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Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

28.07.2021
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2
81725420

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® NATALCARE II/ ®EMUBUOH® HATAJIKEP II
film coated tablets and soft capsules / TabneTku, NoKpbITbie 060A0UKON, U MArKUe
Kancynbl

Russia/ Poccuna

BATCH / CEPUA
340621A
BATCH SIZE /OEbEM NMAPTUU

Production date: / flaTta u3rotoBnexus: 06.2021 /mecsu, roa

Expiry date: / Cpok roaHocTu: 06.2023 /mecsu, roa

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

XpaHuTb B CYXOM HEeAOCTYNHOM ANs AeTeid MecTe NPU KOMHaTHOM TeMnepaType He
Boiwe 25C

64.780 Packs

ANALYTICAL DATA TABLETS/
AHANTUTUMECKWE AAHHBLIE TABNIETKW

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3YNIbTATDI

Description / OnucaHue

Appearance / BHewHWi Bua

light pink film coated tablet /
CBETNO-poO30Ban Tabnerka,
nokpbiTas o6ono4koi

meets the requirements /
yaosneTsopseT TpetoBaHuaM

Physical tests /
UcnbiTaHue dusnuecknux cCBONCTB

Mean weight / CpeaHwii Bec

609.7mg + 3 %
609,77 Mr £ 3 %

609.8 mg / Mr

Individual weight / UHaneBmayanbHsbIi Bec

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

meets the requirements /
yaosnetTsopseT TpebosaHuamM

Hardness (acc. to Ph. Eur.) / TeepaocTb
(B cootB. € Ph. Eur.)

Z60N/H

165N /H

Dimensions / Pa3Mepsbl

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 /
yaosneTsopsaeT TpeboBaHuaM

Eur.)

Loss on drying (3h/1050C; acc. to Ph. Eur.) /
Notepu npu cywke (34 /1050C; B cooTs. c Ph.

<3%

2%

Disintegration time / Bpemsa pacnaaa

< 30 minutes / MUHYT

< 21 minutes / MUHYT

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka,nokpbiTas 060104KON, COASPXUT CNEAYIOWVE BUTAMKUHbE U MUKPOINEMEHT B KONUYECTBAX HE MeHee:

Vitamin C (Ascorbic acid) /
Buramud C (Ackop6uHoBas kucnora)

(as calcium ascorbate) / 110 mg/mMr weighed in / B3BeweHo
(8 dhopme ackopbaTa kanbuma)
Nicotinamide / HukoTuHamua 15 mg/mr weighed in / B3seweHoO
Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / 13 mg/mr weighed in / B3BeweHo
(B dopme dl-anbda-Tokodepona aueraTa)
Pantothenic acid / NaHToTEHOBaA KMCnoTa
(as caicium pantothenate) / 6 mg/mr weighed in / B3BeweHo
8 ¢opMe naHToTeHaTa Kanbums)
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81725420

Russia/ Poccusa
BATCH / CEPMA

340621A
BATCH SIZE /OBBbEM NAPTUN

64.780 Packs

28.07.2021
DD.MM.YYYY/U4ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II
film coated tablets and soft capsules / TabneTtku, NokpoiTble 06010UKON, U MArkue
Kancyneol

Production date: / flaTta usrorosneHusa: 06.2021 /mecsy, roa

Expiry date: / Cpok rogHocTH: 06.2023 /mecsu, roa

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

XpaHuTb B CyXOM HEAOCTYNHOM ANA AeTeil MecTe NpyM KOMHATHOMI TeMnepaTtype He
Bbiwe 25C

Vitamin B6 (pyridoxine) /
ButamuH B6 (NMpuAOKCUH)

THaMunHa)

(as pyridoxine hydrochloride) / 1.9 ma/mr weighed In / e3seweno
(B ¢opMe NUPHAOKCUHA rMapoxnopuaa)

Vitamin B2 (riboflavin) / . .

