Highly Restricted

&

Quality and Safety Certificate / CepTu¢dmnkar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N¢
81781705

08.10.2024
DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMWBUOH® 2

Russia/ Poccus

BATCH / CEPUA

4268C60102

BATCH SIZE /OBbEM NAPTUN
than 25C/

32.040 Packs/ ynakoBok

Production date: / lata u3rotoBnexus:
Expiry date: / Cpok rogHoCT!:
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, NOKPLITHIE NEHOYHON
060104KOM, Maccon 729 Mr 1 Kancynbl Maccoin 746 Mr

09.2024 /mecsu, roa
09.2026 /mecsiy, roa

XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe nNpu TemnepaTtype He Bolle 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKHUE AAHHBIE TABNTETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATDI

Description / OnucaHue

Appearance / BHewHwnit Bua

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

OBanbHbie, ABOAKOBLIMYK/ble
Tabnetkun, NOKpbITbie NAEHOYHON
060104KON, OT 6€10r0 A0 NOYTH
6enoro useta

meets the requirements /
cooTeeTcTByeT TpeboBaHUsaM

Physical tests /
UcnbiTanHue duanueckux cCBONCIs

Mean weight / CpeaHss Macca

729.0 mg = 4 %/ 7290 Mr £ 4 %

739.2 mg/ 739,2 mr

Individual weight /
WHavBnayansHaa macca

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

meets the requirements /
COOTBETCTBYET Tpe60oBaHUAM

Composition / Coctas

Konnuecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPLITan NNEHOYHON 060/10UKOW, COAEPKUT CREAYIOWNE BUTAMUHLI U EMEHTb! B CNEAO0BbIX

Vitamin C (Ascorbic acid) (as calcium
ascorbate) /

weighed in /

Butamun C (AckopbuHOBasa Kncnota) 35mg / 35 mMr B Npeaenax Maccobl
(8 dopMe kanbuus ackopbara)
Nicotinamide / HukoTuHamug 15mg/ 15 mr LS Sl Y

B nNpegenax Macchol

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme di-anbda-Tokodepona
aueraTta)

4.8mg/ 4,8 Mr

weighed in /
B8 npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /
NanToTeHOBas kucnota (B popMe Kanbuus
naHToTeHaTa)

6mg/6mMr

weighed in /
B Npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcun) (8 popme
NUPUAOKCUHA rnapoxnopuaa)

1.9mg/ 1,9 mr

weighed in /
B npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pubodpnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (TnamuH) (B popme TMamMmHa
HUTpaTa)

1.4mg/1,4wmr

weighed in /
8 Npeaenax Macchbl

Folate / ®donat
¢ folic acid / ¢ponvesasa kucnorva
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-metundonart kanbuma)

400 g / Mkr
e 200 ug / Mkr
« 208 g / MKr (equal to
200 ug folic acid) /
(coorsercrByer 200 MKr
$onueBoin KNCNOTbI)

weighed in / B npegenax
Maccel
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Highly Restricted

&

Quality and Safety Certificate / Ceptu¢gukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

08.10.2024

DESIGNATION/ HAUMEHOBAHWUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccun

BATCH / CEPUA
4268C60102
BATCH SIZE /OBbEM NAPTUN

32.040 Packs/ ynakoBsok

Production date: / flata nsrovosneHus:
Expiry date: / Cpok roaHOCTK:

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 Bblwe 25C

DD.MM.YYYY/Hucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / Ta6netku, NOKPbITbIE NNEHOUHOM
obonouko, Mmaccoit 729 Mr n Kancynbl Maccow 746 mr

09.2024 /mecsau, roa,
09.2026 /mecsu, roa

ButramunH B12 (umaHoko6anamun)

Iodine (as potassium iodide) / weighed in /

Woa (B opme kKanusa nmoguaa) 150 yg / 150 Mkr B Npeaenax Macchbl
- weighed in /

Biotin / 6uoTuH 40 ug / 40 Mkr 8 NPEENaX MacChl

Vitamin B12 (cyanocobalamin) / weighed in /

4.5 pg / 4,5 mkr

B nNpegenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee uem mg / kg
TOKCUYHBIE 3NEMEHTDI Mmr / kr
Lead / Ceuxeu not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamwit 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 0/0

Mercury/ PtyTb

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

< 0.005/ < 0,005

Pesticides/
NecTuuuabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MepOoB rekcaxnopumKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopsTtan v ero
MeTabonuTbi

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwH

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Muxkpo6uonormueckue noxkasarenu

QMAFANM cfu/g /
KMAGAHM 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 rpynnsl KMweyHow nanovkv B 0,1 r

not permitted /
He A0onycKalTCs

not detected /
He obHapy»xeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHble MMKPOOPraHnu3Mbl, B.T. 4.
Salmonellas, B 10 r

not permitted /
He A0NYyCKatoTCs

not detected /
He O6HapyXeHbl
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Highly Restricted

&

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

08.10.2024
DD.MM.YYYY/4ucno,mecau, rog

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®DEMUBUOH® 2

Russia/ Poccusa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITbIE NNEHOYHOMN

obonouko#, Maccon 729 Mr n kancynbl Maccon 746 mr

BATCH / CEPUA

4268C60102

BATCH SIZE /OBbEM NAPTUU
than 25°C/

32.040 Packs/ ynakosok

Production date: / lata narotosnenus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

