AEKJIAPAIIAA O COOTBETCTBUM

JEKJAPAHT, IPHHAMAIOINHI JEKJIAPAIIAIO O COOTBETCTBHHE:
AO "Canogu Poccusn”

Ceedenun o pexucmpayuu opzarnuzayuu: Mesicpaiionnan uncnexyun Qedepwibroii Ha1020801H cryncool Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B munye: I'enepansrutii oupexmop Monac O.A.

Hoeepenroe nuyo: Hepwura OJI. [Josepennocme: 6/u om 15.03.2019 2.

3AABJSIET, YTO

nexapcmeenroe cpeocmeo: Iccernyuare® gopme H kancyner 300 mz 10 wim., 6nucmeput (9), nauxu
Kapmonnvie, pee.yo. No IT NO11496/01 om 10.08.2010 (0ama nepeochopmnenus PY 28.04.2016) ,av10ano
A. Hammepsann 30 Cue. ImbX, cepus 9K8521, napmus 51192 ynarxoeox, 2oden 00 01.11.2021,
npowzeoocmea A. Hammiepmanu snd Cue. I'n6X / A. Nattermann and Cie. GmbH, Nattermannallee 1,
50829 Koln, Germany, I'epmanusn, ko0 OKIIQ2 21.20.10.114, koo TH B3[ 3004900002, xonmpaxm
Ne250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085341543 om 24.07.2019

COOTBETCTBYET TPEBOBAHHSIM
IT NO11496/01-220911 1w3am. Ne 1.7

JEKJIAPAIIUA IIPUHATA HA OCHOBAHUH
npomoxon ucnoimanui Ne 728511 om 31.07.2019 HII OCOQ "Llenmp xonmpons xauecrmea Buoaarigp",

ammecmanm axkpedumayuu RA.RU.21L[KOI om 22.07.2015 2., cepmugpuram ananuza A. Hammepmanw
30 Cue. ImM6X om 17.07.2019, Cepmugpuram POCC DE.QMOS5.C08788 om 31.07.2019

JATA TIPHHATHA JEKJIAPATIHHA: 37.07.2019 ..
AEKJIAPATIVEST JEACTBATEJIBHA J0: 01.11.2021 2,

X7 Brmved B INepmmna O.J1.
7 b O.HO

QeRIapan

-~

CBEJEHHSA O PETUCTPAILIMUN

OPT'AH I10 CEPTHOHKAITAH, 3APETHCTPAPOBABIIHNN JEKJIAPATIHIO

Opean no cepmughuxayuu npodyxkyuu

Obugecmiaa ¢ ozpariiennoil omeemcmeennocmvio « OKPYNCHOT yeHmp cepniipurai»,
adpec: 620014, POCCHA, Ceeponoeckan obnacme, Examepunbype, Xoxpsaxoea, 74, 1700,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumayuu Ne RA.RU. 1 1OMOS5

AEKJIAPAIIAA O COOTBETCTBHH X POCC RU JI-DE.®M05.4.35792/19

UnuepHna A A.
PykoBOANTENE OPraHa 1o
cepTHOHKALHH OPOXYKIHH




«A. HatrepmauH sua Cue. 'M6X»
KoMmnauus «Canogu»
Harrepmannane 1

50829 KesbH, ['epmanus

SANOFI .7

CepTuduxar anannza/cooTsercreus Tpefopanunam Tekymeil Haanexameit
NPOH3BOACTBEHHOH NPaKTHKA

3aka3 Ne: Hcnuitanne No: 252455 Beimyweno: 17.07.2019
Marepuan: Jccennnane popre H kancynsl, 90
HITYK
Homep marepuana: 361916
Ne cepun 9K8521
Ne GMID: 643775
Pazmep cepuu: 51.192
Hara nponsBoacTBa: Maii.2019
HaTa oKOHuaHHA cpoka Hoa6.2021 Crpana
TOIHOCTH! Ha3HaYEHHA:
Crieundmuranma CGN-SPEC-PR-000066/2.0
Ne/Bepeus:

Hanuslit npoayxt
COAEPXKHTCA B!

| kancyna

IMokazaTenn

XapakTepHcTHKH

Onucanue

Onucanne CONCPKUMOTro

TexHH4yecKie NOKa3aTeNH

Cpeanan macca

CpenHee 3HAUCHHE MACCHT CONEPKUMOT0
OIHOPOAHOCTD COAEPHHMOTO
Pacnazaemocts

TloannHHOCTE
(3-sn-DocdaTHanT)IXOMUH
(3-sn-JInsodochariaun)xonud
KoanuecTBeHHOE onpenenenne

Coesbix 60608 docdomnman,
coaepxanue 76%
(3-sn-Docdaruann)xonuu

(3-sn-Qocharuann)xonHH
(3-sn-JInzodocharuann)xoaun
MukpoGHoaornyeckas YHCToTa

O61uiee uncno aspobHbIX
MHKpooprawusmos (TAMC)

O6111ee 4HCN0 APOHOKEBBIX U ILIECHEBLIX
rpubos (TYMC)

Hopmsl npn Brinycke PezynbTars:
Teepable kancynsl KenaTHHOBLIE COOTBETCTBYET
Hemnpo3payHbie Kancyam Net,

cofepHalUHE MACIAHUCTYO

nacTo06pazHyI0 Maccy XKeATOBATO COOTBETCTBYET
KOPHYHEROrO LIBETA.

