&

Quality and Safety Certificate / Ceptndukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81725420

23.04.2021

DESIGNATION/ HAMMEHOBAHME

DD.MM.YYYY/Yucno,mecsy, roa

FEMIBION® NATALCARE II/ ®EMUBUOH® HATAJNKEP II

Russia/ Poccuna
Kancyno

BATCH / CEPUA

304221A

BATCH SIZE /OBBEM NAPTUW
than 25'C/

96.228 Packs
Bblwe 25C

Production date: / fata uarotosneHus:
Expiry date: / Cpok rognocTu:
Store in a dry place, not available for children, under the room temperature not more

film coated tablets and soft capsules / TabneTku, NoKpbITbIe 060NOUKON, N MArKNe

01.2021 /mecsu, roa
01.2023 /mecsiy, roa

XpaHuTb B CYXOM HEAOCTYNHOM ANsl AETei MecTe Npu KOMHATHOM TeMnepaType He

ANALYTICAL DATA TABLETS/
AHANTNTUYECKUE NAHHBIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YJ/1IbTATbDI

Description / Onucanuune

Appearance / BHewHwit BuA

light pink film coated tablet /
CBeT/N0-po30Basn Tabnervka,
NoKpbITas 060104KON

meets the requirements /
yAoBNETBOpAEeT TpeboBaHUAM

Physical tests /
UcnbiTanune dn3nuecknx cBoncTs

Mean weight / CpeaHuit Bec

609.7mg+3 %
609,7 Mr £ 3 %

596.9 mg / mr

Individual weight / UHansnayanbHbiti BEC

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. ¢ Ph. Eur.

meets the requirements /
yaoenetrsopseT Tpe6oBaHUAM

Hardness (acc. to Ph. Eur.) / Teepaoctb
(8 coots. ¢ Ph. Eur.)

=260N/H

196N/ H

Dimensions / Pa3Mepbl

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

meets the requirements /
YAOBNETBOPSET TPeboBaHNAM

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

Eur.)

Rotepu npu cywke (34 /1050C; B cooTB. C Ph.

<3%

2%

Disintegration time / Bpema pacnaga

< 30 minutes / MUHyT

< 29 minutes / MUHYT

Composition / CocTtas

One film coated tablet at least contains the following vitamins and trace element:
Onna Tabnetka,nokpbiTasn 060104KOW, COACPXUT Cneaylowne BUTaMUHb U MUKPO3NEMEHT B KONUUYECTBAaX He MeHee:

Vitamin C (Ascorbic acid) /
Butamun C (AckopbruHoBas Kucnora)

(as calcium ascorbate) / 110 mg/mr weighed in / B3seweHo
(8 dopmMe ackopbaTta Kkanbums)
Nicotinamide / HukotuHamua 15 mg/mr weighed in / B3BelEeHO
Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / 13 mg/mr weighed in / B3seweHo
(B dopme dl-anbda-Tokodepona auerara)
Pantothenic acid / NanToTeHoBaA kucnora
(as calcium pantothenate) / 6 mg/mr weighed in / B3BeweHoO
(B bopMe naHTOTEHaTa Kanbuma)
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&

Quality and Safety Certificate / CepTudmkar kauecresa n 6esonacHocTu

23.04.2021
DD.MM.YYYY/Yucno,mecnu, roa

CAT. NO. / KAT. N2
81725420

DESIGNATION/ HAMMEHOBAHME

FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II
film coated tablets and soft capsules / Tabnetkun, NoKpbITbie 060N0YKOIR, N MArKKe
Kancynol

Russia/ Poccun

BATCH / CEPUA
304221A
BATCH SIZE /OBbEM NAPTUU

Production date: / lata usrotosnexuns: 01.2021 /mecau, roa

Expiry date: / Cpok rogHocTu: 01.2023 /mecsu, roa

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

XpaHUTb B CYXOM HEAOCTYNHOM AN AETei MecTe Npu KOMHATHOW TeMnepaType He
Bblwe 25°C

96.228 Packs

Vitamin B6 (pyridoxine) /
ButamuH B6 (NMpUAOKCHH)

(as pyridoxine hydrochloride) / 1.9 mg/mr Wl LS
(8 dopMe NnupuMaAOKCHUHa rnapoxnopuaa)

;:::?JE:;Z({F"B‘%‘:%’AZ)J 1) 1.6 mg/Mr weighed in / B3seweHo
Vitamin B1 (thiamine) / Butamun Bl (Tnamumn)

