Highly Restricted

&

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTi

CAT. NO. / KAT. N2
81781705

—23.10.2024
DD.MM.YYYY/HYncno,mecau, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMWBUNOH® 2

Russia/ Poccusa

BATCH / CEPUA

4269C€60100

BATCH SIZE /OBbEM NAPTUU
than 25'C/

32.040 Packs/ ynakoBok

Production date: / Qata nsrorosneHus:
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 NNEHOYHOMN
o6onoukoi, Maccon 729 Mr n Kancysnbl Maccon 746 mMr

09.2024 /mecsau, roa
09.2026 /Mmecsu, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANs AeTei MecTe nNpu TemnepaTtype He sbiwe 25'C

ANALYTICAL DATA TABLETS/
AHAJTIUTUYECKMUE NAHHbIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VYJ1IbTATbI

Description / Onucaxnue

Appearance / BHewHuii Bua

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

OBanbHble, ABOSKOBbLINYKNbIE
Tabnetkn, NOKpbITbIE MNEHOYHOM
060n04Kkon, oT 6enoro Ao nNoUTH
6enoro useta

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanne dusnyecKkux cBocrTs

Mean weight / CpeaHsas macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

737.7mg/ 737,7 mr

Individual weight /
WHauenayanbHas Macca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHMAM

Composition / Coctas

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbITast NNEHOYHON 06ONOUKON, COAEPXUT Cneayowmne BUTaMUHbl U INEMEHTbI B CNeA0BbIX

KONMUYecTBax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamnH C (AckopbuHoBas KKUcnoTa) 35mg /55 mr 8 Npeaenax Maccol
(8 hopme kanbLmsa ackopbarta)

Nicotinamide / HukoTuHamug 1Smg/ 15 mr weighed in /

B npeaenax Maccbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B popme dl-anbga-Tokodepona
auetara)

48 mg/ 4,8 mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHTOTEeHOBaA kucnota (B hopme Kanbuma
naHroTeHaTa)

6mg/6mMr

weighed in /
B Npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupmnaokcuH) (B dopme
NUPUAOKCUHA FMapoxnopuaa)

1.9mg/1,9mr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamMnH B2(pubodnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (Tvamun) (B hopme TUaMUHA
HuTpaTa)

1.4mg/1,4wmr

weighed in /
B npeaenax Maccol

Folate / ®onat
o folic acid / ¢donnesas kucnora
e L-methylfolate / L-MeTundonart
(as Calcium salt L-methylfolate ) /
(8 dopme L-MmeTundonaTt Kanbuua)

400 g / MKkr
o 200 ug/ Mkr
e 208 ug / Mkr (equal to
200 ug folic acid) /
{coorsevcrayer 200 mMkr
cdonunesoit kKMcNoTLI)

weighed in / 8 npeaenax
Maccbl
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Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / Ceprudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

Highly Restricted

&

23.10.2024

DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

BATCH / CEPUS

4269C60100

BATCH SIZE /OBbEM NAPTUK
than 25°C/

32.040 Packs/ ynakoBok

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

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

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NAEHOYHOMN
060N04YKON, Maccon 729 Mr n Kancynbl Maccom 746 mr

09.2024 /mecsau, roa
09.2026 /mecsau, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepartype He sbiwe 25C

ButamnH B12 (unaHoko6anamMuH)

4.5 ug/ 4,5 mkr

Iodine (as potassium iodide) / weighed in /

Noa (B dpopmMe kanua noauaa) T UL B nNpeaenax Macchbl
- weighed in /

Biotin / 6uoTHH 40 ug / 40 Mkr 8 npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

8 npeaenax Macchb!

mg / kg, not more than

Toxic elements/

Toxic elements O e T mg / kg
TOKCHUHbBIE 3N1EMEHTbI Mr / kr
Lead / CeBuHey not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kagmun not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mblwbsak not more than 3.0 / He 6onee yem 3,0 0/0

Mercury/ PTyTb

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

Pesticides/
Necruumnabl

mg / kg, not more than
Mr / Kr, He 6onee yeMm

mg / kg
Mr / «r

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekCcaxnopumnknorekcaHa

not more than 0.1 /
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH U ero
MeTabonuTsbl

not more than 0.2 /
He 6onee 0,2

Aldrin/ AngpuH

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

Heptachior/ Fentaxnop

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

Microbiological indices/
Mukpo6Guonormyeckue 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 /
bakTtepumn rpynnsl kMweyHown nanouykn 8 0,1 r

not permitted /
HEe A0NYCKaKTCa

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colielr

not permitted /
He AonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaTtoreHHble MUKPOOPraH13Mmsbl, B.T. 4.
Salmonellas, 8 10 r

not permitted /
He gonyckaloTcs

not detected /
He o6HapyXeHbl

P&G Health Austria GmbH & Co. OG
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< 0.005/ < 0,005

< 0.005/ < 0,005

< 0.005/ < 0,005

< 0.001/ < 0,001

< 0.001/ < 0,001




Highly Restricted

&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

23.10.2024
DD.MM.YYYY/Uncno,Mecsau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

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

060n04KON, Maccon 729 Mr 1 Kancynbl Maccon 746 Mr

BATCH / CEPUA

4269C60100

BATCH SIZE /OBbEM NAPTUU
than 25'C/

32.040 Packs/ ynakosok

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

09.2024 /mecsau, roa
09.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTell MecTe Npu Temnepartype He sbiwe 25C

