&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTu

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

CAT. NO. / KAT. N° DESIGNATION/ HAUMEHOBAHMUE

81725420
FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II

Russia/ Poccus film coated tablets and soft capsules / TabneTku, NOKpbITIE 060AOUYKON, U MArkue
Kancynbl

BATCH / CEPUA Production date: / lata uarotvoBneHus: 06.2021 /mecsu, roa

340521A Expiry date: / Cpok rogHocTu: 06.2023 /mecsu, roa

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

32.148 Packs XpaHuUTbL B CYXOM HEAOCTYRNHOM ANs AeTel MecTe NpU KOMHaTHOW TeMnepaType He
Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHAJIMTUYECKUNE AAHHBLIE TABNETKW

REQUIREMENTS RESULTS
TPEGOBAHMA PE3YNbTATDI

Description / OnucaHue

Appearance / BHewHwn Bua

light pink film coated tablet /
CBETNO-po3osas Tabnetka,
MOKPbITan 060M04KON

meets the requirements /
yaosneTsopseT Tpe6oBaHUAM

Physical tests /
Ucnbitanune dpusnyecknx cBOUCTB

609.7mg £ 3 %

Mean weight / CpeaHuit Bec 609.7 Mr % 3 % 609.2 mg / mr
L A . + 5%, acc. to Ph. Eur. / meets the requirements /
Individual weight / ransuayansHiit sec + 5%, B cooTB. ¢ Ph. Eur. YAOBNETBOpPSAET TpeboBaHUAM
Hardness (acc. to Ph. Eur.) / TBepaocTb
(B cootB. ¢ Ph. Eur.) 2 60 N/ H 166 N / H
length: 14.2 + 0.2 mm / meets the requirements /
. . anvHa: 14,2 + 0,2 MM yaosneTsopaeT TpeboBaHUAM
Dimensions / Pa3mepe thickness: 5.1 - 6.3 mm /
TonwwmHa: 5,1 - 6,3 MM
Loss on drying (3h/1050C; acc. to Ph. Eur.) /
Motepu npu cywke (34 /1050C; 8 cooTB. C Ph. <3% 2%
Eur.)
Disintegration time / BpeMs pacnaaa < 30 minutes / MUHYT < 19 minutes / MUHYT

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnertka,NoKpbITas 060N0UKON, COAEPXUT CAEAYIOUME BUTAMUHBI 1 MUKPO3NEMEHT B KONUYECTBaX HE MeHee:

Vitamin C (Ascorbic acid) /

(B:ST?::E ru::n(:scc';?-gg?:)o 7” kucnota) 110 mg/mr weighed in / B3BeweHo
(B opme ackopbaTa kanbuma)

Nicotinamide / HukotuHamMua 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)

Pantothenic acid / NaHToTeHOBas kucnota

(as calcium pantothenate) / 6 mg/mr weighed in / e3BeweHo
8 popMe NaHToTeHaTa Kanbuus)
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&

Quality and Safety Certificate / Ceprudukar kauecrsa u 6esonacHocTu

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

CAT. NO. / KAT. Ne DESIGNATION/ HAUMEHOBAHMWUE

81725420
FEMIBION® NATALCARE II/ PEMUBMOH® HATANKEP 11

Russia/ Poccusn film coated tablets and soft capsules / TabneTku, NOKpbITbie 060NOYKON, U MArKue
Kancynbl

BATCH / CEPUA Production date: / flaTa usrotoeneHus: 06.2021 /mecsiu, rop

340521A Expiry date: / Cpok rogHocTu: 06.2023 /mecsiu, roa

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

32.148 Packs XpaHuTL B CyXOM HEAOCTYNHOM AN AeTel MecTe NpU KOMHATHOW TemnepaType He
Bblwe 25C

Vitamin B6 (pyridoxine) /
ButamuH B6 (NMpMAOKCUR)

(as pyridoxine hydrochloride) / 1.9 mg/mr weighed in / e3gelieHo
(8 dopMe NMPUAOKCUHA rMAPOXNopUaAa)

g:::::;:fg;&i%‘l?}"gy‘ 1) 1.6 mg/mr weighed in / B3BeweHo
Vitamin B1 (thiamine) / ButammH B1 (TmaMuuH)

