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Quality and Safety Certificate / Ceptudmnkar kauecrsa n 6esonacHocTn

10.08.2023

DD.MM.YYYY/Yucno,mecay, ron
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOR
obonouko#, Maccor 729 Mr u Kancynbl Maccow 746 mr

Production date: / AaTta nsrotosnexuus: 06.2023 /mecau, roa
Expiry date: / Cpok rogHocTu: 06.2025 /mMecau, roa
Store in a dry place, not available for children, under the room temperature not more

Russia/ Poccun

BATCH / CEPUA
3209C60101
BATCH SIZE /OBbEM NAPTUN

than 25°C/
31.520 Packs/ ynakoBok

XpaHUTb B CyXOM, HEAOCTYMHOM AN AeTei MecTe nNpu TemnepaType He Boiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHDLIE TABNTETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATb!

Description / OnucaHue

Appearance / BHewHuii sna

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

OBanbHble, ABOSKOBbLINYKNbIE
TabneTku, NOKpbLITbie NAEHOYHON
obonoukon, ot 6€n10ro Ao NOYTU
6enoro useta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue cdusnuecknx cBORCTB

Mean weight / CpeaHssa macca

729.0mg = 4 %/ 729,0 Mr £ 4 %

734.8 mg/ 734,8 mr

Individual weight /
NHanMBuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUsIM

Composition / Coctas

Konnyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbITas NNEHOUYHOM 060N0UKON, COAEPXUT CNeayowmne BUTaMUHBI U 3NEMEHTLI B CNeAO0BbIX

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

weighed in /

Butamun C (AckopbuHoBas KucnoTa) 35mg /55 mr B Npeaenax Macchbl
(8 hopMe Kanbuua ackopbata)
Nicotinamide / HukoTuHamug 15mg/ 1S mr weighed in /

B Npeaenax Maccbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamuu E (B copmMe dl-aneda-Tokodepona
aueraTa)

4.8mg /4,8 mr

weighed in /
B npeaenax maccbt

Pantothenic acid (as calcium pantothenate) /

Butamun B6 (nupuaokcun) (B opme
nUPpUAOKCUHA rnapoxnopuzaa)

weighed in /
NaHTOTEeHOBas KUcnoTa (B popMe Kanbuna é6mg/6wmr
NaHTOTeHaTa) B nNpeaenax mMacchbl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochioride) / 1.9 mg/ 1,9 Mr weighed in /

B nNpeaenax Maccel

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasuH)

1.4mg/1,4mr

weighed in /
B nNpeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (Tnamun) (B hopMe TMaMUHa
HuTpaTa)

1l4mg/1,4mr

weighed in /
8 nNpeaenax Maccobl

Folate / ®onat
e folic acid / ¢onnesasn kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dpopme L-MeTundonaTt Kanbums)

400 pg / mkr
e 200 pg / Mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
donneBoit KKCNOTbY)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / Ceptudmkar kauecrsa n 6e3onacHoCcTun

~10.08.2023
DD.MM.YYYY/Mucno,mecau, ron
CAT. NO. / KAT. N¢ DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBNOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE NNEHOYHON
o6onoykon, Macco 729 Mr n Kancynb! Maccon 746 mr

BATCH / CEPUA Production date: / flata usrotosrieHus: 06.2023 /mecsu, roa
3209C60101 Expiry date: / Cpok roaHocTu: 06.2025 /mecau, roa
BATCH SIZE /OBBEM MAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25°C/
31.520 Packs / ynakoBok XpaHuTb B CYXOM, HEQOCTYMNHOM ANA AeTeil MecTe Npu TemnepaType He Bbiwe 25C
Iodine (as potassium iodide) / weighed in /
Noa (B hopme kanus nogmaa) 150 pg / 150 mkr B Npeaenax Macchbl
. weighed in /
Biotin / 6uoTuH 40 ug / 40 Mkr B Npenenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamud B12 (umaHokob6anamuH) 4.5 19/ 4,5 mr B npeaenax Macchb!
. mg / kg, not more than
Toxic elements/
Toxic elements Mr/ K, He Gonee dem mg / kg
TOKCUUHbBIE 31IEMEHTb! Mr / kr
Lead / CBuHeu not more than 5.0 / e 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kagmuii not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbiwbak not more than 3.0 / He 6onee yem 3,0 0
Mercury/ PTyTb not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
MecTuunasbl Mr / kr, He 6onee uyem Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa U30MepoB rekcaxnopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AnxnopandeHnnTpuxnopsTaH u ero He 6onee 0,2
MeTabonuTtbl
. not permitted (<0,002) /
Aldrin/ AnapuH He ponyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ Frentaxnop He aonyckaloTcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonornueckme nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g /
KMA®AHM KOE/r He 6onee yem 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTepuu rpynnsl KMWEYHOW nanoykm 8 0,1 r He AONyCKatoTCs He o6HapyxeHbi
E.coliin 1g/ not permitted / not detected /
Ecolislr He JonycKaercsi He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g / not permitted / not detected /

MaToreHHblE MUKPOOPraHU3Mbl, B.T.4. He AOMYCKaloTCs He 06HapyXeHbl
Salmonellas, 8 10 r
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&

Quality and Safety Certificate / CepTudmkar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

~10.08.2023
DD.MM.YYYY/H4ucno,mecsau, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ YEMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA
3209C60101
BATCH SIZE /OBbEM NAPTUA

31.520 Packs/ ynaxkoBok

Production date: / lata u3rotosneHus:
Expiry date: / Cpok rogHoCTH:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTei MecTe Npu TeMmriepatype He Boblwe 25C

