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Opella.

CEPTU®UKAT AHAJIN3A / CEPTU®UKAT COOTBETCTBMUA

Homep MmaTepunana: 863310

Mnowapka:

Pa3Mep KOHTPOJIbHOM

Appec npoussoauTens:

KEJ1bH

52884. 000 ep.

A. HATTEPMAHH 3H[A CHUE.

rMBX, HATTEPMAHHANNEE
1, 1-50829 KEJIbH

OnucaHue 3CCEHUMANE ®OPTE H 300 Mr kancynbl,
MaTepuana: 6nucrep 9x10, Poccus
Homep cepuu: 6KLH75DL
napTum:
PY: LP-N(003448)-(RG-RU)
HA: LP-N(003448)-(RG-RU) -151025
DaTta npousBoacTBa: MAN.2026
loneH po: ANP.2029
KoHTponbHas 170000164488
napTus:
Homep 3akasa: 500021738

OnncaHue ucnbiTaHUM Cneumndmkauyumsa PesynbTaThbl
OnucaHune
TBepAble XenaTuHoBble Henpo3payHble Kancysnbl N21
KOPMYHEBOro UBeTa, coAepiKalune MacnsHUCTYIo JomxHo
nactoobpasHylo MaccCy XXenToBaTO-KOPUYHEBOIO LIBETA. COOTBETCTBOBATb CooTtBeTcTBYET
CpenHsasa mMacca 451,4 - 524,6 mr 503,1 mr
CpeaHsasa Macca coaepXXMMoro Kancysibl 374,6 - 435,4 mr 418,8 mMr
OAHOPOAHOCTb MacChl COAEPXKMMOro
[JonyckaeTcs Hanumume He 6onee 2 kancyn us 20,
UMEILWMX OTKIIOHEHNE MaCChbl COAEPXMMOro OT CPeAHEro
3HayeHus 6onee = 7,5 %;
He AO/KHO 6bITb Kancyn C OTK/IOHEHMEM MacChl JomxkHo
COLEPXUMOro OT CpeAHero 3HayeHus 6onee £ 15 %. COOTBETCTBOBATb CooTtBeTcTBYET
PacnagaemocTb He 6onee 30 MuH CooTBeTcTBYET
dochaTnannxonunH
Bpems yaep>xvBaHMs OCHOBHOIO MyKa Ha XpomaTorpaMmMe
UCMbITYEMOro pacTBopa, NPUroTOBEHHOro ANs
KOJIMYECTBEHHOrO ONnpefeneHuns, AOKHO COOTBETCTBOBATb
BPEMEHW yAepXUBaHUA nuka dochaTtuanaxonmHa Ha JomxkHo
XpomaTtorpamme kannbpoBo4YHOro pacrTeopa COOTBETCTBOBATb CooTtBeTcTBYET
NnzodochatnannxonmH
Bpems yaep>xvMBaHuUs BTOPOro nNuka Ha xpomMaTorpamme
NCMbITYEMOro pacTBopa, NPUroTOBAEHHOro ANs
KOJIMYECTBEHHOrO OnpefeneHuns, AOKHO COOTBETCTBOBATb
BPEMEHW YAEPXUBAHUSA NUKa nu3odocdaTtmannxonmHa Ha | [JomkHo
XxpomaTtorpamme kannbpoBo4YHOro pacTeopa COOTBETCTBOBATb CooTtBeTcTBYET
dochonmnuabl coesbix 60608 258 - 343 mr 308 mr
dochaTMaANNXONNHbI 208 - 276 mMr 247 Mr

O6uwee yncno asapobHbix MnkpoopraHusmos (TAMC)
0O6Lee YMcno ApoXIKeBbIX M NaecHesBbiX rpubos (TYMC)
YcTonumBble K Xenum rpamMmoTpuuaTtesibHble 6akTepun
Escherichia coli

Staphylococcus aureus

Salmonella

He 6onee 10000 KOE/ 11
He 6onee 100 KOE /1 r
He 6onee 100 KOE /1 r
oTcyTcTByeTB 1T
oTcyTcTByeTB 1T
oTcytcTByeT B 10 T

Mepuoanyecknin Tect
Mepuoanyecknin Tect
Mepuoanyecknin Tect
Mepuoanyecknin Tect
Mepuoanyecknin Tect
Mepuoanyecknin 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)

PeweHune:

OpobpeHo

HaTta:

15.110H.2026 18:08:59(CET)

YIIOJIHOMOUEHHOE JIMLO :

Angela Spelmanns

CepTudurkaT noanNUCaH 31EKTPOHHON NOAMUCHIO B BaMANPOBAHHON CUCTEME.

