&

Quality and Safety Certificate / CepTtudukar kauecrea n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

_07.02.2024
DD.MM.YYYY/4ucno,mMecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ OEMWUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4021C60100

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.680 Packs/ ynakoBok

Production date: / lata nsroroBneHus:
Expiry date: / Cpok roaHocTu:
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, NOKPbLITbIE NNEHOYHOW
060n04KON, Maccoit 729 Mr n Kancynbl Maccon 746 mr

11.2023 /mecsau, roa
11.2025 /mecsau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe npu TeMnepaType He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUHECKUE NAHHDBIE TABJIETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATDI

Description / Onucatue

Appearance / BHewHu# Bua

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

OBanbHble, ABOAKOBbLINYKAbIE
Tabnetkn, NOKPLITHIE NNEHOYHOM
obonoukon, or 6enoro 4o No4YTH
6enoro usera

meets the requirements /
cooTtBeTCcTByeT TpebosaHuaM

Physical tests /
UcnbiTtaHue busnueckux ceomcrs

Mean weight / CpeaHnsas Mmacca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

735.8 mg/ 735,8 Mmr

Individual weight /
WHaMBuAayanbHasa Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B co0TB. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnerka, NOKPLITan NNEHOYHOW 060M104KOI, COAEPKUT CNEAYIOWME BUTAMUHBI U INEMEHTLI B CNEAOBbIX

KONUYecTBax: :

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHosas kucnora) 35 mg /55 Mr B Npeaenax Maccob!
(B dopme kanbuma ackopbara)

Nicotinamide / HukoTuHamug 15mg/ 15 mr weighed in /

B npegenax MaccCblt

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 ¢popme dl-anbha-Tokodepona
auerara)

48mg/ 4,8 wmr

weighed in /
B npeaenax Maccbi

Pantothenic acid (as calcium pantothenate) /
NanToTEeHOBasA KUcnoTa (B dopme Kanbuus
fnaHToTEeHarTa)

6mg/6mMr

weighed in /
B Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButaMuH B6 (nupuaokcuH) (8 dopme
NUpUAOKCUHA rnapoxaopuaa)

19mg/1,9wmr

weighed in /
8 Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasmnn)

14mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamuu Bl (Twamun) (8 dopme TuamMuHa
HUTpara)

1.4mg/1,4wmr

weighed in /
B Npeaenax Maccbl

Folate / ®onat
o folic acid / dponuesan kucnota
¢ L-methylfolate / L-meTuncdonar
(as Calcium salt L-methylfolate ) /
(B bopme L-metundonaT kanouus)

400 pg / MKkr
e 200 ug / mkr
o 208 ug / Mxr (equal to
200 pg folic acid) /
(coorBercreyer 200 MKr
donnesoit KUCNOTbI)

weighed in / B npepenax
MaccChbt

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 Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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&

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

CAT. NO. / KAT. N°
81757758

—07.02.2024

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa

BATCH / CEPUA
4021C60100
BATCH SIZE /OBbEM NAPTUW

31.680 Packs/ ynakoBsok

Production date: / lata usrotoBnenus:
Expiry date: / Cpok rogHocTu:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTeil MecTe Npu TeMnepaType He Bbiwe 25C

DD.MM.YYYY/Uucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTky1, NOKPbITLIE NNEHOYHOMW
060nN0UKOI, Maccoin 729 Mr u Kancynbl Maccoin 746 Mr

11.2023 /mecsu, roa
11.2025 /mecsu, roa

ButamuH B12 (ymaHokobanamuH)

4.5 ug / 4,5 mMkr

lIodine (as potassium iodide) / weighed in /

WNoa (B ¢popme kanus moaunaa) TR el B npeaenax Maccobl
- weighed in /

Biotin / 6uoTKH 40 pg / 40 mkr 8 npenenax Maccel

Vitamin B12 (cyanocobalamin) / weighed in /

B Npeaenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements mr/ kr, He Gonee Yem mg / kg
TOKCUUHBIE 3NEMEHTbY Mr/ kr
Lead / CeuHel not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kagmwnin 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 yem 1,0

< 0.005 / < 0,005

Pesticides/
NecTuuunaby

mg / kg, not more than
Mr / Kkr, He Gonee yem

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEepOB reKCaxnopumnkKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyiltrichloroethane and its
metabolites /
AuxnopandeHunTpUxNopaTaH 1 ero
MeTabonuThbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapun

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

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruueckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

5 CFU/g /
5 KOE/r

Bacteria of colon bacillus groups in 0.1g /

BakTepuun rpynnbl KuweyHon nanoykm 8 0,1 r

not permitted /
He aonyckalTcs

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTca

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHble MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AoNyCKalTCa

not detected /
He obHapyXeHbI

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

www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

07.02.2024

DD.MM.YYYY/Hucno,mecsau, roa
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAMMEHOBAHMWE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITLIE NNEHOYHON
060n04KON, Maccon 729 Mr u Kancynbl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4021C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / QlaTta u3rotoBneHus: 11.2023 /mecsu, rog

