&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

13.09.2023

DD.MM.YYYY/Yucno,mecau, rop,
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE MNEHOYHON
o6onoukoi, Maccoi 729 Mr v Kancynbl Maccon 746 mr

Russia/ Poccusa

BATCH / CEPUA
3241C60105
BATCH SIZE /OBbEM NAPTUW

Production date: / laTta usrotosneHus: 08.2023 /mecsu, roa
Expiry date: / Cpok rogHoCT!: 08.2025 /mecsu, rop,
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.608 Packs/ ynakosok

XpaHWTb B CYXOM, HEAOCTYNHOM ANl AeTell MecTe Npu TeMnepaType He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKUE AAHHDLIE TABJIETKMU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/NIbTATDI

Description / Onucanue

Appearance / BHewHwi Bug

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

OBanbHble, ABOSKOBbINYKNbIE
TabneTkun, NOKPbITbie NNEHOYHOW
060104KON, OT 6enoro 4o NOYTK
6enoro userta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHne pusnyecknux ceoncrs

Mean weight / CpegHss Macca

729.0 mg + 4 %/ 729,0 Mmr £ 4 %

748.0 mg / 748,0 mr

Individual weight /
NUHanenayanoHaa Macca

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

meets the requirements /
COOTBETCTBYET TPeboBaAHUAM

Composition / Coctas

Konu4ecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa Tabnerka, NOKPLITan NAEHOYHON 060NOYKOR, COAEPXUT CREeAYIOWNE BUTAMUHLI U SNEMEHTLI B CIeA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas Kucnora) 35 mg /55 mr 8 Npegenax Macchbl
(8 dopme kanbumsa ackopbara)

Nicotinamide / HukoTuHamug 15mg/ 1S wmr LY/

B npeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dhopme dl-anbha-Tokodepona
auertarta)

4.8mg/ 4,8 mr

weighed in /
B nNpeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NauToTeHoBas kncnota (B dopMe Kanbuus
naHToTeHaTa)

6mg/6wmr

weighed in /
B Npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamnH B6 (nupuaokcun) (8 dopme
NUPUAOKCUHA ruapoxnopuaa)

1.9mg/1,9wmr

weighed in /
8 Npeaenax Macchl

Vitamin B2 (riboflavin) /
ButamnH B2(pubodnasuH)

1.4mg/ 1,4 mr

weighed in /
B Npejenax Maccel

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tvamun) (B popmMe TMaMUHA
HWUTpaTa)

14mg/ 1,4 mr

weighed in /
B Npeaenax mMacchbl

Folate / ®onat
o folic acid / ponueBasn kucnorta
* L-methylfolate / L-meTundonar
(as Calcium salt L-methyifolate ) /
(B dbopme L-meTundonar kanbums)

400 pg / mMkr
e 200 ug / Mkr
. 208 pg / Mkr (equal to
200 pg folic acid) /
(coorBercrayer 200 MKr
donneBo#H KMCNOTbI)

weighed in / B npeaenax
MaccChbi
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&

Quality and Safety Certificate / CepTtudpmnkar kauecrsa n 6esonacHocTun

13.09.2023

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ ®PEMUBNOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOYHON

DD.MM.YYYY/HYucno,mecsau, roa

060104KON, MACCOn 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUSA Production date: / laTa n3rotoBneHusn: 08.2023 /mecsuy, roa
3241C60105 Expiry date: / Cpok roaHocTu: 08.2025 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.608 Packs/ ynakoBok XpaHuTb B CyxoM, HEAOCTYNHOM ANA AeTell MecTe npu TeMnepaType He Bbiuie 25C
lIodine (as potassium iodide) / weighed in /
Wop (B popme kanus noanaa) 150 ug / 150 mkr B Npeaenax Macchl
_— weighed in /
Biotin / 6uoTuH 40 ug / 40 Mkr B NDeIeNax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamund B12 (umaHoko6anamuH) 4.5 g/ 4,5 mkr B npeaenax Maccobl

Toxic elements/

ToxcuuHble 3/ieMEeHTbI

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

mg / kg
Mr / Kr

Lead / CeuHeuy

not more than 5.0 / He 6onee yem 5,0 0.1/0,1

Cadmium/ Kaamwit

not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1

Arsenic/ Mblwbsak

not more than 3.0 / He 6onee uyem 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee uem 1,0 < 0.005/ < 0,005

Pesticides/
NecTuunasi

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepOoB reKkcaxnopuMKIorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvixnopandeHunTpuxnopataH v ero
meTrabonuTbl

not more than 0.2 /
He Gonee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Mentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenm

QMAFANRM cfu/g /
KMA®AHM KOE/r

not more than 5 x 104 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 rpynnel kuweyHor nanodkn 8 0,1 r

not permitted /
He AonyckawTcs

not detected /
He o6HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He fonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NatoreHHble MUKPOOPraHu3Mbl, B.T.4.
Salmonellas, B 10 r

not permitted /
He AonycKaloTca

not detected /
He oOHapyxeHbl
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Quality and Safety Certificate / Ceptudmkar kauecrsa u 6esonacHocTu

13.09.2023
DD.MM.YYYY/HUucho,mecau, rog
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbIThie NNEHOUHON
obonoukon, Maccoi 729 Mr u Kancynbl Maccoi 746 mr

BATCH / CEPUA Production date: / faTta narotosneHus: 08.2023 /mecau, roa,

3241C60105 Expiry date: / Cpok roaHocTu: 08.2025 /mecsu, roa

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

than 25C/

31.608 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AETEW MecTe Npy TeMnepaType He Bbile 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Nnecexun (Bmmqag Apoxxu), KOE/r He 6onee 100 KOE/F < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAJTINTUYECKUE AAHHDIE KANCY/b! TPEBOBAHMA PE3V/IbTATb!

