&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6es3onacHocTn

CAT. NO. / KAT. N2
81757758

22.11.2023

DESIGNATION/ HAUMEHOBAHMWE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccua

DD.MM.YYYY/Yucno,mecsu, rog

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOUHOA

060104KON, MACCON 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA

3314C60102

BATCH SIZE /OBbEM NAPTUK
than 25°C/

31.644 Packs/ ynakosok

Production date: / [lata usrotosneHus: 10
Expiry date: / Cpok rogHocTu: 10
Store in a dry place, not available for children, under the room temperature not more

.2023 /mecsu, roa,
.2025 /mecau, rop

XpaHuTb B CyXOM, HEAOCTYNHOM ANs AETEW MECTE NP TeMnepaTtype He Boiwe 25°C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKUE NAHHbLIE TABJTIETKH

REQUIREMENTS
TPEGOBAHUA

RESULTS
PE3YJIbTATHI

Description / Onucanue

Appearance / BHewHuit Bua

White to off-white, oval, biconvex

film coated tablet /
OsanbHbie, ABOAKOBbLINYK/bIE

TabneTkn, NOKpbITbIE NNEHOYHON
obonoukoi, 0T 6en10ro A0 NoYTH

6enoro usera

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Physical tests /
UcnbiTanne pusnHeckux CBOUCTB

Mean weight / CpeaHaa macca

729.0 mg + 4 %/ 729,0 mr £

4 % 736.9mg / 736,9 Mmr

Individual weight /
WnavevAayansHas Macca

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

meets the requirements /
COOTBETCTBYET TPE60BaHUAM

Composition / Cocras

Konu4decrteax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPbITas NNEHOYHOW 060N04KONW, COAEPXUT CNeayloWne BUTaMUHbI U 3NEMEHTLI B CIeA0BbIX

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

weighed in /

ButamMnH C (AcKopbUHOBas KUCNOTA) 55mg / 35 Mr B Npegenax Macchl
(B opme kanbuus ackopbara)
Nicotinamide / HukotnHamuma 15mg/ 1S wmr weighed in /

B npeaenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
Buramun E (B popme dl-anba-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NanToTeHoBaa kncnota (B dopMe Kanbums
naHroTeHara)

6mg/6mMr

weighed in /
B Npeaenax mMacchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (8 ¢popme
NUPUAOKCHUHA rMapoxaopuaa)

1.9mg/1,9mr

weighed in /
B npeaenax mMacchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/ 1,4 mMr

weighed in /
B npeaenax maccobl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamuu Bl (Tnamun) (B popme TnaMuHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Folate / ®onaTt
o folic acid / ¢ponmesas kucnota
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dpopmMe L-meTundonar kanbums)

400 pg / mkr
e 200 pg / MKkr

o 208 pyg / MKr (equal to

200 pg folic acid) /

(coovsercrayer 200 Mkr
donneBoi KUCNOTDbI)

weighed in / B npeaenax
Maccobl
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&

Quality and Safety Certificate / Ceptudpunkar kauecrsa n 6esonacHocTu

—22.11.2023
DD.MM.YYYY/Yucno,mecsau, roa
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITLIE NNEHOYHOMN
060104KON, MAccoil 729 Mr 1 Kancynbl Maccon 746 mr

Russia/ Poccua

BATCH / CEPUA
3314C€60102
BATCH SIZE /OBBEM NAPTUWN

Production date: / flata usrotosnenus: 10.2023 /mecsu, roa

Expiry date: / Cpok roaHocTu: 10.2025 /mecsaun, roa

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

31.644 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM AN AeTer MecTe Npu Temnepartype He ebiwe 25'C

Iodine (as potassium iodide) / weighed in /
WNoa (B dopme kanunsa noavwaa) 150 pg / 150 mkr B Npeaenax Macchbl
Biotin / 6uoTuH 40 g / 40 Mkr weighed in /

B npeaenax Maccol
Vitamin B12 (cyanocobalamin) / weighed in /
BuramuH B12 (unaHokob6anamuH) 4.5 g / 4,5 Mkr B Npeaenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee uem mg / kg
TOKCHUHBIE 3N1EMEHTb! Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1

Arsenic/ MblwbaAK

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

Mercury/ PTyTb

not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005

Pesticides/
Necruuuast

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekCcaxnopuuKkiorekcaHa

not more than 0.1 /

< 0.005 / < 0,005
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AuxnopandeHnnTpuxnopaTaH u ero
MeTabonuThbl

not more than 0.2 /

< 0.005 / < 0,005
He 6onee 0,2

Aldrin/ AnapuH

not permitted (<0,002) /

He aonyckaetcs (< 0,002) SRS

Heptachlor/ Fentaxnop

not permitted (<0,002) /

He ponyckatotcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruvyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl KWWe4HoW nanoyku 8 0,1 r

not permitted /
He AonycKalTcs

not detected /
He 06HapyeHbl

E.coliin 1g /
E.colis1r

not permitted /
He aonyckaeTtcs

not detected /
He O6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaTtoreHHble MUKPOOPraH13Mbl, B.T.4.
Salmonellas, 8 10 r

not detected /

not permitted /
He O6HapyXeHbl

He AoNyCKatloTCA
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&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccusa

729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITLIE NAEHOYHON

06010uKOM, Maccon 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA
3314C60102
BATCH SIZE /OBBEM NAPTUU

Production date: / laTa narotoBnexus:
Expiry date: / Cpok roaHocTh:
Store in a dry place, not available for children, under the room temperature not more

