&

Quality and Safety Certificate / CepTtugpukar kauecrsa n 6e3onacHocTmn

CAT. NO. / KAT. N2
81757758

-13.02.2024
DD.MM.YYYY/Uucno,mecau, rog

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

4032C60105

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.872 Packs/ ynakosok

Production date: / Qlata narotosneHus:
Expiry date: / Cpok rogHocTn:
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 NAEHOYHON
o6onoukon, Maccoin 729 Mr u kancynol Maccon 746 mr

01.2024 /mecsu, roa
01.2026 /mecsu, roa

XpaHuUTb B CYXOM, HEAOCTYMHOM ANA AeTer MecTe Npu TemnepaType He ebiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUMECKUE OAHHBIE TABNETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbHI

Description / Onucaunue

Appearance / BHewHuh sna

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

OBanbHble, ABOAKOBbLINYK/ble
TabneTkun, NOKpbITbie NIEHOYHON
o6onoukoir, ot 6enoro Ao NOYTK
6enoro usera

meets the requirements /
cooTBeTcTBYyeT TpeboBaHuaAM

Physical tests /
UcnbiTaHue dhuanuecknx cBoNCcTB

Mean weight / CpeaHsasa macca

729.0 mg = 4 %/ 729,0 Mr £ 4 %

735.0 mg / 735,0 mr

Individual weight /
NHavBuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPe60BaAHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbITas NIEHOYHON 060NOUKON, COASPXUT CNeayoume BUTaMUHb! U 3NEeMEHTbI B CNesoBbIX

KONUYecTBax: :

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbrHoBas KucnoTa) 35 mg /35 mr B Npeaenax Macchbl
(B hopme kanbumus ackopbara)

Nicotinamide / HukotTuHamng 15mg/ 15 mr weighed in /

B nNpegenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dpopme dl-aneda-Tokodepona
auerarta)

4.8mg/ 4,8 Mr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBasa kucnoTa (B opme Kanbuma
naHToTeHaTa)

6mg /6 mMr

weighed in /
B Npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamunH B6 (nupuaokcun) (8 dopme
NUPUAOKCMHA rMAPOXNOpPUaa)

1.9mg/1,9mr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasmnH)

1.4mg/1,4wmr

weighed in /
B Npegenax Maccel

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (Twamun) (B hopme TmamMmHa
HWUTpata)

1.4mg/1,4wmr

weighed in /
B npeaenax Maccobl

Folate / ®onat
o folic acid / ¢ponuesas kncnora
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-MeTundonaTt Kanbuus)

400 ug / mMkr
e 200 ug / Mkr
e 208 ug / MKr (equal to
200 ug folic acid) /
(cooTBercrByer 200 MKr
ponueBoit kucnoTbl)

weighed in / B npeaenax
Maccbl
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&

Quality and Safety Certificate / CepTudunkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

13.02.2024

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

060n04KOli, Maccoi 729 Mr n Kancynel Maccon 746 mr

BATCH / CEPUA

4032C60105

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.872 Packs/ ynakoBok

Production date: / [laTta usrotoBnenus:
Expiry date: / Cpok roagHoCTH:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Uucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITblE NAEHOUYHOU

01.2024 /mecsuy, rog,
01.2026 /mecsu, roa

XpaHUTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaType He Bbiwe 25C

Iodine (as potassium iodide) / weighed in /

WNop (B dopMe Kanusa noauaa) 150 pg / 150 mkr B Npeaenax Maccobl
- weighed in /

Biotin / 6uoTuH 40 g / 40 mkr B NPefenax Maccol

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (umaHokob6anamwH) 4.5 1g / 4,5 MKr B npeaenax Maccol

mg / kg, not more than

Toxic elements/ m k
ToKCcuUHbBIE 3/IEMEHTHI Mr/ kr, He Gonee uem M?' ; "'?
Lead / Ceuney not more than 5.0 / He 6onee yem 5,0 0.1/ 01
Cadmium/ Kaamni not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbllwbsk not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
NecTuuuasl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MEepOB rekCaxi0punKioreKcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandpeHnnTpuxnopaTtaH 1 ero
meTabonuTtel

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Angapun

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

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruvueckue 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
<10

CFU/g /
KOE/r

Bacteria of colon bacillus groups in 0.1g /
BaxkTepuun rpynnbt KMweyHon nanoykn 8 0,1 r

not permitted /
He AOMyCKaTCA

not detected /
He O6HapyXeHbt

E.coliin 1g /
E.colislr

not permitted /
He ponyckaertcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NatoreHHbIE MUKPOOPraHU3Mbl, B.T. 4.
Salmonellas, B 10 r

not permitted /
He ponyckatoTtcs

not detected /
He 06HapyXeHb!
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&

Quality and Safety Certificate / Ceptudpukar kavyecrsa n 6e3onacHoOCTHn

CAT. NO. / KAT. N2
81757758

13.02.2024
DD.MM.YYYY/U4ucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NIEHOUHON

060104KOM, MACCON 729 MI 1 Kancynb! Maccon 746 mr

BATCH / CEPUA

4032C60105

BATCH SIZE /OBbEM NAPTUU
than 25°C/

31.872 Packs/ ynakosok

Production date: / AaTa n3arotoBnexus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

