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, Manufactured by
S.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. IIfov, Romania
' Bupotaero
K.O. YOPIT MEIHITHH €BPOITA C.P.JI, Pysynis
Micyesnaxodxicenns: u. Omonens, eyn. Epoinop NelB, oxpye Inghos, Pysrynin

CERTIFICATE OF ANALYSIS No. 0027-ua-0
CEPTH®IKAT AKOCTI Mo 0027-ua-0

Product name: ENGILEN Hard capsules
Hasea npodyrmy: EHTIIEH Tgepoi rancynu
Batch no.:

Cepia Ne: 2400270

Batch size:

Posznip cepii: 19 840 packages/ynarosox
Manufacture date:

Hama supotuuymea: 02.2024

Expiry date:

Tepaint npudammocmi: 02.2027

_ loxasnuxu sxocm

Appearance Hard capsules, size 0, opaque light green body and Comphes
3oeniuniiil 6uznnd caramel cap, containing homogeneous powder mixture | Bidnosidac
of yellow-brownish colour with white particles; the
formation of conglomerates is possible during storage.
Kancynu meepoi, posmip U, Henpozopuil ceimno-
3CNEHUL KOPNYC | KGpAMENbHA KPUUIKG, 1o MICTanty
OOHODIOHY ROPOUIKOGY CYMIUE JCOSMO-KOPUYHEBO20
KORLOPY 3 OLNuAM YOCTHUHKOAMY, npu 36epizanni
MONCAUBE YRIBOPEHHI KOHSAONM Cepaniie.

Identification

- Silymarin, as silibinin The peaks due to silicristin, silidianin, silibinin A, Complies
Cunimvapun, ax cunibinin silibinin B, isosilibinin A and isosilibinin B in the Bionosioac
chromatogram of test solution are similar in retention
time to these in the chromatogram obtained with the
reference solution.

Iixu cunuxpucmuny, cunioianiny, cunibininy A,
cunibininy B, isociniGininy A ma isocini6ininy B na
Xpomamozpami QOCHIONCYEAHO20 POUIIY 30 HACOM
YMpumysanHs nooibui 00 yux na Xpomamozpanti,
OMPUMAHII 3 POZHUHOM NOPIGHIHHAL.

- Curcuminoids The peaks due to curcumin, bisdesmethoxycurcumin Complies
Kypryminoiou and desmethoxycurcumin in the chromatogram of test | Bidnogidae
solution are similar in retention time to these in the
chromatogram obtained with the reference solution C |
Hixu kypryatiny, bicoecyemorcurypkyatiny ma P
OCCMEMOKCURYPRYMINY HA XPOMAMOepani
QOCRIOJCYBUHOZO POIYURY 3¢ HACOM VINDUM v

£% gy

é(ﬂ& 0908



Eurineu~N22400270_CTopiHKa_2.jpg

noibui 00 1yux Ha XPOMAINOZPAMT, OMPUMGHITI i3
posyuHom nopigusnns C.

- Chlorogenic acid
XI0PO2EHO8A KUCAOMA

The peaks due to chlorogenic acid in the chromatogram
of test solution are similar in retention time to these in
the chromatogram obtained with the reference solution
Al :

[Tixu xn0po2enosol Kuciomu Ha Xpomamozpai
00CNIOJNCYEAHOZ0 POIUUHY 30 YUCOM YINDUMYBAHHS
ROOIOHT 00 YUX HO XPOMAMOZPAAti, OmpuManiii 3
POSUUHOM NOPIGHAHNS A.

Complies
Bionosioac

Average mass of content.

Cepedns maca emicmy

444.0 mg~516.0 mg
444.0 vz — 516.0 a2

463.1 mg (m2)

Uniformity of mass Not more than 2 of the individual masses deviate from | Complies
Oodnopionicms macu the average mass by more than 7.5% and none deviates | Bidnosioae
by more than 15% from average mass.
He binvuie nisie 2 oxpeati macu @iOXunsiiomscs 6id
cepedHbol Macy Ginvit Hinie Ha 7,5% I ocodHa He
gioxunsemocs Oinvut nizie na 15% 6id cepednnoi macu.
Disintegration Not more than 30 minutes 5 minutes
Posnadarnns He 6invue 30 xeumin (xeunun)
Assay
Kinvxicne eusnauenns :
- Silymarin, as silibinin 100.8 — 123.2 mg/caps. 107.9 mg/caps.
Cunivapun, ax cunibiniy 100.8 — 123.2 se/ranc. {(ate/vanc.)
- Curcuminoids Not less than 3 mg/caps. 11.3 mg/caps.
Kyproyminoiou He menwe 3 ma/kanc. (mefxanc.)
- Chloregeniec acid Not less than 1.2 mg/caps. 1.4 mg/caps.
XN0P0O2EH08 KUCAOML He menwe 1,2 me/ranc. (ue/xanc.)
Microbial contamination/atixpodionoziuna vucmoma
Totzal aerobic microbial ‘
count Not more than 10* CFU/g < 100 CFU/g
saeansna Kitexicmes acpodnux | He binvuwie 10* KVO/2 < 100 K¥Orz
darmepiii j
Total combined
g,’zjgt: i"ﬁﬁii‘;‘f‘ Not more than 10° CFU/g <10 CFU/g
g ) He Ginvwe 107 KVO/z < 10 KVO/z
KOMOIHOGAH X
Oplarcooicie/naicnasu
Bile-tolerant gram-
negative bacteria Not more than 10° CFU/g <10 CFU/g
Tonepanmmi 00 scosui He binvwe 10° KYO/2 < 10 K¥O/2
epaxuezamusni baxmepii ;

. g , Absent/g Absent
Escherichiacol) Biocymnisz Biocymmui
Salmonella Absent/ 1’0 <3 Absent

Biocymui/l Oz Biocymmni
Staphylococcus aureus A?)Sf:nt/g- A?JSBH‘E .
i Biocymwui/e Biocymmui
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Packing: 15 capsules in blister. 2 blisters with the enclosed leaflet in a carton box.

Vnaroexa: Ilo 15 xancyn y 6nicmepi. Ilo 2 Gnicmepu 3 mucmror-exaadumiem 6 KapmoHHil
Kopobyi. '

Storage conditions: Store in a protected from moisture and light place at temperature not
exceeding 25°C. Keep out of reach of children.

Yatosu s0epieanna. 36epizamu ¢ 3axuuienomy 6i0 60102u ma céimua micyi npu memnepamypi
ne euuye 25°C. 36epieamu 8 nedocmynnomy 01 Oimeil miciyi.

Shelf life: 3 years from the manufacturing date. Do not use after the expiry date.

Tepuin npudamnocni: 3 poxu 3 Oamu guzomognenus.. He euxopucmosysamu nicis
3AKIHYEHHS MEPMIHY BPUOAMHOCHIL.

SURNAME AND POSITION OF PERSON, QUALITY DIRECTOR: MAZILU GABRIELA
APPROVING BATCH RELEASE TO MARKET
IIpizsuye ma nocada / seanns ocobu, HHPEKTOP BKA: MA3ITY T'ABEPIEJIA

SKA 6UOana G036 HA UNYCK cepil

SIGNATURE AND DATE, STAMP
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