&

Quality and Safety Certificate / CepTtudpuxkar kavecrsa n 6esonacHocTu

—10.08.2023
DD.MM.YYYY/Yucno,mMecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHUWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbLITbIe NAEHOUYHOWN
o6onoukoi, Maccor 729 Mr U Kancynbl Maccon 746 mMr

Russia/ Poccus

BATCH / CEPUA
3207C60101
BATCH SIZE /OBbEM NAPTUU

Production date: / [laTa u3rotoBneHus: 06.2023 /mecsu, roa
Expiry date: / Cpok rogHOCT!: 06.2025 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.200 Packs/ ynakoBok

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

ANALYTICAL DATA TABLETS/
AHANIUTUYMECKMNE OAHHDBIE TABNTETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3V/IbTATDI

Description / Onucanue

Appearance / BHewHun sua

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

OsBanbHble, ABOAKOBbLINYKAbIE
TabneTkn, NOKPbLITblE NNEHOYHOWM
060nouKkoin, oT 6enoro Ao NouTn
6enoro useta

meets the requirements /
COOTBETCTBYET TpeboBaHUsM

Physical tests /
Ucnbitanue dhusamnyeckux cBoicTB

Mean weight / CpeaHas macca

729.0mg £ 4 %/ 7290 Mr £ 4 %

740.5 mg / 740,5 mr

Individual weight /
WHavBuayanbHaa macca

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

meets the requirements /
CoOTBETCTBYET TPpeGoBaHUSAM

Composition / Cocras

Konuyecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbLITan NNEHOYHOW 060NOUKON, COAEPXUT Cneaylowme BUTaMUHbI U INeMEHTbl B CNeaoBbiX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas kucnora) 35 mg / 55 mr B npeaenax Maccol
(8 popme Kanbumsa ackopbara)

Nicotinamide / HukotuHamung 15mg/ 15wmr weighed in /

B npeaenax Maccobl

Vitamin E (as di-a-tocopherol acetate) /
ButamuH E (B ¢popme dl-anba-Tokodepona
ayerara)

4.8mg/ 4,8 mr

weighed in /
B Npeaenax Maccot

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBas kucnota (B popMe Kanbuus
naHToreHara)

6mg/6wmr

weighed in /
B npeaenax Maccbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamnH B6 (nupunaokcun) (8 dopme
NUPUAOKCUHA TMAPOXNOPUAA)

1.9mg/1,9wmr

weighed in /
B Npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

14mg/1,4wmr

weighed in /
B Npeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Twamun) (B bopme TUaMUHa
HWUTpaTa)

14mg/1,4wmr

weighed in /
B Npeaenax Maccol

Folate / ®onat
o folic acid / dponunesas xucnoTa
o L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(B dopme L-MeTundonat kanbumns)

400 pg / Mkr
e 200 pg / Mkr
o 208 pg / Mkr (equal to
200 pg folic acid) /
(coorBercrByer 200 Mkr
dronuneBoit kKNCNOTLI)

weighed in / B npeaenax
Maccol
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&

Quality and Safety Certificate / Ceptudpmkar kauecrsa n 6esonacHocTu

-10.08.2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUNOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITLIE NNAEHOYHOMN
o6onoukoii, Maccon 729 Mr n Kancynbi Macco 746 Mr

BATCH / CEPUA Production date: / [lata usrotoBneHus: 06.2023 /mMecsau, roa
3207C60101 Expiry date: / Cpok rogHocT!: 06.2025 /mecsu, roa
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.200 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu Temnepatype He Boiwe 25°C
Iodine (as potassium iodide) / weighed in /
Noa (8 dopmMe xanua noamaa) 150 ug / 150 mkr B npeaenax Maccol
- weighed in /
Biotin / 6uMoTUH 40 ug / 40 Mkr B Npesenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamunu B12 (umaHokobanaMmuH) 4.5 ug / 4,5 mkr B Npeaenax Macch!
- mg / kg, not more than
Toxic elements/
Toxic elements Mr/ Kr, He Gonee uem mg / kg
TOKCUUHBIE 31IeMEeHTbI Mr/ kr
Lead / CeuHel, not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/0,1
Arsenic/ Mbilwbsak 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
MNecTuunab: Mmr / xr, He Gonee yem Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa M30MEpPOB rekcaxnopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AnxnopandeHnnTpuxnopataH n ero He 6onee 0,2
MeTabonutbl
. not permitted (<0,002) /
Aldrin/ AnapuH He gonyckaercs (< 0,002) < 0.001/< 0,001
not permitted (<0,002) /
Heptachlor/ Mrentaxnop He gonyckaiotcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruueckme noxasarenu

