HAEKJAPAIINS O COOTBETCTBHU

JEKJAPAHT, IPHHUMAIOINWH JEKJIAPALIAIO O COOTBETCTBHH

AO "Canoghu Poccua”

3apeaucmpuposano : Mexcpaiionnasn uncnexyus MHC Poccuu Ne39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Aopec: 125009, &. Mockea, yn. Teepexas, 0. 22, Tenechon:8 (495) 721-14-00

B auye: enepanvuwiii oupexmop Adamsan H B,

Hosepennoe nuyo: Krorosa FO.C., ooeepennocms 6/n om 01.12.2017

3AABIAET, UTO

nexapemeennoe cpedemeo. Decenyuane gopme H xancyavt 300 mz 10 wm., ynakosxu aueiikosble KOHMYpHbIE
(3), nauxu xapmonnwte, PY Ne 11 N011496/01 om 10.08.2010 (dama nepeodopmnenun 28.04.2016), cepua
8K6591, napmus 150660 ynaxosox, zoden 0o 24.11.2020, npouzsodcmea A. Hammepmann and Cue. Im6X,
Tepmarius, A. Nattermann & Cie. GmbH, Nattermannallee 1, 50829, Koln, Germany, xod OKIL[2
21.20.10.114, koo TH B3] 3004900002, xoumpaxm Ne 230/40056192/F-2 om 20.10.2010, unsotic Ne
9085297389 om 04.07.2018 |

COOTBETCTBYET TPEBOBAHMAIM
[T NO11496/01-220911 wzm. Ne 1-5

JEKJAPATIIAS IIPHHSITA HA OCHOBAHWH
npomoxon ucnstmanui Ne 1899 0 om: 10.07.2018 HJT OO0 HL] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC DE.OM0O8.C17903 om 10.07.2018

Knoxosa HO.C.
O.H.O

[
CBEJAEHUS O PETUCTPALIUMA

OPTAH IO CEPTH®HUKAITUHM, 3APETUCTPHPOBABINUN JEKTTAPALTAIO

RA.RU.11®M08 OPTAH ITQO CEPTHOHKALHH IIPOLVKLHH OSHECTBO C OI' PAHHYEHHOW
OTBETCTBEHHOCTbBIO "OKPYXXHOH JEHTP KOHTPOJIA KAYECTBA”,

aopec opzanuzayuw: 115280, 2. Mockea, ya. Macmepxkosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmudpurayuu. 115280, POCCHA, eop()() Mocxea, yn. Macmepkoaa, 0. 4, am. 5., men.:(495)788-02-88, eeo-
catim: oyKr.po.

JAEKJIAPAIIUS O COOTBETCTBHU 3APETMCTPHPOBAHA N POCC DE.®M08./[06480

AN 10.07.2018
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A. Harrepmann snx Cue. I'm6X, I'epmanus
Harrepmanrasinee 1, 71-50829, Kénnn, I'epmannsg

CEPTHOUKAT AHAJIM3A

Accennnane® dopre H, kancyan: 300 mr oaucreprr 10 N3

Cepnst Ne: 8K6591
Ipoussenen: 24.05.2018
I'ozen no: 24.11.2020
HJTTINO011496/01-220911
Ioxazarenn Hopmzr Pesynerarst
Onucanue Henpospaunsie npononrosateie TREpIpe COOTBETCTBYET
XEIaTHHOBLIE KAIICYIIE KOPHYHEBOTO 1BETE,
CoIepKaIlie MACIAHUCTYIO IACTOO0OPAsHYIO
MaCCY JKeJITOBATO-KOPHIHEBOT0 LIBETA,
HoamuanocTs: :
- Qocharaanxonusa Rt (obpasua) = Rt (crannapra) COOTBETCTBYET
- mmsodocharuuaxoinsa Rt (obpasua) = Rt (cranpapra) COOTBETCTBYET
Cpexnss Macca kancyn 451,4 Mr - 524,6 wr. 510,0 mr
Cpennsas Macca conepxHuMoro 374,6 mr - 435,4 Mr. 424,7 M
Kancys U OTKAOHCHHE OT 2 2 /20 orxonenue ot cpemneii MaccH + 7,5%; COOTBETCTRYET
cpenyeit Maccsl 0/20 otknonenne ot cpenneii Macest £ 15%. COOTBETCTBYET
Pacnazaemocts He 6onee 30 munyT. COOTBETCTBYET
Mukpobronoruyeckas uncrora* |T'd XII COOTBETCTRYET
KonuyectrenHoe ompenenenne:
~ dochatnammxonura** 208,1 mr - 248,9 Mr/kancyy. 2344 Mr
- JnsodochatHammxonmHa* * He bonee 18,0 Mr/kaicyany. 5.4 Mr

