JIEP’)KABHA CJYXKBA 3 JIKAPCbKIUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCBKIA OBJIACTI

npos. Ceituunoi Haxii, 3, m.Kuis, 02099, Ten/pakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Ko €IPIIOY 37078774

BUCHOBOK
PO AKICTH BBe3eHOro B YKpaiHy JiKapchKkoro 3acody

09.01.2026 Ne 66808/26/10

ECCEHIIAJIE® ®OPTE H

(rafiMeryBaiHs TIKAPCLKOro 3ac0By 3riHO 3 PeeCTPALIHINM NOCBILYCHHSIM)
kancysu mo 300 mr; Ne 90 (10x9): o 10 kancya y Gicrepi, no 9 6aicrepis y kapronnii
Kopooui

(dpopma BUITyCKY, J03YBaliHs, BHJL TAKYBAHHs JiKAPCLKOTO 3ac00y)
Homep peecrpaviiinoro nocsinuenis UA/8682/01/01 erpox ait peectpauiitnoro nocsiuens 01.01 2099
Cepis nikapewkoro sacoby Ne SKLP76D3 KinbkicTs BBE3CHOTO iKapehkoro 3acoby 11520

Bupobuux Eit. Harrepmann enp Caiti. I'm6X, HiMeuunna

(HaiiMenyBaitis BUPOGHIKa JlikapekKoro 3acoby, Kpaitia HOXoKeHHS)

Baeseno B Yipainy ToBapucTEO 3 0GMEKEHOI0 BIANOBIIANBLHICTIO "OIEJJIA
XEJICKEA YKPATHA", ixenr. xon: 43726391

(naiimenyBarkst Ta xoj1 33 CLAPIIOY topuamanoi ocobn abo npizsuine, im's, 10 6aTbKOBI (PiznuHOT
0co6 - nignpuemus, T MicUe NpoXNBaKs Ta peecTpauifnnii Homep 061iKOBOT KAPTKH MIATHHKA
nonaTkis abo cepist Ta HOMEp nacropra)

Iporoxoun Bisyansnoro kontpoio six 05.01.2026 Ne 4127/1.

3a  pesylbTaTaAMW  JCPKABHOTO KOHTPONIO BCTAHOBIICHO, WO JiKapehkni  3acih  BBC3eHo B Vkpainy 3

AOTPHMAHHAM BuMOr 3aKOHOJABCTBA 1100 3abe3neueHHs AKOCTI JiKapchkHX 3aco0iB.
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Eii. HarrepmanH enj Caiii 'm6X, Himeuunna

JloroTun

Anpeca: HarrepMannanes 1, Keabn, 50829, Himeuunna

CeprudikaT cepii BUpoGHUKa:

Ceprudikar axocri

) Buganuit: | 02,01.2026
Hasga npenapary: Eccenniane® ®opte H Cepis Ne: SKLP76D3
dopma BUITYCKY: Kamncysau no 300 mr .
: : : : Posawmip cepii B 5
Tun ta BUJ, Ne 90 (10x9): 10 xancyn y 6aicrepi; 9 6aicTepiB y (ynakoBok); 53.352
yNaKOBKH: KapTOHHIA Kopooui Y )

“Eccenuianbii pocdon
EPL® - cy6cranuis (¢o

Mitoua pevoBuHa:

Tokodepoa) - 300 mr

((3-sn-pocdaTuaun)xonin), aki micrats all-rac-a-

inign"® =
coninigm i3 coeBux 606iB

JlaTa BUrOTOBJIEHHA:

18 Yepnua 2025 p.

Creyndirauis N2 ta gara:

CMC-CG-2008-01654-EN-7.0

Tepmin npuaaTHOCTI:

Tpasens 2027 p.

HaliMmeHyBaHHA NMOKa3HUKIB

Cneyundikanii

Pe3y/ibTaTi BUNPOGYBaHbL

| 30BHIWIHII BUPAAL KATICYIH

Henposopa, gosracra, TBep/a KarcyJia
KOJIBOPY XaKi

Henpo3sopa, gosracra, tepya
KarcyJ/a KoJbopy Xaki

30BHILWHIHA BUrASLL MacK BMICTY

[MacTronogiGHa Maca, cxoxa Ha Me[,

[TacronoaiGua maca, cxoxa Ha Mej;

CepeziHsa Maca KarcyJ/l npu 8UnycKy, Mr 451,4 -524,6 (488,0) 491.,8
5252‘}1"‘1’; e SHCTY Kamey 374,6 - 435,4 (405,0) 408,1
OjHOpigHICTB MacH BMIiCTY Kancyiu 290% +7,5% ; .
ey o 100% + 15,0% BUnosiae
Posnmapauus, xB npoTsirom 30 7
laentndikauis (BEPX) e ——ee e
3-sn-docaTHanaxoainy Ta
3-sn-nizodpochaTnguaxoniny fosurusHa [To3uTHBHa
npu sUNYCKy
Kinbkiche Bnaﬂéqenm (BEPX)
®oconinigis i3 coeBux 60618 (KOHTPOL cenrdiunmit 414 cepii)*
[Ipu sunycky, mr 285 - 315 (300) 295
lIpu sunycky, % 95 - 105 98,3

