&

Quality and Safety Certificate / CepTudukar kauecresa n 6esonacHocTH

CAT. NO. / KAT. N°
81757758

25.11.2021

DD.MM.YYYY/Hucno,mecsau, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®PEMWUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

1235C60101

BATCH SIZE /OBbEM NAPTUU
than 25'C/

Production date: / flaTa U3rotoBneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKpbITbIE MNNEHOUYHOMN
060N104KON, Maccon 729 Mr n Kancynbl Maccoin 746 mr

07.2021 /mecsu, rog,
07.2023 /mecau, roa

31.200 Packs / ynakoBok XpaHWTb B CYXOM, HEAOCTYNHOM ANS AeTei MecTe Npu TeMnepaTtype He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANTMTUYECKUE AAHHDBIE TABNETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATDI

Description / Onucaxnue

Appearance / BHewHWA Bua

White to off-white, oval, biconvex
film coated tablet /

OBanbHble, ABOAKOBLINYKbIE
TabneTtkn, NOKPLITbIE NAEHOUHOW
060n04Kkoi, oT 6enoro Ao NOYTH
6enoro useta

meets the requirements /
COOTBETCTBYET TPe60oBaHUAM

Physical tests /
Ucnbitatue dusnvecKkux CBOACTB

Mean weight / CpeaHsas Macca

729.0 mg £ 4 %/ 7290 Mr £ 4 %

740.8 mg / 740,8 mr

Individual weight /
UHavsnayansHas mMacca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Coctas

KonuyecrTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPLITAA NNEHOUYHOW 060N0UKON, COAEPKUT Cneayiouine BUTAMUHbI U SNEMEHTL! B CNEAOBbLIX

Vitamin C (Ascorbic acid) (as calcium
ascorbate) /

weighed in /

naHroteHara)

Butamuu C (AckopbuHoBasa KUcnoTa) 35 mg/mr B Npeaenax Maccol
(8 dopme kanbuua ackopbarta)

o . weighed in /
Nicotinamide / HukotuHamua 15 mg/mr B npeaenax Macchl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
ButamuH E (8 popme dl-anbia-Tokodepona 4.8 mg/4,8 mr . ng P
auerara) PeA
Pantothenic acid (as calcium pantothenate) / weighed in /
MNaHTOTEHOBaAA KUCNOTA (B hopMe Kanbuusa 6 mg/mr

B npeaenax mMaccbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamnH B6 (nupuaokcuH) (B hopme
NMUPUAOKCUHA rMapoxnopuaa)

1.9mg/ 1,9 mr

weighed in /
B Npegenax Macco!

HuTpaTa)

Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pubodnasuH) 1.4 mg/ 1,4 mr B npenenax mMaccol
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamuH B1 (Tuamud) (8 dpopMe TMaMMHa 1.4mg/ 1,4 mr 9

B npeaenax mMaccot

Folate / ®onat
o folic acid / ¢donuesas kucnora
+ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-meTundonat kanbumns)

400 pg / Mkr
e 200 g/ mkr
o 208 pug / MKr (equal to
200 ug folic acid) /
{(cooTBercrByer 200 MKr
cdhonueBoit KNCNOTLI)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / CepTu¢gmukar kauecrsa n 6esonacHocTu

25.11.2021
DD.MM.YYYY/HYucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE

81757758
FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE MNEHOHHOM
o6onoukoii, Maccoi 729 Mr u Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / laTta unsrorosneHus: 07.2021 /mecsau, roa
1235C60101 Expiry date: / Cpok roaHocTu: 07.2023 /mecsiu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
31.200 Packs / ynakoBok XpaHWTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe Npu TeMnepaType He Boiwe 25°C
lIodine (as potassium iodide) / weighed in /
WNoa (8 dopme kanus noanaa) 150 g / Mkr B nNpeaenax Macchbl
. weighed in /
Biotin / 6uoTuH 40 pg / Mkr B Npe/enax Macchb!
Vitamin B12 (cyanocobalamin) / weighed in /

Butamunn B12 (unanoko6anamuH)