BuTamut B2(pv60hnasiH) 1.6 mg/mr weighed in / B3BeweHo
Vitamin B1 (thiamine) / ButaMnx B1 (TaMumnH)

(as thiamine nitrate) / (B ¢popme HuTparta 1.2 mg/mMr weighed in / B3BeweHo

Folate / ¢onar
» folic acid / ¢onuesas kucnota
¢ L-methylfolate / L-metunconar
(as Calcium salt L-methylfolate ) /
(8 dopmMe conu kanbuus L-metundonar)

400 Hg / MKr
e 200 pg / Mkr
e 208 ug / mkr (equal to 200
ug folic acid) / (cooTrBercrByer
200 Mkr cbonneBoin KUCNOTLI)

weighed in / B3BeweHo

Iodine / loa
(as potassium iodide) / (8 ¢popme noauaa
Kanus)

150 g / MKr

weighed in / B3BeweHo

Biotin / 6noTuH

60 ug / MKkr

weighed in / B3BeweHo

Vitamin B12 (cyanocobalamin) /
ButamMuH B12 (umaHoko6anaMuH)

3.5 ug / MKkr

weighed in / B3BeweHo

mg / kg, not more than

He 6onee uem 1,0

Toxic elements/ mg / kg
Mr/ «r, He 6onee ueM

TokcuuHble 31EMEHTbI / we, Mr / Kr
not more than 5.0 /

0.0

Lead / Canren He 6onee yem 5,0

not more than 1.0 /
i " < 0.01

Cadmium/ Kaamui He 6onee uem 1,0

Arsenic/ Molwbsak S WG Y < 0.005
He 6onee uem 3,0

Mercury/ PTyTb not more than 1.0 / < 0.005
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&

Quality and Safety Certificate / CepTudmkar kauecrsa u 6esonacHocTu

CAT. NO. / KAT. N2
81725420

28.07.2021

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

DESIGNATION/ HAUMEHOBAHME

FEMIBION® NATALCARE I/ ®EMUBUOH® HATANKEP II

Russia/ Poccus
Kancynol

BATCH / CEPUA
340621A
BATCH SIZE /OBbEM NAPTUN

Production date: / faTa usrotosneHus:
Expiry date: / Cpok rogHocTn:
Store in a dry place, not available for children, under the room temperature not more

film coated tablets and soft capsules / TabneTku, NoKpbiToie 060N104KON, U MArkue

06.2021 /mecsu, roa
06.2023 /mecsu, roa

than 25'C/
64.780 Packs XpaHuTb B CYXOM HEAOCTYNHOM Ansl AeTeW MecTe Npu KOMHATHOM TeMnepaTtype He
Bblwe 25C
Pesticides/ mg / kg, not more than mg / kg
MecTuuuabl Mr / Kkr, He 6onee ueM Mr / kr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.005
Cymma usomepoB MXLUIC He 6onee yem 0,1 '
chhlorog|phenyltr|chloroethane and its T
metabolites/ < 0.005
He 6onee uem 0,1
T n ero Mmetabonutol
. not permitted (<0,002) /
Aldrin/ AnapuH He ponyckaetcs (< 0,002) < 0.001
not permitted (<0,002) /
Heptachlor/ F'entaxnop s A%nycxam‘éa (< 01302) < 0.001
Microbiological indices/
Mukpo6uonorunyeckne nokasarenu
104 cf
QMAFANM cfu/g / KMA®AHM 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 /

not permitted / He gonyckatorcs

not detected / He

bakTepum rpynnbl KMWeyHon nanoukn 8 0,1 r O6HapyxeHsi
not detected / He
E.coli in 1g / KnweuHas nanouka s 1 r not permitted / He aonyckatorcs 06HapyXeHb!