(as thiamine nitrate) / (8 ¢opme HUTpaTa 1.2 mg/mr weighed in / B3BeweHo
TUaMuHa)

Folate / ¢ponar 400 Mg / MKkr

¢ folic acid / donuesas kucnorta

¢ L-methylfolate / L-meTundgonar

(as Calcium salt L-methylfolate ) /

(8 dopme conu Kanbumua L-metundonar)

e 200 ug / MKr

e 208 pg / Mkr (equal to 200
ug folic acid) / (coorsercrByer
200 MKr (ponuneBoit KNCNROTHI)

weighed in / B3BeweHo

Iodine / Woa
(as potassium iodide) / (B ¢popMe noamaa
Kanus)

150 ug / MKkr

weighed in / B3BelweHo

Biotin / 6uoTuH

60 ug / MKkr

weighed in / B3BewWweHo

Vitamin B12 (cyanocobalamin) /
Butamuu B12 (unaHoko6anaMuH)

3.5 Hug / MKr

weighed in / B3BeweHo

mg / kg, not more than

He 6onee yem 1,0

JToxic elements/ mg / kg
Mr/ kr, He 6onee yem
TOKCUUHbIE 3/1IEMEHTbI / s Mr / xr
not more than 5.0 /
0.0
Bl e He 6onee uem 5,0
not more than 1.0/
i 7 < 0.01
Cadmium/ Kaauui He 6onee yem 1,0
Arsenic/ Mblwbak e 0.0
He 6onee vyem 3,0
Mercury/ PTyTb not more than 1.0 / < 0.005

P&G Heaith 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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&

Quality and Safety Certificate / CepTudukar xauecrsa n 6esonacHocT

CAT. NO. / KAT. N2
81725420

Russia/ Poccusn
BATCH / CEPMA

304221A
BATCH SIZE /OBbEM NAPTUU

96.228 Packs

23.04.2021
DD.MM.YYYY/Mucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® NATALCARE II/f ®EMUBUOH® HATANKEP II
film coated tablets and soft capsules / TabneTkn, NOKpbITbIE 060MOYKON, U MArKne
Kancynbi

Production date: / iaTa M3rotoBneHus: 01.2021 /mecsu, roa

Expiry date: / Cpok rogHocTu: 01.2023 /mecsu, roa

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

XpaHuUTb B CyXOM HEAOCTYNHOM ANS AeTeil MecTe Npu KOMHATHOM TeMnepaTtype He
Bblwe 25C

Pesticides/ mg / kg, not more than mg / kg
MecTuuunab! Mr / kr, He 6onee uem Mr / kr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1/ < 0.005
Cymma u3omepos XU He Gonee uem 0,1 )
chhIorqduphenyltrlchloroethane and its Ay
metabolites/ He Gonee vem 0.1 < 0.005
OAOT v ero meTabonuTol !
. not permitted (<0,002) /

Aldrin/ AnapuH He aonyckaercs (< 0,002) < 0.001

not permitted (<0,002
Heptachlor/ lentaxnop He n%nycxamc(ﬂ (< 0,30/2) < 0.001
Microbiological indices/
Mukpobuonornueckue NoKasarenu

t h &

QMAFANM cfu/g / KMAGAHM KOE/r not more than 5 x 10% cfu/g / < 10 CFU/g

He 6onee yeMm 5 x 10* KOE/r

Bacteria of colon bacillus groups in 0.1g /

t detect
not permitted / He AonyckatoTca no ed / ne

BakTepuy rpynnel KUWEYHoN nanovku 8 0,1 r O6HapyXeHbl
not detected / He
E.coliin 1g / KuweuyHas nanoukas 1 r not permitted / He AonyckawTcA o6HapyXeHbl

Pathogenic microorganisms,

Salmonellas inclusive in 10 g /

not permitted / He aonyckatotcs not detected / He

MNnecenun (B cymme B Apoxokamm), cfu/g/KOE/r

NaToreHHble MUKPOOPraHu3Mel, B.T.u. O6GHapyXeHb!
canbMoHennos, 8 10 r
Moulds (incl.Yeasts)/ not more than 100 cfu/g /

< 10 CFU/g

He 6onee yem 100 KOE/r

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ® Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceptudmnkar kauecrsa n 6esonacHocTH

CAT. NO. / KAT. N2
81725420

23.04.2021

DD.MM.YYYY/Hucno,mecay, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® NATALCARE 11/ ®EMUBUOH® HATANKEP I1