4.5 ug/ 4,5 Mkr

B nNpeaenax Maccobl

Toxic elements/

TOKCUYHbIE 3N1EMEHTD]

mg / kg, not more than
Mr/ xr, He 6onee uem

mg / kg
Mr / kr

Lead / CeuHey

not more than 5.0 / He 6onee yem 5,0 | 0.1/0,1

Cadmium/ Kagmui

not more than 1.0 / e 6onee yem 1,0 0.2/0,2

Arsenic/ Mblwbsk

not more than 3.0 / He 6onee uem 3,0 0/0

Mercury/ PTyTb not more than 1.0 / He 6onee uem 1,0 < 0.005/< 0,005
Pesticides/ mg / kg, not more than mg / kg
OecTuunan Mmr / kr, He 6onee uem Mmr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MEPOB rekcaxNopumMKiorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopavdeHnnTpuxnopaTaH u ero
MeTabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AngpuH

not permitted (<0,002) /
He aonyckaerca (< 0,002)

< 0.001 /< 0,001

Heptachlor/ Mentaxnop

not permitted (<0,002) /
He aonyckatorca (< 0,002)

< 0.001 /< 0,001

Microbiological indices/
Mukpo6uonoruuyeckue nokasarenun

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10 cfu/g /
He 6onee yeM 5 x 10* KOE/r

< 10 CFU/g/
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnsl KAWe4YHon nanoykn s 0,1 r

not permitted /
He A0NyCcKaTcs

not detected /
He 06HapyXeHb!

E.coliin 1g /
E.coliBlr

not permitted /
He AoNYyCKaeTcs

not detected /
He o6Hapy»xeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHble MUKPOOpPraHN3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AonycKaTCcs

not detected /
He obHapyxeHbl
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&

Quality and Safety Certificate / Ceptudukar kauecrsa un 6esonacHocTu

25.11.2021
DD.MM.YYYY/Uucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITHIE NAEHOYHOMN
060n04KOi4, MACCOIn 729 Mr M Kancynbl Maccoi 746 mr

BATCH / CEPMSA Production date: / AlaTa n3rotosnenus: 07.2021 /mecsau, roa
1235C60101 Expiry date: / Cpok rogHocTu: 07.2023 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25/C/
31.200 Packs / ynakoBoK XpaHWUTb 8 CYXOM, HEAOCTYNHOM ANs AeTeil MecTe Npu TemnepaType He Boiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Mnecenn (Bratoyan apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJNIUTUYECKUE AAHHDIE KATICYNbI TPEBOBAHUA PE3VJIbTATbI

Description / OnucaHue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHuWi sua OBanbHblie NPO3PayHbie Kancyns! meets the requirements /
€CTeCTBEHHOrO LBeTa, COOTBETCTBYET Tpe6oBaHUAM
coAepXaliue CyCneHsuio KpacHoro
uBera

Physical tests /
HUcnbiTanue dbuanvyeckmux cBoncTs

capsule mass: 708 - 783 mg /
Mean weight / Mmacca Kancynbi: 708 - 783 mr
CpeaHss Mmacca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

754 mg / 754 mr

537 mg/ 537 mr

Individual weight / .
WHavBMAaYyanbHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, 8 coots. ¢ Esp.®apm. COOTBETCTBYET TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna coaepXuT Kak MUHUMYM cnieaylollee:

Docosahexaenoic acid (DHA) / B 222 mg/ 222 mMr
Aoko3arekcaeHoBas kucnota (ArK) 200-244 mg / mMr
Lutein
JlioTenH 9-10 mg/ Mr 10 mg / 10 Mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
YMCNOo OKMCNEHNA (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
uucny)
Peroxide number / not more than 10.0 meq Oz/kg / 0 meq/kg /
MepekncHoe Yncno He 6onee 10,0 Oz MIKB/Kr 0 M3kB/Kr
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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Quality and Safety Certificate / CepTtudmkar kauecrsa u 6esonacHocTu

&

25.11.2021
DD.MM.YYYY/Yucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUME
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITHIE NNEHOYHOM
060n104KONi, Maccoi 729 Mr u Kancynbl Maccoit 746 Mr
BATCH / CEPUA Production date: / aTa nsrorosnerHus: 07.2021 /mecau, roa
1235C60101 Expiry date: / Cpok roaHOCTU: 07.2023 /mecau, roa

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

31.200 Packs / ynakoBOK XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeil MecTe Npu TeMnepatype He Boiwe 25'C

Toxic elements/

Tokcuutbie 31eMEHTb!

