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

Location: 242 E, Zmigrodzka Str, 51-131 Wroclaw, Poland

License: GIF-IW-400/0032/01/800/2W313/14

Bupobaeno
ILIL®. XACKO-JEK C.A.

Micnesaaxomxenns: 242 E, syn. Kuzrpoacexa, 51-131 Bpoiag, Ilonsina
Jlinensis: GIF-IW-400/0032/01/800/ZW313/14

CERTIFICATE OF ANALYSIS No. 1282/22
CEPTHOIKAT AKOCTI Ne 1282/22

Product name:

Hassa npodyxmy:
Pharmaceutical form,
package type and size:
Hixapcoxa opma,
mun { possip ynaxosru:
Dosage / potency:

Cuna 9ii / aigmusnicmo.

VAMELAN

BAMEJIAH

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

rancynu sm'axi; no 15 rancyn y bnicmepi; ne 2 Gricmepts y xapmornnii
Kopobyi

valerian (root) water-ethanol dry extract (Valeriana officinalis L., radix, extractum
hydroalcoholic siccum) (3-5: 1) (extractant - ethimol 60% (v/v)) - 125.0 mg;

lemon balm leaf dry extract (Melissa officinalis L., folium, extractum siccum) (4-6: 1)
(extractant - ethanol 50% (v /v)) - 25.0 mg;

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

excmpaxmy sanepianuy (kopenis) 8odHo-emanonunozo cyxozo (Valeriana officinalis
L., radix, extractum hydroalcoholic siccum) (3-5:1) (excmpazenm - emancr 60%
{06/08)) - 125,0 mz,

excmpaxny pucma Menicu cyxozo (Melissa officinalis L., jolium, extractum siccum)
(4-6: 1) (ercmpazenm - emanon 50% (06/06)) - 25,0 mz;

eKCmpanmy Aucha M'amu nepyegol cyxozo (Mentha piperita L., folium, extractum
siccum) (3-6:1) (excmpazenm - emanon 40% (06/06)) - 25,0 me2

Registration certificate: UA/17495/01/01
Cepmugpixam peccmpayii:
Batch no,; (20622
Me cepii:
Batch size: 23 498 packages/ynarosox
Posmip cepii: _
Manufacture date: 06.2022
Hama supoGruymaa:
Expiry date: 05.2025
Tepmin npudamnocmi do;
TEST LIMIT RESULT
Horasnuru garocmi Hopmyeanus Pezpavmam
Appearance Oval soft gelatin capsules, dark green colored, | Conform
Ornuc containing dark brown thick oily liquid with | Bidnosioac
characteristic odor of valerian
Osaneni  maxi  ocenamiunosi  rancynu  memuo-
3ENEHOZ0 KORBOPY, WQ MICHAMb MEMHO-KOPUUHESY
EYCHY MACRARUCMY PIOURY I3 XAPAKMEDHUM 3ANAXOM
sanepiauu
Identification A) Complies with the method Conform
- valerian dry extract A} Bionoegidno do memody Bionosidas
Denmughirayin B) Complies with the method Conform
- CYXD20 eKCIMparmy eanepianu B) Bionosidno do memody Bignogioae
- melissa dry extract A} Complies with the method Conform
- CYXO20 EKCIMPAKMY MeRiCH A) Bidnosiono do memady Bidnosidae
B) Complies with the method Conform
B) Bionogiduo do memody Bidnogidae
- peppermint dry extract A) Complies with the method Conform
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P.P.F. HASKO-LEK S.A.
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BupoGneno
ILIL.®. XACKO-JEK C.A.

Jlinensia: GIF-IW-400/0032/01/800/ZW313/14

Micuesnaxomxennt: 242 E, syn. JKmurponsska, 51-131 Bporras, IToasma

- Cyxozo excmparmy Mamu nepyesol | A) Bidnosiono do Memody Bionosidae
B) Complies with the method Conform
B) Bidnosidno do memody Bidnogioae

Shell colorants

Bapsruru oGononru -

- chlorophyllin copper complex Complies with the method Conform

~ XRopohininosuii miduui xomnnexe | Bidnosiduo do Mmemody Bidnosioae

- black iron oxide Complies with the method Conform

- 33 OKcud YopHULE Bidnoegidno o memody Binnorinae

- titanium dioxide Complies with the method Conform

- mumany dioxcud Bionosiono oo memody Bidnogidae

- guinoline yellow Retention time and spectrums of the picks obtained | Conform

- XIHOATHOGUH NCOEml from sample injection should be suitable. Biognogioas

Hac ympumyeanus i enexmpu nixis, OMPUMAHT FICIA
88e0enN 3pasKka, noauN] Bymuy sidnoeionumu.

