&

Quality and Safety Certificate / CepTtu¢dmnkar kauecrsa n 6esonacHocTu

05.06.2024

DD.MM.YYYY/Yucno,Mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®OEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKPbITbIE NNEHOYHON
060N04KOIN, MacCcon 729 Mr U Kancy/nbl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4137C60105
BATCH SIZE /OBbEM NAPTUN

Production date: / QaTta n3rotoBneHus: 04.2024 /mecsay, roa
Expiry date: / Cpok rogHOCTU: 04.2026 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.368 Packs/ ynakoBok

XpaHUTb B CYXOM, HEAOCTYNHOM AN AeTen MecTe Npw TeMnepaType He sbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUWUE AAHHBLIE TABNETKU

REQUIREMENTS
TPEBEOBAHUA

RESULTS
PE3VINIbTATbI

Description / Onucauune

Appearance / BHewHui Bua

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

OBanbHble, ABOAKOBLINYK/bIE
TabneTku, NOKPbLITbIE NNEHOYHOW
ob6onoukofl, oT 6enoro Ao NoYTU
6enoro LBeTa

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanne duUsnyecKnx CBOMRCTB

Mean weight / CpeaHss macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

725.2mg / 725,2 mr

Individual weight /
WHaMBMAYanbHas macca

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

meets the requirements /
COOTBETCTBYET TPE60BAHUAM

Composition / Cocras

KonunyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTka, NOKPbITas NIEHOYHON 060N0HKON, COAEPXUT CNEAYIOWNE BUTAMUHLI U 3MIEMEHTHI 8 CNEAOBbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopburoBas kucnora) 35mg/ 55 Mr B Npeaenax maccol
(8 dopme Kanbums ackopbaTa)

Nicotinamide / HukoTusamug 15mg/ 15 wmr weighed in /

B npeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dpopme dl-anbda-Tokodepona
auerara)

4.8mg/ 4,8 mMr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NaHToTEeHOBasA KUcNoTa (B popMe Kanbuus
naHToTeHata)

6mg /6 Mr

weighed in /
B npeaenax mMacchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamnH B6 (nupuaokcuu) (B popme
NUPHUAOKCUHA rMAPOXNopuaa)

19mg/1,9wmr

weighed in /
B Nnpeaenax Maccbl

Vitamin B2 (riboflavin) /
ButamunH B2(pnbodnasuH)

i4mg/1,4wmr

weighed in /
B npegenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Tuamun) (B opMe TamuHa
HUTpaTa)

1.4mg/1,4wmr

weighed in /
B Npeaenax Maccol

Folate / ®onat
o folic acid / ¢honuesasn kucnota
o L-methylfolate / L-MmeTuncdonar
(as Calcium salt L-methylfolate ) /
(8 opme L-meTundonat kansbums)

400 pg / Mkr
e 200 ug/ mMkr
s 208 pg / MKkr (equal to
200 ug folic acid) /
(coorsercrayer 200 mkr
$onneBoH KUCNOTLI)

weighed in / B npeaenax
MaccChbi
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&

Quality and Safety Certificate / Ceptudmukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

_05.06.2024
DD.MM.YYYY/Uucno,mecsu, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

o6onouKkoi, Maccoi 729 Mr u kancynbl Maccon 746 mr

BATCH / CEPMUA

4137C60105

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.368 Packs/ ynakoBok

Production date: / laTa narotosnenus:
Expiry date: / Cpok rogHoCTU:
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, NOKpbITbIE NNEHOYHON

04.2024 /mecsau, roa
04.2026 /mecau, ron

XpaHuTb B CyxXoM, HEAOCTYMHOM ANs AeTeN MecTe nNpu Temnepatype He sbiwe 25°C

Butamnd B12 (unaHokobanamuH)

4.5 uyg / 4,5 Mkr

Iodine (as potassium iodide) / weighed in /
Woa (8 popme Kanus noauaa) 150 ug / 150 mkr B8 Npegenax Macchl
Biotin / 6noTuH 40 pg / 40 Mkr weighed in /

8 Npeaenax Maccobl
Vitamin B12 (cyanocobalamin) / weighed in /

B Npeagenax Maccobl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, e Gonee uem mg / kg
TOKCUYHbLIE 3NIEMEHTbI Mr/ kr
Lead / CeuHey not more than 5.0 / He 6onee uemM 5,0 0.1/ 0,1
Cadmium/ Kaamuii not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1
Arsenic/ Mblwbak not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

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

< 0.005 / < 0,005

Pesticides/
NecTnunabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopuvknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTtaH u ero
meTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuvH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonoruyeckue 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 KMWeYyHoW nanoukn B 0,1 r

not permitted /
He AonycKalTcs

not detected /
He OBHapyXeHb!

