AERKJIAPAIIA O COOTBETCTBUH

JAEKJAPAHT, HPUHUMAIOIN NI AEKJIAPAIIMIO O COOTBETCTBHH

AQ "Canogu Poccus"

3apeeucmpuposario ;. Mesicpaiionnas uncnexyust MHC Poccuu Ne39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcran, 9. 22. Teregpon:8 (495) 721-14-00

B ruye: Nenepanousiti oupexmop Aoamsan H.B.

Hoeepennoe auyo: Knoxoga FJ.C., doeepennocme 6/n om 01.12.2017

3AABJ/IET, UTO

nexkapemeennoe cpeocmeo. Decenyuane gopme H, kancynor 300 mz 10 wm., ynaxosxu ayelikogble KOHMypHbIE
(9), nauxu xapmonnvie, PY Ne IT NOI1496/01 om 10.08.2010 (0ama nepeoghopmnenusn 28.04.2016), cepus
8K6741, napmus 50388 ynarxoeox, zoden 0o 15.12.2020, npoussoocmea A. Hammepsann 319 Cue. ImdX,
Tepyanus, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, koo OKIIJ2
21.20.10.114, koo TH B3 3004900002, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic No
9085301246 om 02.08.2018

COOTBETCTBYET TPEBOBAHHUAM
IINO1496/01-220911 wam. Ne 1-5

AEKJTAPAIIAS IIPNHSITA HA OCHOBAHHNHA
npomoxoa ucneimarnutt Ne 2305 0 om 09.08.2018 H/T OO0 HI] "PAPMOBEOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21DJ140, Cepmugpuram POCC DE.OMO8.C20437 om 09.05.2018
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s 7 # g
gz i MO KD g
Ty “T-mtﬁ“"“fg

CBEJAEHHA O PETMCTPALIUN

OPTAH INO CEPTUOHUKAIINH, SAPETHUCTPHPOBABHINI TEKJTAPAIIHIO

RA.RU.1I M08 OPI4H 110 CEPTHOHKALIHH ITPONYKIHH OFLIECTBO C OI' PAHHYEHHOH
OTRETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, & Mockea, yn. Macmeprosa, 0. 4, om. 3, nom. I, kom. 1, adpee opzana no
cepmugpurayuu. 115280, POCCHA, zopoo Mockea, yvi. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim. OYKK.pe.
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A. Harrepmans ona Cue. 'mM6X, I'epmanns
Harrepmannannee 1, A-50829, Kémpu, T EpMaHuA

Jccennnane® gopre H, Kancyast 300 mr Gamcrepnr 10N9

Cepust Ne: 8K6741
Tlpoussenen: 15.06.2018
Tonew no: 15.12.2020

HIITINO011496/01-220911

CEPTHOUKAT AHAJIM3A

INOKA3ATEJIN HOPMBI PE3VIJIBTATHI
Onucanne Henpospaunsie npogonropatsie TBEP/Ible JKETATHHOBLIE | COOTBETCTBYET
KANCyNb! KOPHHEBOTO LUBETA, COAEPKALINE
MAaCJAHHCTYIO NaCTOOOPA3HYI0 MacCy KEATORATO-
KOPHUYHEBOTO 1IBETA,
HoannanocTs:
- QochatTuauaxonuna Rt (o6pasua) = Rt (cTannapra) COOTBETCTBYET
- _avzodocharmawixonuna | Rt (o6pasua) = Rt (crannapra) COOTBETCTBYET
Cpennss Macea KancyJs 451,4 mr - 524.6 My, 508,9 mr
Cpennss Macca copepxnMoro | 374,6 mr - 43 5,4 mr. 426,1 mr
KarcyJl H OTKNOHEHHE OT Honyckaercs nammue He Gonee 2 KarcyJl, UMEHLHX COOTBETCTBYET
cpenHeit Maccht OTKJIOHEHHUE MACCEI COEPHHIMOTO OT CPEJIHETO 3HAYCHUS
= 7,5%:;
He nomauo 6bITe Kancyn ¢ oTKIOKeHHEM MaCCh COOTBETCTBYET
CORCPIKUMOTC OT CPETHEIO 3HA4CHHs + 1 5%,
| Pacnanaemocts He Gonee 30 Munyt. COOTBETCTBYET
Muxkpobuonornueckas - a3pobublie GaxkTepuu: He Gonee 10T COOTBETCTRYET
upcroTa® - rpubsI: He Bonee 10%/r COOTBETCTBYET
- Enterobactericeae: ne Gonee 10 COOTBCTCTRYET
- Esherichia coli, Pseudomonas aeruginosa, COOTBETCTBYET
Staphylococcus aureus: OTCYTCTBYIOT/T COOTBETCTBYET
- Salmonella: oreyrerryer/10 r COOTRETCTBYET
KonuuecTsennoe
OIpefeseHue:
- docdatuaunxonuna** 208.1 mr - 2489 Mr/KarcyJy, 240.0 mr
- smzodocdarnannxonnia** | ue Gonee 38,5 mr/kancyny. 5.1 mr