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/

not permitted / He ponyckalotca

not detected / He

Mnecexu (B cymme 8 fipoxokamu), cfu/g/KOE/r

He 6onee yem 100 KOE/r

NaroreHHble MUKPOOPraHU3Mbl, B.T.u. 06HapyXeHb!
cansMoHennst, B 10 r
Moulds (incl.Yeasts)/ not more than 100 cfu/g /

< 10 CFU/g

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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Rechtsform: Offene Gesellschaft (OG)
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&

Quality and Safety Certificate / CepTudnkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81725420

28.07.2021

DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® NATALCARE II/ ®EMUBNOH® HATAJIKEP II

Russia/ Poccuna
Kancynbl

BATCH / CEPMA

340621A

BATCH SIZE /OBbEM NAPTUU
than 25C/

64.780 Packs
sbiwe 25C

Production date: / flata nsrotosnexnns:
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 060NOUKON, N MATKUE

06.2021 /mecsu, roa
06.2023 /mecau, roa

XpaHuTb B CYXOM HEeAOCTYNMHOM ANs AeTelt MecTe Npu KOMHATHOM TeMnepaType He

ANALYTICAL DATA CAPSULES/
AHANTUTUYECKME AAHHDIE KAMNCY/ bl

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3YJIbTATbI

Description / OnucaHue

Appearance / BHewHnuii Bua

transparent soft capsules filled
with pale yellow oil / npo3spauHbie
MArKUE Kancynbl, HANOMHEHHbIe
CBETNO-XENTbIM MAcNoM

meets the requirements /
yAOBneTBOpsieT TpeboBaHUsaM

length 14.3 - 16.1 mm/

Dimensions / PasMepbl aAnvHa: 14,3 - 16,1 MM meets the requirements /
thickness 8.8 - 10.1 mm/ yaosneTeopsieT TpeboBaHUAM
TonwuHa: 8,8 - 10,1 MM

Odour / 3anax

almost odourless / noutu 6e3
3anaxa

meets the requirements /
yAoBneTsopser TpebosaHnam

Physical tests /
UcnbiTaHue pusnyecKknx cBoncTs

Mean weight / CpeaHuit Bec

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

741.4 mg / mr

513.2 mg/ Mr

Individual weight / UHauBnayanbHbIf BeC

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

meets the requirements /
yaosneTsopser TpeboBaHuaAM

Composition / Cocras

One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM cneaytoulee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHoBas kucnota (ArK)

2200 mg/wmr

264.000 mg / Mr

Vitamin E / Butamud E
(as dl-a-tocopherol acetate) / (8 popme dli-
anbda-Tokodepona auerarta)

11.4-144mg/
11,4 - 14,4 mr

12.100 mg / mr

Oxidation number (corresponds to acid
number) / Y4cno okucneHus (COOTBETCTBYET
KWCMOTHOMY 4UCiy)

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

0.220 mg KOH/g
/ mr KOH/r

Peroxide number / NepekuncHoe uncno

not more than 10.0 meq/kg /
He 6onee uem 10,0 MakB/KI

2.320 meq/kg / MakB/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
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&

Quality and Safety Certificate / CepTudukar kauecresa n 6esonacHocTH

CAT. NO. / KAT. N2
81725420

Russia/ Poccuna

BATCH / CEPUA
340621A
BATCH SIZE /OBbEM NAPTUU

64.780 Packs

28.07.2021
DD.MM.YYYY/Uucno,mecsiu, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® NATALCARE 11/ SEMUBNOH® HATANKEP II
film coated tablets and soft capsules / Tabnertku, NoKpbITbie 060NOUKON, U MArkUe
Kancynsl

