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{ AEKJIAPALIUSI O COOTBETCTBUN

l AEKAAPAIIT, [PUHHUMAION[MIE AEKJAPALHKIO O COOTBETCTBUU

L' 000 "HrD

¢ ‘wedentn o perucimpayu opeanusayin Mesepatiuast unenesyis Pedepaannoi wiroco6on cayacin N 46 no |

| @ Mockae 27.10.2014, OFPH 10950270081 30, dama npucevenus OFPEH 29.07.2009, |
| Adpec: 115432, 2 Mocksa, np. Andponosa, 0. 18, kopn. 6,00h. 4-01 Teaeon:8(495)933-14-58

8 auye: Tenepaasnoni dupermop Dracuo Kacapu
Housepennoe awgo: Hogurosa 1L, doecpennocms O/ om 01.01.2019

SASIBISIET, UTO il
AeKapemeennoe epedemes: Hnposcun, Kancyast 200 mz 15 wm., ynakosxcu syedioante Konmypuwie (1), nayky 1|
kapmoruste, PY Ne JHI-000284 om 17.02.2011 (Qumu nepeodiupatienus 18.05.201 6) 6mduno Hmandapuaro | [
CnA., cepun 19822, napmus 79989 yrakosok, 200en 00 01.06.2022, npouseodemea Kancydxcen roopatens, i
Gparyun, Capsugel PLOERMEL, 71 de Camagnon, 56800 Ploermel, France, / Jabopantopun Deux,
Gpawyus, Laboratoires Effik, Batiment 'Le Newton', 9-11 rue Jeanne Braconnier 92366 ME UDON-LA-FORET, ji
France, ko0 OKII2 21.20.10.173, kod TH B3X 3004390001, Coznawenue Ne la om 01.01.2015, uneoiic Ne I
1929163 o 28.10.2019 3

COOTBETCTBYET TPEEOBAHMSIM !
JUT 000284-170211 uzsi, Ne 1-2 |
AEKJAPALTHS IPUHATA HA OCHOBAHUH

npomokox ucnsunanwli Ne 19-007607 om 14.11.2019 000 "HIJIC "Buomexnoiosus ", ammecmam _
f axkpedwnaiun RA.RU, 2 1OMO4, Cepmucpuram POCC FR.OMO8,C54311 om 14.11.2019 bl

| JATA IAPALIUYA 14.11.2019 N
| REK ITEJXBLHA J0 0/.06.2022 N
: ¥
: N e Hoeukora H.JI. : I'
| JCANHCH 1.0 i

N -y

CBEJEHHSA O PETHCTPALINN

OPrAH NO CEPTHOHKALIHH, 3APET UCTPHPOBABILIFLIA JEKJTAPALIUIO
" RA.RU. 1 QMO8 OPIAH [TO CEPTHOHKALHH NIPOST YKUHH OBUIECTBO C OTPAHHYERHOL
OTBETCTBEHHOCTEIO "OKFVIKHOH [JEHTP KOHT. POJIA KAYECTBA",
adpec opeanusayuu; 115280, 2. Mocxea, y. Macmepkaga, 0. 4, 3m. 5, noar. I, xoa. 1, adpec opzana no
" cepmudpuxayuu: 115280, POCCHA, 2opod Mocxea, ya. Macmeproea, 9. 4, am. 5, men..(493)788-02-88, aet-
caiim. oy peh.
- AEKJIAPAITHST O COOTBETCTBUHU 3APETHCTPHPOBAHA M POCC RU HA-FR.PMO8.A.44669/19
- MATA PETUCTPALTMM 14.11.2019
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Certificat de Libération ”
SPPUK (EFFIK) Cepmudhukam Ha cepuio

ﬂOKYMEHT Ne: FOR0051 _ Bepcna 08

Aava nanpasnexun aanenexus : 25/01/2017 Cnpasousbiit gokymenT ; SOP0009

PRODUITTIPOAYKT :  Mperectepod 200 Mr B MArKMX Kancynax AnNa NepopansHOro npuema nin
VHTpaBarMHaneHorQ BBEASHNA NPOU3BOACTEE KoMTaHn « 3 POUIK (EFFIK)»

