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Opella Healthcare Poland Sp. z o0.o0.

Oddzial w Rzeszowie
V. Jobenbka 52, Xewys,
Tejy.: +48 17 850 25 00

35-233,

167/0190/15
149094

Homep aBTOpPM3aLMM:
Ccruika Ha HoMep EBponGMP:

Cepruduxkar ananusa /

Monbwa

Opella.

AHAJINTHYECKHUI MACTIOPT CEPUHA

HaspaHMe npopaykra:

SCCEHIMAJIE $OPTE H 300mMr

rap_coa_resultats v4

HoMep cepum: 6KLA47DD Io3MpOBKaA : 300 Mr
Kom GMID: 909831 CrpaHa: Poccusa
Jlex. dopma: KarcyJiel JaTa OpOM3BOACTBEA: 01/11/2025
YnakoBKa: 180 xamncysn B 6GimcTepax CpoK TOOHOCTM: OKT-2028
YCIIOBUSA XPaHEHUS: Ipu Temneparype He Boume 25 0C, B
OPUTHMHAJIBHON YINaKOBKE

Homep PVY: JITI-Ne(003448) - (PT'-RU)
CorJjlameHue O KauecTBe: QA-COLOGNE-SAPL-07
HNCIIBITAHUS CIIEHA®UKAILINA PE3YJIBTATHI
OnmcaHme TBRepILe XeJIaTMHOBHE HENPO3PauHHE KallCyJb

Nl xOpMUHEBOTO LBETa, colepxalme

MaCJISHUCTY NacToOOpas3Hyld Maccy COOTBETCTRBYyET

XeJITOBATO-—KOPUUHEBOI'O LIBETA.
CpenHsas Macca KalcyJl 451.4 - 524.6 MmO 505,2 wMmr
CpenHsas Macca comepxuMoro kamncyin 374.6 - 435.4 mr 420,1 wMmr
OOHOPOIHOCTH MAaCCH COIEPXMMOTO COOTBETCTBYET COOTBETCTBYyET
PacrnamaeMoCThb He 6Gojee 30 MuH. COOTBETCTRBYyET
UnenTndémkaumst (BIXKX) :
dochaTUIUIIXOJINH CooTBETCTBYET COOTBETCTBYET
JinzobochbaTuonIXOJIMH CooTBETCTRYET COOTBETCTBYET
KommuecTtBeHHOe omnpenesieHre BOXX
dochommUnUOsEl COeBEIX OOOOB 258 - 343 wmr 307 mT
dochaTUONIIX OJIMHEBL 208 - 276 wmr 245 wmr
MyxpoOuosyiorudyeckas 4ducToTa
(mepuonmMuyeckul TECT)
-Obuee 4MCIJIO aspOOHEIX
MMKpoOopTraHmusMoB (TAMC) He Gosiee 10000 KOE / 1 T He [PUMEHNMO
-OBuee UMCIJIO OPOXXKEBEX U
JlecHeBEIX I'pubor (TYMC) He 6ojiee 100 KOE / 1 T HE [IPMMEHVMO
-YCTOMUMUBEE K XeJIUU
TpaMoTpMllaTeJIbHEEe OaKTepumn He 6Gojee 100 KOE / 1 r HE [IPMMEHVMO
-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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Cepruduxkar ananusa / O pel 1a
(V) -
AHAJINTHYECKHUI MACTIOPT CEPUHA

Internal

Opella Healthcare Poland Sp. z o0.o0.
Oddzial w Rzeszowie

vyn. Jobenbka 52, Xewys, 35-233, IMoJbuma
Tes.: +48 17 850 25 00

Homep aBTOpmM3aumm: 167/0190/15
Ccrumka Ha HoMmep EBponGMP: 149094

HasBauMe npoxykTa: SCCEHIMAJIE $OPTE H 300Mr
Homep cepmmn: 6KLA47DD Io3MpOBKaA : 300 Mr
Konm GMID: 909831 CrpaHa: Poccusa
Jlex. dopma: KalcyJibl aTa HNPOM3BOLACTEA: 01/11/2025
YnakoBKa: 180 xamncysn B 6GimcTepax CpoK TOOHOCTM: OKT-2028
YCyoBUA XpPaHEHMA: Ipu Temneparype He Boume 25 0C, B

