&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTun

09.02.2024

DD.MM.YYYY/Yucno,mecay, rog
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NNEHOYHOMN
o60n04KoN, Maccon 729 Mr n Kancysnbl Maccon 746 mr

Russia/ Poccun

BATCH / CEPUA
4025C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / JaTta usrotoeneHus: 01.2024 /mecsu, roa
Expiry date: / Cpok rogHocTu: 01.2026 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.752 Packs/ ynakoBok

XpaHWUTb B CYXOM, HEAOCTYNHOM ANs AeTeil MecTe Npu TemnepaTtype He sbiwe 25C

ANALYTICAL DATA TABLETS/
AHANNTUTUYECKUE AHHbBIE TABNETKN

REQUIREMENTS
TPEBOBAHWNA

RESULTS
PE3VJIbTATbI

Description / OnucaHue

Appearance / BHewHwin Bug

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

OBanbHble, ABOAKOBbLINYKNbIE
TabneTkun, NOKPbLITbIE NSIEHOYHOMN
obonoukoin, ot 6enoro A0 NOYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPEe60BaHUAM

Physical tests /
UcnbiTaHue dusanyecknx cBoucTs

Mean weight / CpegHas macca

729.0mg £ 4 %/ 7290 Mr £ 4 %

731.8 mg/ 731,8 mr

Individual weight /
NHaveuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / CoctaB

Konu4yecreax:.

One film coated tablet at least contains the following vitamins and trace element:
OpaHa Tabnetka, NOKPLITan NNEHOUHOW 060NOUKON, COAEPXUT CReaylolne BUTaMUHLl N SNEeMEHTbI B CheA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamuu C (AckopbuHoBas Kucnora) 35mg/ 55 mr B npeaenax mMaccol
(8 dopMe kanbuunsa ackopbarta)

Nicotinamide / HukoTuHamua 15mg/ 15 mr weighed in /

B npeaenax Maccbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dopme dl-ansda-Tokodepona
auertara)

48mg/4,8mr

weighed in /
B Npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

HUTpaTa)

weighed in /
::::g:ee:;')?:)ﬂ kucnota (8 popmMe Kanbuus 6mg/6mMr 8 npenenax Maccel
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /
ButamuH B6 (nupmnaokcud) (B dopme 1.9mg /1,9 mr B Npeaenax Maccbl
NUpUAOKCMHA ruapoxnopuaa)
Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pnbodnasuH) 14mg/1,4wur B nNpeaenax Macchl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButamuH Bl (TnamuH) (B8 popMe TamuHa 1.4mg/1,4mr weighed in /

B npeaenax Maccol

Folate / ®onart
o folic acid / donvnesas kucnorta
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopmMe L-meTundonat Kanbyms)

400 pg / Mkr
e 200 ug / Mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorsercreyer 200 MKr
$onneBoi KUCNOTbI)

weighed in / B npeaenax
Macchbt
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Quality and Safety Certificate / CepTtudmkar kauecrsa n 6e3onacHoOCTH

CAT. NO. / KAT. N2
81757758

&

09.02.2024

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccuna

DD.MM.YYYY/Yucno,mecsau, roa

729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbLITLIE MNIEHOYHON

o60n04KOM, Maccon 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA
4025C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / flaTa usrotoBneHus: 01
Expiry date: / Cpok rogHoCTW: 01
Store in a dry place, not available for children, under the room temperature not more

.2024 /mecsy, roa
.2026 /mecsu, roa

than 25°C/
31.752 Packs / ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Bblwe 25°C

Iodine (as potassium iodide) / weighed in /
Moa (8 dopme kanus noauaa) 150 pg / 150 mkr B nNpeaenax Maccobl

. weighed in /
Biotin / 6MoTKH 40 pg / 40 mkr B Npeaenax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamMnH B12 (umaHokob6anaMuH) 4.5 19/ 4,5 mkr B npeaenax Maccol

mg / kg, not more than

Toxic elements/ m ki
TOoKCUUHbIE 3NEMEHTbI Mr/ kr, ne Gonee uew M?' ; K?
Lead / CeuHel not more than 5.0 / He 6onee uem 5,0 0.1/ 0,1
Cadmium/ Kagmuir not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ MbllwbsK not more than 3.0 / He 6onee yem 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee 4eMm 1,0

Pesticides/
Necruuunabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandpeHnnTpuxnopataH u ero
MeTabonuTsbl

not more than 0.2 /
He 6onee 0,2

Aldrin/ AnapuH

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

Heptachlor/ M'enTaxnop

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

Microbiological indices/
Mukpobuonoruiueckue 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 KWWe4HoW nanoykn 8 0,1 r

not permitted /
He gonyckatoTca

not detected /
He OBHapyXeHbi

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHWU3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He AonycKatoTcs

not detected /
He 06HapyXeHbl
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< 0.005 / < 0,005

< 0.005/ < 0,005

< 0.005/ < 0,005

< 0.001/ < 0,001

< 0.001/ < 0,001




&

Quality and Safety Certificate / Ceptudmnkar kauecresa n 6esonacHocTu

09.02.2024
DD.MM.YYYY/4ucno,mecsu, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITbIE NNEHOYHON
060n104KON, Maccon 729 Mr u Kancynbl Maccom 746 mr