Russia/ Poccun
Kancynbol

BATCH / CEPUA

304221A

BATCH SIZE /OBbEM MAPTUU
than 25°C/

96.228 Packs
Bbiwe 25C

Production date: / Qlata n3rotoBneHus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

film coated tablets and soft capsules / Tabnetku, NoKpbITbie 060NOYKON, U MATKUE

01.2021 /mecsu, rop
01.2023 /mecsy, roa

XpaHuTb B CYXOM HEAOCTYNHOM ANst AeTel MeCTe Npu KOMHATHOW TeMnepatype He

ANALYTICAL DATA CAPSULES/
AHANTUTUYMECKUE BAHHBIE KANCYAbI

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJIbTATbI

Description / Onucanue

Appearance / BHewHwnit Bug

transparent soft capsules filled
with pale yellow oil / npo3payHble
MArKWe Kancynbl, HanonHeHHble
CBETNO-XENTbIM Mac/NioM

meets the requirements /
yAOBNETBOPAET TpeboBaHUAM

length 14.3 - 16.1 mm/

Dimensions / Pa3Mepb! AnuvHa: 14,3 - 16,1 MM meets the requirements /
thickness 8.8 - 10.1 mm/ yaosneTeopseT TpeboBaHUAM
TonwmHa: 8,8 - 10,1 MM

Odour / 3anax

almost odourless / noutu 6e3
3anaxa

meets the requirements /
YAOBNETBOPSET TpeboBaHUAM

Physical tests /
Ucnsbitanue dunsnuecKkuXx cCBOWCTB

Mean weight / CpeaHvwit Bec

capsule mass: 706.5 - 780.8 mg /
Macca kancynel: 706,5 - 780,8 mr
filling mass: 492.8 - 544.6 mg /
Macca HanonHeHus: 492,8 - 544,6
Mr

733.3mg/ mr

507.5 mg/ mr

Individual weight / UHanBUAaYyanbHbIN BEC

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cooTtB. ¢ Ph. Eur.

meets the requirements /
yaoenersopset TpebosaHuAM

Composition / Cocras

One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM creaylouee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHosas kucnora (ArK)

2200 mg/ mr

261.000 mg / Mr

Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / (8 ¢opme di-
anbda-Tokodepona auerara)

114 -144mg/
11,4 - 14,4 mr

12.000 mg / mr

Oxidation number (corresponds to acid
number) / Yucno okncneHus (CooTBeTCTBYET
KMCNOTHOMY 4ncay)

not more than 4.0 mg KOH/g /
He 6onee uem 4,0 mr KOH/r

0.126 mg KOH/g
/ mr KOH/r

Peroxide number / NepekucHoe ynucno

not more than 10.0 meq/kg /
He 6onee yem 10,0 M3kB/KI

1.700 meq/kg / make/kr

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

www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceptucdukar kauecrsa n 6eaonacHoctTun

23.04.2021
DD.MM.YYYY/Uucno,Mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHME
81725420
FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II
Russia/ Poccus film coated tablets and soft capsules / TabneTkn, NOKpbITbIE 060NOUKONR, N MArKKe
Kancynbl
BATCH / CEPUA Production date: / lata usrotosnenus: 01.2021 /mecsy, roa
304221A Expiry date: / Cpok rogHocTu: 01.2023 /mecsu, roa
BATCH SIZE /OBbEM NAPTUMN Store in a dry place, not available for children, under the room temperature not more
than 25°C/
96.228 Packs XpaHuTb B CyXOM HEeAOCTYNHOM ANA AeTeil MecTe NpyU KOMHAaTHOM TeMnepaTtype He
Bblwe 25°C '
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHbIE 3NIEMEHTb! Mr / kr, He 6onee Mr / kr
t han 1.
Lead / CeuHeu not more than 1.0 / < 0,01
He 6onee uem 1,0
h 2
Cadmium/ Kaamuii not more than 0.2 / < 0,01
He 6onee yem 0,2
h .
Arsenic/ Mbiwbsk S (Ul < 0,01
He 6onee yem 1,0
not more than 0.30/
0,01
Mercury/ PTyTe He 6onee yem 0,30
s mg / kg , not more than
Pesticides/ ur / kr, He Gonee :1r9//K|:_9
MecTuunan!
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.01
CymMa usomepos MXUr He 6onee uem 0,1

