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Manufactured by
S.C. WORLD MEDICINE EURGPE S.R.L., Romanix.

Location: Otopeni city, Eroilor sir, Ne 18, jud. lifo v, Romania

BupoGaeno
KO, YOPIA MEAMIIH EBPOTIA C.PJL, Pymyuis

Mictestiaxomienna: . Oronens, syir. Epoinop NelB, oxpyr Lipon, Pyatyiig

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AKOCTI No

No. 0028p-ua-0

0028p-uu-y

Product name: EMFETAL, film coated tablets |
Hasea npodyxmy: Evgpeman, MABAEMKU GRPUMI RAIEKOBDIG OBOIOUKGIG

Batch Ne: 2400280
Cepin’ 2400280
‘Batch size: 6 590

Posmip cepit: 6.590° Packages/ Vnaxoson

Manufacturing date: 02,2024

AHama supobnuymeea; 02,2034
Expire date: 02,2027 -
Tepsinwpudammnocmis 03,3077

Tests Limits/Specifications Resuits
Hoxaznuru sxocmi I8 Hopuyeanns | Pesynomam
1 Appearance Light brown colowred, round biconvex shaped film] Corresponds
Joenituniti euzano lcoated tablets. f_ Bidnoeidac
Tabaremxu, sxpumi  najexosomw cboronkor, caimao-
| | N WOPUYHEGDSR KOTLOPY, Kpveno! deoonyriol dopri, s N}
{ Identification Positive for all active ingredients. Cotresponds
Hoermupixaigs Hozumuenuii g eoiv GRMUSRUX. IH2pedicumis. Bidnosidae
1 Average weight 850 mg = 5% (ur+ 5%) 829.5 myg (uz)
(Cepedns saag 1Not more than 2 tablets deviate fom the average weight Corresponds
Uniformity of weight {oy more than % 5% and none deviates by more than twice Bidnoeidae
Oonopidnicms sacu fthat percentage (&1 0%:}.
e blwwe nie 7 madnera BIOXUIHOMBCA  GiOL
tepet}ﬂboi' Macu Oinvwt. wiske va = 5 % | swodnua ud
: S ioxuwinemees Sty widic y O8a pasu {+ 10 %;. | ) e
| Disintegration Not more than 40 minutes. Corresponds
Wwomadanua He binvwe 40 sounm, Bidnosioae
Dissolution Not less than 80% of labeled amount, Corresponds
Posunnenny He monwe #ix 80% sazuauenol xinpkoori, _, Bidnosidae
Assay
Kirericne susitavenns | |
Vitamin A Not less than 360.0 po/tabl. 627.5 pg/tabl (uxz/masa.)
Bitamin A He semuie 360,0 sxaimabn, | i o | R
Vitamin D, Not less than 4,50 pgftabl, 5.65 pgfmabl. (uxz/maéaj
Bimavin D; He menue 4.50 apee/main, _' -
Vitamin E Not less than 8.0 mg/tabl, 10 mg/tab'i.cuefmaﬁa._;
Bimeariin E He yere 9.6 yma/mabin, | o
Vitamin B; Not less than 0,72 mg/tabl. - 1.06 mg/tabl. (ve/mada) |
Bimamin B: o He o2 0.72 st2/mutn, - o
Vitamin B, , ot less than 1.35 pg/tabl, 1.55 pg/tabl. (wxa/mabda) |
Bimasiin B;, Yo TN |
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Manufactured by
$.C. WORLD MEDICINE EURGPE S.R.L.. Romania
Location: Qtopeni city, Froailor str. Na IB, jud. v, Romania
Brapobacuo
K.O. YOPAR MEIKI I CBPOITA CPA, Pyyhis
Micticsanomkenus: M, Otonén, svi. Epoisop NeiB, OKPYT Lnhos, Pynvais

