&

Quality and Safety Certificate / Ceptudmkar kauecrsa n 6esonacHocTu

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

BATCH / CEPUA
1037C60101

BATCH SIZE /OBbEM NAPTUU
95.395 Packs

Production date: / llata narotosneHus:
Expiry date: / Cpox rogHoCTu:

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

DESIGNATION/ HAUMEHOBAHMUE
FEMIBION® NATALCARE I / ®EMUBNOH® HATANIKEP I
film coated tablets / Tabnetku, NokpbITbIE 060N0UKOI

03.03.2021

DD.MM.YYYY/4ucno,mecsu, roa

01.2021 / Mmecsiy, roa
01.2023 /mecau, roa

XpaHutb B CYXOM HEAOCTYNHOM AN AETEN MeCcTe NpU KOMHaTHOM
Temnepartype He Bbiwe 25°C

ANALYTICAL DATA TABLETS
AHANTUTUYHECKUE OAHHbBIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YJIBTATHI

Description / OnucaHue

Appearance / BHewHunit BuAa

light pink film coated tablet /
CBETN0-po30Basn Tabnertka,
nNoKpbiTasi 060/104K0MN

meets the requirements /
yAoBneTBopseT Tpe6oBaHUAM

Physical tests /
UcnbiTatue dusnyeckux cBOUCTB

Mean weight / CpeaHuii Bec

609.7 mg £ 3 %
609.7 Mr £ 3 %

599.7 mg / mr

Individual weight / UhanBnayanbHbI BEeC

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

meets the requirements /
yAaoeneTsopser Tpe6oBaHUAM

Hardness (acc. to Ph. Eur.) / TeepgocTb
(B coots. ¢ Ph. Eur.)

= 60 N/H

174 N/H

Dimensions / Pa3Mepbl

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

meets the requirements /
yAoBnetTsopseT Tpe6oBaHuAM

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

Eur.)

NoTtepu npu cywke (34 /1050C; B cooTs. ¢ Ph.

<3%

1%

Disintegration time / Bpemsa pacnaaa

< 30 minutes / MUHYT

< 25 minutes / MUHYT

Composition / Coctas

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka,nokpbiTaa 060104KON, COAEPXKUT Cneaylolme BUTaMnHbI U MUKPO3/IEMEHT B KOMIMUECTBAX HE MeHee:

Vitamin C (Ascorbic acid) /
Butamnu C (AckopbuHOBas KMcnota)

(as calcium ascorbate) / 110 mg/mr weighed in / B3BeweHo
(B dhopme ackopbata kanbums)
Nicotinamide / HukotuHamug 15 mg/mr weighed in / B3BewWweHo
Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / 13 mg/mr weighed in / B3BeweHo
(B dopme dl-anbda-Tokodepona auerata)
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Quality and Safety Certificate / CepTtu¢gukar kauecrsa u 6esonacHocTun

CAT. NO. / KAT. N¢
81725422
Russia/ Poccus

BATCH / CEPUA
1037C60101

BATCH SIZE /OBbEM NAPTUU
95.395 Packs

Production date: / flata usrotoBneHus:
Expiry date: / Cpok rogHocTu:

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

03.03.2021

DD.MM.YYYY/Yucno,Mecsau, rog,

DESIGNATION/ HAMMEHOBAHMUE
FEMIBION® NATALCARE I / ®EMUBUOH® HATANKEP I
film coated tablets / Ta6neTku, nokpbiTbie 060N0UKON

01.2021 / mecsiy, roa,
01.2023 /mecsiy, rop,

XpaHUTb B CyXOM HEAOCTYNHOM Ans AeTen MecTe Npyv KOMHaTHOM
Temnepartype He Bbiwe 25C

Pantothenic acid / NaHTOTEHOBas KMcnoTa
(as calcium pantothenate) /
(B ¢popMe naHTOTEHaTa Kanbums)

6 mg/mr

weighed in / B3BeweHo

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasunt)

1.6 mg/mr

weighed in / B3BeweHo

Vitamin B6 (pyridoxine) /

ButamnH B6 (NMpUAOKCUH)

(as pyridoxine hydrochloride) /

(B hopMe NUPUAOKCUHA rMapoOXaopuAaAa)

1.9 mg/mr

weighed in / B3BeweHo

Vitamin B1 (thiamine) / ButammuH Bl (TMamMumH)
(as thiamine nitrate) / (8 dopme HuTpaTta
THaMKUHa)

