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Manufactured by
P.P.F. HASKO-LEK S.A.

Location: 242 E, Zmigrodzka Str, 51-131 Wroclaw. Poland
License: GIF-IW-400/0032/01/800/ZW313/14

Bupotmeno
ILIT.d. XACKO-JEK C.A,

51-131 Bpowras. [Hoasma

CERTIFICATE OF ANALYSIS Ne. $467/23

CEPTHOIKAT AKOCTI N 446-/23

VAMELAN

BAMETAH

soft capsules; 15 capsules in a blister; 2 blisters in a carton box

Raneyan w'ari: no 15 kancya y daicmepi; no 2 dricmept 3 Kapmounii
Kopadui

valerian (root) water-cthanol dry extract (Valeriana officinahs L. radix, extracunm
hydroaleoholic siccum) (3-5: 1) {extractant - ethanal 60v4 (vovp- 1250 my:

lemen balm leal dry extract (Melissa officinalis L., felium, extractum siccumy (4-n
1) textragtant - ethanol 30%; (v - vy) - 25.0 my;

peppermint leal dry extract (Mentha piperita L, folium, extractum siccum) (3-6: 1)
(extractant - ethanol 40% (v - v}) - 25.0 mg

CRVIPURIIY GICPIANE (Ropenis) dovia-cinatarsioss ovxeeo (8 aleriana officinalis
L., radix, extracium hydroalcoholic sicenmy (3-5:1 feRkempasenm -
foiodn - 1250 w;

CRCIMPURIY et aericn cevaco (Mefise officinalis L. fofivm, cxtracim sice ums
(4-6: L terempacenm - emaroy 0%, (o min - 25,0 e

CRCHPURIY siems S nepiesol cyvoco (A entha piperiae Lo todivm, cxiva i
sicewny 13-6:1) ferempacent - emares 407, (o -oi - 230w
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Appearance

Oval sofi gelatin capsules. dark green colored. | Confonn

Chnee containing dark brown thick oily tiquid  with © Bionesioo

characleristic odor of valerian :
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Manufactured by
P.P.F. HASKO-LEK S.A.
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- peppermint dry extract

A) Complies with the method

: Conform !

- CVVRN0 eRCPURIY WS nepyedol A Bidnogiono oo Memaoy ! Bivnosichn i
B) Complies with the micthod Conlorm i
B) Bionasiono du venmooy | Bidnosioae

Shell colorants ? :

Bupsiuu odoonry )

- ¢hlorophyllin copper complex Complies with the method L Conform

= Xtopoghivinosui st kosmaere | Bionosiono oo siemoo e e Bionodiowe

- black fron oxide Complies with the method ; Conlorm

- 33 ORCHO Mopi Bionogione do aremom: _p Binosiaac

- titanium dioxide Complies with the method i Conform

- Bunany ofurci) Bionoaicuo ao vemooy | Bidnosiowe ;

- quinoline yellow
- XIHTROG T JCoan it

Retention time and spectrums of the picks obtained ' Conlorm

from sample injection should be suitable,
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Average mass
Uniformity of mass
Cepedus vaea
Clomopionicmn sacu

Average capsule mass: 725 mg % 7.5%,
Cepedns vaca wenevae: 723 ae £ 7.5%,
Average filling mass: 300 mg 2 7.59,
Cepeons suca exicmn kanevan:

J00. e x 7,50

Not more than 2 of the individual masses deviate

-

e m——— o

TALD mg et

S99 mg ray

Conlorm

from the average mass by mare than 7.5% and none ¢ Bionosiou

deviates by more than 15%

= . . 2 Lot
He diabue 2 indnsiovatsnux swe sioxustionses gio !
cepednhol et Giabie nixe ne 7,.3% 0 aweoond 3 i

e BIOXIIHCInCst Shmnta i i 15'%,

VO 20 mainutes

Kitoricne ausnavenns
-sesquiterpenic acids (sum of
acetoxyvalerenic and valerenic
acids)