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

NneceHun (BKJ'IK)‘-Iaﬂ aApoxokun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTIUTUMECKUE AAHHbLIE KANCY/b! TPEBOBAHUA PE3YNbTATDI

Description / Onucanue

Appearance /
BHewHwu# BuA,

Oval clear natural capsules
containing a red suspension /
OsanbHble nNpo3payHble Kancynol
eCTecTBeHHOro uBera,
coaepxawmne CycneH3u KpacHoro
useta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTtanue dbusnuecknx cBOUCTB

Mean weight /
CpeaHas macca

capsule mass: 708 - 783 mg /
Macca kancynsl: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHusa: 510 - 564 mr

774 mg / 774 mr

529 mg / 529 wr

Individual weight /
NHamenayanbHas macca

5%, acc. to Ph. Eur. /

+7.
+ 7.5%, B cooTB. C EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoAepXuT Kak MUHUMYM cneaylowee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHosas kucnota (ArK)

200-244 mg / mMr

219 mg/ 219 mr

Lutein
JliotenH

9-10 mg/ mr

9mg /9 wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YUCno oKucneHun (COOTBETCTBYET KMCIOTHOMY | He 6onee yem 4,0 Mr KOH/r 0,0 mr KOH/r
uuecny)

Peroxide number / not more than 10.0 meq Ox/kg / | 2 Mea/ka/
NepekucHoe uncno He 6onee 10,0 O2 MIOKB/KI 2 M3KB/Kr

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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Highly Restricted

&

Quality and Safety Certificate / CepTtndmkar kauecrsa n 6e3onacHoOCTH

CAT. NO. / KAT. N2
81781705

Russia/ Poccun

BATCH / CEPUA
4269C60100
BATCH SIZE /OBbEM NAPTUW

32.040 Packs/ ynakoBok

—23.10.2024
DD.MM.YYYY/Mucno,mecau, roa
DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TaGneTkn, NOKpbITbie NAEHOYHOW
060N0YKON, Maccoi 729 Mr n Kancynsl Maccon 746 mr

Production date: / flata uarotosneHus: 09.2024 /mecsau, roa

Expiry date: / Cpok rogHoCTW: 09.2026 /mecau, roa

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TeMmnepartype He Bbiwe 25C

Toxic elements/ mg / kg, not more than mg / kg
ToKCUMHbIE 3/IeMEHTbI Mr / kr, He 6onee Mr/ wr
. 1 0.0/0,0
Lead / Cammel not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamwit not more than 0.2 / He 6onee 0,2 /
; not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsak
Mercury/ PTyTe not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / kT, He Gonee mg// kg
MecTnyuabl Mr / Kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/ 0,0
CyMMa M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnNTPUXNOP3TaH U ero He 6onee 0,1
MeTabonuTol
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapuH MeHbwe nnun pasHo 0,002
| .002
Heptachlor/ Fentaxnop LSS CRCE REMI AL 2y 0.001 / 0,001
MeHblwe nnun pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
ANOKCHHDB (B NepecyeTe Ha Xup) T D)
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHble 6ugennno! He 6onee 3,0
. o Bq / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee yeM
PaanoakTMBHOCTb / wr, Bi / Kr
Cesium-137 / Le3win-137 not more than 130 / He 6onee 130 20
Strontium-90 / CtpoHuuii-90 not more than 100 /He 6onee 100 | O

P&G Health Austria GmbH & Co.

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
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Highly Restricted

&

Quality and Safety Certificate / Ceptudpukar kavecrsa n 6e3onacHocTun

CAT. NO. / KAT. N2
81781705

Russia/ Poccun

BATCH / CEPUA
4269C60100
BATCH SIZE /OBbEM NAPTUN

32.040 Packs/ ynakoBok

—23.10.2024
DD.MM.YYYY/Yucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOYHOWN
060n04ykon, Maccon 729 Mr v Kancynbl Maccoh 746 mr

Production date: / flata usrotoesneHus: 09.2024 /mecau, roa

Expiry date: / Cpok roaHoCTu: 09.2026 /mecsau, roa

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TeMnepaType He Bbiwe 25°C

Microbiological indices/
Mukpobuonoruueckue noxkasarenu

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 /
BakTepuy rpynfbl KMWeYHon nanoyku 8 0,1 r

not permitted /
He AONyCKaKTCA

not detected /
He 06HapyXeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHn3mbl, B.T.u.
Salmonellas, B 10 r

not permitted /

He AOoNYCKakTCAa

not detected /

He 06HapyXeHb!

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

not permitted /
He aonyckaercs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecenn, 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

Al

[indd //@u@m

DD.M / Yucno, mecay, roa

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

{glease office / omiﬁ;‘ paspelueHun
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION 1l 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4269C60100

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 40038717696

Bulk batches consumed in the reported Batch Code:
Batch No: 0065663034, Manufacturing Date:12.09.2024

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
HoéRlgasse 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:

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 10.10.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 10.10.2024

PeG

Package Size:
28

Package Type:
blisters
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