&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

—22.11.2023
DD.MM.YYYY/Hucno,mecau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

3312C60105

BATCH SIZE /OBbEM NAPTUMN
than 25'C/

32.016 Packs/ ynakoBok

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

729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPbITbIE NAEHOYHOW
060n04KOI, Maccon 729 Mr U Kancynbl Maccon 746 mr

10.2023 /Mecsu, roa
10.2025 /mecsiy, roa

XpaHUTb B CYXOM, HEAOCTYMHOM A/A AETEH MecTe Npu Temnepartype He Bblwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUNE AAHHBIE TABJTIETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3V/IbTATbHI

Description / OnucaHue

Appearance / BHewHui Bua

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

OsBansHble, ABOAKOBbLINYKAbIE
TabneTkun, NOKpLIThie NNEHOYHON
060n0uKON, OT 6€10ro A0 NOYTH
6enoro userta

meets the requirements /
cooTBeTcTByeT TpeboBaHUaM

Physical tests
UcnbiTanue husnvuecknx cCBOWCTB

Mean weight / CpegHss Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

736.2mg / 736,2 Mr

Individual weight /
UnanBuayansHas Macca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbLITas NNEHOYHOW O60NOUKON, COAEPXUT Cneaylowmne BUTaMUHbLI U SNEMEHTLI B CNeAOBbIX

KOnuyecTsax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas K1cnota) 35mg /55 mr B Npeaenax Macchbl
(8 dopme kanbums ackopbaTa)

Nicotinamide / Hukotusamug 15mg/ 15 mr weighed in /

B nNpegenax MaccCbl

Vitamin E (as dl-a-tocopherol acetate) /

auertara)

ButamuH E (B8 dopme dl-anbda-tokodepona

48 mg/ 4,8 Mr

weighed in /
B Npeaenax Maccbl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HWTpaTa)

NaHToTeHOBas kncnoTa (8 dopme KanbuUUA 6 mg/6mMr

naHToTeHaTa) B Npeaenax Maccbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamuu B6 (nupmaokcun) (8 opme 1.9mg /1,9 mr B nNpeaenax Maccol
NUPUAOKCUHA rMApOXnopuAa)

Vitamin B2 (riboflavin) / weighed in /
ButaMuH B2(pubodnasuH) 1.4mg /1,4 wr B Npeaenax Macchbl
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamuH B1 (TwamuH) (B bopme TUaMUHa 1.4mg/1,4mr 9

B nNpeaenax MaccCol

Folate / ®onat
+ folic acid / ¢ponnesan kucnoTa
o L-methylifolate / L-meTunconar
(as Calcium salt L-methylfolate ) /
(B dopme L-metundonart Kanbuus)

400 ug / MKr
e 200 ug / Mkr
o 208 pg / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mxr
donnesBoi KNCNOTbI)

weighed in / 8 npeaenax
Maccel
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Quality and Safety Certificate / Ceptndukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

22.11.2023
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

060no4Kon, Maccon 729 Mr n kancynbl Maccoin 746 mr

BATCH / CEPUA
3312C60105
BATCH SIZE /OBbEM NAPTUU

32.016 Packs/ ynakoBok

Production date: / lata nsrorosnexHus:
Expiry date: / Cpok roaHocTu:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npy TemnepaType He Bbiwe 25'C

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITbIE NNEHOYHON

10.2023 /mecsu, roa
10.2025 /mecsu, roa

ButamuH B12 (unaHokobanamuvH)

4.5 pg / 4,5 Mkr

Iodine (as potassium iodide) / weighed in /

Woa (B hopme Kanus moawaa) STl B Npeaenax MaccChbt
- weighed in /

Biotin / 61MoTUH 40 g / 40 Mkr 8 Npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchb!

mg / kg, not more than

Toxic elements/ m ¢
ToKCUuHbIE 31eMeHTbI AULDLEUEO "g ; "'?
Lead / CeuHen not more than 5.0 / He 6onee uem 5,0 0.1/ 01
Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ MbllwbakK not more than 3.0 / He 6onee yem 3,0 0

Mercury/ PtyTb

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

< 0.005 / < 0,005

Pesticides/
Necrnuuasb

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepOB rekcaxaopumMKaorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OvxnopandeHnnTpuxnopaTaH v ero
MeTabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapvn

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpob6uonornyeckue nokasarenu

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 rpynnbl KMweyHon nanoyku B 0,1 r

not permitted /
He A0oNYCKaKTCa

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colisir

not permitted /
He gonyckaertcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHblIE MUKPOOPraHn3Mbl, B.T.Y.,
Salmonellas, 8 10 1

not permitted /
He A0MnycKaloTCA

not detected /
He 06HapyXeHbl
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&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6esonacHocTHn

—22.11.2023
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N¢ DESIGNATION/ HAMMEHOBAHMUE

81757758

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHOW
060n0ouKoi, Maccon 729 Mr v Kancynbl Maccoi 746 mr