- COURBINCPNCHOGIN RUCIOM Gy
| epenmoncisarepenogor i

| swtepenosor kuciom)

Disintegration Not more than 30 minutes
Posnadanms e Gilowe 30 xaum .
Assay

Not less 0.28 mg/capsule
He vemae 028 anvkanceyo

(X sm_

1 137 mgecapsule |
b BBV e '

-rosmarinic acid
= POIMEPUHOGUY KICTOMI0

Not less 1.2 mg/eapsule
He vewe 1,2 vedvaneyaa

¢ 7.8 mg capsule
P RAe )

Microbiological purity
Mikpodiozueivne wyemoma
-TAMC

= LA REIBRICIL aepadis
-TYMC

- LD RUTBRICHIS cpudis

| -Bile-folerant grani-negative

! bacterin

- SpuvHeeaniteni CHINCOOUR G

Not more 107 CFU/'g

[ie Giaviee 1P KO-

Not more 10° CFU/g
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Not mare 10° CFU/ig
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i ~Escherichia colf Absent/g Absent 'y

i Biocymuip Bicsevimi »

b -Salmonclla Absenv25 o Absent 25 g :
i Bidcymni-23 » CBiocvmui 25 -

I do hereby certify that the abovementioned data are frustwverthy and accierare, This product barclr is mantfactured
{packaging/labelling ineluded) under the quality comtrol on the abovementioned mafacturing site in full
conformity with the GMP reguirements, established by the regulatory agency of Poland as well as with the
specification and contral metheds of the analytic-normative documentution, registered in Ulraine. The protocols of
manufacture, packaging and analysis are reviewed: conformin with the GMP is establisied,
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HEPKABHA CIYIKBA 3 JHKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMUA Y KHIBCHKIN OBJIACTI

npoe. CeiTimaasoi Hanil, 3, M. Kuis, 02099, texn/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EIPIIOY 37078774

BUCHOBOK
Ipo AKicTE BBE3eHOr0 B YKpaiHy JikapchKoro 3acody

18.10.2024 Ne 52498/24/10

IHAHTEHOJI-TEBA.

(rafiMeHyBanHA NTiKapchKoOTo 3acoby 3rimHo 3 peecTpallifiHUM NOCEIAYCHHEAM)
Mase S % 1o 35 r masi y Ty6i; mo 1 Ty6i y xapTonuiil xopodui
{(hopma BrNyCKy, NO3YBAHHA, BHA TTAKYBAHHH HKapchkoro 3acoby)

Homep peectpaniitroro nocsiguenns UA/7142/01/01 crpox ai1 peectpanifinoro nocsinennn 01.01.2099

Cepis nixapeexoro 2aco6y Ne B648G8 Kinpkicts sBeseHoro gikapeskoro sacoby 15000
BupoGuuk Mepxne I'm6X, Himeuunua
(HathvenyBanRs BHPOGHHKA MKAPCHKOTC 3ac00Y, KPAIHA HOXOMKEHNNA)
Beeseno 3 Vxpainy TopapucTeo 3 00MekeH0I0 BixnopigansuicTIo "Tesa Yipaina", igent.
xou: 34770471

(maitmenyranns 1a ko 3a CHAPTIOY wpranssol ocobu abo npissume, im's, no Bateroni disnuno
ocofH - igApHeMIA, 11 Miclle IposicHBaiiA Ta peectpauiitanii Homep oBnikoBoT KAPTKY MIATHHKA
nonaTtkis 260 cepls TAa HOMEp MACHOPTA)

Ilporoxon Bisyannuoro kourposo sig 15,10.2024 Ne 3125/6.

3a pesyneTaTAMH ASPKABHOTO KOHTPONIO BCTAHOBNEHO, IO Nikapehkwit 3acif mmesenc B Yipaluy 3
AOTPHUMAHKSIM BunMOr 3aKOHOLABCTBA 1100 3afesne e s sKocTi Jikapchiox 3acobiz.
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