AEKJAPAILIAA O COOTBETCTBUM

JAEKJAPAHT, IPUHAMAIOIIUH JEKJAPAIIMIO O COOTBETCTBUH

AO "Canogdu Poccun"

3apecucmpuposano : Mexcpationnan uncnexyus MHC Poccuu Ne39 no 2 Mockee OI'PH 1027739079940 om
19.05.2002

Aopec: 125009, 2. Mockea, ya. Teepcxan, 0. 22, Teneghon:8 (495) 721-14-00

B auye: Ienepanvrorii dupexmop Adamsan H.B.

Losepennoce nuyo: Knorosa K).C., dosepennocmos 6/n om G1.12.2017

SAABJSET, UTO
nexapcemeentoe cpedcmeo. Dccenyuane gopme H kancyaw 300 m2 10 wm., ynakoexu A4eliKo6bIe KOHIYPHbIE

(3}, nauxu kapmonnvie, PY Ne [T N011496/01 om 10.08.2010 (0ama nepeoopmnenus 28.04.2016), cepua
8K6301, napmusa 147096 ynaxosox, 200en oo 15.10.2020, npouseoocmea A. Hammepnann sn0 Cue. ImoX,
Tepmanun, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, koo OKIL[2
21.20.10.114, koo TH B3 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085294830 om 14.06.2018

COOTBETCTBYET TPEBOBAHNAM

HINO1I496/01-220911 wam. Ne 1-5

JAEKJAPAIINA TIPUHSATA BA OCHOBAHHHN

npomoxon ucrsimanui Ne 1647 0 om 20.06.2018 H/ OO0 HI] "PAPMOLOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC DE.PMO8.C16446 om 20.06.2018

o

JATAAIPHHSATHS IEKJIAPALIIH 20.06.2018

Sabb il '
L Knoxosa 10.C.

l\ g e 7 7
o / THCh O.U.0
oy 170 Pl

CBEJEHMHUS O PETHCTPAIIMHA

OPTAH IO CEPTHO®UKAIIAHY, 3APETICTPUPOBABIINIT NEKJIAPAIIUIO

RA.RU.11 M08 OPI'AH 110 CEPTHOHKAIIHH ITPOIVKI[HH OBH[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPY)XHOH LIEHTP KOHTPOJISI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, om. 5, nom. I, xom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxkea, yi. Macmepxosa, 0. 4, om. 5., men.:(495)758-02-88, eeb-
caiim. Oyrx.pg.

JAEKJIAPAIIAA O COOTBETCTBUU 3APETHCTPUPOBAHA A POCC DE.®@M08.404320

JATA PETUCTPAIINH 20.06.2018

ry.
J,f/f;é{? /;:;;:"' Jupnenxo HL.B.

ucy/ Pykopogurens OC




SANOF]

A. Harrepmaun 511 Cue. I'm6X, Tepmanust
Harrepmannannee 1, J1-50829, Kénen, I epMaHus

Jecenuuane® dopre H, kancyast 300 mr oaucTepsr 10N3

Cepua Ne; 8K6301
INpoussenen: 15.04.2018
T'onen no: 15.10.2020

HIO1IN011496/01-220911

CEPTHO®HKAT AHAJIU3A

HOKA3ATEJIN HOPMBbI PE3VIILTATHI
Onucanmne Henpospauuble npononrorarhie TEpAbIE KENATHHOBbIE COOTBETCTBYET
Kancyibl KOPUYHEBOTO LBETA, COAEPIKALINE
MaC/IAHUCTYIO NacTOO0Pa3HYIO Maccy eI ToBaTo-
KOPHUYHEBOTO 1IBETA.
HoanuuHoCTS:
- (hocaTnuaxonnna Rt (obpasua) = Rt (cranzapra) COOTBETCTRYET
- mzodocdarnaunxonua | Rt (o6pasua) = Rt (cranpapra) COOTBETCTRYET
Cpeanss macca kancyn 451.4 mr - 524,6 mr. 5114 mr
Cpennss Macca cofepauMoro | 374,6 mr - 4354 mr. 426,1 mr
Kalcyn H OTKJIOHEHHE OT Honyckaercs nanuame ne Gonee 2 Kancyn, UM COOTBETCTRYET
CpeflHei Macchl OTKIOHECHHE MAcChl COJAEPIKHMOTO OT CPENHEro 3HAYEHHS
+ 7,5%;
He noxHO GbITh Kancy:a ¢ oTKIOHEHHEM Macch! COOTBETCTBYET
COAEPIKHMOrO OT CPCAHEro 3HAYeHHs = 15%.
PacnanaemocTs He 6onee 30 munyT. COOTBETCTRYET
Muxpobuonoruueckas - a3pobHbIe DakTepun; ve Goee 10°/r COOTBETCTBYET
yueroTa* - rpuGHI: 1e Gonee 10%/r COOTBETCTBYET
- Enterobactericeae: ne 6onee 10%r COOTBETCTRYET
- Esherichia coli, Pseudomonas aernginosa, COOTBETCTBYET
Staphylococcus aureus: orcyTersyror/r COOTBETCTRYET
- Salmonella: orcyrerayer/10 r COOTBETCTBYET
Koanuecreennoe
onpenaencHue:
- tocharuaunxonura®* 208,1 mr - 248,9 mMr/kancyny. 232.1 Mr
- _mmsogocharuaunxonuna** | e Gonee 38,5 Mr/karncyay, 5,5 mr

