Highly Restricted

&

Quality and Safety Certificate / Ceptuduxkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81781704
Russia/ Poccun

BATCH / CEPMUA
4284C60100

BATCH SIZE /OBbEM NAPTUW
24,960 Packs / ynakoBok

DESIGNATION/ HAMUMEHOBAHWE
FEMIBION® 1 / ®EMUBUOH® 1
917 mg film coated tablets / TabneTkun, NOKPbLITLIE NAEHOYHOW 060MOYKON
Maccoin 917 mr

Production date: / aTta uarotosneHus:
Expiry date: / Cpok roaHocTu:

.. 05.11.2024
DD.MM.YYYY/Yucno,Mecau, roa

09.2024 / mecsu, roa
09.2026 /mecsu, roa

Store in a dry place, not available for children, under the room temperature
not more than 25'C/

XpaHuTb B CYXOM HEAOCTYMNHOM ANS AeTel MecTe NpyU KOMHaTHOM
TemnepaTtype He Bbiwe 25C

P121216!IANALYTICAL DATA TABLETS
AHAJIMTUYECKWUE [JAHHDIE TABNETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJIbTATBI

Description / Onucanue

Appearance / BHewHuiA BuA

White to off-white,oval,biconvex

film coated tablet /

OsanbHble, ABOSKOBLINYKIIbIE
Tabnetkn, NOKPbLITbIe NAEHOYHON
o6onoukoi, ot 6enoro A0 NOYTH

6enoro usera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTtatue pusanvecknux cBoiicTs

Mean weight / CpeaHss macca

917.0mg+4 %
917.0 Mr £ 4 %

926.9 mg / 926,9 mr

Individual weight / UhanBuayansHaa Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B COOTB. C EBp.®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / CocTas

Konundecreax:

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka, NOKPLITas NIEHOMHOM 060/104KON, COAEPHMUT CAEAYIOWME BUTAMUHBLI U MIEMEHTLI B C/IeA0BbIX 8

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas kucnora) 35 mg / mr B npeaenax Maccbl
(8 chopme kanbuma ackopbara)

Nicotinamide / HukotnHamua 12 mg/ mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B dopme dl-anba-Tokodepona
auerara)

48mg/ 4,8 mMr

weighed in /
B Npeaenax Maccbi

Pantothenic acid (as calcium pantothenate) /

weighed in /
:::TT;)TT:::::)H Kucnota (8 opMe Kanbums 6mg/mr B Npenenax Maccs!
Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pnbocdnasuH) 1.4mg/ 1,4 mr B npegenax Macce!
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/ weighed in /
ButamuH B6 (nupuaokcuH) (B dopme 1.9mg /1,9 wr B Npegenax Maccol
NUPUAOKCUHA ruapoxnopuaa)
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Highly Restricted

&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

- 05.11.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUWE
81781704 FEMIBION® 1 / ®EMUBUOH® 1
Russia/ Poccus 917 mg film coated tablets / TabneTtku, NOKpbITbIE NNEHOUHOW 060NCUKON

Maccou 917 mr

BATCH / CEPMA Production date: / flaTa nsrotoeneHus: 09.2024 / mecsu, roa
4284C€60100 Expiry date: / Cpok rogHocTu:

09.2026 /Mecsu, roa

BATCH SIZE /OBbEM MAPTUU Store in a dry place, not available for children, under the room temperature
24.960 Packs / ynakoBok not more than 25'C/
XpaHuTb B CYXOM HEAOCTYNHOM A/ AeTel MecTe Npu KOMHaTHOM
TeMnepaTtype He Bbiwe 25'C

(as thiamine nitrate) / (8 dbopme TnaMuHa
HuTpaTa)

Vitamin B1 (thiamine) / ButamuH B1 (TamuH)

1.4mg/ Mr

weighed in /
B npeaenax Macchl

Folate / donart
o folic acid / donunesan kucnorta
» L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 popmMe conu kanbums L-metundonar)

400 ug / MKr
e 200 ug / mkr

e 208 ug / mkr (equal to 200
ug folic acid) / (coorBercTByeT
200 Mkr cdonueBon KMCNOTbI)

weighed in /
B Npeaenax Macchl

Butamud B12 (umaHokob6anamuH)

Iodine (as potassium iodide) / weighed in /

WNoa (8 ¢opme kanua noanaa) 150 pg / mr B Npeaenax Macchbl
- weighed in /

Biotin / 6uoTuH 40 pg / Mkr B Npeaenax Macch!

