PeG

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTm

CAT. NO. / KAT. N?
81757758

Russia/ Poccus

BATCH / CEPUA
4127C60106

—27.05.2024
DD.MM.YYYY/Yucno,mecay, roa
DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITLIE NNEHOYHOMR
060n04KON, Macco 729 Mr U Kancynbl Maccon 746 mr

Production date: / AaTta n3rotoBnexHus:
Expiry date: / Cpok roaHocTu:

04.2024 /mecsu, roa
04.2026 /mecsu, roa

BATCH SIZE /OBbEM NAPTUU
than 25C/
31.632 Packs/ ynakoBOK

Store in a dry place, not available for children, under the room temperature not more

XpaHuTb B CYXOM, HEAOCTYMHOM ANs AeTeih MecTe Npu TemnepaType He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHANMUTUUECKUE OAHHDBIE TABNETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATHI

Description / OnucaHue

Appearance / BHewnnii ena

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

OsanbHble, ABOSIKOBbLINYKNbIE
TabnNeTkn, NOKPLITbIE NNEHOYHOMN
060104KOIN, OT 6€nN0ro 40 NoYTH
6enoro usera

meets the requirements /
coorBeTcTBYeT Tpe60BaHNAM

Physical tests /
UcnbiTanne dnavueckmx CBOUCTB

Mean weight / CpeaHasa macca

729.0 mg £ 4 %/ 7290 Mr £ 4 %

737.5mg/ 737,5 mr

Individual weight /
WHauBUAYansHas Macca

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

meets the requirements /
COOTBETCTBYET TPE6OBAHUAM

Composition / Cocras

KonuyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPbITas NAEHOUHON 060N0UKON, COAEPXUT CNeayloWmve BUTAMUHL! U 3N1eMEeHTbI B CNEA0BbIX

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

weighed in /

Butamun C (Ackop6uHOBas KUCNOTa) 55mg /55 mMr B npeaenax Maccot
(8 thopme Kanbumns ackopbara)
Nicotinamide / HukoTuHamua 15mg/ 15 wmr weighed in /

B npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Buramun E (8 dopme dl-anbda-Tokodepona
aueTaTta)

48mg/ 4,8 mr

weighed in /
B Npeaenax Maccel

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBaA kncnoTa (8 dopMe Kanbuua
naHToTeHaTa)

6mg/6Mr

weighed in /
B Nnpeaenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButaMuH B6 (nupuaokcun) (B dopme
NUPVMAOKCUHa rnapoxnopuaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasuH)

1.4mg/1,4wmr

weighed in /
B Npeaenax Maccol

Vitamin Bl (thiamine) (as thiamine nitrate) /
ButamuH B1 (Tnamud) (B popme TMaMUHa
HUTpaTa)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Macchl

Folate / ®onat
« folic acid / ¢ponmesan kucnorta
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundionat kansuus)

400 pg / mkr
o 200 ug / Mkr
o 208 ug / Mkr (equal to
200 pg folic acid) /
(coorBevcrayer 200 MKr
donueBoit KUCNOTLI)

weighed in / B npeaenax
Macchbl

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

27.05.2024

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccus

BATCH / CEPUA

4127C60106

BATCH SIZE /OBbEM NAPTUK
than 25°C/

31.632 Packs/ ynakoBok

Production date: / [lJaTa U3roToBneHua:
Expiry date: / Cpok roaHoCTW:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Yucno,mecauy, roa

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITbIE NIEHOHHON
060104KON, Maccon 729 Mr 1 Kancynbl MAaccon 746 mr

04.2024 /mecsiy, roa
04.2026 /mecsu, roa

XpaHWTb B CyXOM, HEAOCTYMNHOM ANs AeTei MecTe npu TeMnepaType He Bbiwe 25°C

ButamMuH B12 (umnaHoko6anaMuH)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

foa (B bopMe kanus noamaa) 150 pg / 150 mkr B Npeaenax Macchl
" weighed in /

Biotin / 6uoTHH 40 ug / 40 mxr 8 Npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchbt

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee Yem mg / kg
TOKCUUHbBIE 3IEMEHTD! mr/ kr
Lead / CenHeu not more than 5.0 / He 6onee uem 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yeM 1,0 0.1/ 0,1
Arsenic/ Mbiwbak 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/
NecTuuunabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichiorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHuNTpUxIopaTaH n ero
merabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonornueckue noxkasarenu

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 baciilus groups in 0.1g /
BakTepuun rpynnbl KMWeyHon nanoyku 8 0,1 r

not permitted /
He A0ONYyCKaloTCA

not detected /
He ob6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonycKaeTca

not detected /
He obHapyxXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MatoreHHblE MUKPOOPraHW3Mbt, B.T.4.
Salmonellas, B 10 r

not permitted /
He AOoNyCKaTCA

not detected /
He o6HapyXeHbl

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)
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Quality and Safety Certificate / CepTtuduxar kauecrsa n 6esonacHocTu

