IEKJAPAITMSI O COOTBETCTBUH

JEKJIAPAHT, MPHHUMAIOIITHHA AEKJAPAITHIO O COOTBETCTBAH

AO "Canogu Poccus"

Ceedenusn o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus Qedepanvroi Harozo6ot cayxctvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenusn OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Teregpon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepansuviii oupexmop Monoic O.A.

Hoeepennoe auyo: Cmenanos C.C., dogepennocme 6/n om 01.12.2017

SASABJISIET, UTO

Aexapcmsenroe cpedcmeo; Jecenynane H, pacmeop oan enympugennozo aeedenun 250 me/5 ma 5 ma, ammynol
(3), ynaxoeru xonmypruie naacmurosvie (1), nauxu xapmonuvie, PY No IT N016326/01 om 27.04.2010 ( oama
samenw: 12.12.2016) swdano AQ "Canogpu Poccun”, cepun 1538504, napmus 9042 ynaxoeox, 200en do
01.01.2022, npouseodcmea Pamap Xenc Kea Cepesuces Madpud C.A.Y., Henanun, Famar Health Care Services
Madrid, 5.4.U.,, Avda. Leganes, 62, Alcorcon 28923 (Madrid), Spain, ko0 OKIT}[2 21.20.10.114, xod TH B3
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9485061989 om 13.03.2019

COOTBETCTBYET TPEEOBAHHAM
ITN016326/01-190511 usm. Ne [-4

JAEKJIAPAITUA ITPHHSATA HA OCHOBAHHUH
npomoxon uchimanuii Ne 8100 om 21.03.2019 HJ/I 000 HI] "OAPMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21J140, Cepmughuxam POCC ES.@M08.C36596 om 21.03.2019

JATA IIPHHATHA NEKJIAPATINH 21.03.2019

T PRIy

IIEKJ‘fAPAJHm JAEMCTBUTEJLHA JO 01.01.2022

M., !
g e i Crenanos C.C.

, ' %)élx.'r;(:irpanm HCh OHO

CBEJAEHU O PETUCTPAIINA

OPTAH IO CEPTUOHKAIINH, 3APEI'ICTPUPOBABIIIHI JEKJIAPAITHIO

RA.RU. 11®OM08 OPIAH ITO CEPTHOHKALHH ITPONYKLHH OBLECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH [JEHTP KOHTPOJIA KAYECTBA",

aopec op2anuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugurayuy: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, seb-
caiim: oyrx.peh.

HEKJTAPAITHA O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RU J-ES.®M08.A.19373/19

g
é/é/z’/( o Kauasu E.B.

NONIACE 3am, pyxoBogurens OC
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GHARL SERVIOCES

CepTudHKAT COOTBETCTBHSA

05502351 Iceenunane H 250mr/5mn. 5 AMIL. (PY) SCSL

Kon matepnana 3akasduka: 595126
Cepua: 153850A
Hara npoussoactea: 22.01.2019

Beimywennoe konuuectso: 9 042 ENl
JlaTa okoHYaHuHA cpoka roaHocTH: 01.2022

Henonb3oBanHeie cepun papmManeBTHUECKOT cybcTanunm

Kon Onucaune Ne cepun Ne cepuM nocrasimuka
10500280 PUBO®JIABHH BUTAMHH B-2 1801295 UuQ71110196
10500852 DOCOATHANUI XOJIMH PPC-P 1803784 3180529
PE3YJIBTATHI AHAJIN3A
NOKA3ZATEJIH HOPMHBI IPH BBINTYCKE PE3YJIbTAThI
OINHCAHHUE IMpo3pauHslii xkenToiit pacTBOp, CootseTcTBYET
NIPaKTHYECKH HE COAEPKHUT
MEXaHHYECKHX BIIIIOMEHUH
IMPO3PAYHOCTD Crenens I MakcuMym CootsercTBYET
LIBETHOCTDb HKentsiii CooTBeTcTBYET
ITnoTHOCTL 1,007-1,012 1009
IMoMIHHHOCT 3CCEHLMANBHBIX CooTBETCTBYET CTAHAAPTHOMY CooTeetcTBYET
tocdoaunuaos (EPL) obpasiy
IMoanuuHOCTL AM3OGOCHaTHIUNXONHHA CoOTBETCTBYET CTAHAAPTHOMY CooteercTBYET
(LPC) o0paswy
[MMOJJIMHHOCTD 3TAHOJNA CoOTBETCTBYET CTAHAAPTHOMY CooTeeTcTByeT
o0paszuy
MOJJIMHHOCTD BEH3HIIOBOI'O CoOTBETCTBYET CTAHAAPTHOMY CootreTcTBYET
CIIMPTA obpasuy
MOANHUHHOCTE PHBODNABHHA KenTtoeato-3eneHrlii nog Y@ CootBetcTBYET
H3Ny4eHHeM
OFBLEM =5,0mMn 5,2 Mn
PH 7,5-9,5 8,7
Conepxanue EPL 261,3-288,8 Mr/5 mMn 2738 mr
ConepxaHue 6eH3IHAOBOrO CNHPTA 42,8-47,3 mr/5 Mn 44,3 mr
Jnuzodocharununxonun (LPC) = 20,0 Mr/5 Mn 6,9 Mr
3TAHOJ = 25,1 Mr/5 mn 23,5 mr
BAKTEPHAJIBHBIE SJHAOTOKCHUHbBI 0,00-35,00 E3/mn < 2,50 ED/Mn
CTEPHUJIBHOCTDb CooTBeTcTBYET CooTBeTcTBYLT
MEXAHHYECKHE BKJIIOYEHHUA (> unu  0-6000 69
= 10 mMukpoH)
MEXAHHWYECKHE BKJIIOYEHWUA (> unu  0-600 2