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITbIE NAEHOUHON
060104KOI, Maccol 729 Mr U Kancynbl Maccoi 746 mr

06.2023 /mecau, roa
06.2025 /mecsy, roa

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Mnecexun (Bkntovas apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHATUTUYECKUVUE OAHHLIE KANCYNbl TPEBOBAHMUA PE3Y/NbTATDI

Description / Onucanue

Oval clear natural capsules
containing a red suspension /
OBanbHble nNpo3payHble Kancynbl
€CTeCcTBEHHOro uBeTa,
coaepxalme CyCneH3unio KpacHoro
uBera

Appearance /
BHewHu Bua meets the requirements /

cooTBeTcTByeT TpeboBaHnaM

Physical tests /
UcnbitaHue dnsanuecknx CBONCTB

capsule mass: 708 - 783 mg /
macca kancynbl: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHewus: 510 - 564 mr

Mean weight / 746 mg / 746 mMr

Cpeansa Macca 535 mg / 535 mr

Individual weight /

WravBuAYyansHas Macca + 7.5%, acc. to Ph. Eur. /

+ 7.5%, B cooTs. C EBp.®apm.

meets the requirements /
cooTBeTCTBYEeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OAaHa Kancyna coaepXuT Kak MMHUMYM cneayloulee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHosas kucnorta (ArK)
Lutein

JliotenH

200-244 mg / mr 221 mg / 221 mr

9-10 mg/ mMr 9.mg /9 mr

0.0 mg KOH/g /

Oxidation number (corresponds to acid not more than 4.0 mg KOH/g /

number) /

Yucno okucneHus (CoOoTBETCTBYET KUCNOTHOMY He 6onee ueM 4,0 mr KOH/r 0,0 mr KOH/r
yuecny)

Peroxide number / not more than 10.0 meq Oz/kg / 3 meq/kg /
NepeknucHoe yucno He 6onee 10,0 02 MIKk8/Kr 3 M3Ke/Kr

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

Quality and Safety Certificate / CepTudunkar kauecrsa u 6esonacHocTun

~10.08.2023
DD.MM.YYYY/HYucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHMUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOYHOR
o6onouko#, Maccoit 729 Mr 1 Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / flata usrotosnexus: 06.2023 /mecsau, roa

3209C60101 Expiry date: / Cpok rogHocTh: 06.2025 /mecau, roa

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

than 25°C/

31.520 Packs/ ynakoBoOk XpaHuTb B CYXOM, HEAOCTYNHOM ANSK AeTelr MecTe Npu TemnepaType He Bbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbBIE 3N1EMEHTDI Mr / kr, He 6onee Mr / kr

. 0.0/0,0
Lead / Cauew not more than 1.0 / He 6onee 1,0 /
t h . 0.0/0,0
Cadmium/ Kaguuii not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / kr, He 6onee mg / I:g
MecTnunasi Mr/x
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepoB reKcaxnopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopavdeHunTpuxnopaTaH U ero He 6onee 0,1
MeTabonuTtol
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MeHbwe unu pasHo 0,002
Heptachlor/ Fentaxnop less than or equal to 0.002 / 0.001 / 0,001
MeHble nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B NepecyeTe Ha Xup) (e )
Polychloric bephenyl / not more than 3.0/ 0.1/01
NonuxnopuposaHHble GudeHnnb: He 6onee 3,0
. o Bq / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee ueM
PagnoaxkTMBHOCTb / wr, Bk / Kr
Cesium-137 / Ue3ann-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHumin-90 not more than 100 /He 6onee 100 1
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 / Ceptudukart kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N°
81757758

Russia/ Poccus

BATCH / CEPUA
3209C60101
BATCH SIZE /OBbEM NAPTUU

31.520 Packs/ ynakoBok

. 10.08.2023
DD.MM.YYYY/Uucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnevku, NOKpbITbIE NNEHOYHOM
060N04KOIt, MACCon 729 M U Kancynbl Maccoi 746 Mr

Production date: / laTa u3rotoBnenus: 06.2023 /mecsu, roa

Expiry date: / Cpok rogHoCT!: 06.2025 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANst AeTel MecTe Npu TemMnepaType He eobiwe 25C

Microbiological indices/

Mukpo6uonorunueckue nokasarenu

QMAFANRM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuv rpynnsl KuueyHon nanodkn 8 0,1 r

not detected /
He 06HapyXeHbl

not permitted /
He ponyckatoTca

E.coliin 1g /
E.coliBlr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,

Salmonellas, B 10 r

Salmonellas inclusive in 10 g/
MaToreHHble MUKPOOPrasusMbl, B.T. 4.

not detected /
not permitted /

He o6HapyXeHbl
He AO0MyCKaTCA

S.aureus, in1,0g/
S.aureus B 1,01

not permitted / not detected /

He AonycKaeTcs He o6Hapyxea

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

not more than 100 cfu/g /
He 66peej 1q0 KpE/r

<10 cfu/g/
<10 KOE/r

Date of release / [lata Bbinycka

10 AUG 2023

DD.MM.YYYY / Yucno, mecau, roa

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

Brand Name:
FEMIBION i

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:

3209C60101
Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor [tem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

22 JUN 2023 JUN 2025

Lot Quantity: Unit of Measure:
31,520.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038045958

Bulk batches consumed in the reported Batch Code:
Batch No: 0013585215, Manufacturing Date:22.06.2023

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 Heaith Austria GmbH & Co. OG

Hdsslgasse 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:
Philine Wassermann (DN4536) / Trained QA 09.08.2023
personnel

This document was signed electronically and is valid without signature.

Printed by: DN4536 Print Date: 09.08.2023

PeG

Package Size:
28

Package Type:

blisters
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