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WORLD MEDICINE EUROPESRL

Manufactured by
3.C. WORLD MEDICINE EUROPE S.R.L,, Romaniz
Logation: Otopeni city, Eroilor str. Ne 1B, jud. Hfov, Romania
Bupobacno
K.0. YOPIA MEMIMH EBPONIA T PJ1, Pynivais
Micueymaxommenna: s, Oronens, sysr. Epotinp NelB, orpyr Indios, Pysyiis

CERTIFICATE OF ANALYVSIS No. 0028p-ua-0
CEPTHOIKAT AKOCTI Ao 0028p-ua-i)

Product name: EMFETAL, film coated iablets
Hasaa ipodyxmy: Emgpeman, maBaemxu expumi nrigxoson 05OI0HKOID

Batch No: 2400280

Cepin: 2400280

Batch size: 6 599

Poarip cepii: 6 590 Packages/ Ynaxosor

Manufacturing date: 02,2024
Hama supobruyhiga; 02,2074
Expire date: 02,2027

Tepatin fipudamnocmi: 02.3027

TFests Limits/Specifications Results ‘i
Hoxazuuxcu skoemi Hopayeauns _ Pesynomam
Appearance Light brown colowred, round biconven shaped film Corresponds
Foaritm it eusand woated tablets. _ Bidnosaioac
Tadaenxu, BRpUmi  naiexosow oboreHROR),  caimio-

ORUNHEGO2G KOTLOPY, Kpveroi Seoonyruol opuu,

IdentHication Positive for alf active ingredients. ‘Correspongs i
foetimupinarga Hoswnuenini dng ECLX crmiEix inzpedienmis, Bidnositae
Average weight 830 my = 5% (mr = 5%) 829.5 mg fuz)
Cepedna sazg Not more than 2 tablets deviate from the average weight] Corresponds
Uniformity of weight by more than + 5% and none deviates by more than twice Bidnoeidnae i
Qduopidnicms sacy that percentage (+ 10%).

He' Siwwe wiwe 2 malnemKy  sidxumomeens 6idl
cepeduvol Macu Ginewt wiie wa < 5 % i sxodna e
ioxuistermees Siteuw nie ¥ 084 pasu (= 10 9%},

Disintegration ' Not more than 40 minutes. Corresponds
Posnadanns _ He Siavue 40 seumen, _ Bionosioas
Dissolution Not less than 80% of labeled amount, Cormresponds
Posunnenny He mounse u#ix 80% amzuavenot ¥iaexoeri, Bidnogitqs o
Assay i
Kiasricne auziaverin
Vitamin A g Not less than 360.0 jig/tabl. 6527.5 pg/tabl (uxz/masn.) |
Bitamin A : He vemue 369.0 siwoimaba, i
Vitamin D; Not less than 4.50 ug/tabi. 5.65 pg/tabl. (sxz/mat) |
Bimavin 1 He semne 4,50 ae/masiy, :
Vitamin E Not less than 9.0 mg/tabl. 10.1 me/tabl. (sz/imati,) f
Bimeniin £ He mremae 9.0 m2/magn,
Vitamin By ‘ Not less than 0.72 mg/tabl. 1.06 mg/tabl. (vzimasa j |
Bimain B: _ He stertue 0,72 sezimabn, . ;
Vitamin RB;; ' Not less than 1.35 pg/tabl, / 1.55 pg/tabl. (wre/madi ) |
\Bimeniin B2 He sienye 1 35 Mremaia, i :?\ ,§
. 'gf" .# y %

W o
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Manufactired by
5.C. WORLD MEDICINE EUROPE S.R L., Romasia
Location: Qtopeni city, Eroilor sir. No 1B, jud. HHov, Romania
Brpobasuo
K.O. YOPI MEJAIBH €BPOMA C.PJI « Praynin
Micuearaxomeenss: M, Oronéns, By Epoinop NelB, okpyr brdos, Pyaryris