01.2024 /mecsu, roa
01.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYMNHOM ANS AETEH MecTe Npu TeMnepaTtype He Bbiwe 25°C

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

Mnecenu (BKI'IIO‘-Iaﬂ ApO)K)KM), KOE/r He 6onee 100 KOE/r <10 KOE/I’
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMATUHECKUE BAHHBIE KANICYNbI TPEBOBAHUA PE3YNbTATDI

Description / OnucaHue

Appearance /
BHewHw®ih Bng

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHbIe Kancynbl
€CTeCcTBeHHOro useTa,
coaepxaimne CyCneH3un KpacHoro
uBera

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Physical tests /
UcnbiTtanue pusnyecKkux CBOKCTB

Mean weight /
CpeaHas Macca

capsule mass: 708 - 783 mg /
macca kancynel: 708 — 783 Mr
filing mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

775 mg / 775 mr

535 mg / 535 mr

Individual weight /
WHauBuayanbHasa macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B8 cooTB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TPpe6oBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa kancyna CoAepXvUT Kak MUHUMYM cneaylowee:

Docosahexaenoic acid (DHA) /
Jloko3arekcaeHoBas kncnorta (ArK)

200-244 mg / Mr

221 mg/ 221 mMr

Lutein
JotenH

9-10 mg/ mMr

10 mg/ 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yncno okncneHns (CooTBETCTBYET KUCAOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 6 mea/kg /
MepekucHoe yncno He 6onee 10,0 O; M3kB/Kr 6 MIKB/Kr

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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&

Quality and Safety Certificate / Ceprndpukar kauecrsa n 6esonacHocTn

_13.02.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKPLITLIE NAEHOYHOM
060n04KON, Maccoi 729 Mr u Kancynbl Maccow 746 Mr

Russia/ Poccusa

BATCH / CEPUA
4032C60105
BATCH SIZE /OBbEM NAPTUU

Production date: / flata narorosnexHus: 01.2024 /mecsu, roa

Expiry date: / Cpok rogHoCTH: 01.2026 /mecsu, roa

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

31.872 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe Npu TeMnepaTtype He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHDIE 3NIEMEHTBI Mr / xr, He 6Gonee Mr / kr
t han 1. 0.0/0,0
Lead / Canmen not more than 1.0 / He 6onee 1,0 /
h 2 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/ MblwbAk
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 :rg / Kkrg
MecTruumnabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcax/iopumKaorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnNTpUxXNop3TaH u ero He 6onee 0,1
meTtabonutol
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ Anapun MeHblwe unn pasHo 0,002
| h | .002
Heptachlor/ Fentaxnop LG R QR 0.001 / 0,001
MeHblie unun pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AMoKCUHB! (B NepecyeTe Ha Xup) T )
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHble GudeHunbl He Gonee 3,0
. e Bqg / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee ueM
PaguoaxTuBHOCTb / wr, Bk / xr
Cesium-137 / Ue3nirt-137 not more than 130 / ne 6onee 130 10
Strontium-90 / CrpoHumnii-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 / CepTudpukar kauecrsa n 6esonacHocTu

13.02.2024

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOYHOM
060n04KON, Macco 729 Mr 1 Kancynbl Maccomn 746 mr

Russia/ Poccuna

BATCH / CEPURA
4032€60105
BATCH SIZE /OBBEM NAPTUW

Production date: / AaTta nsrotoBneHus: 01.2024 /mecsau, roa

Expiry date: / Cpok roaHocTh: 01.2026 /mecsau, rog

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

31.872 Packs/ ynakosok XpaHutb B CYXOM, HEAOCTYNHOM ANA AeTek MecTe Npu TemnepaType He Bobiwe 25°C

Microbiological indices/
Mukpob6uonorudeckue noxkasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynno! KuweyHon nanovykm B 0,1 r

not permitted /
He AONYCKaTCA

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTca

not detected /
He obHapyxeHa

. . . not detected /
Pathogenic microorganisms,

t itted
Salmonellas inclusive in 10 g/ not permitted /

He 06HapYyXeHbl
RaToreHHble MUKPOOPTaHWU3MbIl, B.T.4, He AOMYCKaIoTCH

Salmonellas, 8 10 r

S.aureus, in 1,0g/ not permitted / not detected /

He obHapyXeHa

S.aureuss 1,0 r He AonycKaeTca

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

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

<10 cfu/g/
<10 KOE/r

Date of release / flara Bbinycka

13 FEB 2024

DD.MM.YYYY / Yucno, mecay, roa

(L ion Ll iouae

Release office / ornefla pa3petweHns

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION ||

Product Description:
FEMIBION |l 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4032C60105

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

22 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,872.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038347030

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026413, Manufacturing Date:22.01.2024

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

HéRlgasse 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 12.02.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 12.02.2024

PeG

Package Size:
28

Package Type:

blisters
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