&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6e3onacHocTu

—06.09.2023
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITble NIEHOYHON
060n04KOM, MaAccoi 729 Mr 1 Kancynbl Maccoin 746 mr

Russia/ Poccusa

BATCH / CEPUA
3236C60108
BATCH SIZE /OBBEM NAPTUW

Production date: / laTta nsrotosneHus: 07.2023 /mecsu, roa
Expiry date: / Cpok roarocTu: 07.2025 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.392 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeW MecTe Npu TeMnepaTtype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANNTUYECKME AAHHBIE TABNIETKW

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3VYIbTATDI

Description / OnucaHue

Appearance / BHewHwit Bua

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

OBanbHble, ABOSKOBLINYKSbIE
TabneTku, NOKpbITble NAEHOUHON
o6onoukoi, ot 6enoro A0 NoYTU
6enoro useta

meets the requirements /
COOTBETCTBYET TPE6OBAHUAM

Physical tests /
UcnbiTanue dnauuecknx cBoACTB

Mean weight / Cpeansas macca

729.0mg + 4 %/ 729,0 Mr £ 4 %

743.7 mg / 743,7 mr

Individual weight /
WUHausuayanosHas macca

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

meets the requirements /
COOTBETCTBYET TPE6OBAHUAM

Composition / Cocras

Konunyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTka, NOKpbLITas NNEHOYHON 060NOUKON, COAEPXUT Cneayiowme BUTaMUHbI 1 3NEMEHTbI B CNeA0BbIX

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

weighed in /

ButamuH C (AckopbuHoBas KuUcnoTa) 55mg /55 mr B npeaenax Maccobt
(B hopMe kanbums ackopbata)
Nicotinamide / HukoTuHamug 15Smg/ 15wmr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbda-tokodepona
auetarta)

4.8mg/ 4,8 mMr

weighed in /
B npeaenax Macco!

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

MaHTOTeHOoBaA kucnota (B opMe Kanbuusa 6mg/6mr B Nbenenax Macch!
naHToTeHara) PEA

Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nMpuaokcuH) (8 dpopme 1.9mg/ 1,9 mr B npegenax Maccob!
NYpUAOKCUHA rmapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
Butamun B2(pubodnasuH) 1.4mg/1,4mr B Npeaenax Macch!
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
Butamun Bl (TwamuH) (B popme TMaMunHa 1.4mg/1,4wmr 9

B npeaenax Maccoi

Folate / ®onat
« folic acid / donnesas kucnora
« L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-metundonat kanbuus)

400 pg / Mxr
o 200 pg / Mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 MKr
PonuneBoi KUCNOTbI)

weighed in / B npeaenax
Maccol
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Quality and Safety Certificate / Ceptucgpmkar kauecrea n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

06.09.2023

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccus

060104YKON, Maccon 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUA

3236C60108

BATCH SIZE /OBBEM NAPTUN
than 25°C/

31.392 Packs/ ynakoBok

Production date: / QaTta usrotoenenus:
Expiry date: / Cpok rogHocTtu:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Mucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKpLITbIE ANEHOYHOW

07.2023 /mecsu, roa
07.2025 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANis AETEeN MecTe Npu TeMnepaType He Bbiwe 25'C

lodine (as potassium iodide) / weighed in /
WNop (B dopMe kanua noavaa) UL 8 Npeaenax Maccol
Biotin / 6noTuH 40 pg / 40 Mkr weighed in /

B npeaenax Maccol
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (unaHokob6anammi) 4.5 149 / 4,5 mkr B Npeaenax mMaccol

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, e Gonee vem mg / kg
TOKCHYHbBIE 3NIEMEHTbI Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee yem 5,0 01/0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ MbiwbsaK not more than 3.0 / He 6onee vem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
Necrnuunbt

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 1M30MepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 / < 0,005

Dichlorodiphenyitrichloroethane and its
metabolites /
AvxnopandeHnnTpuxnopaTtaH u ero
Metabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapun

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

< 0.001/ < 0,001

Heptachlor/ Frentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenu

QMAFARM cfu/g /
KMA®AHM KOE/r

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

<10
<10

CFU/g /
KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynrbl KMWeYHon nanoykn 8 0,1 r

not permitted /
He AoMyCKalTCs

not detected /
He O6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He ponyckaertca

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHu3Mmel, B.T.Y.
Salmonellas, B 10 r

not permitted /
He AonycKaloTca

not detected /
He 06HapyXeHbl
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Quality and Safety Certificate / Ceptudpukar kauecrsa u 6esonacHocTu

06.09.2023

DD.MM.YYYY/4ucno,mecsu, roa
CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NMAEHOUHON
060104KOW, Maccon 729 Mr U Kancynbl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
3236C60108
BATCH SIZE /OBbEM NAPTUU

