nanovka OrcyrcTBue B 1 r CooTBeTCTBYET

JlanHas cepus Gbina NPOM3BEACHA, MPOTECTHPOBAHA, POBEPEHA U BBITYLISHA YNIOTHOMOYEHHBIM JIMLOM
OTAena obecrneyeHHs Ka4ecTBa B COOTBETCTBHH C TpeGOBAHMSIME Ha/UIekKaliel NPOU3BOACTBEHHOM
IPaKTHKH U COIIACHO PErHCTPAMOHHOMY I0CHE.

3AKNTMIOYEHHE: BrimyuieHo

MEHEJDKEP 110 OBECTTEYEHHWIO KAYECTBA: Iara: 09/25/2019
Ioonuce
Crp. 3/3
Pecudapm doursn CAC TéL 33 (0)3 80 44 78 00 S.A. au capital de 18 035 296 euros
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