[data neyaTtn: 15.06.2026
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter) /
NMPUNOXXEHUE K CEPTUPUKATY AHAJTIU3A (conpoBoaUTesNbHOE NMUCbMO)

Product name / HaumeHoBaHue npoaykta: Essentiale ® Forte N, capsules, 300 mg, 10x9 /
ScceHumane ® poprte H, kancyabl, 300 mr, 10x9
GMID: 863310
Batch number / Homep cepun: 6KLH7Z5DL
Manufacturing date / flata npoussoacTtea: MAY. 2026
Expiry date / NoaeH pgo: APR. 2029
MA registered in Russia / PY, 3apernctpuposaHHoe B Poccun: JIM-N2(003448)-(Pr-RU)
ND number / HomMep HA: JIM-N2(003448)-(Pr-RU)-151025
Importing country / CrpaHa-umnopTtep: Russia / Poccus
Site Manufacturing license / JiuueHsus Ha npousBoacTeo: DE_NW__04_MIA_2021_0030
EAEU GMP Certificate / Ceptudunkat GMP EADC: GMP/EAEU/RU/00899-2023
Storage condition / Ycnosua xpaHeHus: at temperatures not exceeding 25°C / npu Temneparype
He Bbile 25°C
Shelf-life / Cpok rogHOCTU:
e For capsules packaged in blister packs from PVC/PVDC and aluminium foil - 3 years. / ina

Kancysn, ynakoBaHHbix B 6nuctep n3 NBX/NBAOX v antoMUHUEBOA Gonbru - 3 roaa.

API name / HaumeHoBaHue AOWN: Soybean phospholipids / ®ocdonunuasi

API manufacturer / Mpounssogutens A®WN: Phospholipid GmbH / ®ochonunug M'm6X

API manufacturer s address / Aapec npoussoantens A®U: Nattermannallee 1, 50829, Koln,
GERMANY / HatrepmaHHanne, 1, 50829, KenbH, NepmaHusa

API batch number / HoMep cepuun ADU: 26KLA01018, 26KLAO0895, 26KLA00943

Test / Specification / Cneunduxkauuns Result / PesynbTart
Mokasarenb

Packaging / | Mo 10 kancyn B 6nnctep u3 NBX/NBAX n | Mo 10 kancyn B 6auctep 3

YnakoBka: anoMuHunesolt donsrun, MBX/MATOGX2 u | MBX/NBAX w1 anoMUHKEBOWN
anoMmuHueBon donbrv nnun NBX/MN3/MBAX | donbra.
¥ anoMnHneBoi Ghonbru. Mo 9 6nuctepoB BMecTe C
1) Mo 3, 9 nan 18 6aucTepos BMecTe C | JIMCTKOM-BKAa4blWeM B
JINCTKOM-BKJ/1aAblleM B KapTOHHYIO | KApTOHHYIO Nayky.
nauky. /

2) Mo 9 6aucTtepos BMECTE C JIMCTKOM-
BKJlaAbllleM B KapTOHHYIKO nadky, no 2
KapTOHHbIE MaYyKu B KapTOHHYIO KOpPO6KY.
Mpn vynakoBke Ha Onenna Xenckea
Monbwa Cn. 3 0. 0., MNonblia:

2 KapToHHble MauYkn B KAPTOHHYO

KOpObKy. / 10 capsules per blister pack

10 capsules per blister pack from from PVC/PVDC and aluminium

PVC/PVDC and aluminium foil, foil.

PVC/PCTFE and aluminium foil or 9 blister packs with the patient

PVC/PE/PVDC and aluminium foil. leaflet insert per cardboard
package.
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Test / Specification / Cneundukaums Result / PesyabTar
Mokasartensb

1) 3, 9 or 18 blister packs with the
patient ieaflet insert per cardboard
package.