(as thiamine nitrate) / (8 popme HuTpaTa 1.2 mg/mMr weighed in / B3BeweHo
TUaMWNHa)

Folate / donat 400 Hg / MKr

» folic acid / ponueBasn kucnora

¢ L-methylfolate / L-meTuncdonat

(as Calcium salt L-methylfolate ) /

(8 bopme conn kanbumsa L-metundonar)

e 200 pg / Mkr
e 208 pg / mkr (equal to 200 weighed in / B3BeweHo
Hg folic acid) / (coorBercTByeT
200 Mkr onuesoit KUCNOTbI)

Iodine / Voa

ButamMnH B12 (umaHokobanamnH)

(as potassium iodide) / (8 dopme noauaa 150 Mg / MKkr weighed in / B3BetweHo
Kanua)

Biotin / 6uoTnH 60 Mg / MKr weighed in / B3BeweHo
Vitamin B12 (cyanocobalamin) / 3.5 ug / MKr weighed in / B3seweHo

mg / kg, not more than

Toxic elements/
Toxic elements Mr/ K, He Gonee vem mg / kg
TOKCUYHBIE DNEMEHTDI Mr / kr
not more than 5.0 /
0.0
Lead / Ceneu He 6onee yem 5,0
not more than 1.0 /
i W < 0.01
Cadmium/ Kaamwia He 6onee yem 1,0
Arsenic/ Mbiwbsak el XY/ < 0.005
He 6onee uem 3,0
h .
Mercury/ PTyTb S LSO < 0.005

He 6onee uem 1,0

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81725420

28.07.2021

DD.MM.YYYY/Yucno,mecsy, roa

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II

Russia/ Poccun
Kancynbi

BATCH / CEPUA
340521A
BATCH SIZE /OBbEM NAPTUN

32.148 Packs

Production date: / flata u3rotoBneHus:
Expiry date: / Cpok rogHOCTu:

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

XpaHuTb B CYXOM HEAOCTYNHOM Ana AeTel Mecte Npu KOMHATHOM TeMnepaType He
Bblwe 25°C

film coated tablets and soft capsules / TabneTku, NokpbITble 060NOUKONA, U MArKue

06.2021 /mecsu, roa
06.2023 /mecsu, roa

He 6onee yem 5 x 10* KOE/r

Pesticides/ mg / kg, not more than mg / kg
Necruunam Mr / «r, He 6onee ueM Mr / kr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.005
Cymma usomepos XL He 6onee yem 0,1 )
N - ichl -
chhloroFilphenyItrlch oroethane and its not more than 0.1 /
metabolites/ he 6onee yem 0.1 < 0.005
AAT v ero MeTaonutel !
. not permitted (<0,002) /
Aldrin/ AnapuH He aonyckaetcs (< 0,002) < 0.001
not permitted (<0,002
Heptachlor/ Fentaxnop He A%nycxavoTc(ﬂ (< 0130/2) < 0.001
Microbiological indices/
Muxkpo6uonoruueckue nokasarenu
h 10*
QMAFANM cfu/g / KMAGAHM KOE/r not more than 5 x 10% cfu/g / < 10 CFU/g

Bacteria of colon bacillus groups in 0.1g /

not permitted / He aonyckaiorca

not detected / He

Bakrepuun rpynnbl KWWeYHOW nanoukn B 0,1 r O6HapyXeHbl
not detected / He
E.coliin 1g / Kuweunaa nanouka 8 1 r not permitted / He aonyckatoTca o6HapyxeHbl

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

not permitted / He ponyckawTtcs

not detected / He

Nnecexu (B cymMme B flpoxxamu), cfu/a/KOE/r

He 6onee yeM 100 KOE/r

NatoreHHble MUKPOOPraHU3Mbl, B.T.Y. o6HapyxeHbl
canbMmoHennsl, 8 10 r
Moulids (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
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&