Dichlorodiphenyltrichloroethane and its
not more than 0.2 /

metabolites/ . 02 < 0,005
He 6onee uem 0,
AAT v ero metabonuThbl

Aldrin/ AnapuH less than 0.002/mMeHee uem 0,002 | < 0,001
Heptachlor/ 'entaxnop less than 0.002/meree yem 0,002 | < 0,001

o o not more than 0.000002 mg /kg
Diossina (calculation into fat)/AuokcuHbl (B 0,00000027828 mg /kg
nepecyeTe Ha Xup) He Gonee yem 0,000002 mr / kr 0,00000027828 Mr / kr
Polychloric bephenyl/NonuxnopupoBaHHble not more than 3.0 mg/Kg / 0.00120006799 mg /Kg
6udenunsbl 0,00120006799 w™mr / kr

He bonee uem 3,0 Mr/ kr

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 5of 6 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceprugukar kauecrsa u 6esonacHocTn

CAT. NO. / KAT. N2

23.04.2021
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

81725420

FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II

Russia/ Poccuna
Kancysol

BATCH / CEPUA

304221A

BATCH SIZE /OBbEM MAPTUU
than 25'C/

96.228 Packs
Bbiwe 25C

Production date: / lata u3rovoBneHus:
Expiry date: / Cpok rogHocTh:
Store in a dry place, not available for children, under the room temperature not more

film coated tablets and soft capsules / TabneTkn, NOKpbITLIE 060N10UKON, U MArKUe

01.2021 /mecsu, roa
01.2023 /mecau, rop,

XpaHuTb B CyXOM HeZOCTYMHOM ANa AeTei MecTe Npu KOMHaTHOW TemnepaTtype He

Bq / kg, not more than

He 6onee yem 100

Radioactivity/ Bq / kg
BK / kr, He 6onee uem
PaanoakTusHOCTb / wr Bk / kr
t than 1
Cesium-137 / Lieauit-137 Nt lgg/ <0.5
h
Strontium-90 / CTPOHLMA-90 i t[OrCiCie R OO <0.14

Microbiological indices/
Mukpobuonornueckune noxkasarenum

QMAFANM cfu/g / KMAGAHM KOE/r

not more than 1 x 10* cfu/g /
He 6onee yeM 1 x 10* KOE/r

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

Bacteria of colon bacillus groups in 0.1g /

Baktepuu rpynnb! kmwe4yHov nanoukn B 0,1 r

not permitted / He aonyckatoTca

not detected / He
o6HapyxXeHbl

E.coliin 1g / KuweyHasa nanouka s 1 r

not permitted / He aonyckaloTcs

not detected / He
o6HapyXeHbl

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaTtoreHHble MUKPOOPraHu3Msl, B.T.\4.
canbMoHennbl, B 10 r

not permitted / He aonyckatoTcs

not detected / He
0O6HapyxeHb!

S.aureus, in 1,0 g/
3onotucrbit ctadppunokkok 8 1,0 r

not permitted/He aonyckaiwTcs

not detected / He
o6HapyXeHbl

Yeast/ Apoxokn, cfu/g / KOE/r

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

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

Moulds/ Mnecenn, cfu/g / KOE/r

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

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

Date of release / [laTa Bbinycka

2 3 APR 2021

1

DD.MM.YYYY / Yucno, mecay, roa

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

www.pg.com

Mag. Katrin Gruber
Release office / ot

Rechtsform: Offene Gesellscha
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SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA .
Statement of Conformity

Brand Name:

FEMIBION NATALCARE 2

Product Description: Batch Number:
FEMIBION 400 + DHA (30TBL + 30CPS) - RU 304221A

Importing Country: Dosage Form:

RU combi pack capsule, soft / tablet
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81725420 81725420

Date of Manufacturing: Expiration Date:
29 JAN 2021 JAN 2023

Lot Quantity: Unit of Measure:
96,228.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036569081

Bulk batches consumed in the reported Batch Code:

Batch No: 0006414715, Manufacturing Date:28.09.2020

Batch No: 0006304793, Manufacturing Date:29.01.2021

Batch No: 0006304796, Manufacturing Date:01.02.2021

Batch No: 0006304794, Manufacturing Date:01.02.2021

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 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:
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

Printed by: DN4228 Print Date: 31.03.2021

PeG

Package Size:
2x30

Package Type:

blisters

Page: 1 of 2



SPITTALPLANT-P&GHEALTH

AUSTRIA
HOESSLGASSE 20 &
SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Usage Decision Code:
ACC - Accept

Approved By:. Date Approved:
Mag. Katrin Gruber (DN4228) / Qualified Person 31.03.2021

This document was signed electronically and is valid without signature.
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