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Manufactured by

$.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Erollor str. Ne 1B, jud. Iifov, Romania

Bupobieno

K.0. YOPII MEIULIMH €BPOITA C.PJL, Pymynin
MicuesHaxomrenns: M, OtoneHs, sya. Epoinop NelB, oxpyr Iados, Pysynis

CERTIFICATE OF ANALYSIS No: 0006-ua-1

CEPTH®IKAT AKOCTI Mo 0006-ua-1

Product name: Rotabiotic hard capsules
Hazaa npodykmy: Pomabiomux, nisepoi Runcy

Batch no.: 2400061

Ao cepil: 2400061

Batch size: 20 957

Posmip cepit: 20 957
Manufacture date: 01,2024
Jama supobruymea.01.2024
Expiry date: 01.2026

Tepmin npudamuocmi:01.2026

Potabiotvk Ne2400061_Crpanuua_Ll.jpg

TESTS LIMITS RESULTS :
Horaznuxu AKocHti Hopmyeanns Pezynpmamu
Appearance Hard capsules, light brown, size NeO,
Onuce content — light-yellow to light-brown
WACT.
powder . . . Corresponds
Kancyauy — meepdi,  c8Imao-kopuines!, . :
. : , L Bionogidae
pozmip Nel, emicm — nOpouwLox €10
CGIMAQ-JICOBMOZ0 a0 ceintao-
KOPUYHEBOZ0 KOABOPY.
Average mass of the contents, mg 405.0+£75%
Cepebust maca emicny, me Not more than 2 of the individual masses
Uniformity of mass deviate from the average mass by more
Qadnopionicme macu than 7.5 % and none deviates by more 392.9
than 15 %
405,0+7,5% Corresponds
He Ginvwe nmioe 2 oxpemi  sacu Bidrogioac
sioxwisiomees g0 cepedHvbol  Macu
Binows wmioe wa 7,5 % 1 ocooHa wé
gidxursemues binvwe vive na 13 %
Water, % Not more than 5.0 34
Boda, % He binwtue nisee 5,0 )
Disintegration, min Not more than 30 4
Posnadanns, x6 He 6invuie nisic 30
Identification of lyophilised
bacteria . . .
P, I1dentification is controlled according to
Idenmuhirania nioinizesanux )
e the assay method.
daxmepitl S Corresponds
. . [oenmugbirayis KOHMPOAOEMBCA o
Lactobacillus bulgaricus . N o Bidnogioae
, , L gION0GIOHO MEMOOUKA KINbKICHO20 i
Streptococcus thermophilus | * .
; ; . BUBHOYEHHA,
i Lacrobacillus acidophilus

Bifidobacterium ssp.

Assay
Kinpricne el3HAUEHNA

- lyophilised bacteria, CFU/caps.

| Not less than 2.5 x 107

< A %

(&’ § yi Yag Cltgdm
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Manufactured by
S.C. WORLD MEDICINE EUROPE §.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. [ffov, Romanija
Bupobacro
K.O. YOPIIA MEZTMLIMH €BPOITA C.PJL, Pymyuis
Mienessaxozmxenns: s, QroneHs, sya, Epoinop Nell3, oxpyr Indos, Pymyuis

- Tioghinizoeani daxmepii, He memue wise 2,5x10
KYO/kanc.
Lactobacillus bulgaricus,
Lacrobacillus acidophilus, i
Streprococcus thermophilus i
Bifidobacterivim ssp.
Heavy metals, ppm
Basieri memanu
Lead (Pb) <3.0 Corresponds
Ceuneynp (Pb) ) Bidnogidae
Cadmium (Cd) <10 Corresponds
Kaomii (Cd) ) Bionoesidac
Mercury (Hg) <010 Corresponds
Mepxypiti (Fg) ' Bidnosioae
Microbiological quality
Mixkpobionoziuna wucmoma
Total counts of aerobic bacteria,
CFU/g Not more than 107 CFU/g <10 CFU/g
3azanena xirsricme aepoOHUY He Ginvue nie 10°KYO/r < 10 KYOir
Gaxmepiti, KVOrz
. Not more than 10? CFU/g <10 CFU/g
Yeast and moulds, CFU/g He Girowe nizie 107 KYO/r <10 RVOI
- Negative Negative
Salmonella, CFU/10g Bidcymuiii Bi();ﬂl?l-lfﬁ
- . : Negative Negative
Escherichia coli, CFU/g Bi()fymuiﬁ .Bif')gymniz}
. Negative Negative
St.Aureus, CFU/g Eiécjymm'z? B[(kbvmﬁiﬁ

Packing: 10 capsules in blister. 2 blisters with the enclosed leaflet in a carton box.

Vrnasonka: no 10 xancyn y 6aicrepi. [lo 2 xictepy 3 iHcTpyxuicio B kapToHAIH Kopodii.

Storage conditions: Store in a protected from moisture and light place at temperature not exceeding 18°C. Keep out of

reach of children. Store the bottle in the refrigerator after opening and use it during one month.

Ymonn 36epirauns: 36epiraTi B 3aXH1IEHOMY Bill BONOMH Ta cBiTaa Micui npy Temneparypi ve suie 18°C. 30epiratn

B HEAOCTYNHOMY AR AiTel micui. TTicas piakpurra gnaxow 30epiraTH B XONOMMABHHKY | BUKOPHCTATH TIPOTAroM |

Micausa.

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

Tepwmin npusaTHoCT: 2 POKY 3 AaTH BmO‘rowxenm.H‘e,‘.ér{(i{éﬁnp}'r;éﬁ){aam nicns 3aKiHYEHHs TePMINY NPHAATROCT].
R e

SURNAME AND POSITION OF PERSON, B - B

APPROVING BATCH RELEASE TO MARKET T PR L Quality Director: Mazilu Gabriela
Hpizeue ma nocada / seanns ocobu, i S
axa sudara 0036in Ha euURYCK cepil

SIGNATURE AND DATE, STAMP
Tlidnue ma dama nidrweanns, newamxa / wmanin 29012024




