&

Quality and Safety Certificate / Ceptndpmkar kauecrsa u 6e3onacHocCcTu

13.09.2023

DD.MM.YYYY/Uncno,mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NAECHOUHOMK
0607104KOWM, MACCOW 729 MI U Kancynbt MAccon 746 mr

Russia/ Poccua

BATCH / CEPUA
3240C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / laTa n3arotoBneHus: 07.2023 /mecau, roa
Expiry date: / Cpok rogHocTu: 07.2025 /mecsiu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.221 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTEN MecTe nNpu TemnepaType He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHATIUTUYECKWE NAHHBIE TABNIETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATDI

Description / Onucanue

Appearance / BHewHwvid BuA,

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

OBanbHble, ABOAKOBLINYKNbIE
TabneTtkn, NOKpPbITble NNEHOUYHON
060n104KON, OT 6€10ro A0 NOYTH
6enoro useta

meets the requirements /
cooTtBeTcTeyeT TpeboBaHMaM

Physical tests /
UcnbiTaHue hruanuecknx CBOMNCTB

Mean weight / CpeaHsas macca

729.0 mg * 4 %/ 729,0 Mr £ 4 %

730.6 mg / 730,6 Mr

Individua! weight /
WHavsmnayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPE6OBAHUAM

Composition / Coctas

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPLITas NNEHOYHON 060NOUKON, COAEPXUT cneayiouine BUTaMUHbI U SNEMEHTLI B CNEA0BbIX

KonmuecTeax: :

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamunH C (AckopbuHoBas kKncnota) 55.mg / 55 mr B npeaenax Maccol
(8 dopme Kanbuns ackopbara)

Nicotinamide / HukotuHamua 15mg/ 15 wmr weighed in /

B npeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
Butamuu E (B dopme dl-anbda-Tokodepona
auerara)

4.8mg/4,8mr

weighed in /
B npeaenax mMaccel

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamuH B2(pubodnasuH)

NaHTOoTEeHOBaA kucnoTta (8 hopme KanbLUa 6mg/6mMr

naHTOTEHaTa) B nMpeaenax mMaccel
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nupuaokcuH) (8 dopme 1.9mg /1,9 mr B npegenax Maccol
NUPUAOKCUHA rMapoxnopvaa)

Vitamin B2 (riboflavin) / 1.4mg/ 1,4 mr weighed in /

B nNpeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (TnamuH) (B popme TUaMUHa
HuTpaTa)

1.4mg/1,4mr

weighed in /
B nNpeaenax Macchl

Folate / ®onat
o folic acid / donuesasn kncnorta
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 popme L-meTundgonat Kansuus)

400 pg / Mkr
e 200 pg / mMkr
¢ 208 ug / MKr (equal to
200 pg folic acid) /
(coovsevcrayer 200 Mkr
ponnenoit KUCNOTbI)

weighed in / 8 npeaenax
Maccol
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&

Quality and Safety Certificate / Ceprudpukar kauecrsa n 6e3onacHoCcTun

CAT. NO. / KAT. N2
81757758

13.09.2023

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ PEMWUBUOH® 2

Russia/ Poccus

DD.MM.YYYY/4Yucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITblE NNEHOYHON

060n04KkoN, Maccon 729 Mr 1 Kkancynbl Maccon 746 mr

BATCH / CEPUA

3240C60102

BATCH SIZE /OBbEM NAPTUU
than 25°C/

31.221 Packs/ ynakosok

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

07.2023 /mecsu, roa
07.2025 /mecsau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AETEel MecTe Npw TeMnepatype He seiwe 25C

Iodine (as potassium iodide) / weighed in /

Noa (B popmMe kanus noanaa) 150 pg / 150 mxr B ripeaenax Macchbl
— weighed in /

Biotin / 6uoTuH 40 pg / 40 mkr B Npeenax Macch

Vitamin B12 (cyanocobalamin) / weighed in /

Butamund B12 (umaHokob6anaMuH) 4.5 ug /4,5 mxr B Npeaenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee uem mg / kg
TOoKCHYHBIE 31EMEHTbI Mr / xr
Lead / CeuHel, not more than 5.0 / He 6onee uem 5,0 0.1/ 0,1
Cadmium/ Kaamwir not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mblwbsk not more than 3.0 / He 6onee ueMm 3,0 0

Mercury/ Ptytb

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

< 0.005/ < 0,005

Pesticides/
NecTuunast

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MepOoB rekcaxnopuvknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.001/ < 0,001

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandernnTpuxnopaTtaH u ero
MeTabonuTtbl

not more than 0.2 /
He 6onee 0,2

< 0.001/ < 0,001

Aldrin/ Anapun

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

< 0.001/ < 0,001

Heptachlor/ l'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonornueckue 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 /
bakTepun rpynnbl KuweYyHon nanoykn B 0,1 r

not permitted /
He A0NycKawTCcs

not detected /
He O6HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He gonyckaetca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NatoreHHble MUKPOOPraHU3Mel, B.T.Y.
Salmonellas, 8 10 r

not permitted /
He AOoMyCKakTCA

not detected /
He 06HapyXeHbl
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&

Quality and Safety Certificate / Ceptudmkar kauecrsa n 6esonacHocTun

_13.09.2023
DD.MM.YYYY/Mucno,mecsay, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHMUE
81757758
FEMIBION® 2/ ®YEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITLIE NANEHOYHO
060104KOMN, Maccoin 729 Mr M Kancynbl Maccomn 746 Mr

