Opella.

CEPTU®UKAT AHAJIU3A / CEPTU®OUKAT COOTBETCTBUSA

Homep marepuana: 863310 Mnowapka: KEJ1IbH
OnucaHue 3CCEHUMAJE ®OPTE H 300Mr kancynbl,
MaTepuana: 6nucrep 9x10, Poccus
Homep cepuu: 5KLV58D1 Pa3sMep KOHTPONbHOM 51840. 000 ep.
naprTuiu:
PYy: LP-N(003448)-(RG-RU) Apnpec npoussoauTens: A. HATTEPMAHH 3HA CME.

rMBX, HATTEPMAHHANEE
1, 1-50829 KEJIbH

HA: LP-N(003448)-(RG-RU) -191023
[AaTa npou3BoAcCTBa: HOA.2025
loneH po: OKT.2028
KoHTponbHas 170000148030
napTua:
Homep 3akasa: 500018957
OnucaHuMe ucnbiTaHUM Cneundukaums Pe3synbTaTthbl
Onucanune
TBepable XenaTUHOBbIE Henpo3payHble Kancysnbl N21
KOPWYHEBOrO LBETa, CoAepXallune MacissHUCTYHO [onxHo
nactoobpasHylo MaccCy XXenToBaTO-KOPUYHEBOIO LIBETA. COOTBETCTBOBaTb CooTBeTCcTBYET
CpenHsasa mMacca 451,4 - 524,6 mr 503,4 mr
CpeaHsas Macca coaepXXMMoro Kancysibl 374,6 - 435,4 mr 423,0 mr

OAHOPOAHOCTb MacChl COAEPXKNMOIO

[JonyckaeTcs Hanuume He 6onee 2 kancyn us 20,
MMEIOLWNX OTKSIOHEHME MacCbl COAEPXMMOro OT cpeaHero
3Ha4yeHus bonee = 7,5 %;

He AO0/HKHO 6bITb Kancyna € OTKJIOHEHMEM MacChl JonxHo

COAEPXUMOro OT cpeaHero 3HadyeHus 6onee + 15 %. COOTBETCTBOBATH CooTBeTCTBYET
PacnagaemocTb He 6onee 30 MuH CooTBeTCTBYET
dochaTmannxonuH

Bpemsa yaepXuBaHMa OCHOBHOIO MMKa Ha XpoMaTorpamme
UCMbITYEMOro pacTBopa, NPUroTOBAEHHOMO ANs
KONMYECTBEHHOI0 OnpeaAeneHunst, J0MKHO COOTBETCTBOBATb
BPEMEHW yaepXuBaHua nuka dochaTnanaxonnHa Ha JonxkHo
XpoMaTorpaMmMe kaambpoBOYHOrO pacTBopa COOTBETCTBOBATH CooTBeTcTBYET
NnzodochatnannxonmH

Bpemsa yaep)uBaHMa BTOPOro NMKa Ha XxpoMaTorpamme
WCMbITYEMOro pacTBopa, NPUroTOBAEHHOrO ANs
KONIMYECTBEHHOrO OnpefeneHuns, JOKHO COOTBETCTBOBATb
BPEMEHU yaepXuBaHus nuka nusodocdatmamnxonmHa Ha | JosxHO

XpoMaTtorpamMmme kaanmbpoBOYHOro pacTeopa COOTBETCTBOBATb CooTBeTcTBYET
dochonmnuabl coeBbix 60608 258 - 343 mr 307 mr
dochaTMaANNXONNHbI 208 - 276 mMr 246 mr

0O6uwee yncno aspobHbix MnkpoopraHusmos (TAMC) He 6onee 1000 KOE / 1 r | Mepuoamnyeckunin Tect
0O6uee YMCcno ApoXIKEBbIX U MaecHeBbiX rpubos (TYMC) He 6onee 100 KOE/ 11 Mepuoanyeckuii Tect
YcTolumMBbIE K Xendu rpamoTpuuaTesibHble 6akTepum He 6onee 100 KOE/ 11 Mepuoanyeckuii Tect
Escherichia coli oTcytctByeTB 11 Mepuoanyeckuii Tect
Staphylococcus aureus oTcyTtcTByeTrB 11 Mepunoanyeckmin Tect
Salmonella otcytcreyer B 10 1 Mepuoanyeckuii Tect
KoMMeHTapuu:

HacToawmM s noaTeBepxaato, YTo npeacTtaBieHHas Bbiwe uHdopMaums SBAsSETCS NOASMHHON U TOYHOW. DTa cepus
npenaparta npousBeaeHa, BKoYas ynakoBKY M KOHTPOJb KayecTBa, Ha yKasaHHOM Bbiwe niowaake(-ax) B NOAHOM
cooTBeTCTBMM C TpeboBaHUAMM Haanexalien nponsBoACTBEHHOM NpakTukm (GMP) MecTHOro perynsaTopHOro opraHa u B
COOTBETCTBMM CO crieumdurKaumnsiMm, yKasaHHbIMU B PErmctpauMoOHHOM yAOCTOBEPEHUMN CTpaHbl-UMAopTepa. 3anucu no
NpoOU3BOACTBY, YNaKOBKe U aHanu3y cepuun 6binn NpoBepeHbl U NPU3HaHbl COOTBETCTBYOWMMU TpeboBaHmaM GMP.
[aHHasa cepus oTBeyaeT TpeboBaHMSIM HOpMaTUBHOM AokyMeHTaumn LP-N(003448)-(RG-RU)

PeweHue: OpobpeHo
Jarta: 28.HO4A.2025 12:52:19(CET)
YIIOJIHOMOUEHHOE JIMIIO : Amina Alkatout

CepTudurkaT noanNUCaH 31EKTPOHHON NOAMUCHIO B BaMANPOBAHHON CUCTEME.
[data neyatn: 28.11.2025 CrtpaHuua 1/1
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CERTIFICATE OF ANALYSIS /CERTIFICATE OF CONFORMANCE

Material number : 863310 Site : KOELN

Material description : ESSENTIALE FORTE N 300MG CAP BL9X10 RU

Batch Number : 5KLV58D1 Inspection Lot Quantity : 51840.000 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 : NOV.2025

Expiry Date : OCT.2028

Inspection lot : 170000148030

Order Number : 500018957

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 503,4 mg

Average filling mass 374,6-435,4mg 423,0 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 307 mg
Phosphatidylcholines 208 - 276 mg 246 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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CERTIFICATE OF ANALYSIS /CERTIFICATE OF CONFORMANCE

Material number : 863310
Material description : ESSENTIALE FORTE N 300MG CAP BL9X10 RU
Batch Number : 5KLV58D1
Inspection lot : 170000148030
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: 28.NOV.2025 12:52:19(CET)
QUALIFIED PERSON Amina Alkatout

The certificate has been electronically signed from a validated system
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