2) 9 blister packs with the patient leaflet
insert per cardboard package, 2
cardboard packages in a cardboard box.
When packing at Opella Healthcare
Poland Sp. z 0.0., Poland:

2 cardboard packages in a cardboard box.

Labelling / | In accordance with section 1.3.2 of | In accordance with section 1.3.2
MapkupoBka: module 1 of the registration dossier of the | of module 1 of the registration
medicinal product. / dossier of the medicinal product.
B cooTtBeTCcTBMM C pasaenom 1.3.2 moayns | /
1 perucTpaunoHHOro Aocke | B cooTBeTCcTBUM C pa3aenom 1.3.2
JlekapcTBEeHHOro npenaparta. mMoaynsa 1  perncTpaumoHHOro
nocbe JNleKapCTBEeHHOro !
npenapara. ] |

I hereby certify that the above information is true and accurate. This batch of product has been
manufactured (including packaging (labelling) and quality control) at the above mentioned site(s) in
full compliance with the requirements of the Eurasian Economic Union Good Manufacturing Practice
and with the requirements of quality control of medicinal products, and in accordance with the
specifications, contained in the importing country registration dossier. The manufacturing, packaging
and analysis records have been reviewed and found to be in compliance with the Eurasian Economic
Union Good Manufacturing Practices Regulations. /

Hacrosiwunm s noaTBEpXxaalo, UTO NpUBEAEHHAs Bbllle MHDOPMaLMS SBIAETCA A0CTOBEPHON U TOUHOW.
JT1a cepusi NpoAyKUMM npovsBefeHa (BKKOYasi yNakoBKY (MapKMpoBKY) M KOHTPO/b Kadyectsa) Ha
BbllleyKa3saHHOW NpoOu3BOACTBEHHOW rmowaake (nsowagkax) B MOJIHOM  COOTBETCTBMM C
TpeboBaHuaMU [Npasun Hagnexallell NpouM3BOACTBEHHON MpakTUkM EBPasUiicKoro 3KOHOMUYECKOro
colo3a U TpeboBaHUSIMM KOHTPONS KadecTBa JIEKapCTBEHHbIX CPEeACTB, a TakXe B COOTBETCTBUMU CO
cneundukaumsamm, coaepxallMMUcs B PermcTpauMoOHHOM AO0Cbe CTpaHbl-uMropTepa. 3anucu no
NPOU3BOACTBY, YNAKOBKE W aHasnu3y MpoBepeHbl, U YCTAHOBIEHO UX COOTBETCTBUE TpeboBaHWAM
MNpasun Haanexawen NPOU3BOACTBEHHOM NPaKTUK EBpa3ninickoro 3KOHOMUYECKOro Colo3a.

In case of any discrepancies or doubt between English and Russian language versions, the English
language version shall prevail. /

B cnyyae xakux-nubo HECOOTBETCTBMIA MEXAY aHTNMICKOW W pYCCKOM BepcusiMu npeBanupyloweil
6yaeT cuMTaThCa aHrMNCKaa Bepcus.

N /hm A

Signature / Noanwnce: [ /)T
Date / [laTta: 15.06.2026 /|

Printed name / UMs neyaTHbIMK 6YKBaMM: Dr. Angela Spelmanns
Title / OonxHocTb: Qualified Person / YnonHoMoueHHoe NuLo
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Opella.

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

Material number : 863310
Material description :

Batch Number : 6KLH75DL

Site :

ESSENTIALE FORTE N 300MG CAP BL9X10 RU
Inspection Lot Quantity :

KOELN

52884.000 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 : MAY.2026

Expiry Date : APR.2029

Inspection lot : 170000164488

Order Number : 500021738

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 503,1 mg

Average filling mass 374,6 - 435,4 mg 418,8 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 308 mg

Phosphatidylcholines 208 - 276 mg 247 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

| Printing Date 15.06.2026
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Opella.

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

Material number : 863310
Material description : ESSENTIALE FORTE N 300MG CAP BL9X10 RU
Batch Number : 6KLH75DL
Inspection lot : 170000164488
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: 15.JUN.2026 18:08:59(CET)
QUALIFIED PERSON Angela Spelmanns

The certificate has been electronically signed froma validated system
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