Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE

-

Certificate of Analysis

Quality Control

Wilimar-Schwabe-Str. 4
76227 Karlsruhe, Germany
Tel. +49 {0)721 4005-556
Fax +49 {0)721 4005-557

Product Neiroplant coated tablets no, 30 in blisters

Batch No. 4180925

1 blister in cardboard box with labeling in Ukrainian language

Number of registration document UA/D414/01/01

Valid until unlimited

Site / GMP information see Annex 1

Strength B ] Dry extract of St John's Wort, 300 mg/tablet ]
SPECIFICATION [RESULT

CHARACTERISTICS ;
AFPPEARANCE ) | round, brownish yellow {ochre-coloured) coaled lablels | comesponds
IDENTIFICATION

Active component B - |
Dry extract of St. John's Worl Qbtained HPLC chromatagram should be comparable | corresponds
(3-7:1) (HPLC, in framework cf Assay) with chromatogram of the extract solution and of the
referance solution used to determine flavonoids,
hyperforin total hypericin (Qualitative evaluation by
I comparison of RT)
#:?éﬁ:g;%‘? Az(:;ﬂ;))arlson orRLin corresponds corresponds B
TESTS
: . corresponds
F;Argﬂ |tyzcgf gass ltolerance deviation from average [+148% -1.74 %
O o i mass 562 mg 5 %]
Disintegration (Ph.Eur. 2.9.1) < 50 min 3 < 50 min
Microbial guality ;
(Ph.Eur. 2.6.12/2.6.31) (each 10"batch) Ph.Eur. 516, Cat B . corresponds
ASSAY
Dry extract of St. John's Wort 200.0 ma/coated tablet i
-;3?’?:11 (HPLG) 95-105 5 {marker suFslAnGE il 2908 myglaosied tablel
Total hypericin (HPLC) 0.36 — 0.84 myg/coated tablet | 0.56 mglceated tablet
| Hyperforin (HPLC) 9.0 — 18.0 mo/coated tablet 11.5 mg/coated tablet
Ascorbic acid (HPLC) > 0.3 mg/coaled lablet e 3.3 mg/coated tablet
MANUFACTURING DATE . 08/2025
EXPIRY DATE - 08/2027
BATCH RELEASE DATE . 29.09.2025
BATCH SIZE i 11.640.0 pc.
The batch meets the specification and is therefore released, see Certification statement in Annex 1

Date Quality Control
26.09.2025/sf U. KnothfHead of Quality Control
(__," 7

F
&7 2~

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.
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Annex 1

Certificate of GMP compliance | DE_BW_01_GMP_2024_ 0138

Manufacturing Autharization No. DE_BW_01_MIA 2024 0083/DE_BW_D1_Schwabe

Manufacturer Address Willmar-Schwabe-Strasse 4, D-76227 Karlsruhe, Germany

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured. including packaging/labelling and quality control in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the imparting country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

U. Knoth

Qualified Person

Dr. Willmar Schwabe GmbH & Co. KG
Karisruhe




Dr. Willmar Schwabe GmbH & Co. KG

SCHWAEBE

Ceptudikart aHanisy

KoHTponk AkocTi

Binbmap-lUeaGe-LUrpacce. 4
76227 Kapnaepye, Himey4mHa
Ten. +49 (0}721 4005-558
Pakec +49 (0721 4006-667

MpenapaT
Cepina Ne

HerponnaHT, TabneTkl BKpUTi obonoHkoo, Ne 30 y GnicTepi

4180925

no 1 GnicTepy B K3pTOHHIA KopoSUi 3 MapKYBIHHAM YEPETHCEKOKD MOBOHY

Homep pescTpayilnore ceigourea:

UA/0414401/01

HivcHe go:

5E3CTHOKOBO

IHtbopMAaLia NPO MiCLE BUPOOHUUTES /
cepTudiikar GMP:

Owe. dogaTor 1

Hoaa/cwna gii

ExkcTpakTy Tpaew seipoSoi, cyxoro 300 mr/ TabneTtky BKRpMTY 0BONOHKOK

CNEUUDIKALIA | PESYNBTAT
BINACTUBOCTI
SPBHILLHIN BArMAL g{%};rj:cl‘:gg:‘quso WOBTI (KONIP oxpyW) TAGNETM, BREUTI Bignosiaac
ITIEHTUHHICTE
OTPMMEHS XPOMATOr PFaMMa NoBMHHA By TH NORIEHAHHS
" e 3 XPOMATOIPAMMOA POSMWHIB NOPRIBHAHHA,
EKchaKT Theny 35|p060|0,_ Y XMl BwfoprTospyBanx ,CTJ'IH BVISHQH&pHHFlZ tnaecHoigis, ; ;
{3-7: 1) (BEPX B pamkax KiNnbKiCHOMD : - BioNoBiAAE
BU3HEYEH T} riNepgROpUHY, BErANEHOTG NNSPALMHY o
(MOpIBHAHHA YACY YTEOWMYBAHHA B PAMEAX KiNbKICHOTO
aHaniay)
AcrkopBiHoea kWcnoTa (NopiBHAHHA Yacie Bignorinae Bionoaigac
YTPAMYEAHHA B PAMKSX KINBKICHOrO aHaniay)
EapeHWKM (MOKpHA XiM. meTogd)
3aniso CUHIA 0034 NPY ACAaBaHH PO3YMHY Bignopigas
rekcadianodpeppara kanio (He & pYyTUHHUM TECTOM)
TuraH (Bniac) soeTe 3afapsneHHA NpW 4odaBaHHi Bionosigac
pocHopHOT KNCNDTK | PO3YHUHY Nepekncy BOAHIO (He €
PYTWHHUM TECTOM)
TECTH
CAHOPIAHICTE MACK Bianceinae {40nNyCTUME BIAXWNEHHRA BiO CEpPeaHbOT
(e;ag_cb. 2.9.5) Pl A 3 e
PacnagaemocTe = 50 miH = 50 mun
(Epp.d. 2.8.1)
wg%?flzo?g_r;g?)wwma €pp.apm., 5.1.8, Kat. B COCTBETCTRYET
KINBEKICHE BU3HAYEHHSA
ErcTpakT TRasW 38ipohois, cyxXni 200 MriTabneTiy, 95 - 105 % 290.9 Mr/ TaGNeTiy, BEPWTY
{3-7: 13 (BEPX) (PEUOBWHE-MAPKED: PYTWH} GBonoYKoK
ZaranesHwi runepuuuH (BEPX) Q.35 — 0.84 wr/ TabneTrky, BEpUTY DS0NOYKOR 0.56 mr/ TaBneTry. BKPUTY
ofonovKoK
lFinepdiopun (BEPX) 9.0 = 18.0 mr/ TaBNeTky, BKPUTY 050NOYKOR 11.5 mr/ TalneTry, BKpUTY
ofonoukoR
AckopbiHoBa kuenoTa (BEPX) = 0.3 mrf TABneTry, BEPMTY O0ONOHKOR 3.3 mr/ TabneTry, BEPATY
0BON0YKOR
OATA BMPOBHWMUTBA 08/2025
NPHUAATHUK OO 08/2027
OATA BMOYCKY CEPII 28.09.2025
POSNIFP CEPIT 11 640 ynarosoK

OaHa cepia Bignoeiaas cneuwdiikayii i Ao3poneHa 4o BUNycky. Aeknapayio npo ceprudiikadino aue. JogaTtok 1.

HOara
29 09.2025/sf

KoHTRponb AKOGTI
Y. KHoT! KepieHuk BKH




Dr. Willmar Schwabe GmbH & Co. KG

SCHWABE

YKpaiHa KoHTponb AKOCTI
Op. Binumap Weae MA6X | Ko KT

Binemap-Weabe-wtp. 4
76227 Kapncpye
HirdauumnHa

F.O Boxd1 0925

FE205 Kapnopye
Hirgmya

Ten.: + 49 (0} 721 40 03-0
e schwabe. de

o schwabephama com

HAoanatok 1

Ceprudpvkar BignosigHOCTI BUMOTram DE_BW_01_GMP_2024 0139

HBIM

Niuex3ia Ha BupobHMUTBO Ne DE_BW 01_MIA_2024 0083/DE_BW 01_Schwabe
Agpeca supobHuka (Micue BupobHuuTBa) | Binbimap-Leabe-Wpacce 4, A-76227 Kapncpye, HiMeqduHa

