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Opella Healthcare Poland Sp. z o0.0.

Oddzial w Rzeszowie
Yn. JoBenbka 52, Xewys,
Tes.: +48 17 850 25 00

35-233,

167/0190/15
74587

HomMmep aBTOpmM3auuUM:
Cceuika Ha HoMmep EsponGMP:

Cepruduxkar ananusa /

AHAJIUTHYECKHUH MACIOPT CePpUH

[MoJsibwa

Opella.

HaspaHue npoaykTa:

SCCEHIMAJIE $OPTE H 600 mr

rap_coa_resultats v5

Homep cepwum: 6KLL04D8 Jo3upoBKa : 600 Mr
Konm GMID: 911940 CrpaHa: Poccus
Jlex. dopwma: KarcyJisl IaTa HOPOMBBOACTEA: 30/06/2026
YrnakoBKa: 90 kamncyn B 6aucrTepax CpoK TOOHOCTM: MA-2029
YcIoBMsa XpaHEeHUA: llpu TeMmnepaType He Bome 25 OC
Homep PV: JIII-N (003448) - (PT'-RU)
CorJyameHue O KadecTBe: QAG-007517
HUCIHBITAHUS CIHEHIU®OUKALINHN PE3YJIBTATBI
Onmcauue YIOJIMHEHHLIE TBEPILE XeJla TUHOBEIE

HENpoO3payHLHe KalcyJel pasmepoMm N 00

KOPMUYHEBOTO LIBETa, COIepXalye COOTBETCTBYET

MaCJISHUCTYI NacTooOpa3HYIo

MaccCy XeJITOBATO-KOPMUUHEBOT'O LBETA.
CpenHsasa Macca Kalcyl 869.5-1010.5 M 976,1 MT
CpenHsas Macca comepxuMoro kamncyyn 749.3-870.8 wmr 847,7 wmr
ODHOPOIHOCTH MACCH COINEPXMUMOTIO COOTBETCTBYET COOTBETCTBYET
PacnamaeMoCTb He Gojyee 30 MuH. COOTBETCTBYET
UnenTudémxkaumss (BIKX) :
dochaTUONIIKOIIMH CoOoTBETCTBYET COOTBETCTBYET
JinzodbochaTUaMIXOJINH CooTBETCTBYET COOTBETCTBYET
KommuecTtBeHHOe onpegnesieHre BIOXX
dochomnuIel COeBEIX O0OOOB 516-686 wmr/karmc. 610 mr
dochaTUOMITX OJIMHEL 416-552 wmr/karmnc. 488 MrT
MykpoOMoJoTHUUYecKas 4YnUCTOTa
(mepronnueckumt TecCT)
-OBuee 4MCIJIO aspOOHEIX
MMKpOOpraHmsMoB (TAMC) He Gosee 1000 KOE / 1 T He IPUMEHMMO
-OBuee 4YMCIIO OPOXXKEBHX U
nJIeCcHeBHX T'pubdor (TYMC) He 6ojee 100 KOE / 1 r HEe I[PMMEHMMO
-YCTOMUMBEIE K XeJuu
TpaMoTpullaTeJIbHEE DaKTepum He Gosee 100 KOE / 1 r HEe I[PMIMEHMMO
-Escherichia coli OTCYyTCTBYyeT B 1 T He IPUMEHMMO
-Staphylococcus aureus oTCcyTCTBYyeT B 1 T He IIPUMEHYMO
-Salmonella orcyrcrByeT B 10 T He IPUMEHMMO
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Cepruduxar anajausa / O pella

Internal .
AHAJIUTHYECKHUH MACIOPT CePpUH
Opella Healthcare Poland Sp. z 0.0.

