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Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

05.08.2024
DD.MM.YYYY/UYucno,mecsau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPMA

4186C60102

BATCH SIZE /OBbEM NAPTUU
than 25C/

16.416 Packs/ ynakoBoOk

Production date: / lata u3rotoBneHus:
Expiry date: / Cpok rogHoCTh:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NAEHOYHOWN
060Nn0UYKOM, Maccon 729 Mr u Kancynbl Maccon 746 Mr

06.2024 /mecsau, roa,
06.2026 /Mecau, roa,

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei MecTe Npu TeMnepaType He Bblwe 25'C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKUE AAHHDIE TABJIETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YIIbTATH!

Description / Onucaxnue

Appearance / BHewHuni Bua

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

OBanbHble, ABOAKOBLINYK/blE
TabneTkn, NOKPLITbIE NAEHOYHON
obonoukof, oT 6enoro Ao NoYTH
6enoro userta

meets the requirements /
CoOTBETCTBYET TpebosaHUAM

Physical tests /
UcnbiTanue pnu3nyecKknx CBOUCTB

Mean weight / CpeaHss macca

729.0 mg £ 4 %/ 7290 Mr £ 4 %

734.7 mg / 734,7 mr

Individual weight /
WHavBWAYyanbHan Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B coote. ¢ Esp. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konun4vectesax::

One film coated tablet at least contains the following vitamins and trace element:
OgaHa TabneTtka, NOKPbLITAA NNEHOYHOW 060N0UKON, COAEPXUT Cneaylowme BUTaMUHbI U 3NEMEHTbI B C/Ie0BbIX

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

weighed in /

BuramuH C (AckopbuHosas kucnota) 35 mg /55 Mr B nNpeaenax mMacchbl
(B dopmMe kanbuma ackopbaTa)
Nicotinamide / HukoTuHamua 15mg /15 wmr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B dopme dl-anbha-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B8 Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NanToTeHoBasa kucnota (B ¢popme Kanbuus
naHToTeHara)

6mg/6mMr

weighed in /
B npeaenax Maccbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupnaokcuH) (8 popme
NUPKUAOKCUHA rMAPOXN0pUAA)

1.9mg/ 1,9 mr

weighed in /
8 npeaenax maccbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/1,4mr

weighed in /
8 npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Tnamuu) (B hopMe TUaMUHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
8 Npeaenax Maccobl

Folate / ®onar
o folic acid / ponuesas kucnora
¢ L-methylfolate / L-metundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-metundonar Kansuma)

400 pg / Mkr
e 200 pg / MKkr
« 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
cdonnesoi KUCNOTHI)

weighed in / B npeaenax
Maccehl
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Quality and Safety Certificate / CepTudmkar kauecrsa u 6esonacHocTu

—05.08.2024
DD.MM.YYYY/Yucno,Mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMWE
81781705
FEMIBION® 2/ ®EMUBNOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHO
060NM04KON, MACCON 729 M 1 Kancynbl Maccoin 746 Mr

BATCH / CEPUA Production date: / lata usrotoBneHns: 06.2024 /mecsu, roa
4186C60102 Expiry date: / Cpok rogHocTU: 06.2026 /Mecsiu, roa,
BATCH SIZE /OBBEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
16.416 Packs/ ynakoBok XpaHUTL B CyXOM, HEAOCTYMHOM ANA AETel MecTe Npu TemnepaTtype He sbiwe 25C
Iodine (as potassium iodide) / weighed in /
WNoa (8 dopme kanus noauaa) TS ILTS B nNpeaenax Macchl
. weighed in /
Biotin / 6MOTUH 40 pg / 40 mkr e
Vitamin B12 (cyanocobalamin) / weighed in /
Butamud B12 (umaHokobanamuH) 4.5 Ug / 4,5 mkr B Npeaenax Macchbl
. mg / kg, not more than
Yoxic elements/
Toxic elements Mr/ Kr, He Gonee den mg / kg
TOKCUUHbBIE 3NEMEHTHY Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kagmuit not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1
Arsenic/ Mblwbsak not more than 3.0 / He 6onee uyem 3,0 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
NecTuunas! Mmr / kr, He 6onee yem Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005/ < 0,005
CyMMa M30MEpOoB rekCaxnopumKknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AnxnopandeHnnTpuxnopaTaH v ero He 6onee 0,2
MeTabonuthbl
. not permitted (<0,002) /
Aldrin/ Anapud He aonyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ FenTaxnop He AonyckatoTcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruueckue nokasarenmn

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g/
KMAQAHM KOE/r He 6onee 4eMm 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
bakTepuu rpynnbl KUWEYHOW nanoyku B 0,1 r He A0NyCKaTCs He 06HapyXeHbl
E.coliin 1g/ not permitted / not detected /
E.coliBlr He fonycKaeTcs He obHapyxeHa

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

MNaToreHHble MUKPOOPraHW3Mbl, B.T.u. He aonyckatTcs He o6HapyXeHb
Salmonellas, 8 10 r

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
Telefax +43 (0)4762 51 51-440 Page 2 of 5 Landesgericht Klagenfurt FN 168759a
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

-05.08.2024
DD.MM.YYYY/Uucno,mecsauy, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITHIE NNEHOYHOM

060N04KOM, Maccoi 729 Mr u kancynol Maccown 746 mr

BATCH / CEPUA

4186C60102

BATCH SIZE /OBbEM NAPTUN
than 25C/

16.416 Packs/ ynakoBok

Production date: / [lata u3rotoBneHus:
Expiry date: / Cpok rogHOCTH:
Store in a dry place, not available for children, under the room temperature not more

