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IEPYKABHA CJIYKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos, Ceitmrunoi Hazil, 3, M.Kuis, 02099, tes/daxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo SKICTH BBE3EHOT0 B YKPAIHY JiKapchbKoro 3acody

22.08.2023 Ne 40680/23/10

CEIAPACTOH® KAIICYJIM

(naitmenysanus nikapeskoro 3acely ariano 3 peecTpauiiinam nocniuenH M)
xancyay no 10 xancya y 6iaictepi; mo 6 6JicTepis y KapTOHHIii Kopooui

{bopna BIITYCKY, A03YBAHIH, RILA MAKYBAKHS JIKAPCEKOTO 3ac00y)

Howmep peecrpauiiioro nocsizseuna UA/13150/01/01 crpox aii peeerpauiiinoro mocsiguenns 22,10.2023

Cepin nikapeexoro 3acofy Ne 2109706 KinbKicTk BBE3€HOTO Aikapeskoro 3acoby 1600
Bupobuuxk Anpanc ®apma 'mOX, Hiveuunna
(uaiiMerynaHna BHPOOHAES JIRAPCHKOTO 3acoby, Kpajka NOXOIAKEHHR)
Beeseno B Yipaiuy CrigbHe YKpaiHchKo-eCTOHCbKe MATPHEMCTBO Y (hopmMi TOBAPHCTRA
3 oOMexenoro BignosiaansHicTo " Omrima-Dapa, JTA", laenr. koa:
21642228

(BAfMEHYBAHHA T2 Ko 33 EAPIIOY 1opnangnol ocobi abe npizeume, im's, no fatbkosi hizniHol
0cOBIL - MiAmpHEMIs, 1T Micue MPOKIBAHES TA PEECTPALIHAHI HoMep 00RIKOBOI KIPTKI IFIATHHKA
mnogarxis a00 CepiA T4 HOMED NACHOPTA}

IIpoTokos sisvansHoro ronrpoato sin 17.08.2023 x= 2569/3.

33 pe3yNbTATAMH JepHABHOIC KOHTPONI0 BCTAHOBNEHO, WO nikapebkuil 3aciG  BBeicHoO B Yrpainy 3.

TOTPHMAHHSAM Biimor 3aK0HOAABCTEA M10A0 3abeaneyerna AKOCTL MKAPCHKIK 3acobiB.

Kotnaposa JLB.

(npiasse 78 iniuidnn)




Advance Pharma GmbH - Wallenroder Strate 12 - 14 - 13435 Berlin

Certificate of analyse/CepTudikar saxocri

Name of the product/Ha3pa npoayxty Sedariston® capsules/
Cenapnctor® Karcyiis
Tun ynaxosku/Pack 10 xancyn y 6nicrepi, 6 Gnicrepis B ynaxosui Nel/
N 10 capsules in blister, 6 blisters in pack Nel
Activily/aKkTHBMICTD I xancyna mictuTs/1 capsule contains:

- CyXH# eKCTPaKT KOPEHEBHII, 3 KOPEHAMHE BasiepiaHi
(Rhizoma cum radicibus Valerianae) (4-7:1) excrparent
etawon 60% v/v / Dry extract of Valerian root (Rhizoma cum
radicibus Valerianae) (4-7:1) exractable agent ethanol 60% v/v
50 mr(mg)

- Cyxuii exerpakr Tpasu 3Bipoboro (Hyperici herba)

(3-7:1) exctparenT erason 60% v/v, gonomixua peyosyuHa
MATBTOACKCTPHUH /

Dry extract of St. John’s wort (Hyperici herba) (5-7:1)
exractable agent ethanol 60% v/v, excipient Maltodextrin

100 mr (mg)
Country of origin/Kpaiia noxomxenns Germany/Himeuunna
Reg. Certificate No/ Peecrpauifiuuii nomep UA/13150/01/01 (exp/nie no 22.10.2023)
Baich No/Howmep cepii 2109706
Batch size/Posmip cepii 14.137 packs/ynakosok
Manuf.date/[{ata BupoOuuiiTBa 14.11.2022
Exp. Date/Tepmin npuparHocTi 11/2024
Manufacturer/Bupobumk Ansanc ®apma 'M6X/
Advance Pharma GmbH
Address/Anpeca Bastnenpogep Hirp. 8-14, 13435 bepniy,
| Himeuunua/Wallenroder Str. 8-14, 13435 Berlin, Germany
Manuf. License No/Bupobuuua siteH3is DE BE 01 MIA 2023 0029
GMP Cert. No/Ceprudixar HBIT DE BE 01 GMP 2023 0050
ITapamerpu / Bamoru / Limits Peayarrat / Result

Quality parameters

TeMHo-3en€Ha BepxiBKa, HOPMANLHHUH YOBTHI Bignopinae/complies
xopnyc/ Dark green cap, normal yellow body.