BATCH / CEPUA Production date: / laTta narotosnexnus: 01.2024 /Mecsau, roa

4025C60100 Expiry date: / Cpok rogHocT!: 01.2026 /mecsu, roa

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

than 25°C/

31.752 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTer MecTe Npu TeMnepaTtype He soliwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Nnecexun (BKﬂlO"laﬂ ApO)K)KM), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANMTUTUYECKUE AIAHHBIE KANCYNbI TPEBOBAHUA PE3YJIbTATbDI

Description / Onucaxue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHwit Bua, OsanbHble Npo3pavyHble Kancynbl meets the requirements /
€CTeCTBEHHOr0 UBeTa, CcoOoTBETCTBYET TPe6oBaHNAM
coaepxaluue CyCneH3uo KpacHoro
userta

Physical tests /
Ucnbitanue dhusnyeckux cBoUcTB

capsule mass: 708 -~ 783 mg /
Mean weight / Mmacca kancynot: 708 - 783 mr
CpegHan macca filling mass: 510 — 564 mg /
Macca HanonHenus: 510 ~ 564 mr

770 mg / 770 mr

533 mg /533 mr

Individual weight /

UHaMBUAYanbHan Macca f 7.5%, acc. to Ph. Eur. / meets the requirements /

7.5%, B cooTs. ¢ EBp.®apm. COOTBETCTBYET TPeboBaHNAM

Composition / Cocrtas
One capsule at least contains the following:
OaHa Kancyna CoAepXuT Kak MUHUMYM cheayluee:

Docosahexaenoic acid (DHA) / _ 220 mg / 220 mr
Joko3arekcaeHoBas kucnora (ArK) 200-244 mg / wr
Lutein
NMotenH 9-10 mg/ mr 10 mg /10 mMr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
YUCNo OKUCNEHUs (COOTBETCTBYET KUCNOTHOMY | He 6onee ueM 4,0 Mr KOH/r 0,0 mr KOH/r
uuncny)
Peroxide number / not more than 10.0 meq Oz/kg / 1 mea/kg /
NepekuncHoe wucno He 6onee 10,0 O2 MOkB/KI 1 M3KB/KF
P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Geselischaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
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Quality and Safety Certificate / CepTtudpukart xauecresa n 6esonacHocTun

&

_09.02.2024

DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOYHOMN
060N04YKOW, MAccoi 729 Mr u Kancynbl Maccoi 746 mr

BATCH / CEPUA Production date: / flata nsrotosneHus: 01.2024 /mecsu, roa

4025C60100 Expiry date: / Cpok rogHocTh: 01.2026 /mecsu, roa

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

than 25'C/

31.752 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemMnepartype He sbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3NEMEHTbI Mr / kr, He 6onee Mr / kr

han 1. 0.0/0,0
Lead / Caumey not more than 1.0 / He 6onee 1,0 /
h . 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/ Mbiwbak
Mercury/ PTyTe not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ MF / Kr, He Gonee mg// kg
MNecTuunabl Mr / wr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepoB rekcaxnopumnknorekcana He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AvxnopandeHnnTpuxnopatan u ero He 6onee 0,1
metabonuTol
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapwvH MeHbwe unu pasHo 0,002
| h .
Heptachlor/ Fentaxnop ess than or equal to 0.002/ 0.001 / 0,001
MeHble wnin pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecuyeTte Ha Xup) A T
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHblie 6udeHunsl He 6onee 3,0 !
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / Kkr, He 6onee yem Bq / kg
PaanoakKTUBHOCTb Bk / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHunn-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 61-0 Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6e3onacHocTun

09.02.2024
DD.MM.YYYY/Mucno,mecau, roa
CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbITbIE NIEHOYHOM
060104KOI1, Maccoin 729 Mrr U Kancynol Maccon 746 mr

BATCH / CEPMSA Production date: / QlaTta usrotoBnexHus: 01.2024 /mecsu, roa

4025C60100 Expiry date: / Cpok rogHocTu: 01.2026 /mecsu, roa

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

31.752 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANS AETen MecTe Npu Temnepatype He Bblwe 25C

Microbiological indices/
Mukpo6uonornueckue nokasarenu

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 /
BakTepvu rpynnbl KMweyHou nanoukn 8 0,1 r He aAonyckatoTcs He o6HapyxeHei
E.coliin 19/ not permitted / not detected /
E.colislr He aonyckaeTca He o6HapyeHa

Pathogenic microorganisms, not detected /

not permitted
Salmonellas inclusive in 10 g / P /

He obHapyXeHbl
NaToreHHble MUKPOOPraHU3Mbl, B.T.4. HE AOMYCKAIoTCA

Salmonellas, B 10 r

S.aureus, in 1,0g/ not permitted / not detected /
S.aureuss1,0r He AonyckaeTcs He o6HapyxeHa
Yeast, Moulds cfu/g / not more than 100 cfu/g / <10 cfu/g/
Nnecenu, Apoxoxu, KOE/r He 6onee 100 KOE/r <10 KOE/r
Date of release lzﬂiza BbINyCKa C M
DD.MM.YYYY / Yucno, mecsy, rog Release office / ornen'a'“pafpetueunu

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
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 Ii

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4025C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

03 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,752.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038329521

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026402, Manufacturing Date:03.01.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HéRIgasse 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
HéRIgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 06.02.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 06.02.2024

PeG

Package Size:
28

Package Type:

blisters
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