09.2024 /mecau, roa
09.2026 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AETeil MecTe Npu TeMnepaType He Bbile 25'C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
Nnecenn (BkNOYan ApO)K)KM), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMNTUMECKUE AAHHDLIE KANCYAbLI TPEBOBAHMUA PE3Y/IbTATbDI

Description / Onucanue

Appearance /
BHewHwi Bua

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynsl
eCTecTBeHHOro uBeTa,
coaepxatue CyCneH3nilo KpacHoro
uBera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue dmnsnueckunx cBoUCTs

Mean weight /
CpenHsas Macca

capsule mass: 708 - 783 mg /
Macca kancynsl: 708 - 783 mr
filling mass: 510 — 564 mgq /
Macca HanonHeHuusa: 510 - 564 mr

770 mg / 770 mr

534 mg / 534 wmr

Individual weight /
NHavBuayaneHas Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cooTs. C Esp.®apm.

meets the requirements /
CoOTBETCTBYET TpeboBaHnAM

Composition / Cocras
One capsule at least contains the following:

OAaHa Kancyna COAEPXMT KakK MUHUMYM cneaytollee:

Docosahexaenoic acid (DHA) /
Joko3sarekcaeHnosan kncnorta (ArK)

200-244 mg / mr

221 mg/ 221 mr

Lutein
NMoTtenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yuncno okucneHns (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 Mr KOH/r 0,0 mMr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Oz/kg / | 2 Me/ka/
NepekncHoe uncno He 6onee 10,0 O2 M3KB/Kr 2 MIKB/Kr

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
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Highly Restricted

&

Quality and Safety Certificate / CepTtudmnkar kauecrsa n 6esonacHocTun

_08.10.2024
DD.MM.YYYY/Hucno,mecau, roa

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

81781705

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE MNAEHOYHOM
060n04KOIN, Maccoit 729 Mr U Kancynsl Maccon 746 mr

BATCH / CEPMA Production date: / lata usrotosnexHns: 09.2024 /mecauy, roa

4268C60102 Expiry date: / Cpok rogHocTh: 09.2026 /mecau, roa

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

than 25C/

32.040 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANs AeTei MecTe npu TemnepaType He Bouiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE 3N1EMEHTbI Mr / kr, He 6onee Mr / kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CeuHey
. 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/ MblwbsK
Mercury/ PryTs not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / kr, He 6onee mg / K':_g
MecTnyuasl Mr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepOB FeKCaxNopumKiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHnnTpuxnopaTtad u ero He 6onee 0,1
meTabonuTel
less than or equal to 0.002 /
’ 0.001 / 0,001
Aldrin/ Anppus MeHbtue unu pasHo 0,002
| | .
Heptachlor/ Frentaxnop ess than or equal to 0.002 / 0.001 /0,001
MeHbwe wnn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
[nokcuHbl (B nepecuerte Ha xup) He 6onee 2
Polychloric bephenyl / not more than 3.0 / 0.1/01
NonuxnopuposBaHHble 6udeHnnsbl He Gonee 3.0 : !
- P Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / kr, He 6onee uem Bq / kg
PaguoaxTnsHocTb Bk / ur

Cesium-137 / lle3aun-137

not more than 130 / He 6onee 130 20

Strontium-90 / CTpoHunin-90

not more than 100 /He 6onee 100 | O

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
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Highly Restricted

&

Quality and Safety Certificate / CepTudgukart kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

Russia/ Poccuna

BATCH / CEPUA
4268C60102
BATCH SIZE /OBbEM NAPTUWU

32.040 Packs/ ynakoBok

08.10.2024
DD.MM.YYYY/Yucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOYHOM
obonoukon, Maccoit 729 Mr 1 Kancynbl Maccoit 746 mr

Production date: / QaTta u3rotoBneHus: 09.2024 /mecau, roa,

Expiry date: / Cpok rogHocTu: 09.2026 /Mecsau, roa

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

XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe Npu TemnepaType He Boiwe 25'C

Microbiological indices/

Mukpob6uonoruueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfu/g/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuun rpynnsl KMwWe4Hou nanoykn 8 0,1 r

not permitted /
He AOonyCKaloTCH

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He gonyckaerca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

MaTtoreHHbie MUKPOOPraHU3Mbl, B.T.4.

not detected /
not permitted /

He o6HapyxXeHbl
He AONYCKAKTCA

S.aureus, in1,0g/
S.aureusB1,0r

not permitted / not detected /

He fornyckaeTcs He o6HapyxeHa

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

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

<100 cfu/g/
<100 KOE/r

Date of release / flata Bbinycka

09 0CT 2024

DD.MM.YYYY / Yucno, mecau, roa

Release office / otaena paape'ule ns

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION 1l 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4268C60102

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81781705 81781705

Date of Manufacturing: Expiration Date:

12 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
32,040.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 40038717695

Batch No: 0065614722, Manufacturing Date:12.09.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6RIgasse 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
HoéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRBlgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 04.10.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 04.10.2024

PeG

Package Size:
28

Package Type:

blisters
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