Oddzial w Rzeszowie

V. Jowbenbka 52, Xemyr, 35-233, Ilosbma

Tem.: +48 17 850 25 00

Homep aBTopmzaumm: 167/0190/15
Ccruika Ha HoMep EBponGMP: 74587

HasBaHmMe nponykxra: 3CCEHIMAJIE $OPTE H 600 Mr

Homep cepwum: 6KLL04D8 Jo3upoBKa : 600 Mr

Konm GMID: 911940 CrpaHa: Poccus
Jlex. dopwma: KarcyJisl IaTa HOPOMBBOACTEA: 30/06/2026
YrnakoBKa: 90 kamncyn B 6aucrTepax CpoK TOOHOCTM: MA-2029
YcIoBMsa XpaHEeHUA: llpu TeMmnepaType He Bome 25 OC

Homep PV: JIIT-N(003448) - (PT'-RU)

CorylameHue O KadecTBe: QAG-007517

JaHHBEIM [IOATBEPXIAl, YTO BCEe CTaIMM [POM3BOICTBA HAHHOM Cepuy T'OTOBOTO MNPONYKTa OBUIM BHIIOJIHEHE B I[IOJIHOM
COoOTBETCTBMM C TpeboBauHusaMM GMP EC u TpeGoBaHMAMM PeTMCTPAaLMOHHOTO (BIX) yOOCTOBEPEHMs (M) CTPaHH/CTpaH
Ha3HAYEHUI.

Pemenne OnobBpeHO

Hara: 10-CEH-2026 12:00:29.00
YOJIHOMOYEHHOe JIMLIO MM K. Cyzio

IpenCTaBUTENE

HaHHEM cepTHd®MKAT aHaIM3a NONNMCAH 2JIEKTPOHHOM MMONNMCHI Yepes BalMOAMPOBAHHYI0D cucTemy JIMMC.
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Certificate of Analysis /

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52,
Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 74587

35-233 Rzeszdw, Poland

Batch Certificate

O pella.

Product Name:

ESSENTIALE FORTE N 600 mg

Microbiological Purity
(periodically tested)

— total aerobic microbial count (TAMC)
in 1g

- total combined yeasts/moulds count
(TYMC) in 1g

- bile-tolerant gram—negative bacteria
in 1g

— Escherichia coli in 1lg

— Staphylococcus aureus in 1lg

— Salmonella in 10g

not more than 10000 [CFU/g]
not more than 100 [CFU/g]
not more than 100 [CFU/g]

absent
absent

absent

Batch No.: 6KLIL04D8 Strength: 600 MG
GMID Code: 911940 Country: Russian Federation
Dosage Form: Capsules Manufacturing Date: 30/06/2026
Packaging: 90 caps in blisters Expiry Date: MAY-2029
Storage: Below 25°C
Marketing Auth. No.: LP-N° (003448) - (RG-RU)
Quality Agreement: QAG-007517
L
TESTS SPECIFICATIONS RESULTS
Characters
Appearance Mahogany, opaque, size No. 00, elongated complies
hard gelatin capsules. Containing an
oliy pasty mass of yellowish-brown
color.
Technical Tests
Average mass 869.5 - 1010.5 [mg] 976.1 mg
Average filling mass 749.3 - 870.8 [mg] 847.7 mg
Uniformity of filling mass conforms complies
Disintegration time within 30 minutes complies
Identification (HPLC)
Phosphatidylcholine conforms complies
Lysophosphatidylcholine conforms complies
Assay by HPLC
Soybean phospholipids 516 — 686 [mg/caps.] 610 mg
Phosphatidylcholines 416 - 552 [mg/caps] 488 mg

not applicable

not applicable

not applicable

not applicable

not applicable
not applicable

I hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have been carried
out in full compliance with the GMP requirements of the EU and the terms described in the Agreement for ensuring
compliance with the requirements of the Marketing Authorisation (S) as provided by the contract giver/manufacturer
certifying and releasing the batch in accordance with the quality agreement”
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z o.o.
Oddzial w Rzeszowie

ul. Lubelska 52, 35-233 Rzeszdéw, Poland
Tel. +48 17 850 25 00

Authorisation Number: 167/0190/15
EudraGMDP Reference Number: 74587

O pella.

Product Name: ESSENTIALE FORTE N 600 mg

Expiry Date:

Packaging: 90 caps in blisters
Storage: Below 25°C

Marketing Auth. No.: LP-N° (003448) - (RG-RU)
Quality Agreement: QAG-007517

Batch No.: 6KLIL04D8 Strength:
GMID Code: 911940 Country:
Dosage Form: Capsules Manufacturing Date:

600 MG

Russian Federation
30/06/2026
MAY-2029

N\

=/,

Qualified Person Decision

Status of Decision: Released

Date of Decision (UTC+1): 10-SEP-2026 12:00:29.00

Qualified Person: K. Cyzio

\.

This Certificate of Analysis has been electronically signed from a validated LIMS
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