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CEPTU®UKAT AHAJIN3ZA / CEPTUOUKAT COOTBETCTBUA

Homep MaTepmana: 863312 IHi5dlahaka: KEJIbH
OnucaHue 3CCEHUMANE ®OPTE H 300Mr kancysnbi,
MaTtepuana: 6nucrep 3x10, Poccusna
Homep cepum: 5KLU12DS Pa3Mep KOHTPONbHOM 35208.000 en.
napruu:
Py: LP-N(003448)-(RG-RU) Aapec npoussoauTens: A. HATTEPMAHH 3HA CME.

rMBX, HATTEPMAHHANNEE
1, 1-50829 KEJIbH

HA: LP-N(003448)- (RG-RU) -191023
[AaTa npousBoAcTBa: OKT.2025
lopeH po: CEH.2028
KoHTponbHas 170000145853
naprus:
HomMmep 3akasa: 500018592
OnucaHue ucnbiTaHUM Cneundukauusa PesynbTaThbl
OnucaHne
Teepable enaTuHoBble Hernpo3padHble kancynbl N1
KOPWYHEBOrO LiBeTa, coAepXalline Mac/sTHUCTYHO [omkHO
nacTtoobpasHyl Maccy XenToBaTo-KOPUYHEBOrO LiBeTa. COOTBETCTBOBATb CooTBeTcTBYET
CpenHsasa macca 451,4 - 524,6 mr 508,8 mr
CpenHsas Macca coaepXXMMoro Kancynbl 374,6 - 435,4 mr 421,2 Mmr

OAHOPOAHOCTb MaccChl COAEPXMMOro

JonyckaeTcs Hanuume He 6onee 2 kancyn mns 20,
UMEILWMX OTKIIOHEHNE MACChbl COAEPXMMOro OT CpeAHEero
3HayeHus 6onee = 7,5 %;

He 0MXKHO 6bITb Kancyn C OTK/IOHEHUEM MacChl JonxHo

COLEPXXUMOr0 OT CpefiHero 3HayeHus 6onee £ 15 %. COOTBETCTBOBATb CooTBeTcTBYET
PacnapaemocTb He 6onee 30 MuH CooTtBeTcTBYET
dochaTnannxonuH

BpeMsi yaep>XMBaHMUsi OCHOBHOIMO NMMKa Ha XpoMaTorpaMmme
NCMbITYEMOro pacTBopa, NPUroTOBAEHHOrO AN
KOJIMYECTBEHHOr0O OMNpeaesieHuns, AOMKHO COOTBETCTBOBATL
BPEMEHU yaepXuBaHMs nuka dochaTnanaxonmHa Ha [onKHO
XpoMaTorpamMe KaaMbpoBOYHOrO pacTBopa COOTBETCTBOBATb CooTBeTCTBYET
NnzodhocdatmannxonmH

Bpems yaepxuBaHMs BTOPOro NMKa Ha XxpoMaTorpamme
UCMNbITYEMOr0 pacTBopa, NPUroTOB/IEHHOMO ANs
KONMYECTBEHHOIO ONpeaesieHunsl, JOMKHO COOTBETCTBOBATb
BPEMEHU yaepXMBaHUsS Nuka nusodochaTnanixonnHa Ha | JomkHo

XpoMaTorpamMme KannmbpoBOYHOrO pacTeopa COOTBETCTBOBATL CooTBeTcTBYET
dochonmnuapl coeBbix 60608 258 - 343 mr 305 mr
dochaTnaANIXONNHbI 208 - 276 mr 244 mr

O6uwee yncnio aspobHbix Mukpoopranmamos (TAMC) He 6onee 10000 KOE / 1 r | MNepunoanyecknii Tect
Obuwee UMcno ApoXIKEBbIX U NaecHeBbiX rpubos (TYMC) He 6onee 100 KOE / 1 1 Meproanyeckuin Tect
YCTOMUMBBIE K XENun rpaMmoTpuuaTenbHble 6aktepumn He 6onee 100 KOE /1 r Mepuoanyeckumn tect
Escherichia coli oTcyTcTByeTB 11 Mepuoanyeckumn tect
Staphylococcus aureus oTcyTcTByeT B 11 Mepuoanyeckumn tect
Salmonella otcytctByeTr B 101 Mepuoanyeckumn tect
KoMMeHTapuu:

HacTtosilumMM 1 noaTBepXxaato, YTo NpeacTaB/ieHHas Bbile MHdopMaumsa SBAseTcs NOANTMHHOM U TOYHOM. DTa cepus
npenapaTa npomM3BeaeHa, BKOYasa ynakoBKy M KOHTPO/b KayecTBa, Ha yKa3aHHOWM Bbllwe niowaake(-ax) B NOJHOM
cooTBeTCcTBUKN C TpeboBaHMAMM Haanexallen npomsBoACTBEHHOM nNpakTukn (GMP) MecTHOro perynsiTopHoro opraHa v B
COOTBETCTBUKN CO crneundukaumsamm, ykasaHHbIMX B PerncTpaumMoHHOM yA0CTOBEPEHWUN CTpaHbl-uMnopTepa. 3annucu no
NpPOW3BOACTBY, YNaKOBKE U aHanm3y cepuun 6blin NpoBepeHbl U NMpU3HaHbl COOTBETCTBYOWMMKN TpeboBaHnsm GMP.
[aHHas cepus oTBe4yaeT TpeboBaHMsIM HOpMaTMBHOM AoKyMeHTauun LP-N(003448)-(RG-RU)-191023.

PeweHwue: OpobpeHo
Data: 26.HOA.2025 12:44:18(CET)
YIIOJIHOMOUYEHHOE JIMIIO : Amina Alkatout

CepTudukaT noanncaH 31eKTPOHHON NOANUCHIO B BaIMANPOBAHHOM CUCTEME,
[data neyaTtn: 26.11.2025 CrtpaHuua 1/1
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Opella.

CERTIFICATE OF ANALYSIS /CERTIFICATE OF CONFORMANCE

Material number : 863312 Site : KOELN

Material description : ESSENTIALE FORTE N 300MG CAP BL3X10 RU

Batch Number : 5KLU12DS Inspection Lot Quantity : 35208.000 UNT

Market Authorization : LP-N(003448)-(RG-RU) Manufacturer Address : A. NATTERMANN & CIE GMBH,
NATTERMANNALLEE 1, D-50829
COLOGNE

Method reference : LP-N(003448)-(RG-RU) -191023

Date of manufacture : OCT.2025

Expiry Date : SEP.2028

Inspection lot : 170000145853

Order Number : 500018592

Test Description Specifications Results

Appearance

Brown hard gelatin opaque capsules No. 1

containing a

yellowish-brown oily paste-like substance CONFORMS Conform

Average mass 451,4 - 524,6 mg 508,8 mg

Average filling mass 374,6-4354mg 421,2 mg

Uniformity of fill mass

Not more than two capsules out of 20 may have an
individual contents

weight deviating from the mean weight by more than
+/-7,5%;

no capsule should have an individual contents
weight devating from the

the mean weight by more than +/- 15% CONFORMS Conform
Disintegration NOT MORE THAN 30 MINUTES Conform
Phosphatidylcholine

The retention time of the principal peak in the
chromatogram obtained

with the test solution prepared for assay should
correspond to the

time of the phosphatidylcholine peak in the
chromatogram obtained with

the calibration solution CONFORMS Conform
3-sn-Lysophosphatidylcholine Ident.

The retention time of the second peak should
correspond to the

retention time of the lysophosphatidylcholine peak in

the

chromatogram obtained with the calibration solution | CONFORMS Conform

Soybean phospholipids 258 - 343 mg 305 mg
Phosphatidylcholines 208 - 276 mg 244 mg

Total aerobic microbial count (TAMC) NOT MORE THAN 10000 CFU/G Periodically Tested
Total comb. yeasts + moulds count (TYMC) NOT MORE THAN 100 CFU/G Periodically Tested
Bile-tolerant gram-negative bacteria NOT MORE THAN 100 CFU/G Periodically Tested
Escherichia coli ABSENTIN 1 G Periodically Tested
Staphylococcus aureus ABSENTIN 1 G Periodically Tested
Salmonella ABSENTIN 10 G Periodically Tested
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Opella.

CERTIFICATE OF ANALYSIS /CERTIFICATE OF CONFORMANCE

Material number : 863312
Material description : ESSENTIALE FORTE N 300MG CAP BL3X10 RU
Batch Number : 5KLU12DS
Inspection lot : 170000145853
Comment:

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 COMPLIANCE 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.

THIS BATCH MEET THE REQUIREMENTS OF THE CURRENT NORMATIVE DOCUMENT LP-N(003448)- (RG-RU) .

Decision: Accepted
Date: 26.NOV.2025 12:44:18(CET)
QUALIFIED PERSON Amina Alkatout

The certificate has been electronically signed from a validated system
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