&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHoCTH

09.02.2024

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOMN
060M104KOI1, Maccoit 729 Mr N Kancynbl Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUA
4026C60100
BATCH SIZE /OBbEM NAPTUN

Production date: / [lata nsrotosneHus: 01.2024 /mecsau, roa

Expiry date: / Cpok rogHocTw: 01.2026 /mecsiu, rog

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

31.284 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTeN MecTe npu TeMnepaType He sbiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUHECKUE AAHHDBIE TABNETKW

REQUIREMENTS
TPEBOBAHMA

RESULTS
PE3Y/IbTATHI

Description / Onucanue

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

Appearance / BHewHWin sua

OBanbHble, ABOAKOBLINYKNblE
TabneTku, NOKPbITbIe NNEHOYHON
obonoukon, ot 6enoro Ao NOYTH

meets the requirements /
cooTBeTCcTBYeT TpebosaHnsaM

6enoro ugeta

Physical tests
Ucnbitanue husnuecknx cBoUcTs

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 7290 Mmr £ 4 %

733.9mg/ 733,9 mr

Individual weight /
NHavBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B co0TB. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHMAM

Composition / Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPLITan NNEHOUYHON 060NOUKOIA, COAEPXKUT CNeaylowmne BUTaMUHBI U INEMEHTbI B CNefoBbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (Ackop6uHOBas KUCNOTA) 55mg / 55 mr B npeaenax Maccol
(B dopMe Kanbumna ackopbaTa)

Nicotinamide / HukoTtuHamng, 15mg/ 15 mr weighed in /

B npeaenax MaccCbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (8 dopme dl-anbda-Tokodepona
auerara)

4.8mg/4,8mMr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

HWUTpaTa)

weighed in /
n 6 6
n:::g:::gf:)ﬂ Kucnota (B opMe Kanbuus mg/ 6 mMr B Npeaenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /
ButamuH B6 (nupuaokcut) (B popme 1.9mg /1,9 mr B nNpeaenax Macchb!
NMPUAOKCUHA ruapoxnopuaa)
Vitamin B2 (riboflavin) / weighed in /
Butamun B2(pubocdnasuH) 1.4mg/ 1,4 mr B Npeaenax Macchl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButamuH Bl (Tnamuu) (B popme TnamuHa 14mg/1,4wvr et I RO/

B npeaenax mMacchbl

Folate / ®onat
¢ folic acid / donuesBas kucnora
¢ L-methyifolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonar Kansuma)

400 pg / Mkr
L]

200 ug / mkr

. 208 ug / MKr (equal to
200 ug folic acid) /
(coorsercrayer 200 MKr
cdhonueBoi KNCNOTbI)

weighed in / 8 npeaenax
Macchb!
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6e3onacHocTu

CAT. NO. / KAT. N?
81757758

-09.02.2024
DD.MM.YYYY/Uucno,mecsau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccus

060N104KOH, Maccorn 729 Mr n kancynel Maccon 746 mr

BATCH / CEPUA
4026C€60100
BATCH SIZE /OBbEM NAPTUU

Production date: / lata usroroBnenus:
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 / TabneTkn, NOKpbITbIE NIEHOYHON

01.2024 /mecsu, roa
01.2026 /mecau, roa

than 25°C/
31.284 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Bbiwe 25C

Iodine (as potassium iodide) / weighed in /
Woa (B dopme kanusa noaumaa) UL B Npeaenax Maccbl

- weighed in /
Biotin / 61OTWH 40 ug / 40 mMkr B npeaenax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (umaHokob6anamun) 4.5 49/ 4,5 mkr B npeaenax Macchbl

mg / kg, not more than

Yoxic elements/

Toxic elements Mr/ Kkr, He Gonee Yem mg / kg
ToKCUUHbBbIE 31EeMEeHTbI Mr / kr
Lead / CauHel, not more than 5.0 / He 6onee yem 5,0 03/0,3
Cadmium/ Kagmui not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1
Arsenic/ Mblwbsk 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/ mg / kg, not more than mg / kg
Necruuunasby Mr / kr, He 6onee yem Mmr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpOB reKcaxsiopuuKiorekcaHa

not more than 0.1 /

< 0.005/ < 0,005
He 6onee 0,1

Dichlorodiphenyiltrichloroethane and its
metabolites /
AuxnopandeHnnTpuxnopaTaH n ero
MeTabonuThbl

not more than 0.2 /

< 0.005/ < 0,005
He 6onee 0,2

not permitted (<0,002) /

Aldrin/ AnapvH He ponyckaetcs (< 0,002)

< 0.001 / < 0,001

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

Heptachlor/ FenTaxnop < 0.001/ < 0,001

Microbiological indices/
Muxkpobuonoruueckme nokasarenu

QMAFANM 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 rpynnbl KMWevHon nanovykm 8 0,1 r

not permitted /
He A0NyCKaKTCa

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He Aonyckaerca

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHbie MUKPOOPraHU3Mmbl, B.T.4.
Salmonellas, B 10

not detected /

not permitted /
He 06HapyXeHbl

He AONYCKaTCA
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&

Quality and Safety Certificate / CepTtucdpuxar kauecrsa n 6esonacHocTu

09.02.2024
DD.MM.YYYY/Hucno,mecsau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NAEHOYHOK
060n04uKOoIi, Maccor 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / lata usrotoeneHus: 01.2024 /mecauy, roa

4026€60100 Expiry date: / Cpok roaHocCTu: 01.2026 /mecsu, roa

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

than 25C/

31.284 Packs/ ynakosok XpaHuUTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe npu Temnepatype He sblwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Mnecenu (Brouas apoxxn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANTUTUYECKUE AAHHBIE KAMNCY/b! TPEBOBAHMUSA PE3Y/1bTATbI