BATCH / CEPUA Production date: / QaTta narotoBneHus: 10.2023 /mecsu, roa

3312C60105 Expiry date: / Cpok roaHocTu: 10.2025 /mecsu, roa

BATCH SIZE /OBBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more

than 25'C/

32.016 Packs/ ynakoBok XpaHuUTb B CYXOM, HEAOCTYNHOM AN BEeTel MecTe Npu TemnepaTtype He Bbiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Nnecenu (Bkniouas apoxoku), KOE/r He Gonee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANNTNTUMECKUE AAHHBIE KAMCYNbl TPEGOBAHUA PE3YNbTATDI

Description / Onucanue

Appearance /
BHewHnn Bug

Oval clear natural capsules
containing a red suspension /
OsBanbHble Npo3payHble Kancynbl
eCcTeCcTBeHHOro uBeTa,
coaepxalme CycneH3n KpacHoro
usera

meets the requirements /
COOTBETCTBYET TPe60BaHUAM

Physical tests /
UcnbitaHue dusnuecknx CBOKCTB

Mean weight /
CpeaHsasa macca

capsule mass: 708 - 783 mg /
Macca kancynoel: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHeHusa: 510 - 564 mr

741 mg / 741 mr

533 mg/ 533 mr

Individual weight /
WHauBuayanbHas Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B8 cooTB. C EBp.®apm.

meets the requirements /
cooTBeTCTBYEeT Tpe6oBaHnAM

Composition / Cocras
One capsule at least contains the following:

OpHa Kancyna CoOAepXUT Kak MUHUMYM cneaytollee:

Docosahexaenoic acid (DHA) /
Doko3arekcaeHosas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
Noten

9-10 mg/ Mr

O9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YnUcno okucneHna (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 Mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 mea/kg /
MepekuncHoe unucno He 6onee 10,0 Oz M3kB/Kr 1 M3KB/Kr

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

22.11.2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAUMEHOBAHWE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOUHOMN
060n0o4KoN, Maccoit 729 Mr u Kancynol Maccon 746 mMr

BATCH / CEPUSA Production date: / QaTa n3rotoBneHus: 10.2023 /mecau, roa

3312C60105 Expiry date: / Cpok roaHoCTK: 10.2025 /mecsu, roa

BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more

than 25'C/

32.016 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNMHOM AN AeTel MecTe rnpu TemnepaTtype He Bbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHbBIE 3NEMEHTBI Mr / kr, He Gonee Mr/ xr
Lead / Cenrew not more than 1.0 / He 6onee 1,0 0.0/0,0

. 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
: not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsk
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / K, tie Gonee mg// kg
MecTuumabl Mr/ xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/ 0,0
CyMMa M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHnnTpuxnopaTaH n ero He 6onee 0,1
MeTabonuthbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MeHbwe nnn pasHo 0,002
Heptachlor/ Fentaxnop SBAGLI LR 22 0.001 / 0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCHHDI (B nepecyeTe Ha Xup) T (Gen0)
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
NonuxnopupoBaHHbie 6udeHnnb: He Gonee 3,0
- sk Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / «kr, He 6Gonee yem Bq / kg
PaanoakTUBHOCTb Bk / kr
Cesium-137 / Lieann-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuii-90 not more than 100 /He 6onee 100 | O
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
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
3312C60105
BATCH SIZE /OBbEM MAPTUNU

32.016 Packs/ ynakoBok

22.11.2023
DD.MM.YYYY/ucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITHIE NNEHOYHOMN
060n104KON, Maccoi 729 Mr 1 Kancynbl Maccon 746 mr

Production date: / flata usroroBneHuns: 10.2023 /Mecsy, roa

Expiry date: / Cpok rogaHocTu: 10.2025 /mecsau, roa

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

XpaHuTb B CYXOM, HEAOCTYINHOM ANs AeTei MecTe Npu Temnepartype He Bolwe 25°C

Microbiological indices/
Mukpobuonoruveckue nokasarenu

QMAFANRM cfu/g /
KMA®AHM KOE/r

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

<10 cfulg/
< 10 KOE/r

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

not permitted /
He aonyckawTca

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaToreHHble MUKPOOPraHu3mel, B.T.4.
Salmonellas, 8 10 1

not permitted /

HE A0NYCKaloTCA

not detected /

He o6HapyxeHbl

S.aureus,in1,0g/
S.aureusB1,0r

not permitted /
He aonyckaeTtcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecenn, Apoxokn, KOE/r

not more than 100 cfu/g /
He 6onee 100/¢OE/r

<10 cfu/g/
<10 KOE/r

Wassermann Philin

Date of release / [laTa Bbinycka

2

J/
/7

DD.MM.YYYY / Yucno, mecauy, roa

Release offjce /&

e"'lia paspelweHms

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)
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
3312C60105

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

09 OCT 2023 OCT 2025

Lot Quantity: Unit of Measure:
32,016.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038219061

Bulk batches consumed in the reported Batch Code:
Batch No: 0013824077, Manufacturing Date:09.10.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 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:
Philine Wassermann (DN4536) / Trained QA 15.11.2023
personnel

This document was signed electronically and is valid without signature.

Printed by: DN4536 Print Date; 15.11.2023

PeG

Package Size:
28

Package Type:

blisters
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