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Quality and Safety Certificate / CepTudpunkar kauecrsa n 6esonacHocTum

CAT. NO. / KAT. N2
81725422
Russia/ Poccusa

BATCH / CEPUA
1027C60107
BATCH SIZE /OBbEM NAPTUU

—23.02.2021
DD.MM.YYYY/Yucno,mecsy, roa

DESIGNATION/ HAUMEHOBAHME
FEMIBION® NATALCARE I / ®EMUBUOH® HATANKEP 1
film coated tablets / TabneTku, NokpbIThie 060N0UKOMN

Production date: / [laTta usrotoeneHus: 01.2021 /mecsy, roa
Expiry date: / Cpok rogHocTu: 01.2023 /mecsu, roa
Store in a dry place, not available for children, under the room temperature

64.230 Packs

not more than 25°C/

XpaHuUTb B CYXOM HEAOCTYNHOM ANA AeTeir MeCcTe Npu KOMHaTHOM
Temnepartype He Bblwe 25C

ANALYTICAL DATA TABLETS
AHATTUTUYHECKME IAHHbDIE TABNETKUN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YJBTATBI

Description / OnucaHue

Appearance / BHewHuii BuA

light pink film coated tablet /
CBETNO-po3osas TabneTka,
NoKpbITasn 060/104KON

meets the requirements /
yaosnersopseT TpeboBaHUAM

Physical tests /
UcnbiTaHue dusnuecknx cBONCTB

Mean weight / CpeaHuii Bec

609.7mg £ 3 %
609.7Mr+ 3 %

602.0 mg / mMr

Individual weight / UHamMBuAyanbHbI BEC

+ 5%, acc. to Ph. Eur. /
+ 5%, B cootB. C Ph. Eur.

meets the requirements /
yaoBneTsopseT Tpe6oBaHUsM

Hardness (acc. to Ph. Eur.) / TBepaocTtb
(B cootB. ¢ Ph. Eur.)

= 60 N/H

157 N/H

Dimensions / Pa3mepbl

length: 14.2 + 0.2 mm /
anvHa: 14,2 + 0,2 MM
thickness: 5.1 - 6.3 mm /
TOoNWwMHa: 5,1 - 6,3 MM

meets the requirements /
yaosneTsopseT Tpe6oBaHnaM

Loss on drying (3h/1050C; acc. to Ph. Eur.) /

Eur.)

Notepu npwu cywke (34 /1050C; B cooTB. C Ph.

<3%

1%

Disintegration time / Bpems pacnaaa

< 30 minutes / MUHYT

< 30 minutes / MUHYT

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka,NoKpbiTas 060N0UKON, COAEPXUT CNeayoWmMe BUTaMUHbI U MUKPO3NEMEHT B KOIMYECTBAX HE MEHee:

Vitamin C (Ascorbic acid) /
ButamuH C (AckopbrHoBas KMCnoTa)

(as calcium ascorbate) / 110 mg/mr weighed in / B3BeleHO
(B popmMe ackopbaTta Kanbuusa)
Nicotinamide / HukoTuHamug 15 mg/mMr weighed in / B3BewWweHo
Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / 13 mg/mr weighed in / B3BelleHO
(B dopme dl-anbda-Tokodepona auerara)
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&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTu

23.02.2021

DD.MM.YYYY/UYucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHMUE
81725422 FEMIBION® NATALCARE I / ®EMUBUOH® HATANIKEP I
Russia/ Poccun film coated tablets / TabneTku, NokpbiThie 060104KOA
BATCH / CEPUA Production date: / Alata usrotoenexus: 01.2021 / mecsiu, roa
1027C€60107 Expiry date: / Cpok roaHocTu: 01.2023 /Mecsu, roa
BATCH SIZE /OBbEM MAPTUN Store in a dry place, not available for children, under the room temperature
64.230 Packs not more than 25'C/

XpaHuUTb B CYXOM HEJOCTYNHOM ANst AeTell MecTe Npyu KOMHaTHON
Temneparype He Bblwe 25C

Pantothenic acid / NaHToTEeHOBasA kucnoTa
(as calcium pantothenate) /
(B dopMe naHToTEeHaTa Kanbuus)

6 mg/mr weighed in / B3BeweHo

Vitamin B2 (riboflavin) /
Butamun B2(pubodnasun)

1.6 mg/mr weighed in / B3BeweHo

Vitamin B6 (pyridoxine) /

Butamud B6 (Npnaokcun)

(as pyridoxine hydrochloride) /

(B hopme NupUAOKCHMHA rMapoxnopuaa)

1.9 mg/mr weighed in / B3BeweHo

Vitamin B1 (thiamine) / ButamuH B1 (TMamMnnn)
(as thiamine nitrate) / (B opme HuTpaTa
TUaMWUHa)

1.2 mg/mr weighed in / B3BelweHo

Folate / donat
o folic acid / donuesas kucnota
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopMe conu kanbums L-metnndonar)

400 Hg / mMkr
e 200 ug / Mkr
e 208 pg / mxr (equal to 200 weighed in / B3BeweHo
Mg folic acid) / (coorBercrByeT
200 Mkr ¢ponneBoOi KNCAOTbI)

Iodine / Wog,

(as potassium iodide) / (B dopme noauaa 150 Hug / MKkr weighed in / B3BeweHo
Kanusa)

Biotin / 6uoTuH 60 Mg / MKr weighed in / B3BeweHo
Vitamin B12 (cyanocobalamin) / . .