4514 - 524,6 508,1 mr
374,6-4354 425,5 mr
COOTBETCTBYET COOTBETCTBYET
B TeueHne 30 MUHYT COOTBETCTBYET
COOTBETCTBYET COOTBETCTRYET
COOTBETCTBYET COOTBETCTBYET
[MpuGansurensHo 300 307 mr

208,1 - 2489 233,3 mr

He Gonee 18,0 7.2 mMr

He 6onee 1000 < 10 KOE/r
He 6onee 100 < 10 KOE/r
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«A. Harrepmann ara Cue. I'M6X» S A N o E | Y

Komnanua «Canodu»
Harrepmannane |
50829 KenbH, ['epmanus

Ceprudnxar anaausa/coorBercTBud TpeboBannam Tekymeit Hagne:xamei
MpOU3BOACTBEHHOH NPAKTHKH

3akaz Ne: Hcnbitaane Ne: 252455 Beinyweno: 17.07.2019
VeToituuBbIE K KeMuH He 6onee 100 < | KOE/r
rPaMoTpHLATENbHBIC BaKTepHH

Escherichia coli oTCYTCTBYETB I T COOTBETCTBYET
Pseudomonas aeruginosa oTCyTCTBYETB | F COOTBETCTBYET
Staphylococcus aureus OTCYTCTBYETB | T COOTBETCTBYET
Salmonella otcyrcTeyeTB 10T COOTBETCTBYET

KomMenTaphu:

HanHas cepus cooTeeTcTBYET
cneuHpHUKaLHY,
OTpen koHTpoAA KavecTBa

Bonbgraur XepmauHc
HavanbHuk 0TAENa KOHTPONA Ka4ecTea

Jara Bbinycka: 17.07.2019 8 09:27:06 noarotosaexo Jl-p [enpuerra
dunenak

Cceblnka:

Haunblit npomykT 61N HCMBITAH B COOTBETCTBHY CO CGN-SPEC-PR-000066/2.0
cneundyKaumeii:

3aapnenue o cepruduraunm:

HacTosiumM 2 noATBEpKAALO, UTO NPEACTABNEHHKAA BhILIE HHPOPMALMA ABAAETCA NOATHHHON M TOUHOH. DTa cepua
npenapara OblAa M3roToBACHA, BKAIOYaA YNAKOBKY H KOHTPOJIb KAYECTBa, HA YKA3aHHBIX BBILIE UIOIAAKAX B
NOJIHOM COOTBETCTBHHM ¢ TpeGosatuamu Hannexawei npousponcteenHol npaktuky { GMP) mecTHoro
KOHTPOJIHPYIOILEro OpFraHa H B COOTBETCTRHM €O CEUH(HKALMAMEY, YKA3aHHLIMH B PErHCTPAUHOHHOM
YIOCTOBEPEHUH CTPAHLI-UMOOpTepa. OTueTel No 06paGoTke, YNAKOBKE H aHANH3Y Cepru ObUIM NpOBEpPEHDI H
NPH3IHAHLI COOTBETCTBYIOWHMH TpeboBanuamM npasun GMP.

Joxrop Berruna Ulnom6uua
VNOAROMOYEHHOE THLO

Janubi¥i foXyMeHT GbIl CO30aH B 3NEKTPOHHOH dopMe 1 AelicTBHTENEH 6€3 MOANHUCH

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

50829 Cologne / Germany

SANOFI 5‘

Certificate of Analysis / of cGMP Conformance

Order No:

Material:

Material No: 361916
Batch No: 9K8521
GMID-No; 643775
Batch Yield: 51.192
Manufacture Date: May 2019
Expiry Date: Nov 2021

Test No: 252455

Issued: 17.07.2019

Essentiale forte N Capsules, 90 pieces

Destination:

Specification No./Version: CGN-SPEC-PR-0000686 / 2.0

This product contains in; 1 Capsule

Parameter

Characters

Appearance

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)choline
(3- sn-Phosphatidyl)choline

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

Total combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bacteria
Escherichia coli

Pseudomonas aeruginosa
Staphylococcus aureus

Salmonella

ExCertReleaseEl_nat.xml

it Boarbodet 0410 20k -
Beon ichumiirer QAS TeL 228

Release limits

Brown hard gelatin opaque capsules No. 1
containing a yellowish-brown oily paste-like
substance

4514-5246
3746-4354
conforms

within 30 minutes

conforms

conforms

ca. 300

2081 - 248.9

max. 18,0

max. 1000
max. 100

max. 100

absentin1g
absentin1g
absentinig

absentin10g

Result

conforms

508,1 mg
4255 mg
conforms

conforms

conforms

conforms

307 mg

233,3mg
7.2mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms
conforms
conforms

conforms
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I e .
' A. Nattermann & Cie. GmbH [
A Sanofi Company SA N O F I h_’
Nattermannallee 1
50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 252455 Issued: 17.07.2019

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  17.07.2019 at 09:27.06 by Dr. Henriette Fidelak

Reference:

This product has been tested according specification: CGN-SPEC-PR-000066 / 2.0

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured,
including packaging and quality control 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 importing country. The baich 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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