E.coliin 1g /
E.colislr

not permitted /
He aonyckaeTcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHbIe MUKPOOPTraHU3Mbl, B.T.Y.
Salmonellas, 8 10 7

not permitted /
He AonycKalTcs

not detected /
He O6HapyXeHb!
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&

Quality and Safety Certificate / Ceptudukar kauecresa n 6esonacHocTun

05.06.2024
DD.MM.YYYY/Uncno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / Tabnetkn, NOKPbITLIE NNEHOUHO
060/104KOM, Maccor 729 Mr N Kancynbl Maccon 746 mr

BATCH / CEPMA Production date: / flaTa u3rotosneHus: 04.2024 /mecsau, roa

4137C60105 Expiry date: / Cpok roaHoCcT!: 04.2026 /Mecsu, roa

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

than 25C/

31.368 Packs/ ynakoBok XpaHWTb B CyxXOM, HEAOCTYNHOM ANA AeTel MecTe nNpu TeMnepartype He Boiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
NneceHn (BKNKIOUAA APOXKK), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAJTUTUNECKUE AAHHBIE KANCYNbI TPEBOBAHUA PE3YNbTATDI

Description / OnucaHnue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHwit Bua OsanbHble nNpo3payHble Kancynbl meets the requirements /
€CTeCTBEHHOro LBeTa, CoOTBETCTBYET TPe60BaHNAM
coaepxalyne CyCrneH3nio KpacHoro
useTa

Physical tests /
UcnbiTanue ddnanuecknx cBONCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynbl: 708 — 783 mr
CpeaHsasa Macca filling mass: 510 - 564 mg /
Macca HanonHenuws: 510 - 564 mr

758 mg / 758 mr

532 mg /532 mr

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

5%, 8 cootB. c Esp.®apm. coorBeTcTByeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna coaepXuT Kak MUHUMYM cneayioulee:

Docosahexaenoic acid (DHA) / } 220 mg / 220 mr
Jloko3arekcaeHoBasn kucnota (ArK) AU ey
Lutein
NoTenH 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) /
Yucno okucneHns (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)
Peroxide number / not more than 10.0 meq O2/kg / 1 meqrkg /
MNepekucHoe uncno He 6onee 10,0 Oz M3KkB/KI 1 MIKB/KF
P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 561-0 Sitz der Gesellschaft: Spittal an der Drau
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Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHoOCTH

&

05.06.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NAEHOUHOM
o60nouKkon, Maccon 729 Mr u Kancynbl Maccon 746 mMr
BATCH / CEPMUA Production date: / Aata u3rotoeneHus: 04.2024 /mecsu, roa

4137C60105 Expiry date: / Cpok roaHocT«: 04.2026 /mecsau, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/

31.368 Packs/ ynakoBok XpaHuTbL B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaTtype He Bbilwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUUHbIE 3EeMEHTbI Mr / xr, He 6onee Mr / kr
Lead / Caunew not more than 1.0 / He 6onee 1,0 0.0/0,0

than 0.2 6 0.0/0,0
Cadmium/ Kaamuit not more than / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbllwbak
Mercury/ PTyTe not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kr, He Gonee :1'_9//':_9
NecTuunasl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB reKcaxnopumMknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernnTpuxnopatan n ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AngpuH MeHblwe unu pasHo 0,002
1 . /
Heptachlor/ Fentaxnop less than or equal to 0.002 / 0.001/ 0,001
MeHbwe unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AOnokcuHbl (B nepecyeTe Ha XuUp) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0.1
NonuxnopupoBaHHbie 6udeHnnb He 6onee 3,0 !
. .. Bq / kg, not more than
Radioactivity/
Radioactivit Bk / kr, He 6onee yueMm Bq / ke
PapvoakineHoctb Bk / xr
Cesium-137 / Ue3anin-137 not more than 130 / He 6onee 130 < 130
Strontium-90 / CrpoHuunin-90 not more than 100 / He 6onee 100 < 100

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 4 of 5 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706



&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccua

BATCH / CEPUA
4137C60105
BATCH SIZE /OBbEM MAPTUN

31.368 Packs/ ynakoBok

05.06.2024

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

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

060104KOI4, Maccoit 729 Mr 1 Kancynbl Maccoi

Production date: / flaTta nsrotosnexHus:
Expiry date: / Cpok rogHocTu:

Store in a dry place, not available for children,

than 25C/

XpaHUTb B CYXOM, HEAOCTYNHOM AN AeTeil MecTe Npu TemnepaType He Bbie 25C

DD.MM.YYYY/4ucno,Mecau, roa

746 mr

04.2024 /mecsiu, roa
04.2026 /mecsau, roa
under the room temperature not more

Microbiological indices/

Muxpo6uonoruueckue noxasareny

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 /
bakTepuu rpynnbl KuweyHon nanoukn s 0,1 r

not permitted /
He A0NyCcKaKTCca

not detected /
He O6HapyXeHbl

E.coliin 1g/
E.colilr

not permitted /
He aonyckaertcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

NaToreHHble MUKPOOPraHW3Mmbl, B.T.u.

not permitted /

He A0NyCKalTCs

not detected /

He 06HapyXeHbl

S.aureus, in1,0g/
S.aureus81,0r

not permitted /
He aonyckaertcs

not detected /
He o6HapyXeHa

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

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

<100 cfu/g/

<100 KOE/r

Date of release / [laTa Bbinycka

06. Juni 2024

DD.MM.YYYY / Yucno, mecsy, rog

STIRAN Qﬁwwm

élédse office / otaena\paspewennn

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION i

Product Description:
FEMIBION Il 28CT RU

Statement of Conformity

Batch Number:
4137C60105

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:

30 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
31,368.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038504086

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458659, Manufacturing Date:30.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 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
HoRIgasse 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 29.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 29.05.2024

PeG

Package Size:
28

Package Type:

blisters
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