27.05.2024
DD.MM.YYYY/Yucno,mecsay, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbie NNEHOYHON
060104YKOI, Maccoit 729 Mr n Kancysnbl Maccon 746 Mr
BATCH / CEPUA Production date: / Alata n3rotoBneHus: 04.2024 /mecsau, roa
4127C60106 Expiry date: / Cpok rogHocTu: 04.2026 /mecsau, roa
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.632 Packs/ ynakosBoK XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeil MecTe Npu TeMnepaTtype He Boiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
MNnecexHn (BK}'"Oqaﬂ ApO)K)KM), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUMECKUE AAHHDIE KANCYANbI TPEBOBAHUSA PE3Y/IbTATDI

Description / Onucauune

useTa

Oval clear natural capsules
Appearance / containing a red suspension /
BHewHwin BuA OBanbHble Npo3payvHblie Kancynbl meets the requirements /
€CTeCTBEeHHOro UBeTa,
coaepxalme CycneH3nto KpacHoro

COOTBETCTBYET TpE6OBaHVI$|M

Physical tests /
UcnbiTanue duanuecknx cCBONCTB

Macca HanoNHeHus: 5

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynot: 708 — 783 Mr
CpeaHas Macca filling mass: 510 - 564 mg /

753 mg / 753 mr

10 - 564 Mr 527 mg / 527 mr

Individual weight /
NHaneuayanbHan Macca

+ 7.5%, acc. to Ph. Eur. / meets the requirements /
+ 7.5%, B cooTB. ¢ EBp.®apm. cooTBeTcTByeT TpeboBaHusAM

Composition / Cocras
One capsule at least contains the following:
OfiHa Kancyna COAEPXUT Kak MUHUMYM cneaylowlee:

Docosahexaenoic acid (DHA) / _ 218 mg / 218 mr
JHokosarekcaeHosas kucnota (ArK) 200-244 mg / Mr

Lutein

NMotenH 9-10 mg/ Mr 10 mg/ 10 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

YnCNo OKMCNEHWS (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mMr KOH/r
uueny)

Peroxide number / not more than 10.0 meq O2/kg / 1 mea/kg /
NepexknucHoe 4ncno He 6onee 10,0 Oz MIKB/Kr 1 M3KB/Kr

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
4127C60106
BATCH SIZE /OBbEM NAPTUU

31.632 Packs/ ynakoBok

27.05.2024
DD.MM.YYYY/Hucno,mecsy, roa
DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOUHOR
060n0uKoN, Maccoi 729 Mr 1 Kancynbl Maccon 746 Mr

Production date: / [lata n3rotoBneHua: 04.2024 /mecsu, roa

Expiry date: / Cpok rogaHocTu: 04.2026 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTelt MecTe Npu TeMnepartype He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbLIE 3NEMEHTBI Mr / xr, He 6onee Mr / kr
ot m than 1.0 / ne 1,0 0.0/0,0
Lead / Canrew n ore / He 6onee /
2 0.0/0,0
Cadmium/ Kaamuii 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 r:g / kg
NMectuumnabt T/wr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/ 0,0
CyMMa U30MepoB rekcaxniopunknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AunxnopandeHunTpuxnopaTaH 1 ero He 6onee 0,1
metabonuTel
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MmeHbwe unu pasHo 0,002
| .00
Heptachlor/ l'entaxnop S LWL IL LY 0.001 /0,001
MeHble unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AVoKcuHbl (B NepecyeTe Ha Xup) oy
Polychloric bephenyl / not more than 3.0 / 0.2/0,2
NonuxnopupoBaHHble 6udeHunbl He Gonee 3,0
. - Bq / kg, not more than
Radioactivity/
Radioactivit Bk / xr, He 6onee uem Bq / kg
PaanoakTUBHOCTb Bk / Kkr
Cesium-137 / Ue3uin-137 not more than 130 / He 6onee 130 | 10
Strontium-90 / CtpoHuuMi-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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Rechtsform: Offene Gesellschaft (OG)
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTn

27.05.2024
DD.MM.YYYY/Yucno,mecsau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccusn

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NAEHOYHON

060/104KON, Maccon 729 Mr 1 Kancynbl Maccomn 746 mr

BATCH / CEPUSA

4127C60106

BATCH SIZE /OBbEM NAPTUU
than 25°C/

31.632 Packs/ ynakoBoK

Production date: / laTa U3rotoBneHuN:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

04.2024 /mecsu, roa
04.2026 /mecsau, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANs AeTell MecTe Npu TeMnepaTtype He Bbiwe 25'C

Microbiological indices/
Muxkpo6uonoruueckue nokasavenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 104 cfu/g /
He 6onee 5 x 10* KOE/r

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuy rpynnbl K1MWweyHow nanouku 8 0,1 r

not permitted /
He AoNYCKaKTCa

not detected /
He 06HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AOoNyCcKaeTca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaTtoreHHble MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, 8 10 1

not permitted /

He AoNyCKaloTCA

not detected /

He OOHapyXeHbl

S.aureus, in 1,0g/
S.aureusB10r

not permitted /
He gonyckaeTcs

not detected /
He obHapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / flata Bbinycka

2 8, Mai 2024

05

Wenn

DD.MM.YYYY / Yucno, mecsiu, roa

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

Reléase office / otaena
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I|

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4127C60106

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

25 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
31,632.00 iT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038483877

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458656, Manufacturing Date:25.04.2024

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG

HoéRlgasse 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 27.05.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 27.05.2024

PeG

Package Size:
28

Package Type:
blisters
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