Vitamin H : Not less than 67.5 pg/tabl. 95.6 pg/tabl. fsxe/macn.}
Bimanin H _ He menwie 67,3 sixa/mada,
Vitamin C ' | Not less than 40.5 mg/tabl. 41.5 mg/tabl. fua/imabia.)
(B ircern € He senuge 40,3 ma/maba, _
Vitamin B; Not less than 4.0 mg/tabl, 6.0 mg/tabl. (uz/maty,)
Bimeawin B He seenue 4,0 ac/inabn.
Vitamin B, Not less than 1.0 mg/rabl. { 1.1 mg/tabl. (s/madn )
Bimaiy B, He sernme 1,0 m2/mabn, _
Vitamin B, Not less than 1.35 mg/tabl. 1.42 mgftabl. (e matn.)
Bimrvin By He yentue 1,35 szfmeibin,
Vitamin B; Not less than 180.0 pe/abl. 219.5 pgitabl. (uxesmatia,)
Bitaviv Bo He venuire 180,0 sxe/imasa,
Vitamin PP Not less than 12.2 mg/tabl. 14.0 mghabl. (uz/mady.)
Bithguin PP He srernue 12,2 mz'matn,
Calcium Not less than 144.0 mg/tabl. 158.0 mgitabl. fue/madn,)
Ragoyii He stemue 1440 sz/matin, .
Magnesinm ~ Notless than 40.5 mg/tabl, 46.9 mg/tabl. Gie/maga,)
Meran i He sene 40 3 mzfmabin, _
Iron Not less than 12.2 mg/tabl, 13.2 mg/tabl. fva/matia,)
Sanizo _ He vemue 12,2 wa/matn,
Zine ' Not less than 6.8 mg/tabl, 7.0 mgitabl. (ua/mady
I He siennee 6.8 siz/maéin,
Manganese Not less than 0.80 mg/tabl. 1.3 mghtabl. (we/mata,)
Mapearneys He ymemue 0,80 ma/mabn,
Copper Not less than 0.40 mg/tabl, 1.0 mgftabl. (ua/mahin )
Mioy He merue 0,40 we/maii. R _
Todine Not less than 90.0 yg/tabi. 224.0 ugftabl. fure/mabn,j
Hoo He erie 96,0 mxeimata.
Molybdenum Not less than 20.2 pg/tabl. 55.5 pgftabl. (uixefnabh,)
Wanitden He menute 20,2 siatmatia,
i Selenium Not less than 18.0 yg/tabl, 28.0 pg/tabl. (uxa/madin,
Ceren . He menue 18,0 ure/mata,
Chromium Not less than 11.2 ug/tabl, 15.0 pg/tabl. (uxaimadn. )
Xpoat _ He mere 11,3 szmata,
Micr_abio!ogic‘ai contamination
MirpoGionoziuna vucmomg
Total counts of aerobic bacteria Not more than 10° CFU/g Less than 10° CFU/g
- Sa2ABHA RINSRICID aepobRi He bimowe 10° KVO/e Mene wioe 10° KO/
Baxmepti Not more than 10* CFU/g Less than 10° CFUr/g
Yeast and moulds He tinome 10 KYO/z Menwe nine IF KYO/2
Hpidicdoei ma ysini Absent/ Bidcymmi Absent/ Bidcymui
E. colf Absent / Bidcymmi Absent / Biocymmi
Salmonetta Absent / Bioaymni Absent/ Bidcymui
Ps. Aeruginosa Absent / Bidcymui Absent f Bidcymmi
St. Aureus
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Manvfactured by
$:C. WORLD MEDICINE EURQPE 8.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. Iifow, Romania
Bupofiaeno
K.0. YOPRZ MEZNHIIHH CBPOIA C.PJL, Pynynix
Mictesnanozmenns: u, Croness, sy, Fpoiaop Ne1B, oxpyr Lndon; Pymywis

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

Viaxosra: Ho 4 batemepn, no 15 matnemox Y KOXCHEIMY, 6 Rapmtonnili kopobyi 3 frempyryicio.,

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

Yuoau 36epizanns; 3bepizanin & XMy, 3axumenomy sic ceimaa Micyi rpu mesnepamypt ne auge 25°C. 3bepizamy
& nedochryntony dus Oimest Micyi,

Shelf life: 3 years from the date of manufacture, Do not apply after the expiry date,
Tepsin npupammnocmi: 3 PORU 3 Oam suzomoenenis. He SACROCORYSAML Wieaq zaxiaennn MEPMINY npudaniocmi.

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TG MARKET
Hpizene ma nocaca / IBAHHA OCOOU, ARG 8UOAIT do3ei;

SIGNATURE AND DATE, STAMP

Hionue ma dama nidnucauia, Fevamg 7 iy

o S0/

Ly FUlddnaih ¥ W

'&OQUEQ 0'\0
s