gurasai PC

Cyma 3-sn-pocdaruaunxoniny (PC) Ta 3-sn-nisopocdatuannxoniny (LPC), BupaxeHa y

Ipu gunycky

TiNbKH AK BUXiZHE 3HAYEHHS [J/Is1 TEpMIHY
36epiranHs

234

IIpomsizom mepMiny npudamuocmi

90 - 105% Bia BUXiZHOIrO 3HAYEHHA

Mikpo6iosioriuna yucrora

BignosigHicTh BUMOram

(Eep. Papm. 5.1.8 B; 2.6.31)**

€sp. Papm. 5.1.8 B

[Tepioguurui TecT

* cyma 3-sn-gpochamudunxoniny ma 3-sn-nizopocamuduaxoniny (supascenozo y guaandi 3-sn-gpochamuduaxoainy), wo aidnosioae
KIbKOCMI CnpasicHb020 pocauHHo20 npenapamy (gocghoninidu 3 coegux 606i8) 8 pOCAUNHOMY ATKAPCLKOMY 3GCO6T

** Bunpo6yeanHs npogodumscst nepioduyHo

Ceprudikauiiina sasna: UM s nigTeep/AKylo, 1o HaseJeHa iHdopMalis € AocToBipHOIO | TouHotw. o cepito npoayxuii 6yso
BUpPO6JIeHO, BKJIIOYAIOYH YIIAKOBKY / MapKyBaHHsl Ta KOHTDPOJIb SIKOCTI Ha BHILe3rafaHiil gisiuui (-ax) 8 nosuiit Bignosigsocti 3
sumoramu GMP, BcraHomieHumy MicueBum PerysstopHum OpraHoM, a TakoX y BigmosigHocti 31 cneuudixauismu o
Peecrpauiiinoro Tlocsiguenns, o MiCTATbCS B peecTpalifHOMy J0cbe KpaiHu-iMnopTepa. [IpoTOKoJIH BUPOBHHIITBA, yIaKOBKH Ta
aHanisip 6y 4 neperasnyTi i BCTaHOBJIEHO BiJnoBiAHICcTL GMP,

Homep BupobHuuol ninensii: DE_NW_04_MIA_2021_0030 Biz 10.11.2021

' MNocapna Ta IM's BigTOBiAAaNbLHOT 0COGM:

Amina AnxatyT (Amina Alkatout) YnoBHoBaxeHa Oco6a

- Mignuc ra gara

/Iionuc/

02 ciuns 2026 p

[Ipenapam sunywero daa Ykpairnu. Peecmpayiiine nocgiduenns Ne UA/8682/01/01

P ait. s 749
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Bepcist wa6aony: 3 Big 06.05.2025



A. Nattermann & Cie GmbH, Germany

Address: Nattermannaliee 1, Koeln, 50829, Germany
MANUFACTURING BATCH CERTIFICATE
Certificate of Analysis Ne

issued on: | 02.01.2026

Brand Name: Essentiale® Forte N Batch Ne S5KLP76D3
Drug Form: Capsules 300 mg

Backaging type and | Ne 90 (10x9)7 10 capsules in biister- § biisters | Batch Size (packs): | 83.352
size: in a carton box

“Essential phospholipids”® =
Active ingredient/ EPLY — substance (phospholipids from soya- Manufacturing Date: | 18.Jun. 2025

Potency: beans {(3-sn-phosphatidyl)choline} that
contain all-rac-a-tocopherol)} ~ 300 mg

Specification Ne: | CMC-CG-2008-01654 ~EN-7.0 Expiry Date: May 2027

Tests Specifications Tests Results
Appearance of a capsule khaki, opaque, oblong hard capsule Khaki, opacqa%es,u?:long hard
Appearance of filling mass of a capsule honey-like, pasty mass Honey-like, pasty mass
Average mass of capsules at release, mg : 451,4 — 524,6 (488,0) 4918
Average filling mass of a capsule 374.6 — 435,4 (405,0) 408.1
al release, mg y
Uniformity of filling mass of a capsule 2 80% * 7,5% Conforms
at release 100% + 15%
Disintegration, min within 30 7

ldentification of (HPLC):
3-sn-phosphatidylcholine and
3-sn-lysophosphatidylcholine at releasei Positive Positive
Assay of (HPLC):
Phospholipids from soya-beans (batch specific control)*™:

At release, mg 285 — 315 (300) 295
At release, % 95 — 105 98,3

Sum of 3-sn-phosphatidyicholine (PC) and 3-sn-lysophosphatidylcholine {LPC),
expressed as PC:

At release Initial value for batch-specific control 234
Shelf-life limit 90 - 105% of the initial value
Microbiological quality Complies to requirements of Eur. Pharm. Periodically tested
(Eur.Pharm. 5.1.8 B, 2.6.31)** 51.88B

* sum of 3-sn-phosphatidyicholine and 3-sn-lysophosphatidylcholine (expressed in form of 3-sn-phosphatidylcholine)
corresponding to the amount of the genuine herbal preparation {phospholipids from soya-beans) in the herbal medicinal
product)

** Tested periodically.

Certification statement: | hereby certify that the stated information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeliing and guality control at the above-mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications to Marketing Authorisation of the
registration dossier of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Number of manufacturing authorization: DE_NW_04 MIA_2021_0030 dated 10.11.2021

Position and Name of the responsible person: Amina Alkatout, Qualified Person

02.Jan 2026

Signature & date

Product was released for Ukraine. Registration Certificate No UA/8682/01/07 Template version: 3 dated 06.05.2025
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