Quality and Safety Certificate / CepTudmkar kauecrsa u 6esonacHocTu

CAT. NO. / KAT. N2
81725420

28.07.2021

DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® NATALCARE II/ ®EMUBUOH® HATANKEP II

Russia/ Poccus
Kancynbl

BATCH / CEPUA

340521A

BATCH SIZE /OBbEM MAPTUU
than 25°C/

32.148 Packs
Bbiwe 25C

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

film coated tablets and soft capsules / Tabnetku, NoKpbITbIE 060M10UKO, ¥ MArKUe

06.2021 /mecsu, rog
06.2023 /mecsu, roa

XpaHuTb B CYXOM HEAOCTYNHOM Ais AAeTei MecTe NPpu KOMHATHOW TeMnepaTtype He

ANALYTICAL DATA CAPSULES/
AHANTUTUYECKUE AAHHBIE KANCYNbI

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNIbTATDI

Description / Onucanue

Appearance / BHewHRui Bua

transparent soft capsules filled
with pale yellow oil / npo3payuHble
MSIrKUe Kancynbl, HANONHEHHblEe
CBET/I0-)XKENTbIM MacNnom

meets the requirements /
yaosnersopseT TpebosaHuaM

length 14.3 - 16.1 mm/

Dimensions / Pa3amepbl AnuHa: 14,3 16,1 MM meets the requirements /
thickness 8.8 - 10.1 mm/ yaosnersopaeT TpebosaHUAM
TONMwMHa: 8,8 - 10,1 MM

Odour / 3anax

almost odourless / noutu 6e3
3anaxa

meets the requirements /
yAosneTeopseT Tpe6osaHnamM

Physical tests /
UcnbiTtaHue ¢punsuyecKknx cCBoNCTs

Mean weight / CpeaHuii Bec

capsule mass: 706.5 - 780.8 mg /
macca kancynsl: 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 / UHauBuAayanbHeIR Bec

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

meets the requirements /
ynosnersopsieT TpebosaHnaM

Composition / Coctas

One capsule at least contains the following:

OanHa kancyna COAEPXUT KaK MUHUMYM criegyiollee:

Docosahexaenoic acid (DHA) /
OKo3arekcaeHoBas kucnota (ArK)

2200 mg/wmr

264.000 mg / mr

Vitamin E / ButamuH E
(as dl-a-tocopherol acetate) / (B ¢popme di-
anbda-rokodepona auerarta)

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

12.100 mg / Mr

Oxidation number (corresponds to acid
number) / Yncno okucneHus (cooreercreyer
KWUCNOTHOMY Ynucny)

not more than 4.0 mg KOH/g /
He 6onee yem 4,0 Mr KOH/r

0.220 mg KOH/g
/ mr KOH/r

Peroxide number / MepekucHoe uncno

not more than 10.0 meg/kg /
He 6onee yeM 10,0 M3KB/Kr

2.320 meq/kg / M3kB/Kr

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria
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&

Quality and Safety Certificate / CepTrudunkar kauecrsa n 6esonacHoCTH

CAT. NO. / KAT. N2
81725420

Russia/ Poccun

BATCH / CEPUst

340521A

BATCH SIZE /OBEbEM NAPTUU

32.148 Packs

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

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® NATALCARE 11/ ®EMUBUOH® HATANKEP II
film coated tablets and soft capsules / Tabnetku, NOKpbITbie 060N0UKON, U MArKUe
Kancynol

Production date: / [laTta usrotoenexus: 06.2021 /mecau, 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 25'C/

XpaHuTb B CyxXOM HEeAOCTYNHOM ANs AETei MecTe Npu KOMHATHOM TeMnepaType He
Bbiwe 25C