Expiry date: / Cpok roaHocTh: 11.2025 /mecsau, roa

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

31.680 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETEW MecTe Npu TemnepaTtype He Boblwe 25°C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / 20 CFU/g /
Nnecenu (BKniovas apoxoku), KOE/r He 6onee 100 KOE/r 20 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJNTUTUMECKUE OQAHHBDBIE KATNCY/b! TPEBOBAHUNA PE3V/IbTATDI

Description / Onucanue

Appearance /
BHewHnn BuA

Oval clear natural capsules
containing a red suspension /
OBanbHbte NPO3payYHbIe Kancynbl
€CTeCTBEHHOIO UBETa,
cofiepxalme CyCrneH3u KpacHoro
usera

meets the requirements /
COOTBETCTBYET Tpeb0BaHMAM

Physical tests /
UcnbiTaHue du3nvueckux cCBoOKCTs

Mean weight /
CpepHas macca

capsule mass: 708 - 783 mg /
macca kancynei: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHenunsa: 510 - 564 mMr

773 mg /773 mr

533 mg /533 Mr

Individual weight /
WHausmayanbHas Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B coots. ¢ EBp.®apm.

meets the requirements /
cooTBeTcTBYEeT TpeboBaHUAM

Compaosition / Cocrvas

One capsule at least contains the following:
OaHa kancyna CoaAepXWUT Kak MUHUMYM cneaylulee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHoBas kucnota (ArkK)

200-244 mg / mr

220 mg/ 220 mr

Lutein
JliotenH

9-10 mg/ mMr

10mg /10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yncno okncneHus (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 mMr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / 0 meq/kg /
MNepekncHoe uucno He 6onee 10,0 Oz M3kB/KI 0 M3Ke/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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTugpukar kauecrsa n 6esonacHocTun

07.02.2024
DD.MM.YYYY/UYucno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITLIE NAEHOUHON

060n04KOIK, Maccoln 729 Mr u Kancynbl Maccoin 746 mMr

BATCH / CEPUA Production date: / lata usrotoenenus: 11.2023 /mecau, roa

4021C60100 Expiry date: / Cpok rogHocTK: 11.2025 /mecau, roa

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

than 25'C/

31.680 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He sbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHBIE 3SIeMEHTbI Mr / kr, He 6onee Mr / kr

. 1 0.0/0,0
Lead / Caumely not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamwii 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/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mrg// kg
MNecTruymuab! M Kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB reKkcaxnopumKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopaTtaH u ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MeHblle unu pasHo 0,002
| .002
Heptachlor/ entaxnop s S 0.001 /0,001
MeHble unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOoKCUHbI (B NepecyeTte Ha Xup) ()
Polychloric bephenyl / not more than 3.0/ 0.1/01
NonuxnopuposaHHblie 6ugeHunbl He Gonee 3,0
- . e Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee yeMm
PaanoakrneHocTb / wr Bk / kr
Cesium-137 / Ue3anin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuii-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 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceprudmkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
4021C60100
BATCH SIZE /OBbEM MAPTUN

31.680 Packs/ ynakosok

07.02.2024
DD.MM.YYYY/"ucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkn, NOKPLITbIE MNEHOYHON
060N04YKOIN, Maccoin 729 Mr v Kancynbl Maccoin 746 Mr

Production date: / lata nsrotosnenus: 11.2023 /mecau, roa

Expiry date: / Cpok rogHOCTH: 11.2025 /mecsu, roa

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

XpaHuTb B CyxoM, HEAOCTYNHOM ANA AeTel MecTe Npu Temnepatype He Bbiwe 25C

Microbiological indices/
Mukpobuonornueckue noKasarenu

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 rpynnbl KuweyHon nanoyku B 0,1 r

not permitted /
He aonyckatotca

not detected /
He O6HapyXeHb!

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaertca

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHble MUKPOOPraHu3Msbl, B.T.M.
Salmonellas, 8 10 r

not permitted /

HEe A0NYyCKaKTCA

not detected /

He 06HapyXeHbI

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

not permitted /
He ponyckaercs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecenun, Apoxoxn, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / flaTa Bbinycka

r

08. Feb. 2024

MQV\ NN %U MY NN

DD.MM.YYYY / Yucno, mecsuy, roa

Reléase office / oTaéna paspeiwenus

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
Www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: 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 Il

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4021C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

28 NOV 2023 NOV 2025

Lot Quantity: Unit of Measure:
31,680.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038324454

Bulk batches consumed in the reported Batch Code:
Batch No: 0013947735, Manufacturing Date;28.11.2023

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
HéRlgasse 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 31.01.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 31.01.2024

PeG

Package Size:
28

Package Type:

blisters
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