&

Quality and Safety Certificate / Ceprudmkar kauecrasa n 6esonacHocTn

12.02.2024

DD.MM.YYYY/4Yucno,mecau, roa
CAT. NO. / KAT. N
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NASHOUYHOMN
o6onouko, Maccom 729 Mr U Kancynsl Maccoin 746 mMr

Russia/ Poccun

BATCH / CEPUA
4029C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / flaTta usrotosneHus: 01.2024 /Mecsu, roa

Expiry date: / Cpok rogHOCT!: 01.2026 /mecay, roa

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

31.512 Packs/ ynakoBok XpaHWuTb B CYXOM, HEAOCTYNHOM ANs AeTel MecTe Npu TeMnepatype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTINTUMECKUE OAHHDBIE TABNETKWU

REQUIREMENTS
TPEBOBAHWUA

RESULTS
PE3YNILTATD!

Description / Onucanue

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

OBanbHble, ABORKKOBbLINYKAbIE
Tabnetku, NOKpPbITbIE NNEHOYHOMN
o060no4Kkon, OT 6enoro A0 NOYTH

Appearance / BHewHuin sug meets the requirements /

COOTBETCTBYET TPeboBaHUAM

6enoro useta

Physical tests
UcnbiTanue dusnueckmux cBoncTs

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 7290 Mmr £ 4 %

731.4mg/ 731,4 mMr

Individual weight /
UnausuayanoHas Macca

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

meets the requirements /
CooTBETCTBYET TpeboBaHUAM

Composition / Coctas

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPbITan NNEHOUYHOW 060NOUKON, COAEPXKUT Cneayiowne BUTaMUHb! U SNEMEHTLI B CNEAOBbLIX

KONMYeCcTBax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (ACKOp6UHOBARA KMCNOTA) 35 mg /55 Mr B npeaenax Macchl
(B hopme Kanbums ackopbarta)

Nicotinamide / HukoTuHamug, 1Smg/ 15 mr weighed in /

B Apeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-ansda-Tokodepona
auerarta)

4.8mg/ 4,8 mMr

weighed in /
8 Npeaenax maccebl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTparTa)

NaHTOTeHoBasA kncnota (B popmMe Kanbuma 6mg/6Mr

naHToTeHaTa) B Npeaenax macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupmaokcuH) (8 dopme 1.9mg/1,9mr B Npeaenax Maccbl
NUPUAOKCUHA rMApOXNopuaa)

Vitamin B2 (riboflavin) / weighed in /
Butamun B2(pu6odnasuH) 1.4mg /1,4 mr B Npegenax mMaccbl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
Butamun B1 (TwamuH) (B hopme THamMuHa 1.4mg/1,4mr weighed in /

B Npenpenax Maccol

Folate / ®onart
o folic acid / donuesas kncnota
o L-methylfolate / L-meTundonar
(as Calcium salt L-methyifolate ) /
(8 bopme L-meTundonaT Kanbums)

400 pg / MKr
L]

200 pg / Mkr

e 208 ug / MKr (equal to
200 pg folic acid) /
(coorvsevcrByer 200 MKr
cdonnesoil KNCNOTb)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / CepTudukar xauecrsa n 6esonacHocTun

CAT. NO. / KAT. N¢
81757758

12.02.2024

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUNOH® 2

Russia/ Poccuna

BATCH / CEPMA

4029C60100

BATCH SIZE /OBBbEM NAPTUU
than 25C/

31.512 Packs/ ynakoBsok

Production date: / flaTta narorosnexHus:
Expiry date: / Cpok roaHOCTM:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/ucno,Mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE MNNEHOUHON
o6onoykoi, Maccon 729 Mr 1 Karncynbl Maccown 746 mr

01.2024 /mecsu, roa
01.2026 /mecsu, roa

XpaHuTb B CyXOM, HEJOCTYNHOM ANA AeTei MecTe nNpu Temnepatype He Bbiwe 25°C

Butamunn B12 (umaHoko6anamuH)

4.5 ug / 4,5 Mkr

Iodine (as potassium iodide) / weighed in /

Woa (B popMe Kanusa noamaa) 150 pg / 150 mkr B nNpeaenax Maccol
o weighed in /

Biotin / 6uoTHH 40 pg / 40 mMkr B Npeaenax Maccsl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ kr, e Gonee ueM mg / kg
TOKCUUHbIE 3NIEMEHTDI Mr / kr
Lead / CsuHey not more than 5.0 / He 6onee 4em 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ MblwbsakK not more than 3.0 / He 6onee yem 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee 4yem 1,0

< 0.005/ < 0,005

Pesticides/
Necrnumnaby

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpPOB reKcaxNopuvKIorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH n ero
MetabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpuH

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

< 0.001/ < 0,001

Heptachlor/ l'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonorunueckue nNokasarenm

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 /
BakTepumn rpynnel KUWeYHon nanoukn s 0,1 r

not permitted /
He A0MNyCcKaTCs

not detected /
He obHapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NatoreHHble MUKPOOPraHW3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /
He AoNyCcKaloTcs

not detected /
He o6HapyXeHbl
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&