Vitamin B12 (cyanocobalamin) / weighed in /

4.5 ug / 4,5 mkr

B npeaenax Maccel

Toxic elements/

TOKCUUYHBIE 2NEMEHTD]

mg / kg, not more than mg / kg
Mr/ kr, He 6onee ueM Mr / Kr

Lead / CsuHey

not more than 5.0 / He 6onee 5,0

0.1/ 0,1

Cadmium/ Kagmnit

not more than 1.0 / He 6onee 1,0

< 0.010/ < 0,010

Arsenic/ Mbllwbsk

not more than 3.0 / He 6onee 3,0

< 0.04/ < 0,04

Mercury/ PryTb

not more than 1.0 / He 6onee 1,0

< 0.005/ < 0,005

Pesticides/
NecTnunasl

m kg, not more than ma / kqg
Mr / kr, He 6onee yem Mr / kr

Sum of isomers of hexachlorocyclohexane/
CyMMa u3oMepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AuxnopandeHnntpuxnopataH U ero
MeTabonuTbl

not more than 0.1 /
He 6onee 0,1

< 0.005 / < 0,005

Aldrin/ AnapuH

not permitted (<0,002) /
He aonyckaertcs (< 0,002)

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

not permitted (<0,002) / He

ponyckatorea (< 0,002)

< 0.001/ < 0,001
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Highly Restricted

&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N°
81781704
Russia/ Poccua

BATCH / CEPUA
4284C60100

BATCH SIZE /OBbEM NAPTUMN
24.960 Packs / ynakoBok

__05.11.2024
DD.MM.YYYY/Hucno,mecsu, roa

DESIGNATION/ HAUMEHOBAHMWUE

FEMIBION® 1/ ®EMWUBUOH® 1

917 mg film coated tablets / TabneTku, NOKpbITbIE NAEHOYHON 060NOHKON
maccoi 917 mr

Production date: / flata usrotoBnexus:
Expiry date: / Cpok rogHoCTu:

09.2024 / mecau, roa
09.2026 /Mecau, roa

Store in a dry place, not available for children, under the room temperature
not more than 25'C/

XpaHuTb B CYXOM HEAOCTYNHOM ANS AeTei MecTe Npu KOMHATHOM
Temneparype He Bbiwe 25C

Microbiological indices/

Mukpobuonorunuyeckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10% cfu /g / <10CFU/g/
KMA®AHM KOE/r He 6onee 5 x 10* KOE / r <10KO3/r
Bacteria of colon bacillus gr?ups in0.1g/ not permitted / He aonyckakTea not detected / He
bakTtepuu rpynnbl KUWeYHoM nanoyku 8 0,1 r 06HapyxeHbl

E.coli in 1g / KuweyHan nanouka B 1 r

not permitted / He agonyckaloTca

Pathogenic microorganisms,

Salmonellas, 8 10 1

Salmonellas inclusive in 10 g /
NaToreHHbIe MUKPOOPraHU3Mbl, B.T. Y.

not detected /

not permitted / He aonyckawTca He 0BHapyXeHb!

Moulds (incl.Yeasts) cfu/g /

NneceHn (Bnovasa apoxoxkn), KOE/r

not more than 100 cfu / g /
He 6onee 100 KOE/ r

<10CFU/g/
<10KO3/r

Date of release / flaTa Bbinycka

{ 3. Nov. 2024

lfe,

DD.MM.YYYY / Yucno, mecau, roa

Releasﬁ ‘office / oTaena paspeleHus

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION |

Product Description: Batch Number:
FEMIBION |1 28CT RU 4284C60100

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81781704 81781704

Date of Manufacturing: Expiration Date:

18 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
24,960.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038739866

Bulk batches consumed in the reported Batch Code:
Batch No: 0065676558, Manufacturing Date;18.09.2024

P&G Health Austria GmbH & Co. OG
HoéRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HéRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031
Certification Statement:

I hereby certify that the manufacturing and packaging of the above mentioned batch of food
supplement complies with the approved master batch instruction for this product. | hereby confirm
that the product has been manufactured and tested according to the European requirements for
food supplements.

Comments:

n/a
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 04.11.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 04.11.2024

PeG

Package Size:
28

Package Type:

blisters
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