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CEPTH®IKAT AKOCT1/ CERTIFICATE OF QUALITY
Hpenapar Evat 400, xancynn smuxi no 400 MO, Ne30 (10x3) no 10 wancyn v Guicrepi; o 3
baicrepa B RApTOHATIT YOAKOBUL 3 MADKRYBAHHSIM YEPATHCLKAI0 MOBG10./
Enat 400, soft capsules of 400 TU, No. 30 (10x3) 10 capsules in a blister; 3 blisters packed i cardboard
box with labeling in Ukrainian.
Konara kancyna smicrwrs / cach capsule contains: D-aasda-roxodepras agerar - 400 MO
Peecrpauitine rocsiamenns / RC of drug: NeUA/9439/01/01
PLC/S GMP ceprudirar/certificate No : No 1-2-07-17-19-00009
Cepenng maca (xaricyna)/ Average weight of capsule: 831,6 mr

Ne cepi/ Batch No: 23K2004 O6 em cepii v ynaxosrax / Batch size (packs) = 23976 urr,
Hara surorosienns / Mfyg: 20/11/2023 Tepain npuaarwocty/ Exp: 19/11/2026
Kontpomsnuii nosep/ Control No: 23-2035  Jlinewsia No/t J 1/2528
Ne | Toxasungs skoeri/ - e ' Bumorn / Pesyaprar/
quality items el Specification Requirements Resule
I Ore/ Description Opaseni  s'axi  ckenavanosl  wancyss, sauowseni | Bidnosicae /
NPO3OPOI0  CBITIO-ROBTOI0  Macasnuctow  pixwons | Complies
Oblong soft gelatin capsule. filled with tansparent, pale
yelow color oily liquid
2 LnenTudgikagin A/ HHossa  sicxpaBo-vepBoHoro BT poMapanenoro | Bidnogidae /
Tdentification A sabapsaenun/ A bright red or orange color develops Comniies
nenTndpinangise I3/ He menae 5a 424 INLT 424 +27
Identification B . .
lnenTudixadia C/ Yae yrpumyBanis OCHOBHOTO DIR® Ha XPoMAaTorpast Bidnoaidas
Identification C Aocirysatiore  poswmuy,  orpusmansi B xoal (Complies
ANLWS $25 (21914 o N . - o ISR
«Kigvgicnoro suspavenun» mac piynosizary  wacy
YIPRMYBROUH  OCHOBHOYCG  nirka  Ha  xposarorpami
craugapraoro pesny/ The retention time of the major
peak in the chromatogram of the assay preparation is the
same as that of the standard preparation 1
3 Cepenan Maca BMIiCTY 500 mr£ 7,5 % 93,4 me fmg
raneyan / Average net (462,5 -537.5 mr)/
content capsule
4 Posmagarss/ He Binp 45 xu/ NMT 45 min 7 xa./min
Disintegration
5 | Opmopiamicrs L1 <15.0%__ Bidnosigae /
HO30BAHIN CAUHITL Complies

{(MeToi Bapiauif
mac)/Uniformity of
Dosage unit{(Mass
variation)

b g of 169 big 1540, 47 L/



L6 Kiuasriche  pmynavenus | J{g Banyeky / Jhoust repMiny npHaaTHoCTI/
(Meron I'X)/ Assay of | For release For expiry.
vitamin E 380-480 ME/xanc. 380-480 ME/xarc. 401 MO/kan.
95,0-120,0% Big 95 0-120,0% Bix saspiesol Yeapsule
JAABAEHOT KibKOCTY/ KUTBKOCTY 1002
380-480 1U/capsule 380-480 W/capsule
7 Mixpobiosorivua wrerora | 3araibue Yucio aepodunx mikpooprauizmis (TAMC) -~ #e
Microbiological purity Giaswe 107 KOE/r, saraspHe  4ucho  apixorosus i _
‘ upinesus rpubis (TYMC) - ne Guiswe 10° KOR/r Bidnosidae /

¢ Total aerobic microbial count NMT 1000 and Total yeast  Complies
and molds count NMT 100 1n 1g

He gponycxaetves Escherichio coli v 1r npenaparal
Fseherichia coli: must be absent in | g

[line s niArBepioRyio, mo Hapeiena sume indopMamis ¢ HOCTOBIPHOIO 1 TOUHOW. Lo cepiro
npoayruil Oviro supodieno (BRIIOYAOUH YIHAKOBRY i MAapKyBauHs) i NPOBCASHO KOWTPOIL 1Y
aroeTi 12 BRIKEIFAAANOMY 3aB0i slnorixie a0 coemniranil, mo yicTHTRe B peccrpaniiineyy
J0CHE HA Hpenapar Aas goeaipkysanoro jikapeskore 3acofy. Ilporoxomu BHPODIHIIBA,
yraroBin T4 anaisis Gyau posraunyrii seranonneno sitosiicrs GMP./

By this [ certify, that above mentioned information is reliable and correct. This batch of produet has
been manufactured (including packaging and labeling) and quality control of it is done on the abe
mentioned site in accordance with the specification from the registration dossier of the inves
drug. Protocols of manufacture, packaging and analyzes were reviewed and the GMP compliance ha
been established.

o

FArAIRHA KIALKICTS YIAKOBOK CepIT micis NepenaryBars 2X959 wr.
/Total number of packages in the batch after repackaging

Haen pupaat cepradixara/ Certificate ¢ issued o0

Vuosuopamensa ocoba /QP Myxamonsa Oirecs
/Mukbanova Olesia
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