Quality and Safety Certificate / Ceptudpmkar kauecrsa n 6e3onacHocTu

CAT. NO. / KAT. N?
81757758

12.02.2024
DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbLITbIE NNEHOYHON

060onouKoi, Maccoi 729 Mr 1 Kancynbl Maccon 746 Mr

BATCH / CEPUA

4029C60100

BATCH SIZE /OBbEM NAPTUU
than 25C/

31.512 Packs/ ynakosok

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

01.2024 /mecsau, rog
01.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANsi AeTel MecTe Npu TemMnepaType He ebiwe 25'C

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

Mnecenu (Bmmqag Apoxokun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJIMTUMECKUE AAHHbBIE KANCYNbI TPEBOBAHMUA PE3YNbTATDbI

Description / OnucaHue

Appearance /
BHewHwnin Bug

Oval clear natural capsules
containing a red suspension /
OBanbHbie Npo3payHble Kancynbl
eCcTecTBEHHOro uBera,
coaepxXaline CycneH3ui KpacHoro
userta

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Physical tests /
UcnbiTanue dnsnveckux cCBOMNCTB

Mean weight /
CpeaHan macca

capsule mass: 708 - 783 mg /
macca kancynbl: 708 - 783 mMr
filing mass: 510 - 564 mg /
Macca HanonHenusa: 510 - 564 mr

764 mg / 764 mr

527 mg / 527 mr

Individual weight /
WHaneuayanbHas macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cOOTB. C EBp.®apmM.

meets the requirements /
CooTBETCTBYET TPE6OBAHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Karicyna coaepXuT Kak MMHUMYM cheayloulee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHosas kucnorta (ATK)

200-244 mg / mr

218 mg / 218 mr

Lutein
MiotenH

9-10 mg/ mr

10 mg/ 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHuns (CooTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 Mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Ozfkg / | > Mea/ka/
NepekuncHoe 4vucno He 6onee 10,0 Oz M3kB/Kr 5 M3KB/Kr

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTtudunkar kauecrsa n 6esonacHocTu

12.02.2024
DD.MM.YYYY/Mucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOYHOM
060n04Koi, Maccor 729 Mr n Kancynsl Maccon 746 mr

BATCH / CEPUA Production date: / flaTa u3roroeneHus: 01.2024 /mecau, roa

4029C60100 Expiry date: / Cpok rogHocTu: 01.2026 /mecsu, roa,

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

than 25°'C/

31.512 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeill MecTe Npu TeMmnepaTtype He Bolwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCcUuHbIe 3N1eMeHTbl Mr / kr, He 6onee Mr / Kr

. 0.0/0,0
Lead / Cantew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
. 00/0
Arsenic/ Muiwbsik not more than 1.0 / He 6onee 1,0 0/0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / K, He 6onee mg// kg
NecTnunabl Mr/ wr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHunTpuxnopaTaH u ero He 6onee 0,1
MeTabonutbl
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ AnapuH MeHbwe nnun pasHo 0,002
| | to 0.002
Heptachlor/ F'entaxnop ERULWC AU/ 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHel (B nepecueTe Ha xup) A (e 7)
Polychloric bephenyl / not more than 3.0 / 0.1/01
NonuxnopupoBaHHble 6udpeHnnbl e ee0 ’ !
- - Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 60onee yem Bq / kg
PainoaKTUBHOCTL Bk / «r
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CtpoHunii-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 / CepTudpukar kauecrsa n 6esonacHocTn

—12.02.2024
DD.MM.YYYY/Uucno,mecsu, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON
060N04KO#, Maccoi 729 Mr u Kancynbl Maccoh 746 mr

Russia/ Poccuna

BATCH / CEPUA
4029C60100
BATCH SIZE /OBbEM NAPTUU

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

Expiry date: / Cpok rogHocTh: 01.2026 /mecsu, rog,

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

31.512 Packs/ ynakoBok XpaHUTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe Npu TeMmnepaTtype He Bbiwe 25°C

Microbiological indices/
Mukpobuonoruvyeckue nokasarenu

QMAFANM cfu/q /
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 KWWeyHon nanoyuku B 0,1 r

not permitted /
He aonycKaloTcs

not detected /
He O6HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He AONyCKaeTca

not detected /
He ObHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
flaToreHHble MUKPOOPraHu3msl, B.T. 4.
Salmonellas, 8 10 r

not permitted /

HEe A0ONyCKatoTCca

not detected /

He 0BHapyXeHbl

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

not permitted /
He gonyckaeTcs

not detected /
He OoBHapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / [laTta Bbinycka

1 2 FEB 2024

O/'O{n&\x l@VU@.IAM

DD.MM.YYYY / Yucno, mecsay, 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
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il

Product Description:
FEMIBION 1l 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4029C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

03 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,512.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038338945

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026401, Manufacturing Date:03.01.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 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
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 08.02.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 08.02.2024

PeG

Package Size:
28

Package Type:

blisters
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