Average mass
Uniformity of mass

Average capsule mass: 725 mg * 7.5%
Cepeons maca xancynu: 725 mz + 7,5%

732.1 mg (m2)

Cepeona maca Average filling mass: 500 mg + 7.5% 498.1 mg (mz)
Qonapidnicme macu Cepeona maca enicmy xancynu:
SO0 mex7 5%
Not more than 2 of the individual masses deviate | Conform
from the average mass by more than 7.5% and none | Bidnosidae
deviates by more than 15%
He binvue 2 inousidyanvnux mac gidxunsiomocs @i
cepedubol Macu Binbw nive na 7.5%, { ocodua 3 Hux
He sidxunsemues Hinewt nive Ha 15%
Disintegration Not more than 30 minutes 5.91 minutes
Posnadanns He binvwe 30 xeunun (xgunun)
Assay
Kinsricne susnauenns Not less 0.28 mg/capsuls 0.93  mg/eapsule
-sesquiterpenic acids (sum of He menwe 0,28 ma/xancyna {(mefxancyng)

acetoxyvalerenic and valereric
acids)

- CECKBIMepneHogux Kuchom (cyma
ayemoxcisanepenosol i
ganepencsot Kucamm)

-rosmarinic acid

Not less 1.2 mg/capsule

5.91 mg/capsule

- DOSMADUHOGHUX KUCTOMC He menwe 1,2 mz/xancyna (2/xancyna)

Microbiological purity

Mixpobionoziuna wucmoma

-TAMC Not more 10 CFU/g 20 CFU/g

- 3azanbHa Kipricme aepobig He Ginvwe 107 KYO/2 (KVO/2)

-TYMC Not more 10? CFU/g <10CFU/g

~ 3azaneHa Kiexicms epubie He Ginbwe 17 KV O/> (KVO/2)

-Bile-tolerant gram-negative Not more 10° CFU/g <10 CFU/ g

bacteria He 6invwe 10° KYO/z (K¥O/2)

- epamnezamueni enmepotaxmepii '

-Escherichia coli Absent/g Absentfg
Bideymni/z Bidcymnise
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‘ -Salmonella Absent25 g Absent/25 g
Bideymni/25 2 Bideymni/23 2

1 do hereby certify that the abovementioned data are trustworthy and accuarate. This product batch is manufuctured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full
conformity with the GMP requirements, established by the regulatory agency of Poland as well as with the
specification and control methods of the analytic-normative documentation, registered in Ukraine. The protfocols of
manpfacture, packaging and aralysis are reviewed; conformity with the GMP is established.,

Ium a 3aceiduyio, wo sumesasnadena ingopmayia ¢ docmoeipnoto i mounow. Ifa cepin npodyxyii dyaa
GUPOONeHA (GRAIOUAIONH YRAKOSKY / MAPKYSUHHA) 3 HPOGEOCHHAM KOHMPONIO AROCHE Hit GuUHEEKA3aHiT]
eupobruqiii dinsnuyi y nosniti eidnoeidnocmi iz eumozamu GMP, 6cHaHOGREHUMY PEZPAANIOPHUM OP2ANOM
Homsuyi, a maroxc gidnoeidno 0o cneyudgirayil i memodie xonmponw axocmi (MKS), japeccmposanux
Yxpaiui. Ilpomoxonu eupofuuymea, ynaxoexu ma ananizie Oyau nepeznanymi i scmanosnena 6ionosionicms
GMP,

Surname and position of person, approving batch release

fo market
Ipizeuye ma nocada / 3eanns ocobu, axa sudana PPRHASOCQF L,
003811 Ha GuURYCK cepii Rl SCO-LEK §.4, LABORATORIUN KOY LY GARGEN
ZHMLM?BIL% gy amlczpe Kontrofi Jakodoga Kigroania L?bs’;;,('/ T e
Signature and date, stamp o "'Thﬂxh&mm‘?"m :
Hidnuc ma oama nidnucanus, nevamra / womamn ; &h Beccalledive e
mgr Cybrieh! Snoileyus A0

29.07.2022
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