Présentation  Pavs Ne d'AMM " Code EFFIK
Haumeroaauus Cmpawra Nuyersus No  |Mdenmucpuramop
i QPOUK

WNPOXWH, 200

15 wryx 8 KopoBxe Poccun 000284 90000626

Numéro de lot/Homep cepun :
PRODUIT FINVKOHEYHLIW NPOOYKT : 19F22

PRODUIT VRAC/HEPACOACOBAHHEIN NPOAYKT : QB140377/1
DATE DE FABRICATION/OATA NPOU3BOACTBA: 06/2019
DATE DE PEREMPTION/QATA NCTEHEHNA CPOKA FOAHOCT Y : 062022
QUANTITE LIBEREE/KONMYECTBO BLINYWEHHOrO NPOAYKTA:
79 989 BOITES/kopoBok no/de 15 unités/egunny

BEAucune deviation Majeure/Critique / 3HaunTensHbe/KpUTAYECKKE OTKNOHEHWR OTCYTCTRYIOT

Déviation{s) Critique{s)/Majeure(s)* &tudide(s) et cldturée(s) / Kpuruueckue/3HaUMTENLHEE OTKNOMEHURA
NepecMoTPeHb! U 3aKPbLITHI.

PEWEHUE: LIBERE / PA3SPELLEHO K BbINYCKY X

REFUSE/ OTKASAHO D

Le Pharmacien Responsabie des laboratoires EFFIK certifie que ce ot a été fabriqué, conditionné et
contrélé conformément aux spécifications du dossier d’AMM et aux exigences de la Législation
pharmaceutique notamment fes Bonnes Pratiques de Fabrication Eurapéennes en vigueur et son annexe
16.

Ynonwosmodernoe nuuo nabopamopuu «30ONKy (EFFIK}) nodmeepidaem, yma danuan cepun npousesdena,
ynaKoesHa U MpoeepeHa @ coameemcmeul C NOONSHUSMU O =2ocydapomesHHOl  peaucmpatuu
nekapermeenHo20 npenapama u ¢ cobmodeHuem Hadnexawed npousgodomeexuol npaxkmuxu E@ponbl,
npunoxenue 16 dedcmeyiowed HIN, u hapMayeemuveckoeo npasa.

[ara : 28/10/2019 S S
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Axcennb JEXY (Axelle DEJOUX) /nognucs/ Hopw XABEBPYK (Georges HAZE%ROL?@EE}B.!
OTseTcTBEHHLIA dapMaLesT OrsercTReRHbIR hapmayesT naﬁopargﬁ@m QIBENC -'ss;,f}aﬁ-g
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DPPUK C.A, (EFFIK 8.A) - 3panua Hewoton - 9/11, yn. Xawnbt Bpakarse - F-92386 MEROH-NA-GOPE CEIEKC ( Immeuble [X
Jeanne Braconnier « F-92366 MEUDON-LA-FORET CEDEX}- dpamgti 2]

Tenecon +33 (D)1 -41 28 20 20 - dakc +33(0)1 41 28 20 19 - BeG-caim /i e

DMK C.A (EFFIK S.A) ¢ xanwvanom 5: 1 966 816 eapo - Homep 8 TOproAo-NpossILwnen 2
Eaponeiicxuit vomep HAC FR 76 387 968 48




3¢¢MK ( EFF”() CepTudpukar aHanusa KOHEYHOro NpoaykTa

___. Nporectepon 200 Mr - Markue kancynist B _j

Haumerosanue - UNPOXWH, 200 mr Cebinka: j 50000626
Poccun i
Homep cepun 19F22 Nogpsauvk 1 : T KANCYXENDL
{CAPSUGEL)
Homep QB1403771 Noapaayk 2 : RbE®D (DIEPHEZ)
HepacdracosaHHOM
NpPoayKTa | -
[ara npoussogeraa: 06/2019 Moppaguvk 3 : EBPO®OUHC
; (EUROFINS)

flata ucreuenus cpoka 06/2022 Mororpadun : Bryrp.
rOAHOCTU:
WenbiryeMtit napaserp | Cneyudukauus PesynsTar
BHewHwuid Bug Msirkve kancysibl asanbHol dopmMel, Genoro unu