Toxic elements/

TokcuuHble 351eMeHTbl

mg / kg, not more than mg / kg
Mr / kr, He 6Gonee Mr / kr

not more than 1.0/

AOAT v ero MmeTabonuTbl

< 0,01
Lead / Cauneu He 6onee yem 1,0
. not more than 0.2 /
o < 0,01
Cadmium/ Kaamu He 6onee uyem 0,2
Arsenic/ Mbiwbak not more than 1.0 / < 0,005
He 6onee uem 1,0
not more than 0.30/
< 0,005
Mercury/ PryTe He 6onee yem 0,30
- mg / kg , not more than
Pesticides/ Mr / Kkr, He Gonee ::rg// kg
MecTuunabl Kr
Sum of isomers of hexachlorocyclohexane/ not more than 0.1 / < 0.005
Cymma uzomepos MXur He 6onee uem 0,1
Dichlorodiphenyltrichloroethane and its ot than 0.2 /
not more than 0.
metabolites/ < 0,005

He 6onee yem 0,2

Aldrin/ AnapuH

less than 0.002/MeHee yem 0,002 < 0,001

Heptachlor/ l'entaxnop

less than 0.002/meHee yem 0,002 < 0,001

not more than 0.000002 mg /kg

6udenunnbl

Diossina (calculation into fat)/OAnokcunsl (B 0,00000163000 mg /kg
nepecyeTe Ha Xxup) He 6onee uem 0,000002 mr / kr 0,00000163000 Mr / kr
Polychloric bephenyl/NonuxnopuposaHHbie not more than 3.0 mg/Kg / 0.00120000000 mg /Kg

He 6onee ueMm 3,0 Mr / kr 0.00120000000_mr / r

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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Sitz der Gesellschaft; Spittal an der Drau
Page 5 of 6 Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




&

Quality and Safety Certificate / Ceptudgukar kauecrsa n 6e3onacHocTH

CAT. NO. / KAT. N2
81725420

Russia/ Poccun

BATCH / CEPUA

340521A

BATCH SIZE /OBBEM NAPTUN

32.148 Packs

28.07.2021
DD.MM.YYYY/Yucno,mecsiy, rog

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® NATALCARE II/ ®DEMUBUOH® HATANKEP II
film coated tablets and soft capsules / TabneTku, MOKpbITbie 060NOUKON, U MATKUE
Kancynbi

Production date: / lata u3rorosnenus: 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 25°C/

XpaHUTb B CYXOM HEAOCTYMHOM ANA AeTei MecTe Npyu KOMHATHOW TeMnepartype He
Bbiwe 25C

Bq / kg, not more than

He 6onee uem 100

Radioactivity/ Bq / kg
Bk / xr, He Gonee uem
PagnoakTuBHOCTb / Bk / kr
t than 1
Cesium-137 / Leauii-137 o 6’(')‘,?;2 o 138 / <0.10
1
Strontium-90 / CTPOHLMIH-90 not more than 100 / <0.30

Microbiological indices/
Mukpob6uonoruueckume noxasarenu

QMAFANM cfu/g / KMA®AKM KOE/r

not more than 1 x 10* cfu/g /
He 6onee yeMm 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 rpynnbl KAWeYHOM nanodku 8 0,1

not permitted / He gonyckatoTca

not detected / He
o6HapyXeHbl

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

not permitted / He aonyckatoTcs

not detected / He
06HapyXeHbl

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaroreHHble MUKPOOPraHU3Msb!, B.T. 4,
canbMoHennot, 8 10 r

not permitted / He agonyckatoTca

not detected / He
obHapyXeHbil

S.aureus, in 1,0 g/
3onotucrblin ctadpdunokkok 8 1,0 r

not permitted/He gonyckatwTca

not detected / He
o6HapyXeHbl

Yeast/ Opoxoku, 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/ Nnecenn, cfu/g / KOE/r

n ore than 100 cfu/g /
01) e Yyem/100 KOE/r

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

Date of release / flata Bbinycka

021

DD.MM.YYYY / Mucno, mecsau, roa

Mag. Thomas Unteregger

Release office / oraena paspewenns

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
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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 340521A

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:

07 JUN 2021 JUN 2023

Lot Quantity: Unit of Measure:
32,148.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036752643

Bulk batches consumed in the reported Batch Code:

Batch No: C601000009, Manufacturing Date:05.11.2020

Batch No: 0007032088, Manufacturing Date:07.06.2021

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 Heaith 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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