Description / OnucaHue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHwuin Bua OBanbHble Npo3payHble Kancynbl meets the requirements /
€CTeCTBEeHHOTO UBeTa, COOTBETCTBYET TpeboBaHUAM
coaepXxalime Cycrnen3nio KpacHoro
usera

Physical tests /

Ucnbitanue dusnueckux CBOUCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynbl: 708 - 783 mr
CpeaHsaa macca filling mass: 510 - 564 mg /
Macca HanonHenus: 510 - 564 mr

756 mg / 756 mr

535 mg/ 535 wmr

Individual weight / )
WnavenayansHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, B coots. ¢ Esp.®apM. cooTBeTcTByeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna coaepXuT Kak MUHUMYM criegylouiee:

Docosahexaenoic acid (DHA) / } 221 mg/ 221 mr
[oko3sarekcaeHoasn kucnota (ArK) e i/ Ly
Lutein
NotenH 9-10 mg/ mMr 9mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/q / 0.0 mg KOH/g /
number) /
YMCno oKMUCNEHUs (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mr KOH/r
uucny)
Peroxide number / not more than 10.0 meq Oz/kg / | > Mea/ka/
NepexkuncHoe yncno He 6onee 10,0 Oz MIkB/KI 3 MIKB/KF
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
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Quality and Safety Certificate / Ceptudmkar kauecrsa u 6esonacHocTH

&

13.09.2023

DD.MM.YYYY/Yucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMUE

81757758

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOUHOMN
060N04KOIi, MAccoit 729 Mr U Kancynbl Maccomn 746 mr

BATCH / CEPMA Production date: / laTta usrotoBnenus: 08.2023 /mecsu, rog

3241C60105 Expiry date: / Cpok roaHocTu: 08.2025 /mecsu, roa

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

than 25°'C/

31.608 Packs/ ynakoBok XpaHuTb B CyXOM, HeJOCTYNHOM ANa AeTeil MecTe npu TeMnepaTtype He Bblwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUYHbIE 3EMEHTbI Mr / kr, He 6onee Mr / kr

1. 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee 1,0 /
h . 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/ Mbliwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / xr, He Gonee mg// kg
Mectuumnabi Mr/ kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa 1M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernntpuxnopaTtax u ero He 6onee 0,1
meTabonutbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MeHbwe uan pasHo 0,002
eI AIE =D less than or equal to 0.002 / 0.001 / 0,001
MeHbwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2/ 0
ANOKCUHB! (B NepecyeTe Ha Xup) He Gonee 2
Polychloric bephenyi / not more than 3.0/ 0.1/0,1
NonuxnopuposBaHHble 6ugeHnnbl He Gonee 3.0 ’ !
. Ao Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / Kr, He 6onee yuem Bq / kg
PaanoakrTuBHOCTL Bk / kr
Cesium-137 / Lleann-137 not more than 130 / He 6onee 130 10
Strontium-90 / CtpoHumin-90 not more than 100 /He 6onee 100 1

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / Ceprudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
3241C60105
BATCH SIZE /OBbEM NAPTUN

31.608 Packs/ ynakoBok

13.09.2023
DD.MM.YYYY/Yucno,mecsu, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITLIE NAEHOYHOWM
060N0uUKO#, MAaccoi 729 Mr u Kancynbl Maccoin 746 mr

Production date: / AlaTta usrotosneHus: 08.2023 /mecauy, roa

Expiry date: / Cpok roaHocT!: 08.2025 /mecsy, roa

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

XpaHuTb B CyXOoM, HEAOCTYNHOM ANa AeTel MecTe Npu TeMnepaTtype He Bbiwe 25°C

Microbiological indices/

Muxpobuonoruueckue noxkasarenu

QMAFANM cfu/g /
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 KMwWeyHon nanoykn 8 0,1 r

not permitted /
He A0onycKawTca

not detected /
He obHapyxeHbl

E.coliin 1g/
E.colislr

not permitted /
He Aonyckaercs

not detected /
He obRapyxeHa

Pathogenic microorganisms,
Salmonelias inclusive in 10 g /
NaTtoreHHble MUKPOOPraHU3Mbl, B.T.Y,
Salmonellas, B 10 r

not permitted /

He AonycKaloTca

not detected /

He o6HapyXeHbl

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

not permitted /
He AONYCKaeTcs

not detected /
He o6HapyxeHa

Yeast, Moulds cfu/g /
MNnecenn, Apoxxn, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / flata Bbinycka

§ 3. Sep. 2023

0158

vy

DD.MM.YYYY / Yucno, mecsy, roa

Refease office / otaend paspewennn

P&G Health Austria GmbH & Co. OG
Hdsslgasse 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 1i 28CT RU

Statement of Conformity

Batch Number:
3241C60105

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

10 AUG 2023 AUG 2025

Lot Quantity: Unit of Measure:
31,608.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038108923

Bulk batches consumed in the reported Batch Code:
Batch No: 0013684446, Manufacturing Date:10.08.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  07.09.2023
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 07.09.2023

PeG

Package Size:

28
Package Type:
blisters
?
Page: 1 of 1




