Opella.

CEPTU®UKAT AHAJIN3A / CEPTU®UKAT COOTBETCTBMUA

Homep maTtepmuana: 863312 NMnowapka: KEJ1bH
OnucaHue 3CCEHUMAJNE ®OPTE H 300Mr kancynbl,
MaTepuana: 6nucrep 3x10, Poccus
Homep cepum: 6KLA64DW Pa3Mep KOHTpPONbHOM 38880.000 en.
napTum:
Py: LP-N(003448)-(RG-RU) Appec npoussoauTens: A. HATTEPMAHH 3HA CME.

rMBX, HATTEPMAHHAJIJIEE
1, 4-50829 KEJIbH

HAO: LP-N(003448)- (RG-RU) -191023
[AaTa npou3BoACTBa: SAAHB.2026
FoneH po: AEK.2028
KoHTponbHas 170000151995
napTuvs:
Homep 3aka3sa: 500019806
OnucaHue ucnbiTaHUM Cneundukaumsa Pe3ynbTaTthbl
OnucaHne
TeepAble XXenaTuHoBble Hernpo3payHble Kancynbl N21
KOPWUYHEBOro uBeTa, coaep)awme MacnaHUCTYo JomkHo
nacToobpasHyto Maccy XenToBaTo-KOPUYHEBOIO LiBEeTa. COOTBETCTBOBaTb CooTBeTCTBYET
CpeaHssa macca 451,4 - 524,6 mr 504,3 mr
CpeaHsis Macca coaepXXmMoro Kancynbl 374,6 - 435,4 mr 419,7 mr

OAHOPOAHOCTb Macchbl COAEPXMMOIro

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

He AO0/HKHO 6bITb Kancyna € OTKJIOHEHMEM MacChl JonxHo

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

Bpems yaep>xvBaHMs OCHOBHOIO MuKa Ha XpomaTorpaMmMme
NCMbITYEMOro pacTBopa, NPUroTOBAEHHOro ANs
KOJIMYECTBEHHOrO ONnpefeneHuns, AOKHO COOTBETCTBOBATb
BPEMEHU yaepXmnBaHusa nuka docdatmannxonmHa Ha JonxHo
XpoMaTorpamMMe KannmbpoBOYHOro pacTeopa COOTBETCTBOBATb CooTBeTcTBYET
NuzodochatnannxonuH

Bpems yaepxuBaHWs BTOPOro nvka Ha Xxpomatorpamme
WCNbITYEMOro pacTBopa, NpMroToBAEHHOro Ans
KOJIMYECTBEHHOro onpeaeneHns, A0XHO COOTBETCTBOBATb
BPEMEHW yAepXunBaHUa nuka nusodocdatmannxonuHa Ha | JonxHo

XpomaTtorpamMmme kannmbpoBOYHOro pacTeopa COOTBETCTBOBATb CooTBeTcTBYET
dochonmnuabl coeBbix 60608 258 - 343 mr 306 mr
dochaTMaANNXONNHbI 208 - 276 mMr 245 mr

O6uwee yncno asapobHbix MnkpoopraHusmos (TAMC) He 6onee 1000 KOE / 1 r | Mepuoamnyeckunin Tect
0O6Lee YMcno ApoXIKeBbIX M NaecHesBbiX rpubos (TYMC) He 6onee 100 KOE/ 11 Mepuoanyeckuii Tect
YcTolumMBbIE K XeNndu rpamoTpuuaTesibHble 6akTepum He 6onee 100 KOE/ 11 Mepuoanyeckuii Tect
Escherichia coli oTcytctByeTB 11 Mepuoanyeckuii Tect
Staphylococcus aureus oTcyTtcTByeTrB 11 Mepunoanyeckmin Tect
Salmonella otcyTcTByeT 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
[aTta: 21.5HB.2026 19:18:50(CET)
YIIOJIHOMOUEHHOEe JIMLIO @ Angela Spelmanns

CepTudurkaT noanNUCaH 31EKTPOHHON NOAMUCHIO B BaMANPOBAHHON CUCTEME.
[data neyaTtn: 26.01.2026 CrtpaHuua 1/1



Opella.

CERTI FI CATE OF ANALYSI S / CERTI FI CATE OF CONFORMANCE

Material number : 863312
Material description :

Batch Number : 6KLAG4DW

Site :

ESSENTIALE FORTE N 300MG CAP BL3X10 RU
Inspection Lot Quantity :

KOELN

38880.000 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 : JAN.2026

Expiry Date : DEC.2028

Inspection lot : 170000151995

Order Number : 500019806

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 504,3 mg

Average filling mass 374,6 - 435,4 mg 419,7 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 306 mg

Phosphatidylcholines 208 - 276 mg 245 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 ABSENTIN1G Periodically Tested

Staphylococcus aureus ABSENTIN1G Periodically Tested

Salmonella ABSENTIN 10 G Periodically Tested
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Opella.

CERTI FI CATE OF ANALYSI S / CERTI FI CATE OF CONFORVANCE

Material number : 863312
Material description : ESSENTIALE FORTE N 300MG CAP BL3X10 RU
Batch Number : 6KLAG4DW
Inspection lot : 170000151995
Comment:

| HEREBY CERTI FY THAT THE ABOVE | NFORVATI ON IS AUTHENTI C AND ACCURATE. THI S BATCH OF PRODUCT HAS BEEN FABRI CATED/
MANUFACTURED, | NCLUDI NG PACKAG NG AND QUALI TY CONTROL AT THE ABOVE- MENTI ONED SI TE(S) I N FULL COWPLI ANCE W TH THE GWP
REQUI REMENTS OF THE LOCAL REGULATORY AUTHORI TY AND W TH THE SPECI FI CATI ONS | N THE MARKETI NG AUTHORI ZATI ON OF THE

I MPORTI NG COUNTRY. THE BATCH PROCESSI NG, PACKAG NG AND ANALYSI S RECORDS WERE REVI EWED AND FOUND TO BE I N COWPLI ANCE W TH
GWP.

TH S BATCH MEET THE REQUI REMENTS OF THE CURRENT NORMATI VE DOCUMENT LP- N(003448)-(RGRU).

Decision: Accepted
Date: 21.JAN.2026 19:18:50(CET)
QUALIFIED PERSON Angela Spelmanns

The certificate has been electronically signed froma validated system
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