BuTamMuH B12 (umaHoko6anamun) 3.5 Hg / MKr weighed in / B3BelweHo
Toxic elements/ mg / kg, not more than mg / kg

TOKCHYHbIE 3NEeMeHTbI Mr/ kr, He 6onee uem Mr / kr

not more than 5.0/

0.0
S e He 6onee yem 5,0
Cadmium/ Kaamuit el LTS/ <0.01
He 6onee yem 1,0
Arsenic/ Mbiwbak iU T DU/ < 0.005
He 6onee uyem 3,0
Mercury/ PTyTs not more than 1.0 / < 0.005

He 6onee yem 1,0
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Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

23.02.2021
DD.MM.YYYY/UYucno,mecay, rog
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMUE
81725422 FEMIBION® NATALCARE I / ®EMUBUOH® HATANKEP I
Russia/ Poccua film coated tablets / TabneTku, NnokpbiTble 060104KOIA
BATCH / CEPMSA Production date: / flata usrotoBneHus: 01.2021 / mecsiu, rop
1027C60107 Expiry date: / Cpok rogHocTu: 01.2023 /mecsiy, roa

BATCH SIZE /OBbEM NAPTUK Store in a dry place, not available for children, under the room temperature
64.230 Packs not more than 25'C/
XpaHuTb B CyXOM HEAOCTYNHOM Ans AeTeil MecTe Npyu KOMHATHOM
TemnepaTtype He Bbiwe 25C

Pesticides/ m kg, not more than mq / kg
MecTuuunasl Mr / kr, He 6onee yem Mr / xr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.005
CyMMa nsomepos XL He Gonee yem 0,1
Dichlorodiphenyltrichloroethane and its not more than 0.1 / < 0.005
metabolites/ AT 1 ero meta6onuTsl He 6onee uem 0,1

not permitted (<0,002) /

Aldrin/ Anapu He gonyckaetcs (< 0,002) R
not permitted (<0,002) / He
Heptachlor/ lentaxnop ponyckatotes (< 0,002) < 0.001
Microbiological indices/
Muxpo6uonornueckue rokasarenm
5 x 10*
QMAFANM cfu/g / KMAGAHM KOE/r LSUCI L ST 1) < 10 CFU/g

He 6onee yeMm 5 x 10* KOE/r

Bacteria of colon bacillus groups in 0.1g / not detected / He

not permitted / He gonyckatoTtcs

bakTtepuu rpynnel KMweyHon nanoykm B 0,1 r o6HapyXeHbl
. . not detected / He
E.coli in 1g / KnweuHas nanoyka B 1 r not permitted / He ponyckatotcs 06HBDY)KEHI>I/

Pathogenic microorganisms,

Salmonellas inclusive in 10 g / . not detected / He
not permitted / He gonyckatotcs

MNaTtoreHHble MMKPOOpraHmusMsl, B.T.4. & / He aony o6HapyxeHbl

canbMoHennbl, B 10 r

Moulds (incl.Yeasts)/ not more than 100 cfu/g /

MneceHun (B cymme B [ipoxxamu), cfu/g/KOE/r — §8nee 4em 100 KOE/r

< 10 CFU/g

Date of release / [lata Bbinycka

2 3 FEB 2021

DD.MM.YYYY / Yucno, mecsu, roa Mag. DI Thomas Unteré&gger
Release office / Bbinyck odpuc
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Statement of Conformity

Brand Name:
FEMIBION NATALCARE 1

Product Description: Batch Number: Package Size:
FEMIBION NATALCARE I (30 TABL) - RU 1027C60107 30

Importing Country: Dosage Form: Package Type:
RU film coated tablets blisters
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:

81725422 81725422

Date of Manufacturing: Expiration Date:

15 JAN 2021 JAN 2023

Lot Quantity: Unit of Measure:

64,230.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040036536207

Bulk batches consumed in the reported Batch Code:

Batch No: 0006225294, Manufacturing Date:15.01.2021

Batch No: 0006225288, Manufacturing Date:15.01.2021

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Certification Statement:

| 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  22.02.2021
Person

This document was signed electronically and is valid without signature.
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