noutu Benoro Usera. Kancynel cogepxat
TOHKQOWCNEPCHYID CycneHauw Genoro unu noYyTv
Benoro Usera

floANMHHOCT (METOAOM | BpemA YAePKUBAHHS MO OCHORHOMY NUKY Ha

B3XX & xope XPOMaTOrpaMMe UCNLITYEMOro pacTeopa QonNKHo

KOMWMECTEEHHOIO COOTBETCTBOBATL HANOMMYHOMY MKy

onpegeneHng) NPOrecTapoHa Ha XpoMartorpamme CTaHgapTHOro
pacrsopa

OcHOBHOE NATHO Ha XPOMAaTOorpamMMe
WCNILITYEMOro pacTeopa JOMMKHD

?8@?"””00“ (METOROM | - oreeTcraoBaTH 3HA4EHMIO RF ANR NATHA 5 R WG
NPOfeCTEpOHa Ha XPOMAaTOrpaMme CTaHAapTHOro

_pacrsopa,

CpeaHas macca kancynbi | 725,0 mr + 5% (ot 689,0 ao 761,0 mr)

CpenHar macca

coaepwumoro kancynbt n | 500,0 Mr £ 5% (oT 475,0 a0 525,0 wr)

OTKNOHEHWE NO Macce 18/20 +7,5%, 2/20 + 15%

Bpemn nonHoro pacnaga

(pacnagaemocTk) ot 5 no 20 MuHyT

MNoTepu npu

BBICYLLIMBAHWM

{oGonoyxa) s 15%

KonwuectseHHoe

onpeaenexne o1 190,0 no 210,0 mr / 600 Mr cycnexaum (38 —
nporecTepoHa (metoaom | 42% m/m)

B3XX)

PoacreeHHbie npumecw (BAMX)

(Mpumecs B £0,5%
Npvmecs C s05%
Jlobar HewssecTHas " .
npuMech $0.5% : -
Obwee kxonuyecTeo < 1,0%

OPONK C.A. (EFFIK §.A) - 3aanus Hularou - 911, yn. Jauuu Gpakokee - F-92368 MELOH-NA-0OF

Jeanne Braconnier - F-82366 MEUDON-LA-FORET CED EXF P =5
Tanedion +33 (0)1 -41 28 20 20 - Daxc +33(0)1 41 28 20 19 - Bafeeady h ﬂ.-.#.‘.-.‘-le.-.h‘!h_f? %

IPOMKCA. (EFFIKS.A.} ¢ kanuTanom 8: 1 966 816 enpo - Homep 8 TOProso-npoMuILUAS
Eeponeiickuit Homep HAC FR 76 387 968/46




[Fpywecen 1 - l ]
| KOHTaMUHALMA MUKPOOpraHuWamamu .
Obwee uncno azpobhbix
MUKDOOPraHU3mMOoB < 102 KOE!r
(TAMC) - ]
Obuee wncno gporokeseix '
U NnecHeseIx rpuboa < 10 KOEr
| (TYMC) ——
E. coli Ortcytcremeir e T
P. acruginosa Orcyrctavelr e
S. aureus Otcyrctamnelr S
C. albicans Otcytcrenelr i e
; KOHTPONb YNAKOBKN o]
15 kancyn & kopobke X | Cooteetcrayer: | He cooTseteTRyer ; O
Dara : 25/12019 Coorsetcrayer ; X He cooteercrayer; O
Npuusaro: X Otkalado : O
DHO : /Hepazbopumso/ Moanucs: /nadnucst

IBAUK C.A. (EFFIK S.A.) - Aaanme Huloton - 9/11, ¥R Hanwbi Gpaxonsa - F-92388 MEAOH. A0 CE}
Jeanne Braconnier - F-92364 MEUDON-LA-FORET CEQ EXY dpa
. Tenodon +33 (0)1 -41 28 20 20 - Paxc +33(0)1 41 26 20 19 - Bo 'lé.-.'

SOPUK C.A. (EFFIK S.A) ¢ xanuranom B: 1 966 818 eepo - Howmep 8 Toproso-npomsiLehis
Eaponciicxwh wamep HIC FR 76 387 968 HEL
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