Production date: / lata u3rotoBneHus: 06.2021 /mecsau, roa

Expiry date: / Cpok rogaHocTu: 06.2023 /mecsu, ron

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 Npu KOMHATHON TeMnepaTtype He
Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCHUYHDbIE 3IEMENThI Mr / xr, He 6onee Mr / kr
not more than 1.0 /
< 0,01
Lead / Cauney He 6onee yem 1,0
. not more than 0.2 /
. < 0,01
Cadmium/ Kaamuia He 6onee yem 0,2
Arsenic/ MblwbAk hot mofe than"2.0p < 0,005
He 6onee yem 1,0
not more than 0.30/
PT < 0,005
Mercury/ PryTs He 6onee uem 0,30
. mg / kg , not more than
Pesticides/ Mr / kr, He 6Gonee :19 / kg
MecTuMAbI r/wr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0,005
Cymma usomepos MXUI He 6onee uem 0,1
Dichlorodiphenyltrichloroethane and its
] not more than 0.2 /
metabolites/ < 0,005
He 6onee uem 0,2
AA0T u ero MeTabonuTol
Aldrin/ Anapux less than 0.002/menee yem 0,002 | < 0,001
Heptachlor/ l'entaxnop less than 0.002/mMeHee yem 0,002 | < 0,001
o o not more than 0.000002 mg /kg
Diossina (calculation into fat)/OuokcuHel (8 0,00000163000 mg /kg
nepecyere Ha Xup) He 6onee yem 0,000002 mr / kr 0,00000163000 Mr / kr
Polychloric bephenyl/MonuxnopuposanHsie not more than 3.0 mg/Kg / 0.00120000000 mg /Kg
6udeHunsl He Gonee uem 3,0 MF / K 0,00120000000 ™Mr / kr

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / CepTudmkar kauecrsa n 6esonacHoCTu

CAT. NO. / KAT. N2

28.07.2021
DD.MM.YYYY/4ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHMUE

81725420

FEMIBION® NATALCARE II/ ®EMUBNOH® HATAJIKEP II

Russia/ Poccun
Kancynbi

BATCH / CEPUA

340621A

BATCH SIZE /OBBEM NAPTUMN
than 25'C/

64.780 Packs
Bblwe 25C

Production date: / laTa usrotosnexus:
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 06010YKON, U MArKKE

06.2021 /mMecsu, roa
06.2023 /mecsu, rop

XpaHuTb B CYXOM HEAOCTYNHOM ANsl AeTell MecTe NPpu KOMHaTHOM TeMnepaType He

Bq / kg, not more than

He 6onee yem 100

Radioactivity/ Bq / kg
Bk / kr, He 6onee uem
PaanoaKkTMBHOCTb / wr Bk / kr
th 1
Cesium-137 / Ueaui-137 :?6’;‘1’;2 ot 138/ <0.10
Strontium-90 / CtpoHunin-90 not more than 100 / < 0.30

Microbiological indices/
Mukpo6uonornueckue noxkasarenum

QMAFARM cfu/g / KMA®AHM KOE/r

not more than 1 x 10* cfu/g /
He 6onee 4eMm 1 x 10* KOE/r

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

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnbl KMwe4Hon nanoykm 8 0,1 r

not permitted / He aonyckatotca

not detected / He
06HapyXeHbl

E.coli in 1g / KnweyHas nanouka s 1 r

not permitted / He ponyckatorcs

not detected / He
OBGHapYXeHb!

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNavoredHble MUKPOOPraHU3Mbl, B.T .\,
cansMoHennsl, B 10 r

not permitted / He aonyckatotcs

not detected / He
o6HapyxeHbl

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

not permitted/He aonyckatorca

not detected / He
o6HapyxeHbl

Yeast/ Apoxoku, cfu/g / KOE/r

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

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

Moulds/ Nnecenu, cfu/g / KOE/r

not more than 100 cfu/g /
He 6on£}<qm 190 KOE/r

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

Date of release / flara Bbinycka

28 JUL 2021

-

DD.MM.YYYY / Yucno, mecsiuy, roa

Mag. Thomas Unteregger

Release office / otaena paspetueHus

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
WwWWw.pg.com
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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 340621A

importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81725420 81725420

Date of Manufacturing: Expiration Date:

07 JUN 2021 JUN 2023

Lot Quantity: Unit of Measure:
64,780.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036756574

Bulk batches consumed in the reported Batch Code:

Batch No: C601000009, Manufacturing Date:05.11.2020

Batch No: 0007032090, Manufacturing Date:08.06.2021

Batch No: 0007032089, Manufacturing Date:07.06.2021

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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  22.07.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 27.07.2021

PeG

Package Size:
2x30

Package Type:

blisters
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