mg / kg, not more than mg / kg
Mr / Kr, He Gonee Mr / xr

Lead / CeuHen

not more than 1.0 / He 6onee 1,0 0.0/0,0

Cadmium/ KaamMuia

not more than 0.2 / He 6onee 0,2 0.0/0,0

Arsenic/ Mbilbsak

not more than 1.0 / He 6onee 1,0 0.0/0,0

Mercury/ PTyTb

not more than 0.3/ He 6onee 0,3 0.0/0,0

mg / kg , not more than

AnxnopandernnTpuxaiopsTaH 1 ero
MeTabonuTbi

Pesticides/ Mr / xr, He Gonee :rg / Kl:_g
MNecTuunasi

Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopumkniorekcaHa He 6onee 0,1

Dichlorodiphenyltrichloroethane and its

metabolites / not more than 0.1/ 0.0/0,0

He 6onee 0,1

Aldrin/ AngpuH

less than or equal to 0.002
: / 0.002/0,002
MeHble unu pasHo 0,002

Heptachlor/ lentaxnop

less than or equal to 0.002 / 0.002/0,002

MeHbwe unu pasHo 0,002

Diossina (calculation into fat) /
AnOoKCUHBI (B NnepecyeTe Ha Xup)

not more than 0.000002 /
He 6onee 0,000002

0.000002/0,000002

Polychloric bephenyl /

not more than 3.0/

MonuxnopuposaHHbie GudeHunb He Gonee 3.0 0.1/0,1
R . . Bq / kg, not more than
Radioactivi Bq / kg
Bk / kr, He 6onee ueM
PaanoakKTUBHOCTb / ke, Bx / kr

Cesium-137 / Ue3un-137

not more than 130 / He 6onee 130 | < 10

Strontium-90 / CtpoHuuii-90

not more than 100 /He 6onee 100 | < 0.9/< 0,9

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau * Austria
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&

Quality and Safety Certificate / CepTudmkar kauecrsa u 6esonacHocTu

25.11,2021
DD.MM.YYYY/Mucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NAEHOYHOMN
060nouKkoir, Maccoit 729 Mr u Kancynbli Maccon 746 Mr
BATCH / CEPMA Production date: / lata usroroeneHus: 07.2021 /mecsu, roa
1235C60101 Expiry date: / Cpok rogHoOCT!: 07.2023 /mecsu, roa
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25'C/

31.200 Packs / ynakoBoK XpaHWUTb B CyXOM, HEAOCTYRHOM ANs AeTeil MecTe Npu TeMnepaType He sbiwe 25C

Microbiological indices/
Mukpobuonornueckue nokasarenun

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfulg/
KMA®AHM KOE/r He 6onee 5 x 10* KOE/r <10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
bakTepuu rpynnbl KMweyHon nanouku 8 0,1 r He AonycKakTCa He 06HapyxXeHb
E.coliin 1g / not permitted / not detected /
Ecolislr He aonyckaercs He o6HapyxeHa

. . . not detected /
Pathogenic microorganisms, -

e
Salmonellas inclusive in 10 g / not permi /
He o6Hapy»XeHbl

NatoreHHbIe MUKPOOPraHu3Msbl, B.T. Y. He AoNyCKaloTen

Salmonellas, 8 10 r

S.aureus, in1,0g/ not permitted / not detected /
S.aureuse 1,0r He aonyckaercsa He obHapyxeHa
Yeast, Moulds cfu/qg / not more than 100 cfu/g / < 10 cfu/g/
Nnecenn, Apoxokun, KOE/r He 6onee 109 KOE/r , < 10 KOE/r

Date of release / lata Bbinycka
2 5. Nov, 2021

DD.MM.YYYY / Yucno, mecsiuy, roa Mag. DI Thomas Unteregger
Release office / otaena paspeweHnna

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 Sitz der Gesellschaft: Spittal an der Drau
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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 NATALCARE Il (28TBL+28CPS) -RU  1235C60101

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

26 JUL 2021 JUL 2023

Lot Quantity: Unit of Measure:
31,200.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036867250

Bulk batches consumed in the reported Batch Code:

Batch No: 0007541069, Manufacturing Date:26.07.2021

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

Hdsslgasse 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

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 23.11.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 23.11.2021

PeG

Package Size:
2x30

Package Type:

blisters
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