OPUTMHAJILHOM yINaKOBKE
Homep PV: JIIT-N(003448) - (PT'-RU)
CorJjlameHue O KauecTBe: QA-COLOGNE-SAPL-07
IaHHBEIM NOOTBEpPXIamw, 4YTO BCE CTaIMM [NPOM3BOINCTBA HOaHHOM CepMM I'OTOBOTO MNPONYyKTa OBUIM BEIIOJHEHE B IIOJIHOM
cooTBeTCTBMU C TpeboBaHusaMu GMP EC u TpeboBaHMUAMM PeIMCTPaLUMOHHOTO (BIX) YIOCTOBEpeHM (M) CTpaHH/CTpaH
HasHa4YeHUs.

Pemenne OnobpeHO

HaTa: 30-4HB-2026 14:35:33.00
YOOJIHOMOYEHHOE JIULO WMIN A. Chmiel
npencTraBUTeNb :

JaHHBM cepTuduraT aHaaM3a [NONNMCAH SJIEKTPOHHOM MOANMCHI0 Yepes BaJIMOMPOBAHHYW cucTeMy JIVMC.
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Certificate of Analysis /
Batch Certificate O pella.

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: 149094

Product Name: ESSENTIALE FORTE N 300 mg

Batch No.: 6KLA47DD Strength: 300 MG

GMID Code: 909831 Country: Russian Federation
Dosage Form: Capsules Manufacturing Date: 01/11/2025
Packaging: 180 caps in blisters Expiry Date: OCT-2028

Storage: Below 25°C, In the original package

Marketing Auth. No.: LP-N° (003448) - (RG-RU)
Quality Agreement: QA-COLOGNE-SAPL-07

TESTS SPECIFICATIONS RESULTS
Characters
Appearance Brown hard gelatin opaque capsules No. 1 complies

containing a yellowish-brown oily

paste-like substance

Technical Tests

Average mass 451.4 - 524.6 [mg] 505.2 mg
Average filling mass 374.6 - 435.4 [mg] 420.1 mg
Uniformity of fill mass conforms complies
Disintegration time not more than 30 minutes complies

Identification (HPLC)
3-sn-Phosphatidylcholine conforms complies

3-sn-Lysophosphatidylcholine conforms complies

Assay by HPLC
Soybean phospholipids 258 - 343 [mg] 307 mg
Phosphatidylcholines 208 - 276 [mg] 245 mg

Microbiological Purity

(tested periodically)

— total aerobic microbial count (TAMC) not more than 10000 [CFU/g] not applicable
in 1g
- total combined yeasts/moulds count not more than 100 [CFU/g] not applicable

(TYMC) in 1g

- bile-tolerant gram—negative bacteria not more than 100 [CFU/g] not applicable
in 1g

— Escherichia coli in 1lg absent not applicable
— Staphylococcus aureus in 1lg absent not applicable
— Salmonella in 10g absent 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
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Certificate of Analysis /
Batch Certificate

Opella Healthcare Poland Sp. z o.o.

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

Authorisation Number:

EudraGMDP Reference Number:

35-233 Rzeszdw,

Poland

167/0190/15

149094

O pella.

Product Name:

Batch No.:
GMID Code:
Dosage Form:
Packaging:

Storage:

Marketing Auth. No.:

Quality Agreement:

ESSENTIALE FORTE N 300 mg

6KLA47DD Strength:
909831 Country:
Capsules Manufacturing Date:

180 caps in blisters Expiry Date:
Below 25°C,
LP-N° (003448) - (RG-RU)

QA-COLOGNE-SAPL-07

In the original package

300 MG

Russian Federation
01/11/2025
OCT-2028

/
o

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”

Qualified Person Decision

Status of Decision:

Qualified Person:

Date of Decision (UTC+1):

Released
30-JAN-2026 14:35:33.00

A. Chmiel

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