¥~ NOKasaTeNk BKIIOYEH B COOTBETCTBHH G Tp

KavueCcTRO 110 AAHHOMY T10KA3a8TEIHO,
*

" — HOPMBI YKA3aHEI Ha KOHeL|

cepridukare anainza.

IMokasarenn «HO,HHHHHOCTB KETe3a oxcunaay,

AIMHA Kanucym» UCKmodeHs! 13 HJI B coorseTcTeim ¢ Tpeborannamu MCJIC.

YxazauHas cepus

Penrenne: Brumymen 25.07.2018

Adpee: 125009, Mocksa, yu. Taepewas, 22. Ten.: (495) T21-1400. dare: (495) 721-1411. ww sanofir

NMpOM3BELEHA B
PETHCTPANHOHHOTO JIOCRE U IIpaBMIIaMH Haalexa
cpezacte (GMP). Kakue-mu6o suavn
TIAPaMETPOB HE 3aPErUCTPHPOBAHEL.

COOTBETCTRHH ¢

AQ «Canolus Pocersn

«HO,Z[HHHHOCTB THTaHa JHOKCHOA»,

JNEHCTBYIOUIHMA
el NIPaKTHKH IIPOM3BOJICTBA JICKapCTBEHHBIX
MBIC HIIH KPHTHYLCKHE OTKIOHEHHE OT PeriaMeHTNPOBAHHEIX

eGosannavn HCJIC, dupma rapaHTHpyeT

CPOKa IOM#HOCTH, OHH OTIHYAI0TCA OT HOPM, HpeACTaBieHHEIX B

«JInamerp u

TpeDOBaAHHSIMH




A. Nattermann & Cie. GmbH
A Sanofi Company
Nattermannallee 1

50829 Cologne / Germany

SANOFI| g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 238089 Issued: 25.07.2018
Material: Essentiale forte N Capsules, 90 pieces

Material No: 361916

Batch No: 8KE741

GMID-No: 643775

Batch Yield: 50.388

Manufacture Date: 15,06.2018

Expiry Date: 15.12.2020 Destination:

Specification No./Version: 11.233763 /3
This product contains in: 1 Capsule

Parameter

Characters

Appearance

Appearance of filling mass
Technical Tests

Average mass

Average filling mass
Uniformity of filling mass
Disintegration
Identification

{3- sn-Phosphatidyl)choline
(3~-sn-Lysophosphatidyl)-choline
Assay

Soya bean phospholipids, containing 76 %
{3-sn-Phosphatidyl)chofine
(3- sn-Phosphatidyl)choline

(3-sn-Lysophosphatidyl)-choline
Microbiological Purity
Total agrobic microbial count (TAMC)

Total combined yeasts and moulds count
(TYMC)
Bile-tolerant gram-negative bacteria

Escherichia coli
Pseudomonas aeruginosa
Staphylococcus aureus

Salmonella
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Release limits

khaki, opaque, oblong, kard capsule

honeylike, pasty mass

4514 -524 6
374,6-4354
conforms

within 30 minutes

conforms

conforms

Ca. 300

208,1-2489
Max, 18,0

Max, 1000
Max, 100

Max. 100

absentin1g
absentin 1 g
absentin1g

absentin 10 g

Result

conforms

conforms

508,8mg
425,1 mg
conforms

conforms

conforms

conforms

314 mg

240,0 mg
51mg

<10 CFU/g
<10 CFUlg

<1 CFUlg
conforms
conforms
conforms

conforms

: _Pa_ge“i_._gf 2"‘



A. Nattermann & Cie. GmbH G
A Sanofi Company SA N O F [ gj

Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 238082 lssued: 25.07.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  26.07.2018 at 12:05:27 by Dr. Henriette Fidelak

Reference:

This product has been tested according specification: 11.233763/3

Certification statement;

1 hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufaciured,
including packaging and quality contro! at the above-mentioned site(s} in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the imporing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP.

Dr. Bettina Glombitza
Qualified Person

This document has been produced electronically and is valid without signature.
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