Jexnapauia npo ceptudikayio

Lim a niaTeepaxyo, LIC BULLEBUMKNAAeHa iHOPMAL|S € aBTeHTWMHOWD | TodHow. [aHa cepis
npenapaty Oyna BupobNeHa, BKMOYAKYM eTany YNakoBKW, MAapKYBEHHS i KOHTPOMK SKOCTI, Ha
BUPOBHUYOMY MaRAaHYMKy, 3a3HadveHol BMLLe B NOBHIA BignoeigHocti 3 Bumoramu HBIM,
BCTAHOBNEHMMWA MICLEBUMUW PEryNATOPHUMMK OpraHamMi, a TakoK ¥ BigneBigHOCTI 3i cneymhikayismu,
AKi € godaTkoMm Ao PeecTpadilHOro CRiAMEHHAM KpaiHW-imnopTepa. 3andck Woao BUpobBHULTBE,
YMAKCBKW Ta &Hani3y 4aHoi cepii nepeBipeHi | BUSHaHI BignosigHumMK Blamoram HBIM.

¥. Knot

YnoeHOBaxEHA 0Cc0Ga

Op. Bineuap Weabe MiGX i Ko. KI
Kapncpye

Mepexnag 3 aHrMiACLKOT MOBW HA YEpaTHCLKY MOBY 3pobuna Hatana Pepguunue { npeacTaBHUK KoMNaHit
Ap. Binemap Weabe B YKkpaiHif meHegxep 3 peecTpadii nikapceknx 3acobis). .




JIEPPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Haaii CaiTan4Hof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPII0Y 37079055

BUCHOBOK
1po AKICTh BBE3EHOro B YKpaiHy AikapcbKoro 3acoly

24.10.2025 Ne 53574/25/26

HEWPOTLJIAHT

(HafiMerysan s Tikapenkoro 3acoby SN0 3 PEECTPAIliHHUM NOCBIAYEHHAM )
TabaeTKH, BKPUTI 000,10HK010 10 15 Tabaeroxky $aicTepi; mo 2 Gaicrepn B KAPTOHHIH
ropobui

TRIAL MCDE - a valid license will remave this message

{(qopMa BUITYCKY, A03yBAHHA, BUIL NAKYBAHHH Aikapeeroro 3acody)
Homep peecTpaifinoro nocsiaueHHs UA/0414/01/01 crpok aif peccrpauiiiioro nocBimueHHA HeoOMeceHUH
Cepin nikapchkoro 3acoby Ne 4180925 KinbkicTs RResesoro aikapebkoro sacofy 4920

Bupo ik J1p. Binsmap Ilsade Tm6X i Ko. KI', HimeuyunHa

{naiiMenyBaHHs BUPOGHHKA NKApPChKOTO 3aco0y, KpaiHA MOXOILKEHHS)

[Mpusarue aKuioHepHe TORAPHCTBO "HATVYPDAPM", ineur. kon:
24930169

Breseto B YKpaiHy

(Haiimenysanns Ta ko 3a €JIPIIOY opuamuHOi ocodu abo npizskule, iM'A, TIO faTLkoBi (isnuHol
ocalbu - nianpuemus. T miclie MpoxuBaHHA T2 peectpauiiiinil HoMep OONIKOBOT KAPTKK NIATHUKA
noaatkin afo cepis Ta HOMER nacnopra)

[POTOKO BityaJEHOr0 KOHTPOTIO Bl 24.10.2025 N 3966/01.10-25/1.

3a  peiy/bTaTaMu  ACPIKABHOrQ  KOHTPOJO  BCTAHOBMEHO, wo nikapceknii 3aciG  BBC3CHO B VrpaiHy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTRA W00 sabe3neueHHs AK0CTI Nika ux 3acobis.
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i 3RCOBIE 1
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Muxona XOJIOJIEHKO

pomo) (minnue) (iniuianu Ta npipuine)

ords property of this PDOF far more infarmation.
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