10.2023 /Mecsu, roa
10.2025 /mecsu, roa

than 25C/
31.644 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei MecTe Npu Temnepatype He Bolwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
MneceHun (BKﬂIOqaﬂ ADO)K)KM), KOE/r He 6onee 100 KOE/r <10 KOE/I’
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHATUTUNECKUE AAHHBIE KATNCY bt TPEBOBAHMNA PE3Y/NIbTATbI

Description / OnucaHue

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3paYHbIe Kancynbl
eCcTecTBeHHOro uBera,
coaepxaluue CyCneH3uto KpacHoro
usera

Appearance /

BHewHWn BUA meets the requirements /

cooTBeTcTeyeT TpebosaHuaM

Physical tests /
UcnbiTanue dunsnyecknx cBOHCTB

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 — 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHusa: 510 - 564 mr

Mean weight / 741 mg / 741 mr

CpeaHnas macca 533 mg /533 mr

Individual weight /

WHaMBUAYanbHas Macca meets the requirements /

7.5%, acc. to Ph. Eur. /
7. COOTBETCTBYET TPe60BaHUAM

*
+ 7.5%, B cooTB. ¢ EBp.®apm.

Composition / Cocrtas .
One capsule at least contains the following:

OaHa kancyna coaepXX1T Kak MUHUMYM cheayiowlee:

Docosahexaenoic acid (DHA) /

220 mg / 220 mr
Jloko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

Lutein

NiotenH 9-10 mg/ Mr I9Img/9wmr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

YUCcno okUcNeHus (CooTBETCTBYET KUCNOTHOMY He 6onee yem 4,0 Mr KOH/r 0,0 mMr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Ox/kg / | 1 Mea/ka/
NepekucHoe 4nucno He 6onee 10,0 O; MOkB/KI 1 M3KB/KT
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&

Quality and Safety Certificate / Ceptndukar kauecrsa n 6esonacHocTu

—22,11,2023
DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / Ta6neTkn, NoOKpbITble NNEHOHYHOMN
060n104KOIN, Maccoi 729 Mr n kancynbl Maccon 746 mMr

BATCH / CEPUA Production date: / aTa u3rotoBneHmsa: 10.2023 /mecsu, roa

3314C60102 Expiry date: / Cpok roaHocTu: 10.2025 /mecau, roa

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

than 25'C/

31.644 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANSA AeTei MecTe npu TemnepaType He ebiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE 3NEeMEHTbI Mr / xr, He 6onee Mr / kr

. 0.0/0,0
Lead / Caurey not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kagmuii not more than 0.2 / He 6onee 0,2 /
] not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
.. mg / kg , not more than
Pesticides/ Mr / kr, He Gonee mg// kg
NMecruyugbl Mr / xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopumKIorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopsTaH u ero He 6onee 0,1
MeTabonuThl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ Anapun MeHble unu pasHo 0,002
1 | to 0.002 A
Heptachlor/ Mentaxnop SEDUL IO LI 0.001 / 0,001
MeHbwe unun pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCUHLI (B NnepecyeTe Ha Xup) )
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
NonuxnopupoBarHblie 6udeHnnsl He Gonee 3,0
. o Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / xr, He 6Gonee uem Bq / kg
PaanoakTUBHOCTDL Bk / kr
Cesium-137 / Ue3uin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHumnin-90 not more than 100 /He 6onee 100 | O
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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&

Quality and Safety Certificate / CepTudukar xauecrsa n 6esonacHocTu

22.11.2023
DD.MM.YYYY/4ucno,mecsu, roa
CAT. NO. / KAT. N° DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITLIE NAEHOYHON
060104KON, Maccon 729 Mr n Kancynot Maccoit 746 mr

BATCH / CEPMA Production date: / flata narorosneHus: 10.2023 /mecsu, roa

3314C60102 Expiry date: / Cpok rogHoCTW: 10.2025 /mecsu, roa

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

31.644 Packs/ ynakosox XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Bbiwe 25°C

Microbiological indices/
Mukpobuonoruueckue nokasarenm

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfu/g/
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 KULWEYHO nanouku B 0,1 r | He AonyckatoTcs He 06HapyXeHbl
E.coliin 1g/ not permitted / not detected /
E.colislr He aonyckaercs He obHapyxeHa

. . . not detected /
Pathogenic microorganisms, ¢ itted
not perm

Salmonellas inclusive in 10 g/ permitted /
He 0BHapyXeHbl

NaToreHHble MUKPOOPraHu3Mel, B.T.4. He 0Ny CKaoTCs

Salmonellas, 8 10 r

S.aureus, in1,0g/ not permitted / not detected /
S.aureus B 1,01 He AONYCKAeTCs He 0bHapyxeHa
Yeast, Moulds cfu/g / not more than 100 cfu/g / <10 cfu/g/
Mnecenun, Apoxxn, KOE/r He 6onee 100 KOE/r <10 KOE/r

Date of release / flat W.&Qann Philine /W/)

DD.MM.YYYY / Mucno, Mecuu ton’ 202-helease office /, p‘éspemeunu
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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION 1l 28CT RU

Statement of Conformity

Batch Number:
3314C60102

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:

10 OCT 2023 OCT 2025

Lot Quantity: Unit of Measure:
31,644.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038220757

Bulk batches consumed in the reported Batch Code:
Batch No: 0013824078, Manufacturing Date:10.10.2023

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
HoéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

| hereby certify that the manufacturing and péckaging 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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