1 Buraag (BizyannHo)/ [Topormok konbkopy Biz cipo-KopHUHEBOrO [0

Description (visualy) YEPBOHYBRATO-KOPHYHEBOTO 3 aryoMeparamu/
Grey-brown to auburn powder with
agglomerates
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2 JToBKHHA KACYAH 18,7 —19,3 mm (mm) 18,9 MM (mm)
(TaHreHupKyIb)/

Capsule Length (caliper)

3 Cepeans maca 275 mr (mg) = 7,5% 274.9 Mr (mg)

H2RMOBHEHHY KANCY/JIH
(;raboparophe
3BAKYBAHHA)/ Average
weight of capsule filling
(laboratory weighting)

254,4 - 295,6 mr (mg)

4 OxHopiaHicTs Mack
(nanoeHenun Kancyn)/
Uniformity of mass
{capsule filling)
Eur.Ph.2.9.5

Mae BianosigaTa/must comply

5 Yac posnapanus/
Disintegration time
Eur.Ph.2.9.1

BiANOBifae/complies

6 karicys/ capsules < 30 xsuanu/minutes
yfin H,O

Bizmosigac/complies

6 InenTuunicrs / Identification tests BEPX/HPLC

Cyxnit exerpaxr kopenis
Badepiagu/ Dry extract of
Valerian root

Hac yrpumanus Ta dopMa niky sanepiaHosoi
KMCIOTH Ha XpoMaTorpamMi CTaHAapTHOro
PO3uHHY HOBHMHH] BiATIOBiZaTH yacy
yrpuMyBaHus Ta dopmi niky BafgepiaHool
KUCAOTH Ha  XpoMaTorpami PO3YHHY .
3aCTOCOBAHOTO ©KCTPAKTY Ta XpoMartorpami
spa3ky/ Retention time and peak pattern of
Valerenic acids must comply with standard
solution and with Valerian root dry extract
applied.,

Bifnosinae/complies

Cyxnii exerpakr
apipo6oi/ Dry extract of
St. John’s wort

Hac yrpumanus ta ¢op™a niky pyTuHy Ba
XpOMarorpaMi CTaHJapTHOrO PO3YMHY NOBUHHI
BiIIOBINATH 4acy YTPHMYyBaHHs Ta dopmi miky
pPYTUHY Ha XpoMaTorpami PO3UUHY
3aCTOCOBAHOIO EKCTPAKTy Ta XpoMaTorpami
3pasky/ Retention time and peak pattern of
Rutoside and other Flavonoids must comply
with standard solution of Rutoside and with St.
John’s wort dry extract applied.

BianoBigae/complies

Cyxuii ekcTparr
3Bipo0oro (zinepuyun ma
ncegooeinepuyun) /Dry
extract of St, John’s wort
(Hypericin and
Pseudohypericin)

Hac yrpumanns ta ¢opma niky rinepuumMHy Ha
XpoMarorpami CTaHJApTHOIO PO3YHMHY INOBHHHI
BIATIOBINATH Hacy yTPHMYBAHHA Ta GopMi mixy
rinepHiHHy Ha XpoMartorpami spasiy/ Retention
time and peak pattern of Hypericin must comply
with standard solution.

BiAnopipae/complies

7 Mikpobiogoriuna
yucroTa/ Microbial purity
Eur.Ph.2.6.12/13, 5.1.8B

3arasnbHa KinbKicTh aepoGHAX
MiKkpooprasismie/Total aerobic microbial count
(TAMC) < 10* KYO# (CFU/g)

3aranbHa KUIBKICTh APDKIKOBHX Ta IICHSBHX
rpubin/ Total combined yeasts/mould bacteria