BATCH / CEPMSA Production date: / flata narotosnexus: 07.2023 /mecsiu, roa

3240€60102 Expiry date: / Cpok roaHocTh: 07.2025 /mecsau, roa

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

than 25C/

31.221 Packs / ynakoBok XpaHuTe B CyXOM, HEJOCTYNHOM AnA AeTell MecTe Npu TeMnepaTtype He Bbiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
Nnecenu (Bknwuas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANTUTUMECKUE IAHHbIE KANCYNb! TPEBOBAHUA PE3YNIbTATbI

Description / OnucaHnue

Oval clear natural capsules

Appearance / containing a red suspension /

BrHewHwnit Bua OBanbHble NPO3payHbLIE Kancynbl meets the requirements /
€CTeCTBEHHOr0 LBEeTa, COOTBETCTBYET Tpe6oBaHMAM
coaepxalime CyCneH3no KpacHoro
uBeTa

Physical tests /
Ucnbitanue pusanyeckux cBOUCTs

capsule mass: 708 - 783 mg /
Mean weight / macca kancynbl: 708 - 783 mr
CpeaHns macca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

732 mg / 732 mr

532 mg/ 532 wmr

Individual weight / .
WHavBMayanbHas Macca f ;.5%, acc. to Ph. Eur./ meets the requirements /

5%, B coots. ¢ EBp.®apm. COOTBETCTBYET TPeboBaHMAM

Composition / Coctas
One capsule at least contains the following:
OaHa Kancyna CoaepXuT Kak MMHUMYM cneaylowlee:

Docosahexaenoic acid (DHA) / } 220 mg / 220 mr
[oko3arekcaeHosas kucnota (ArK) Az e AL
Lutein
JiotenH 9-10 mg/ mr 9.mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
YKUCNo OKNUCNEHUs (COOTBETCTBYET KUCNOTHOMY | 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 mea/kg /
NepekucHoe yncno He 6onee 10,0 Oz MIkB/KI 1 M3KB/Kr
P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTun

13.09.2023
DD.MM.YYYY/Mucno,mecau, roa

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

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITHIE NIEHOYHO
060n04KOoN, Maccoin 729 Mr U Kancynel Maccoin 746 mr

BATCH / CEPMNA Production date: / Aata usrotosneHus: 07.2023 /mecau, roa

3240C60102 Expiry date: / Cpok roaHocTH: 07.2025 /mecau, roa

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

than 25C/

31.221 Packs/ ynakoBok XpaHuTb B CyxOM, HEAOCTYNHOM ANS AEeTe MecTe Npu TemrnepaType He sobiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3/1IEMEHTbI Mr / kr, He 6onee Mr / kr

t han 1. 0.0/0,0
Lead / Caurey not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
h . . '
Arsenic/ Mulwbsik 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
Pesticides/ Mr / kr, ne Gonee mg// kg
MNecrnuuabl 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
AnxnopaneHUNTPUXNOP3TaH 1 ero He 6onee 0,1
meTabonuTbl
less than or equal to 0.002 /
: 0.001/ 0,001
Aldrin/ AnapvH MeHbwe nnu paeHo 0,002
| th I .
Heptachlor/ lrentaxnop EIWUELEF LI R 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2/ 0
AnokcuHbl (B nepecyeTe Ha XUp) ()
Polychloric bepheny! / not more than 3.0 / 0.0/0,0
NonuxnopupoBaHHble 6udeHunbl Yo oncelro ) !
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / xr, He 60nee ueM Bq / kg
PaanoakTUBHOCTL Bk / kr

Cesium-137 / Ue3un-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuuin-90

not more than 100 /He 6onee 100 | O

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
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&

Quality and Safety Certificate / CepTtudukar kauecrsa u 6esonacHocTu

13.09.2023
DD.MM.YYYY/HYucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMWUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / Tabnetkn, NOKPLITLIE NAEHOUHOMN
060noukon, Maccoi 729 Mr u Kancynel Maccoin 746 mr

BATCH / CEPUNA Production date: / flata u3rotosnexuns: 07.2023 /mecsu, roa,

3240C60102 Expiry date: / Cpok roaHocTH: 07.2025 /mecau, roa

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

31.221 Packs / ynakosok XpaHutb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe nNpwu TeMnepaTtype He Boiwe 25C

Microbiological indices/
Mukpobuonorunueckme nokasarenun

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 KMWEYHOW Nanoukv B 0,1 r He AonyckalTcs He 06HapyXeHb!
E.coliin 1g/ not permitted / not detected /
E.colislr He aonyckaeTcs He obHapyxeHa

. . . not detected /
Pathogenic microorganisms,

t permitted
Salmonellas inclusive in 10 g / notp /

He O6HapyXeHbl
NaToreHHbIe MUKPOOPraHN3Mbl, B.T.u. He 40Ny CKAITCS

Salmonellas, B 10 r

S.aureus, in 1,0g/ not permitted / not detected /
S.aureus B 1,01 He AonycKaerTcs He obHapyxeHa
Yeast, Moulds cfu/g / not more than 100 cfu/g / <10 cfu/g/
Nnecenn, Apoxoku, KOE/r , He 6onee 100 KOE/r <10 KOE/r

DD.MM.YYYY / Yucno, mecsiy, rog ease office / omeﬁé pa3spelueHun

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Geselischaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 5 of 5 Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION (I
Product Description:

FEMIBION 1 28CT RU
Importing Country:

Statement of Conformity

Batch Number:
3240C60102

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

17 JUL 2023 JUL 2025

Lot Quantity: Unit of Measure:
31,221.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038100086

Bulk batches consumed in the reported Batch Code:
Batch No: 0013656076, Manufacturing Date:17.07.2023

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HéRIgasse 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  07.09.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 07.09.2023

PeG

Package Size:
28

Package Type:

blisters
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