¥— I0Ka3aTelb BKIOYER B COOTBETCTBHHE C Tpebosannama UCIIC, dupma rapantupyer kauecTso

110 JaHHOMY TIOKA3aTeIN,

* ~ HOPMBI YKa3aHE! Ha KOHEL CPOKa rOJIHOCTH, OHH OTIHYAKOTCA OT HOPM, IPEACTABICHHLIX B
CEpTHOUKATE aHANK3A.

Toxkazatemn «[ToanuHBEOCTE Kelesa oxcuzay, «IloganrHoCTs THTaHa THOKCHIAY, «Huametp u gmuHa
Karcymn» HCKmo4ens u3 M B coorBeTeTRIM ¢ Tpeboranmsmu NUCTIC.

YKazaHras cepHs 1IPOM3BEICHA B COOTBETCTEHH C BEHCTBYIOIMMHE TpeGOBaHMSIMHE PETHCTPAIIHOHHOIO
AOCHE H TNIpaBHIIaMK HaIIeKAIEH IPAKTHKH IPOK3BOACTRA JleKapCeTBeHHbIX cpeactd (GMP).
Kakue-mi6o 3HauvMbie M KPUTHYECKHE OTKIOHEHHS OT PernaMeHTAPOBAHHLIX IAPaMETPOB He
3aPEerHCTPUPOBAHEL. s :

. R

Pemenue: Brnymer 02.07.2018 Yoonzomouernoe xuuo: Dr. ‘Hejnﬁette Fid

AO «Canodut Poccnas .;f';:
Aaspec: 125009, Mocksa, vn. Treperas, 22, Ten.: (4953 721-1400. daxc: (493) 721-1411. wwi sanofiqu



A Sanofi Company
Nattermannallee 1

A. Nattermann & Cie. GmbH

SANOFI ¢

50829 Cologne / Germany
Certificate of Analysis / of cGMP Conformance

Order No: Test No: 236827 issued: (2.07.2018
Material: Essentiale forte N Capsules, 30 pieces
Material No: 361907
Batch No: 8KE591
GMID-Ng: 605453
Batch Yield: 150.660
Manufacture Date; 24.05.2018
Expiry Date: 24.11.2020 Destination:
Specification No./Version: 11.233763 /3
This product contains in: 4 Capsule
Parameter Release limits Resut
Characters
Appearance khaki, opague, oblong, hard capsule conforms
Appearance of filling mass honeylike, pasty mass conforms
Technical Tests
Average mass 451,4 - 5246 510,0 mg
Average filling mass 374,6 - 4354 424,7 mg
Uniformity of filing mass conforms conforms
Disintegration within 30 minutes conforms
Identification
{3- sn-Phosphatidylicholine conforms conforms
(3-sn-Lysophosphatidyl)-choling conforms conforms
Assay
Soya bean phospholipids, containing 76 % Ca. 300 306 mg
{3-sn-Phosphatidylicholine
(3~ sn-Phosphatidyl}choline 208,1- 2489 2344 mg
{3-sn-Lysophosphatidyl}-choline Max. 18,0 54mg
Microbiological Purity
Total asrobic microbial count (TAMC) Max. 1000 <10 CFU/g
Total combined yeasts and moulds count Max. 100 < 10 CFu/ig
{TYMC)
Bile-tolerant gram-negative bacteria Max. 100 <1 CFUlg
Escherichia coli absentin1g conforms
Pseudomonas aeruginosa absentin1g conforms
Staphylococcus aureus absentin1g conferms
Salmaonella absentin 10 g conforms

ExCeriReleasekEl_pat.xmi
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Nattermannallee 1

50829 Cologne / Germany

Certificate of Analysis / of cGMP Conformance

Order No: Test No: 236827 Issued: 02,07.2018

Comments:

This batch conforms to the specification.

Quality Control
Wolfgang Hermanns
QC Manager

Release date:  02.07.2018 at 16:07:19 by Dr. Henriette Fidelak

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,
incfuding packaging and quality control at the above-mentioned sita(s) in full compliance with the GMP requirements of the local
Regutatory 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
Qualified Person

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