1.2 mg/mr

weighed in / B3BeLwweHo

Folate / donat
o folic acid / honueBas kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme conu kanbums L-metundonar)

400 Hg / MKr

e 200 pg / Mkr

e 208 ug / mkr (equal to 200
Hg folic acid) / (cooTBercTBYeET
200 mkr ponneBoi KUCNOThbI)

weighed in / B3BewweHo

Iodine / Woa

He 6bonee yem 1,0

(as potassium iodide) / (B8 dopmMe noaguaa 150 Hg / MKr weighed in / B3BeweHo
Kanus)
Biotin / 6uoTnH 60 Mg / MKr weighed in / B3BeweHo
Vitamin B12 (cyanocobalamin . .
Butamutx Blz( (?.lmaHOKOGBHaMI)Mf) 3.5 Mg / mir weighed in / s3seweno
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3NIEMEHTDI Mr/ kr, He 6onee uem Mr / kr
not more than 5.0 /
L 0.0
ead / Ceuneu He 6onee yem 5,0
not more than 1.0 /
i M <0.01
Cadmium/ Kaamui He 6onee yem 1,0
Arsenic/ MblwbsK UCSUET C IO A0 < 0.005
He 6onee yem 3,0
Mercury/ PryTb not more than 1.0 / < 0.005
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&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTun

03.03.2021
DD.MM.YYYY/Yucno,mecsy, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME
81725422 FEMIBION® NATALCARE I / ®EMUBWUOH® HATANKEP 1
Russia/ Poccus film coated tablets / TabneTtkn, nokpbiTble 060/10UKON
BATCH / CEPUA Production date: / Bata nsrotoBnenus: 01.2021 / mecsu, roa
1037C60101 Expiry date: / Cpok roaHocTu: 01.2023 /mecsiu, roa,

BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature
95.395 Packs not more than 25'C/
XpaHWUTb B CyXOM HEAOCTYMHOM ANA AEeTelh MecTe Npu KOMHATHOW
TeMnepaType He Bblwe 25°C

Pesticides/ mg / kg, not more than mgqg / kg
NecTuumabt Mr / xr, He Gonee uem Mr / kr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.005
CyMMa u3oMepos MXLIM He 6onee yem 0,1
Dichlorodiphenyltrichloroethane and its not more than 0.1 / < 0.005
metabolites/ AAT 1 ero MeTabonuTsl He 6onee yem 0,1

not permitted (<0,002) /

Aldrin/ AnapuH He gonyckaetcs (< 0,002) < 0.001
not permitted (<0,002) / He
Heptachlor/ F'entaxnop ponyckarotcs (< 0,002) < 0.001
Microbiological indices/
Mukpobuonoruueckue nokasarenu
4
QMAFANM cfu/g / KMAGAHM KOE/ ST AL AR )12 < 10 CFU/g

He 6onee yeM 5 x 10* KOE/r

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

not permitted / He aonyckarTca

BakTepuu rpynnbl kuwedHou nanovyku B 0,1 r 06HapyXeHbl
. . not detected / He
E.coli in 1g / KuweyHas nanoukaB 1 r not permitted / He aonyckatoTcs O6HAPYKEHbI

Pathogenic microorganisms,

Salmonellas inclusive in 10 g / not detected / He

not permitted / He gonyckatoTcs

NaTtoreHHble MUKPOOPraHU3Mbl, B.T.u. o6HapyxeHbl
canbMoHensbl, B 10
Moulds (incl.Yeasts)/ not more than 100 cfu/g / < 10 CFU/g

Nnecexn (B cymme B Apoxokamu), cfu/g/KOE/r He Gone,e\qu 100 KOE/r

Date of release / [laTta Bbinycka

03 MAR 2021 |

DD.MM.YYYY / Yucno, mecsiy, rog Mag. DI Thomas Unteregger
Release office / Bbinyck oduc
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Statement of Conformity

Brand Name:
FEMIBION NATALCARE 1

Product Description: Batch Number: Package Size:
FEMIBION NATALCARE I (30 TABL) - RU 1037C60101 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:

28 JAN 2021 JAN 2023

Lot Quantity: Unit of Measure:

95,395.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040036553757

Bulk batches consumed in the reported Batch Code:

Batch No: 0006304788, Manufacturing Date:28.01.2021

Batch No: 0006304791, Manufacturing Date:29.01.2021

Batch No: 0006304790, Manufacturing Date:28.01.2021

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. Katrin Gruber (DN4228) / Qualified Person 03.03.2021

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 03.03.2021 Page: 1 of 1
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