= 25 MHKpPOH)

Otrnonenns: HET [X] A [ ] Eciiv 0TKIOHEHHS CYILECTBEHHEI (KOTOPhIE MOTYT NOBMUATE HA KAYECTED MPOAYKTA),

OnucaHne ABNEHHA:

PNT:

JlaHHeI# penapaT NpoaHaTH3HPOBaH B cooTBeTcTBHU ¢ COIT: 2189-3051

«Damap XKC, C.A.Y.» — Aserana Jleranec 62-28923-Anopkon-Manpun-Henanus

www.famar.gr

Jiuuensusa Ha npousBoactso 648 1E/Ne ceprudurara GMP ES/079HVI/18*
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HEALTEH GARL SLRVIOES
CepTudHuKAaT COOTBETCTBHS

05502351 Iccenunane H 250mr/5ma. 5 AMIL. (PY) SCSL
Kon matepnana 3aka3unka: 595126
Cepun: 153850A BrimyweHHoe konuyectBo: 9 042 EXT
Jara npoussogcTsa: 22.01.2019 Nara okoHYaHu# cpoka roaHocTH: 01.2022
Hcnoab3oBaHHbIe cepn papmanesTudeckoli cyGeranuuu
Kon OnucaHue Ne cepuu Ne cepun mocTaBKKa
10500280 PHUBO®JIABHUH BUTAMMWH B-2 1801295 UQ71110196
10500852 COCOLATUINI XOJHUH PPC-P 1803784 3180529

3aaBnenne o cepm(pmcaunn:
Hactoawum 1 NOATBEPXKAALD, YTO NpeaCcTABNCHHAA BbIILE HH(bOpMaIIHH ABNAETCH NOMLNTHHHOH H TOYHOIA.
JIaHHaH CEpHA Npenaparta Obina NPOU3BEAECHA, BKIIOYAA YNIAKOBKY H KOHTPONL: Ka4€¢CTBa, B MOAHOM
COOTBETCTBHH C meﬁonaummu npaBun Haanexaweit l'IpOH'.iBOI[C‘I‘BCHHOﬁ NMPaKTHKH, YCTAHOBJICHHBIMH
MECTHBIMH DETYMATODHBLIMH OpraHaMH, a TaKXE B COOTBCTCTBHH CO Cl'lel.lHtIDHKal.ll‘IﬂMPl,
NpeaAyCMOTPEHHBIMHE PErHCTPALMOHHBIM YAOCTOBEPEHHEM CTPaHbI-HMIMOPTEpa. OryeTrl NO OGPEGOTKC,
YOAKOBKE M aHANIN3Y CCPHH 6biau MNpOBEPEHBI H NMPH3IHAHBI COOTBETCTBYIOLLIUM Y TPCGOBaHHﬂM Ipasun

