Micyesnaxoomrenun:

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AKOCT]

{CINE BURDPE 8

M. Omoneus, gy, Epoizop

Ri

Manufactured by

8.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Qtopeni city, Erailor str. No 1B, jud. {lfov, Romania
Bupoéieno
KO YOPII MEQIIHN CBPOITA C.PA, Pysiynin

No. 0021p-ua-0

Product name: Opefera, hard capsules

Hazea npodyxmy: Onegepa, muepoi

Ky
Bateh no.:

Mo cepir:

Bateh size:

Pozvip cepir:
Manufacture date:

2400210

19 781 packageshnanosox

A21B, oxpye Inghoa, Pyasyarin

Hama supodinuymaq: 02.2024
Fxpiry date: § 02.2026
epMIH Hpudamsocni:
TESTS | LIMITS RESULTS
Horaznuxy groemi ! Hopayeauna Pesyavmamu
Appearance ]' Hard capsules, white, size NGO, containing
Onue grcy»y_el]ow powgcr .With brown sg}eck_les. : Cervesponds
Toepdi kancyau Siroco KOAbOpY, poavip Bidrosid
. : . dnogidac
A20O, 1o sicmamn HOPOUIOR CIPO-H08m20
ROILOPY 3 KOPUSHEGUMY GKEANICHHAMIL.
Average mass of the contents, mg 5200+ 75%
Cepedns saca eMicmy, stz Not more than 2 of the individug] masses
Uniformity of weight deviate from the average mass by more than | 517.0
Odropionicmm sacy 7.5 % and none deviates by more than 15 % |
He Sivve nine 2 K@neyan noeitiui ‘\ Corresponds ’
sidpisuanucs gio cepedns ol sac Bitpure I Bionoeiduc
Hixe 2 7.5 % i dpooua Rancyna e I
sldxungmurtemney Sitbute nixe s - 15%. ]
Water, % Not more than 5.0 4.3 —_i
Boda, % He Bireute nine 5,0 ’ J
Disintegration, min Not more than 30 5
Posnadunnn, Xeusun He Ginvwe wine 30
Identification
~ Ivophilised bacteria
,I]?:;ﬁfgg::fif baxmepii Ic?cntiﬁcation is controlled according to the
.i Lactobacillus rhamnosus assay met_h Od'. . , Cprresgonds
Lactobacillus plantarum {denmupivayin RORIPONOCHIeCH aidnogidne | Bidnosidae
p ;.
Streprococeus thermophilus Hemodot anarizy
Lactobacillys acidophilus
Bifidobacterium spp.
Assay
Kiroricite ensnauenns
- Ivophilised bacteria, CFU/eaps.
.uo;bumo.smr_.- daxmeplt, KYO/xanc. Not less than 1.94 x 10° .
Lactobacilius rhamnosus He setmue nisk 1,94 x 10 75x10
| Lacrobacillus plantarum ’ e
L Streptococens thermaphilus
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Manufactured by
5.C. WORLD MEDICINE EUROFE S.R.L., Romania
Location: Ctopeni city, Eroilor str. Ne 1B, jud. IMov, Romania
Bupadaeno
KO YOPILT MEARITHN €BPOI CPIL, Pysiynin
Micyesnaxooscennn: a1 Omonens, sya. Epoiaop Nel B, axpye lghoe, Pysvain

[ﬂ-:olmcia’lus acidophilus j i
Bifidehacterium spp. l
Heavy metals, ppm
Basieri memann
Lead (Pb) <130 Corresponds
Cauneys (Ph) ’ Bidnogioae
Cadmium (Cd) <10 Corresponds
- Kadwiiii (Cd) ’ Bidnoeidge
Mercury (Hg) <01 Corresponds
Pmyms (Hg) ’ Bidnosidac
Microbiological quality
Mirgodlorpziung uncmorma
Total counts of aerobic bacteria, ‘
CFurg | Not more than 10 i Corresponds
~ 3QCWLHY KiNbKITmMe aepobmgy | He Ginsute nine 197 Bidnoaigae
darmeniii
Yeast and moulds, CFU/g Not more than 10? Corresponds
Apixednel ma ysine, KOE/» He dizowe wine 10° Bionesioar !
Enterobacteriaceas, CFU g (KOE2) E:téﬁ?;gfsml ? & g{%ﬁ;ﬁgggs _I
Salmonelia, CFU/10g (KOE/ 10z, g’;g:;‘;’; | g;ﬁzfszfs
Escherichia coli, CFU/g (KOE/) poiuive | Gorresponds
Negative | Corresponds
St.Aureus, CFUR (KkOE/) B i()gc"vmm' Br’()no&l:{)ae
Packasi 10 capsules in a blister. 2 blisters together with a leaflet in a carton box,
ging ) . ; . ! .
Viaxosie fTo 10 wancyy YV Qricmepi. Mo 2 Oricmepu pazos 3 HCMPYRYICIO @ Kapmownnii

Kopobyi,

Store in a protected from moisture place at temperature nat exceeding 18°C.

Keep out of reach of children!

Store the bottle in the refrigerator (4+2°C) afler opening and use it during ore
Storage conditions month,

Yowoau sbepizannn 38epicamny o Jaxuujenosty 6id eonoru aicyi npu mexnepamypi ne gwye 18°C
3bepicamu ¢ Hedocn{vmro.uy dam dimesi aricyi!

Micin  sidxpumms Daakon  sbepizamy g YOR00WHURY  ($220C)
BUROPRCHOBY8amMu Npomazom odnose Atfeays,

Shelf life 2 years from the manufacturing date. Do not use after expiry date.

Tepstin s6epivam 2 poru 3 damy aucomogiennn. He CUROPUCIRORYGAMY RicIn saxinvenin inepiny
epan epieanna APUGAMHOCHT,
SURNAME AND POSITION QF PERSON, QUALITY DIRECTOR: MAZILU GABRIELA

APPROVING BATCH RELEASE TO MARKET
fIpissunge mea nocada / 3eans ocobuy,
AKa gudara Soselt wa SUAVCK cepii

SIGNATURE AND DATE, STAMP P
fHionue ma damyg nidnucanns, nevamea / iy
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