Vitamin H Not less than 67.5 pg/tabl. 95.6 ug/tabl. Guxe/nada.)
Bimamin H He menwie 67,5 sne/mady, _ | |
Vitamin C Not less than 40.5 mg/tabl. 41.5 mghabl, (ve/maba.) |
Bimamin C He yeriwe 40,3 ma/matn, L &
| Vitamin B;s Not Jess than 4.0 mg/tabl, 6.0 mg/tabl. (weimatn) |
Bimanin B; He stenuse 4.0 s2/maba. ) |
|Vitamin B, Not less than 1.0 mg/tabl. 1.1 mgftabl. Ge/mada,)
Bimasiv B, He menwee |0 mofmabn, - | "
Vitamin B, Not less than 1.35 meg/tabl. | 1.42 mg/tabl. Gue/matin.)
Bimevin 8 He ytexte 1,35 sz/mabn. B | o
Vitamin B; Not less than 180.0 py/tabl, 219.5 pghtabl. (swe/mata,);
Bimasiny Bo He menwe 180,0 sixz/inatin. ) |
Vitamin PP Not less than 12.2 mgftabl, 14.0 mg/tabl, (i2/mabs.) |
Bingwin PP He stenwee 12,2 mz'madn. o 4
1 Calgium Not less than 144.0 mg/tabl. 158.0 mg/tabl. (ue/maba. )|
Kevivjiii He memue 1440 uz/mabn, i | | R
| Miagnesium Not less than 40.5 mg/fabl. 46.9 mgitabl. Gre/mata, )
Magnis He steniue 40,3 matmabn. N |
iIron Not less than 12.2 mg/tabl, | 13.2 mghtabl. fuz/matin)
Baiizo He menwie 12,2 xa/mabn,
Zinc Not less than 6.8 mg/tabl. 7.0 mg/tabl. (uaimabs. )
! fuemee | He vene 6.8 sz/mads,
Manganese Not less than 0.80 mg/tabi. 1.3 mghabl. (we/maba,
Mapeaneys He mentue 0,80 me/mati, | | R
1 Copper Not less than 0.40 mg/tabl, 1.01 mgftabl. (ue/ingbn ;) |
Mios He senue 0,40 vz/mati. 4 | -
1 Todine Not less than 90.0 us/tabl, 224.0 ug/tabl. (uxa/mabn, )
#Hoo He yvenwe 90,0 mxa/mata, |
| Molybdenum Not less than 20.2 pgAabl, 55.5 pgftabl. (rixztnabn,)
Moaitoen He mepute 20,2 yxa’matn. i
i Selenium Not less than 18,0 ug/tabl. 28.0 pgiabl. tuxa/maéy. )
Ceaenr He mernue 18,0 wr2/maba. . | -
Chremium Not less than 11.2 ug/tabl, 150 pg/tabl. (uxa/madn )|
Wpout | ‘ He merwe 11,2 sacz/mabi. | ' |
| Microbiological contamination i
Mirpotionoziuna vucmoma 5
1 Total counts of aerobic bacteria Not more than 10° CFU/g Less than 10° CFU/g
- AZAABRA KETLRICIS QepObHUN He Glnpwe 107 K YO/e Memute wizie 10° KVO/z
|Gaxmepii Net more than 10* CFU/g Less than 10° CFU/g
Yeast and moulds. He binowe 10° KYO/z Menwe wize 17 KVO/S
Hpisicdxei ma ysini Absent/ Bidcymmi Absent? Biocymui |
E. coli | Absent/ Bidcvmui Absent/ Bidcymni |
Salmonella Absent / Bidcymyui Absent / Bidcymui
Ps. Aeruginosa Absent / Bidcymui Absent / Bidcymmui
15t Aureus
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Manufactured by
8.C. WORLD MEDICINE EURQPE S.R.L., Romanig
Location: Otopen; city, Eroilor str. Ny 1B, jud. Iifov, Romania
Bupodieuo
| K.O. YOPHJ MERHIIMH CBPOIA C.PJL, Pyuysix )
Micrestianotxenus: u, Oroness, syn. Epoinop NelB, oxpyr Endos, Pynivais

Packing: 4 blisters, each containing 15 tablets, in a carton box with leafier,

Ynaxosra: Ho 4 Bricmepu, no 15 nutnemox Y KONCHOMY, .6 RaAPMOHH T KOpobYyi 3 incmpykijicio.

Storage conditions: Store in a dry, protected from the light place at temperature not exceeding 25°C. Keep oiit of
‘reach of children.

Yyogu 30epizannn; .3ﬁepféizﬁm.e CYXQAMY, 3AXUEeROMY GI0 caina MICHT nipu mesnepamypt ne euuge 25°C. 36epizamy
& Hedocmymuoaty o Qlimedi micyi.

Shelf tife: 3 years from the date of manufacture, Do not apply afler the expiry date. R -
Fepuin npupamnocmi;: 3 PORYU 3 oamu suzomoenenns. He SACMBCOYRAMmI RICAR 3aKTHEHHS MEPMINY NPUDAMIOCHT.

SURNAME AND POSITION OF PERSON,

APPROVING BATCH RELEASE TO MARKET - |

TIpisewwe ma nocaoa / FEANHR OCOOU, ARG BUOANT JO36TT 1oy SURYCK Cepit... . : N
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SIGNATURE AND DATE. STAMP RO "“}‘ D '
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