Advance Pharma GmbH -~ a.company of the Aristo Pharma Group




(TYMC) < 102 KYO/r(CFU/g) < 1,0 x 10" KYO/r (CFU/p)
ToaepaHTHUX JO XKOBYI FPaMHEraTHBHUX
Oakrepili /Bile-tolerant gram-negative bacteria <
102 KYO/r (CFU/g) < 1,0 x 10° KYO/r (CFU/g)
Salmonella: BincyTHi B/Absent in 25r/g Complies/pianosiaae
Escherichia coli: Bincyrni s/Absent in 1 r/g | Complies/sinnosinac

| 8 Kinnkice susnavennsa/Assay BEPX/HPLC

Cyxuit exempaxm kopenie | Bunyck /Release 50,0 mr (mg) + 5% 51,3 Mr (mg)
sanepianu (npupooHuii = 47,5 - 52,5 mr {mg)
excmpaxm) na kancyay (v | Bnpoooso mepminy npudamnocmi/Shelf-life
Nepepaxynxy Ha 90%-105%
8AREPIAHOBY KUCIOMY)
Dry extract of Valerian
roof (native extract) per
capsule (calculated as
Valerenic acid) | -
Bunyck /Release 10,21 Mr (mg)
Banepianoea kucroma/ Batch specific/cneuudiuno nas cepii
Valerenic acid Bnpoooexc mepminy npudamnocmi/Shelf-life
He BusHagaeTscs/not tested
Cyxuil excmpaxm Bumyck /Release 100 mr (mg) £ 5% 96,4 M1 (mg)
38IpoGoIw (NpupoORUT = 95,0 — 105,0 mr (mg)

excmpaxm) na xancyay(y | Brnponosx TepMiny npunatiocti/Shelf-life
REPEPAxYHKY Ha PYmun)/ 950%-105%

Dry extract of St. John’s
wort (native extract) per
capsule (calculated as

Rutoside)
Bunycx /Release 1,99 Mr (mg)
. Batch specific/cnenndiuno nna cepii
FPymun/Rutin Bnpoﬁoiafc mepminy fpudamnocm?/Shelﬁlg‘e
He BusHauacThCs/not tested
3azanvnuii sinepuyun na | Bunyex /Release 0,19 — 0,34 wr (mg) 0,22 Mr (mg)
Kancyny {(pospaxosanuii ax | Bnpodosow mepminy npudammnocmi/Shelf-life
cyma 2inepuytny ma Not less than/ne Menme 0,150 mMr (mg)
ncegdoeinepuyusy}/
Total Hypericins per

capsule(calculated as the
sum of Hypericin and
Pseudohypericin)

HigrBepmxentin BignoBianocri/Confirmation of compliance:

Hum g ninTeepmkyio, o U mapTis JiKapchKuX 3acoBiB BMIOTOBJIEHA Ta NpoHUIna [epeBipky
BIAMOBIHO A0 iHCTPYKUi CTOCOBHO 0Biry Jikapcbkux 3acobis. IncTpykuil 3amoBONBHAIOTE
BUMOraM 3JakoHy npo nikapchbki 3acofu (AMG) rta IloctaHosu PO BUTOTOBJCHHA JIiKag]
3ac00iB Ta AitouuX pedosuH (AMWHYV). :
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Hereby I confirm that this medicinal product batch was manufactured and tested in accordance with
instructions on medicinal products turnover. The instructions comply with requirements of the
Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and
active Substances (AMWHYV).

OKpiM 15070, s TiATBEPAKYIO, IO HaBeAEHA 1HGOPMALIS € CIPABKHBLOK Ta (IPABMIILHOIO, Cepin
NPOAYKTY Oyiia BMIOTOBIEHA (BKJIOYAIOYH MAKyBAHHA/MapKyBaHHA) Ta epeBipeHa 3a3HaYeHUM
BHLC IHANPHEMCTBOM-BUPOOHHKOM V IOBHIH BiANOBIAHOCTI 3 BHMOraMu moxe HanexHol
Bupobnuyol Ilpakruks (GMP) mianopisanbuoro opramy iHCHEKIl, a TAKOM BIMFOBiEHO 10O
CeUMiKauiM, WO MICTATBCS y peecTpauiliHoMy moche. Bupobumua AokymenTauis, HPOTOKOJIH
NaKyBaHHA Ta [IPOTOKOJ KOHTPOIO AKOCTI HPOHHLIM MEepesipky T2 BiANOBIAAIOTh YCTAHOBAECHUM
napaMerpam GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in

compliance with specification in the registration dossier. Manufacturing documentation, packaging

protocols and quality control protocol are tested and comply with requirements of Good
manufacturing Practice (GMP).

Ksamidikosana ocoba/ Qualified person:

Hata/Date:
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