GMP,
Buiaaw: MAPHA JOJIOPE3 KABOPHEPO [Moanuce:
(¥YnonHoMoueHHOE THLO0) Moanuce/ 25 ®ep.2019
«@amap XKC, C.A.Y.» - ApeHnaua Jleranec 62-28923-Anopkos-Manpua-Hcenanma 22

www.famar.gr

Jluuensua Ha npouzsoactTeo 648 1 E/Ne cepTudurxara GMP ES/O079HVI/18+*



«A. HarrepmanH 31a Cue. TMOX»
Komnanua «Canodwm»
Harrepmannane 1

50829 Kenbn, 'epmanus

SANOFI| .z

Ceprudukat aHaaHza

Ne 3axaza; Ne ucosiTanua: 240942 Beinymeno: 17.10.2018
Marepnan: PPC-P

Ne marepuana: 228004

GMID: 673987

Ne cepun: 80001257

Ne cepun nocrasiuka: 3180529

Harta npou3lsoactsa: 28.08.2018

Jata noeTopHoro 28.02.2020 Crpana

KOHTPOJIA: HAIHAYCHHA!

Ne cneundukaunu.

CGN-SPEC-RM-000185 /2.0

TMokasaTean

XapakTepHCTHKH

Onucanue

NoanunwocTs

MomnnnHocTy (XpomaTorpadrueckHii

MeTon)

[MoonuHHOCTE
(nuzodocaTHANAXONHUH)

IMonnunHocTe (hochaTuaunxonun)
KosnuecTBeHNOE ONpeaenenne

Tokodepon

PociatuannxonnH (B nepecuerte Ha

Ge3BOIHOE BELLECTBO)

JInzodochatuannxoniH (B nepecuere

Ha Ge3BOAHOE BEILECTBO)
Yuerora

Ceuneun

PryTs

Kaamuii

Honwoe yncno

[TepexucHoe uncno
Conyrcreytowne docdonunuae
31aHon

DTHNMETHAKETOH

Bona

ExCertRelcascEl_nat.xml

Tocneanmue msenenna: 22032008 11:41
Caen lllymzep. cnyxGa xonTpoas kayecTea. ten, 2124

Hopmbi npn BeInycke

KENTOBaTana nhacTHYHaa macca C
OpEXOI'lOﬂOﬁHbIM Janaxom

COOTBETCTBYET CTaHAapTHoMY obpa3uy

COOTBETCTBYET

COOTBETCTBYET

0,10- 0,30

90,0 - 96,0

0.0-6,0

0-5
0,0-0,1
00-02

0-10

HE OMpeIenHMO
40-8.0
0-500
1,0-30

PesynbTaThi

COOTBETCTRYET

COOTBETCTBYET

COOTBETCTRYET

COOTBETCTBYET

[Mepuon.Tect

93,7 % (macc./mace.)

2,0% (Macc./Macc.)

[Mepwon.tect
Mepron.tect

[Tepuon.tect

3

COOTRETCTBYET

6,9 % (macc./macc.)
< 30 ppm

1,19 (Macc./macc.)

Crpanuua | v3 2




«A. Hatrepmanu 384 Cue. TM6X»

Komnauua «Canogu» SA N O F I J
Hartrepmannane |

50829 KeneH, 'epmaHus

Ceprnduxar ananusa

Ne 3akaza: Ne ucnuiTanua: 240942 Beinyweno: 17.10,2018

KucnorHocts 0,0-0,5 Mepuon.Tect
MukpodHonoriuyecicas UHCTOTE

Obwee quCHOo apoduex (- 100 Ilepnon.tecr
MukpoopraHuasos (TAMC)

Durepobaxtepin H OpyrHe oOTCyTcTBYeTB | I [Mepnon.tect

rpamMoTpuuaTenbHble HakTepuy

Escherichia coli oTcyTcTBYeT B I 1 [Tepron.tect

Psendomonas aeruginosa oTcyTcTBYETB I 1 Iepnon.recr

Staphylococcus aureus oTCyTCTBYETB I T Heproa.tecr
0-10 Iepton.Tect

BaxTepna_anble IHAOTOKCHHBI

JlaHHas cepus COOTBETCTBYET

cneuudHKaumn,

Oraen KOHTPOASA KAYECTEA Onepauun no
obecneden o KavyecTBa

Boaughranr Xepmanc H-p Bertuna LinomGuTua
HauanbHHK oTiiena KOHTPONA KauecTsa YonHoMoueHHOE JTHLIO
Hara Beinycka: 08.10.2018 B 16:51:48 ik INTutepc

Hannelit 10KyMeHT ObIA CO3AaH B INEKTPOHHOH dopme H pelictBuTenet 6e3 noanucw,

ExCertRelcascEl_nat.xml
Crpanuua 2 u3 2

11 1 22032008 11:41
Coen [llysaep. cnywba konTpoas kadecrea, Tea. 228




