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Manuafactured by

S.C. WORLD MEDICINE EUROPE S.R.I.., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. Iifov, Romania

Bupotneno

K.O. YOPIJT MEJHLIMH €BPOIIA C.PJL, Pyvyrin
Micuezraxomenas: M. OTomens, syn. Epoinop Ne 1B, oxpyr Lndos, Pymynia

CERTIFICATE OF ANALYSIS Ne: 6024-ua-0
CEPTHGIKAT JAKOCTI NeQ0 24-ua-0

Product name:
Hazea npodyrmy:
Batch no.:
Hoxep cepilt:
Batch size:
Posnip cepii:

YODOFOL, tablets
NOODOI, Tabnerru

2200240

69 267 packaeges/vnarosox

Manufacture date:
Homa supodnuymea. (4.2022
Expiry date:
Tepruin npudammnocmi: 04.2025
TEST LIMITS/SPECIFICATIONS RESULTS
TTORKAZHHKH AKOCT] HOPMYBAHILA PESVIDLTAT

Appearance Yellow coloured round biconvex shaped tablets Complies
Soeniwniil euzangd Kpyeal 0sconyral mabiemsu JCOGMO2a KROALODY Bioneeidac
tdentification
Ibenmudgirayin The retention time of the folic acid peak in the Complies
- folic acid chromatogram of the Assay preparation Bionosidac
- honieqa xucaoma corresponds to that in the chromatogram of the

Standard preparation, as obtained in the Assay.

Yae ympumanna RiKy @Gogiceoi Kucioni Ha

xpomamozpami docriOdeysannee  poIHLNY

gIdnoeiDae  MAaromMy Hil CIMARCGPNINIT

xpoxamospami  pozuunry, § xeoi xinwxicnozo

BHUIHIYEHHA.

Identification is controlled according to the assay Complies
- indine method. Bionoaicas
- g Crpasacnicms  wonmpoaroenses. 32idno 3

MEMOOUROIO KITLKICHO20 GUIHAYENUIA,

Average mass.
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95.0 mg = 7.5%

P95 Ome =73%

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 Ginvie nine 2 oxkpemi yacu cidxuaaromsea
gid cepedunoi macu B wmine wna 7,.5% i
sicodnd He gidxungemsen Binsue nive na 15% gio
cepedrboi macu.

93.3 mg/mr

Complies
Bionogidae

| Disintegration
¢ Paznadanna

WNot more than 15 minutes
He Binvute 15 xeuaun

8 minutes fxewgumn
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Manufactured by

S.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopent city, Eroilor str. Nz 1B, jud. IHfov, Romania

Bupobaeno

K.0. YOPJII MEAWITUH €BPOIIA C.PJL., Pymynis
Micuesnaxomerss: M. Otoiens, syn. Epoinop Ne 1B, oxpyr Indos, Pymynis

Dissolotion folic acid
Posuunenns poriegol kucaomu

Not less than 80% of labeled amount
He merme 80% sin sagerexol KiALKOCTL

91 %

Assay

Kinvxicne susnauenss
- folie acid

- oaiesa xucaoma

- iodine

- fo0

Not iess than 360.0 pg/tabl.
He venue 360,0 mxa/mada,
Not less than 135.0 pg/tabl.
He merue 133,0 vie/maba,

390.3 pg/tabl./wkz/mada. |
148.0 pg/tabl./ mrz/mabs. |

i Microbiological quality
Mixpobiouoziuna wucmoma

Total count of aerobic | Not more than 10° CFU/g ess than {03 CFL/e
hacteria He &invwe 10° KVO/2 Menuse 10° KVO/2
3azanbia Kiavkicms aepobiux

Mixpogpaanizmia

Yeast, moulds Not more than 10* CTU/g Less than 10* CFU/g :
suzabHG xizvxiems | He Sinvue 10° KVO/e Menwe 10° KY0re
ApivicdicoguUx  ma  RAICHABHY ‘
epudie ;
E. coli, Salmonella, Negative Negative i
Ps. Aeruginosa, St. Aureus Heaamusno Hezamusho |

Packaging: Tablets. 30 tablets in a blister. 2 blisters with the enclosed leaflet in a carton box,
Yuoxosra: Tabnemru. Ho 30 mabremor y Baicmepi. o 2 Gricmepu 3 Aucmxom-eradumen ¥ KaOPMOoHRIH

xopobuyl.

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

out of reach of children.

Vaoau sbepicannn: 38epizamu 6 cyxomy, saxuyenomy aio ceimaa micyi npu memnepanypi ne auwe 25°C.
Foepizamu & Hedocmynnomy oax Hmeid Micyl,

Shelf life: 3 years from the manufacture date. Do not use after expiry date.
Tepmin npudamuocmi: 3 poku 3 damu euzomoanenna. He surxopucmosyeamit RICI8 30RNENIS MEPMITY

npudamHocHi,

SURNAME AND POSITION OF PERSON,

APPROVING BATCH RELEASE TO MARKET

ITpizguwe ma nocada / seanns ool
Axa eudang 00361 Ha aunyer cepil

SIGNATURE AND DATE, STAMP
Hionue ma dama nidnucanis, nevamra / wimamn 20,05 2022 -

R

QUALITY DIRECTOR: BADICU NIKULINA

AHFPERTOP BRA: HIKYAIHA BAJHYY
s
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