06.2024 /mecsu, rop
06.2026 /mecsau, roa

XpaHUTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe Npy TeMnepaType He Bbllwe 25C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/

NneceHn (BkNo4an apoxxu), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKME AAHHbBIE KANCYNbI TPEBOBAHUA PE3YJ/IbTATbDI

Description / Onucahnue

Appearance /
BHewHun Bua

Oval clear natural capsules
containing a red suspension /
OBanbHble Mpo3paydHble Kancysbl
€CTEeCTBEHHOro LBeTa,
coaepalume Cycnexsuio KpacHoro
yseTa

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanne dnanueckux cBOUCTB

Mean weight /
CpegHnana Macca

capsule mass: 708 - 783 mg /
Macca kancynwel: 708 - 783 mr
filling mass: 510 ~ 564 mg /
Macca HanonHeHus: 510 - 564 mr

780 mg / 780 mr

536 mg / 536 wmr

Individual weight /
WHavenayanbHas Macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, B cooTB. C Esp.®apm.

meets the requirements /
cooTseTcTByeT TpebosaHMAM

Composition / CocraB
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MMHUMYM creayioulee:

Docosahexaenoic acid (DHA) /
Jloko3arexcaeHoBas kucnota (ArK)

200-244 mg / mr

222 mg / 222 mr

Lutein
JIoTeNH

9-10 mg/ mr

9mg/9mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHus (COOTBETCTBYET KMCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Ox/kg / 1 meq/kg /
NepekuncHoe uncno He 6onee 10,0 O2 M3kB/kr 1 MOKB/Kr

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

Telefax +43 (0)4762 51 51-440
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

05.08.2024

DD.MM.YYYY/Hucno,mecau, rop
CAT. NO. / KAT. N2
81781705

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITbIE NNEHOYHON
060104KON, Maccoir 729 Mr n Kancynb Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUSA
4186C60102
BATCH SIZE /OBBEM NAPTUU

Production date: / AaTta u3rotosneHus: 06.2024 /mecsu, roa

Expiry date: / Cpok rogHocTw: 06.2026 /mecsau, roa

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

16.416 Packs / ynakoBok XpaHwuTb B CyXOM, HEAOCTYNHOM ANS AeTelr MecTe Npu TeMnepaTtype He Bobiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHBIE 3/IEMEHTbI Mr / kr, He 6onee Mr / kr
than 1. 1 0.0/0,0
Lead / Ceuney not more than 1.0 / He 6onee 1,0 /
. 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/ MbllwbsK
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kkr, He Gonee :l‘rg//u':'g
MecTnunasi
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopunknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AunxnopandeHnnTpuxnopaTaH n ero He 6onee 0,1
MeTabonuTbt
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AngpuH MeHblwe nnu pasHo 0,002
| han al to 0.002
Heptachlor/ Fentaxnop ess than or equal to / 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHbl (B nepecyere Ha Xup) TG
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHble 6udeHnnbl He Gonee 3,0
. e Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee yuem Bq / kg
PaanoakTMBHOCTL bk / kr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 < 130
Strontium-90 / CrpoHunin-90 not more than 100 /He 6onee 100 < 100

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

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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&

Quality and Safety Certificate / CepTtugpukar kauecrsa n 6esonacHoctu

CAT. NO. / KAT. N?
81781705

Russia/ Poccun

BATCH / CEPUA
4186C60102
BATCH SIZE /OBbEM MNAPTUUN

16.416 Packs/ ynakosok

05.08.2024
DD.MM.YYYY/Hucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITLIE MNIEHOYHON
060104KOI, Maccoi 729 Mr 1 Kancynbl Maccoih 746 mr

Production date: / Qata usrotoBnexHns: 06.2024 /mecsy, rog,

Expiry date: / Cpok rogHocTu: 06.2026 /mecsu, roa

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

XpaHuTb B CyXOM, HEAOCTYMNHOM ANA AeTei MecTe Npu TeMnepaTtype He Bblwe 25C

Microbiological indices/

Muxkpobuonoruueckune noxaszarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfulg/
< 100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
Bakrepuu rpynnbl kuwevHon nanodkn B 0,1 1

not permitted /
He gonyckatoTca

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colisir

not permitted /
He AonycKaeTcs

not detected /
He 0bHapyXeHa

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g/
MNaToreHHbie MUKPOOPraHn3Mbl, B.T.u.

not detected /
not permitted /

He 06HapyXeHb!
He AonycKawTcs

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

not permitted / not detected /

He AonycKaeTtcs He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecexn, Apoxokun, KOE/r

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

<100 cfu/g/
<100 KOE/r

Date of release / [laTa Bbinycka

07 Aug. 2024

womss Lbiug un

DD.MM.YYYY / Mucno, mecau, roa

ase office / otaena paspewenuns

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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)
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 Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4186C60102

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81781705 81781705

Date of Manufacturing: Expiration Date:

05 JUN 2024 JUN 2026

Lot Quantity: Unit of Measure:
16,416.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 40038569531

Bulk batches consumed in the reported Batch Code:
Batch No: 0065550488, Manufacturing Date:05.06.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6Rlgasse 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
Ho6RIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 20, 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 29.07.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 29.07.2024

PeG

Package Size:
28

Package Type:

blisters
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