Description / OnucaHue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHW® BuA OsBanbHbie NPO3payHble Kancynol meets the requirements /
€eCTecCTBEHHOroO UBeTa, cooTBeTcTBYET TpeboBaHusaM
coaepXauwue CycneH3uio KpacHoro
uysera

Physical tests /
UcnbiTanne dnsnyecknx cBOHCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynel: 708 - 783 mr
CpeaHas macca filling mass: 510 - 564 mg /
Macca HanonHeHua: 510 - 564 mr

770 mg / 770 mr

533 mg /533 wmr

Individual weight /

o .
WHAaMBMayanLHas Macca f ;.5 %, acc. to Ph. Eur. / meets the requirements /

5%, B cooTB. C EBp.®apm. cooTeeTCcTByeT TpeboBaHUaM

Compositio CocraB
One capsule at least contains the following:
OaHa Kancyna CoaepXuT Kak MMHUMYM creayiollee:

Docosahexaenoic acid (DHA) / _ 220 mg / 220 mr
[oko3arekcaeHoBasa kucnota (ArK) 200-244 mg / mr
Lutein
NMotenH 9-10 mg/ mMr 10 mg / 10 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
Yuncno okucneruns (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uncny)
Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepekncHoe uncno He 6onee 10,0 O2 MOKB/KI 1 M3KB/Kr
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 / CepTtudukar kauecrsa u 6esonacHocTu

_09.02.2024
DD.MM.YYYY/Yucno,Mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOYHOI
060N104KOIR, Maccon 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / QaTa vu3rotosneHus: 01.2024 /mecsu, rog

4026C60100 Expiry date: / Cpok roaHocTy: 01.2026 /Mecsu, roa

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

31.284 Packs/ ynakosok XpaHuTb B CyxOM, HEROCTYNHOM ANA AETEN MecTe npu TemMnepaTtype He Bbile 25°C

Toxic elements/

TOKCUUHbIE 31EMEHTbDI

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

Lead / CsuHeuy

not more than 1.0 / He 6onee 1,0 0.0/0,0

Cadmium/ Kaamwuit

not more than 0.2 / He 6onee 0,2 0.0/0,0

Arsenic/ Mblwbsk

not more than 1.0 / He 6onee 1,0 0.0/0,0

Mercury/ PTyTo

not more than 0.3/ He 6onee 0,3 0.0/0,0

mg / kg , not more than

Aldrin/ AngpuH

Pesticides/ Mr / Kr, He Gonee mg// kg
MecTnunabl MF / 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
AnxnopandernnTpuxnopataH u ero He 6onee 0,1
MeTabonuTbl

less than or equal to 0.002 /

0.001 / 0,001

MeHblwe unn pasHo 0,002

Heptachlor/ l'entaxnop

less than or equal to 0.002 / 0.001 / 0,001

MeHbwe unu pasHo 0,002

Diossina (calculation into fat) /

not more than 2 /

AWOoKCHHLbI (B nepecyeTe Ha Xup) He Gonee 2 0

Polychloric bephenyl / not more than 3.0/ 0.1/0,1

NonuxnopupoBaHHbie GuheHnNbl He Gonee 3.0 ’ !
. .. Bqg / kg, not more than

Radioactivity/ !

Radioactivi Bk / «r, He 6onee yeM Bq / kg

PaguoaKTUBHOCTb Bk / xr

Cesium-137 / Lleann-137

not more than 130 / He 6onee 130 10

Strontium-90 / CrpoHuniA-90

not more than 100 /He 6onee 100 | O
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&

Quality and Safety Certificate / CepTrndpukar kauecrsa n 6esonacHocTun

09.02.2024
DD.MM.YYYY/Yucno,mecsiy, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUNOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIe NAEHOYHOW
060n04YKO, Maccon 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / [lata usrotoBneHus: 01.2024 /mecsu, roa

4026C60100 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/

31.284 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANS AETeil MecTe Npu TeMnepatype He Bbiwe 25C

Microbiological indices/
Mukpobuonoruveckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfu/g/
KMA®AHM KOE/r He 6onee 5 x 10* KOE/r <10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BaKTepuu rpynnbl KUWEYHOM nanouku 8 0,1 r He AonycKalTcs He obHapyxeHs
E.coliin 1g/ not permitted / not detected /
E.colislr He gonyckaeTcs He obHapyxeHa

. . . not detected /
Pathogenic microorganisms, d

not permitte
Salmonellas inclusive in 10 g / perm! /
He O6HapyXeHbl

NaToreHHble MUKPOOPraHu3Msbl, B.T.4. He A0NyCKaloTCs

Salmonellas, B 10 r

S.aureus, in 1,0g/ not permitted / not detected /
S.aureus 8 1,0r He gonyckaeTtcs He obHapyxeHa
Yeast, Moulds cfu/g / not more than 100 cfu/g / <10 cfu/g/
Mnecenn, Apoxxu, KOE/r He 6onee 100 KOE/r <10 KOE/r

Date of release / flata Bbinycka

09 FEB 2024

DD.MM.YYYY / Yucno, mecsu, roa Release office / OTAeJyépemeHnn

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 5 of 5 Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II
Product Description:

FEMIBION Il 28CT RU
Importing Country:

Statement of Conformity

Batch Number:
4026C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

04 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,284.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038329522

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026404, Manufacturing Date:04.01.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
Ho6RIgasse 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:

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 06.02.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 06.02.2024

PeG

Package Size:
28

Package Type:

blisters
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