*— NOKa3aTedb BKMIOYEH B COOTBETCTRHH ¢ Tpebosanmuamu MCJIC, dupma rapantupyer

Ka4ueCcTBO [0 JaHHOMY MOKA3ATENIO.
*%

~ HOPMLI yKa3aHbl Ha KOHCI €POKA I'OIHOCTH, OHH OTAHYAIOTCA OT HOPM, NIPE/CTABICHHBIX B

ceprubuKaTe aHanu3a.

TToxazarenu «HOIU{HHHOCTL XKEesa oxcuuay,

ANMHA Kancyi» neknrodensl u3 HJT B cooTserctsuu ¢ TpeGosanusmu MCJIC.

VKazaHHas cepus

OpoOH3BEeeHa B

COOTBETCTRHE C

ACHCTRYIONIHMH

«[lommuHHOCTE THTaHA aHOKCHAAY, «Iluaverp u

TpeboBaAHUIMHU

PErHCTPAIHOHHOTO J0ChEe H NIpaBUNIaMH HaanexkarieH IIPAKTHKH IPOH3BOJICTRA JICKAPCTBCHHEBIX

cpeacts (GMP). Kakue-nmubo 3naunmele miw KPUTHYECKHE OTKIOHEHHS OT
rapaMeTpOB HE 3apPerHCTPHPOBAHEL

Pemenne: Bemmymen 12.06.2018

g

sl

AQ «Canodn Pocciss

Ynonuomodennoe o - Dr. Ang

PErIaMEHTIPOBAHHBIX

O AEIREET
Aapee: 125009, Mocksa, va. Tuepekas, 22, Tea.: (493) 721-1400. dakc: (493) 7211411, www,sanoﬁﬁ




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

50829 Cologne / Germany

SANOFI g

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 235659 Issued: 12.06.2018
Material: Essentiale forte N Capsules, 30 pieces

Material No: 361907

Batch No: 8K6301

GMID-No: 605453

Batch Yield: 147.096

Manufacture Date: 15.04.2018

Expiry Date: 15.10.2020 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)chotine
{3- sn-Phosphatidyl)choline

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

Totai combined yeasts and moulds count
(TYMC)

Bile-tolerant gram-negative bacteria
Escherichia coli

Pseudomonas aeruginosa
Staphyiococcus aureus

Salmonelia

ExCertReleaseEl_nat.xml

Zuielst bewrbehet 27203 2018 100
Sven Senurache, CAS. Ter 28

Release limits

khaki, opague, oblong, hard capsule

honeylike, pasty mass

451,4-5246
3746-4354
conforms

within 30 minutes

conforms

conforms

Ca. 300

208,1-2489
Max. 18,0

Max. 1000
Max. 100

Max. 100

absentinig
absentin 1g
absentinig

absentin 10 g

Result

conforms

conforms

5114 mg
426,1 mg
conforms

conforms

conforms

conforms

303 mg

232,1mg
55mg

<10 CFU/g
<10 CFU/g

<1 CFU/g
conforms
conforms
conforms

conforms

.




A. Nattermann & Cie. GmbH =
A Sanofi Company SA N O F i &;ﬁ
Nattermannallee 1

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance
Order No: Test No: 235659 Issued: 12.06.2018
Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  12.06.2018 at 15:13:19 by Dr. Anette Maurer

Reference:

This product has been tested according specification: 11.233763/3

Certification statement;

I 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 compiiance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP,

Dr. Bettina Glombitza
Quaiified Person

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