Production date: / laTta narotoeneHus: 07.2023 /mecsu, roa

Expiry date: / Cpok rogrocTu: 07.2025 /mecauy, ropg,

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

31.392 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe Npu TeMnepaType He Bolwe 25°C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
NneceHw (BkNouan apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAMTUTUYECKWUE JAHHbLIE KANCYNbi TPEBOBAHUA PE3YNIbTATDHI

Description / Onucanue

Appearance /
BHewHun sua

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3paYHble Kancynbt
€CTEeCTBEHHOro UBeTa,
coaepxatlimne CyCrneHsnio KpacHoro
uBeTa

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanue dunsnuecknx cCBOUCTB

Mean weight /
CpeaHasa macca

capsule mass: 708 - 783 mg /
Macca kancynet: 708 — 783 mr
filling mass: 510 - 564 mg /
macca HarnonHeHusa: 510 - 564 mr

752 mg / 752 mr

539 mg /539 mr

Individual weight /
UHauBMAayanbHaa macca

5%, acc. to Ph. Eur. /

+7.
+ 7.5%, B cooTB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUaM

Composition / Coctas

One capsule at least contains the following:
OaHa Kancyna CoOAEPXUT Kak MUHUMYM crieayioulee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHosas kucnota (ArK)

200-244 mg / mr

223 mg / 223 mr

Lutein
Jotenn

9-10 mg/ mr

10mg / 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okncneHus (COOTBETCTBYET KUCNOTHOMY | He 6onee ueM 4,0 mr KOH/r 0,0 Mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Ox/kg / | > Mea/ka/
MNMepekucHoe uncno He 6onee 10,0 O2 MIKB/Kr 5 MIKB/Kr
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&

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

_06.09.2023
DD.MM.YYYY/UYucho,mecau, roa
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAMMEHOBAHME

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

Russia/ Poccun

BATCH / CEPUA
3236C60108
BATCH SIZE /OBbEM NAPTUW

Production date: / AaTta usrotoenenus: 07.2023 /mecsu, rog,

Expiry date: / Cpok rogHocTu: 07.2025 /mecau, roa

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

31.392 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Boie 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHbIE 3NEMEHTbI Mr / kr, He 6onee Mr/ kr
1.0 0.0/0,0
Lead / Caurew not more than / He 6onee 1,0 /
2 0.0/0,0
Cadmium/ Kagmuii 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 m_g / Kl:_g
MNecTnunabl
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
AunxnopandeHnunTpuxnopataH n ero He 6onee 0,1
MeTabonuThbl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ Anapun MeHbwe unu pasHo 0,002
th | .
Heptachlor/ Fentaxnop L IR Pl b2y 0.001 / 0,001
MeHbwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHbl (B NnepecueTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopupoBaHHble 6udernnbl He Gonee 3,0
- - Bq / kg, not more than
Radioactivity/
Radioactivit BK / kr, He 6onee Yem Bq / kg
PanuoakKTMBHOCTb Bk / kr
Cesium-137 / Ue3uin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuwii-90 not more than 100 /He 6onee 100 | O
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&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6eaonacHocTu

—06.09.2023
DD.MM.YYYY/Mucno,mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPHLITLIE NNEHOUYHOA
060N04KON, Maccoit 729 Mr u Kancynbl Maccoi 746 Mr

Russia/ Poccuna

BATCH / CEPUA
3236C60108
BATCH SIZE /OBbEM MAPTUN

Production date: / llata usrotosneHus: 07.2023 /mecsuy, roa

Expiry date: / Cpok rogHoCTU: 07.2025 /mecau, roa

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

31.392 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANns AeTel MeCTe Npu Temnepartype 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 cfulg/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g / not permitted /

HE AoNnycKaloTca

not detected /

bakTepuu rpynnbl KnweyHoin nanoykv 8 0,1 r He 06HapyXeHb!

E.coliin 1g /
E.colislr

not permitted /
He ponyckaercs

not detected /
He obHapyxXeHa

L . not detected /
Pathogenic microorganisms, ted

t .
Salmonellas inclusive in 10 g / not permitted /
He o6Hapy eHbl

NaToreHHble MUKPOOPraHu3msl, B.T.4. He A0NYCKATCA

Salmonellas, 8 10 r

S.aureus, in 1,09/ not permitted / not detected /

He obHapyeHa

S.aureus B8 1,01 He 10NyCKaeTcs

Yeast, Moulds cfu/g /
Nnecenn, Apoxoku, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / [laTta Bbinycka

[ LA S 06 sep

Release office / otaena pa3pewenusn

DD.MM.YYYY / Yucno, mecsiy, roga

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 {1

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:

3236C60108
Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

17 JUL 2023 JUL 2025

Lot Quantity: Unit of Measure:
31,392.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038100085

Bulk batches consumed in the reported Batch Code:
Batch No: 0013656075, Manufacturing Date:17.07.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number; 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20-22, 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 01.09.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 01.09.2023

PeG

Package Size:
28

Package Type:

blisters
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