Manufactured by
5.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. lifov, Romania
Bupobneno
KO. VOPI] MEJHIJHH €BPOIA C.PJL, Pymynis
Micyesnaxodocenna: m. Omonens, yi. Epoliop Ne 1B, oxpye Lighos, Pymynis

CERTIFICATE OF ANALYSIS Ne: 000%-ua-0
CEPTHOIKAT AKOCTI NeO009-ua-0

Product name:
Haszea npodykmmy:
Batch no.:

Hontep cepii:

Batch size:

Posnip cepii:
Manufacture date:

YODOFOL, tablets
HOAODOIT, mabaemnu

2300090

22 242 packages/vnaxoeox

Hama eupobruymsa: 02.2023
Expiry date:
Tepatin npudanmmocmi: 02.2026
TEST LIMITS/SPECIFICATIONS RESULTS
TTOKA3SHHKH SKOCTI HOPMYBAHHA PE3VIIBTAT

Appearance Yellow coloured round biconvex shaped tablets Complies
3oeniumiti eucind Kpyeni 0800nyKIi mabaemru Jeo8moeo KoAbOpY Bionogioac
Identification
loenmugpirayis The retention time of the folic acid peak in the Complies
- folic acid chromatogram of the Assay preparation corresponds to Bionosioac
- hoxicsa kucroma that in the chromatogram of the Standard preparation, as

obtained in the Assay.

Hac  ympumanus  niky  ¢oniceoi  xucnomu  ua

xposamoepasi  00CHIONCY8AHO20  pOIHUHY  GI0noeidac

MAKOMY HA CIAHOGPIMNITTL XPOMAMOSPUMT POZHUNY, 8 X0OI

KINBRICH020 GUIHAUEHNA,
- iodine Identification is controlled according to the assay method. Complies
~ 100 Crpagoicnicms  KORMPOLIOENLCa 32I010 3 MEMOOUKOIO Bionogioae

KIZLRICHO20 BUIHAYCHHL,

Average mass.
Cepedus maca.
Uniformity of mass
Oounopionicme ymacu

95.0mg+7.5%

95.0m2x7.5%

Not more than 2 of the individual masses deviate from the
average mass by more than 7.5 per cent and none deviates
by more than 15 per cent from average mass.

He Oinvwe wioe 2 oxpesi macu gidxunsiombes 6io
cepeonsol macu Oiveuwt mive wa 7.5% i ocodna we
sioxuracmbes Ginvut nioe na 13% 6io cepedunol macu.

92.0 mg/me

Complies
Bionosioac

Disintegration Not more than 15 minutes 5 minutes (xguaun)
Posnadanns He 6invwie 15 xeurun
Dissolution folic acid Not less than §0% of labeled amount 90 %
Poswunenns (hoaiesol | He menure 80% 6id 3useaenol kirvrocmi
KUCLOMU
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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
Bupobdnero
K.O. YOPIIIT MEQUIIHH €BPOIIA C PJL, Pysynis
Micyesnaxodocenns: m. Ononens, eyn. Epoiaop Ne 1B, oxpye Inghos, Pyayiin

Assay

Kinbriche eusnayenis

- folic acid Not less than 360.0 pg/tabl. 410.0pg/tabl.
- hoaicea Kucioma He menure 360,0 sixe/maba. [axce/mabn.

- iodine Not less than 135.0 pg/tabl. 140.0 pg/tabl.
- tog He menue 135,0 mre/maba. fmre/madi.

Microbiological quality
Mirpobionoeinna wucmomd

Total count of aerobic | Not more than 10° CFU/g Less than 10° CFU/g
bacteria He Ginvue 10° KYO/e Menwe 10° K¥O/e
34eAABLHA Kinbricnts
aepodnux Mikpoopeanizmie
Yeast, moulds Not more than 10? CFU/g Less than 102 CFU/g
3a2qAbHA kinoxicmns | He Sinvwe 107 KVO/2 Menwe 107 KYO/2
OPIACONHCOBUX MG NAICHABUX
epudie

- E. coli, Salmonella, Negative Negative

| Ps. Aeruginosa, St. Aureus | Heeamusio Heaamugno

Packaging: Tablets. 30 tablets in a blister. 2 blisters with the enclosed leaflet in a carton box.

Vaaroexa: Taoaemx. o 30 mabremor y 6aicmepi. o 2 Gaicmepu 3 AuCmKOM-6KAUOUUEM Y KAPIMOHHITI
KOpODYI.

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

Viosu sbepieanns: 36epizamu 6 cyxomy. 30xuyenoMy 6id ceimaa sicyi npu mexnepamypi ne suie 25
36epizamiut ¢ HEQOOCHIYIHOMY 08 Oimed micyl.

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

Tepain npudamuocmi: 3 poxu 3 damu gueomosienns. He suxopucinosyeam nicis SQRImYens mepminy
nPUOAMHOCHH.

SURNAME AND POSITION OF PERSON, DUALITY DIRECTOR: BADICU NIKULINA
APPROVING BATCH RELEASE TO MARKET
IIpiseuwge ma nocada / 36annn ocodu. : . JHPEKTOP BKS: HIKY A BARITYY

ARG GUOGAU GO36IN G BUNYCK cepii

SIGNATURE AND DATE, STAMP oy L
ITionue ma dama nionucanns, nevamse/ wmaxn -+ 14.02.2023
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