QMAFANM cfu/g / not more than 5 x 10 cfu/g / < 10 CFU/g /
KMA®AHM KOE/r He Gonee yeM 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
bakTtepuu rpynnsl KutweyHon nanovyku 8 0,1 r He A0ONYCKaloTCs He 06HapyXeHb!
E.coliin 1g / not permitted / not detected /
E.colislr He AONYyCKaeTCs He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g / not permitted / not detected /

NaToreHHsle MUKPOOPTaHN3MbI, B.T.4. He AONYCKAIOTCH He o6HapyxeHei
Salmonellas, 8 10 r
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&

Quality and Safety Certificate / Ceptudpmukar kauecrsa n 6esonacHoCTH

~10.08.2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITbIE NNEHOYHON
060Nn04KON, Maccon 729 Mr u Kancynbl Maccol 746 mr

BATCH / CEPUA Production date: / laTa nsrorosnexus: 06.2023 /Mecsau, roa

3207C60101 Expiry date: / Cpok roaHocTu: 06.2025 /mecsin, roa

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

than 25'C/

31.200 Packs/ ynakoBok XpaHuTb B CYXOM, HeAOCTYNHOM ANA AeTer MecTe Npu Temnepartype He Boblwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Nnecenu (Bktouas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANTUTUMECKUE AAAHHbIE KANCYNbI TPEBOBAHMUSA PE3YNIbTATDI

Description / Onucanue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHui Bna OBanbcHble Npo3payHble Kancynbt meets the requirements /
eCTecTBeHHOro usera, COOTBETCTBYET TpeboBaHUAM
coaepXalme CyCcneHsuo KpacHoro
uBera

Physical tests /
UcnbiTtaHue pusnueckux CBOUCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynbi: 708 - 783 mr
CpeaHasa Macca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

752 mg / 752 mr

539 mg/ 539 mr

Individual weight / .
WHavBMayaneHas Macca f ;.5%, acc. to Ph. Eur. / meets the requirements /

5%, B cooTs. C EBp.®apm. cooTBeTcTBYeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OpHa Kancyna CoaepXuT Kak MUHUMYM cneaytlouiee:

Docosahexaenoic acid (DHA) / _ 223 mg/ 223 mr
Jloko3sarekcaenosas kucnota (ArK) vz G
Lutein
JotenH 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) /
Y1Cno oKUCNeHns (COOTBETCTBYET KUCAOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
yucny)
Peroxide number / not more than 10.0 meq Oz/kg / > meq/kg /
NepekucHoe uncno He 6onee 10,0 O2 MIKB/KI 5 M3KB/KF
P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
3207C60101
BATCH SIZE /OBbEM NMAPTUK

31.200 Packs/ ynakoBok

—10.08.2023
DD.MM.YYYY/"ucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ SEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITblE NAEHOYHON
060/10uKON, Macco 729 Mr v Kancynbt Maccon 746 mr

Production date: / Qata usrorosneHus: 06.2023 /mecsu, roa

Expiry date: / Cpok rogHocTu: 06.2025 /mecsu, rop

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

XpaHuTb B Cyx0OM, HEAOCTYNHOM ANA AeTell MeCTe Npu TeMmnepartype He Bblwe 25C

Toxic elements/ mg / kg, not more than mg / kg
ToKcuuHble 31eMeHTbI Mr / kr, He Gonee Mr / Kr
Lead / Camrel not more than 1.0 / He 6onee 1,0 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 0.0/0,0
Arsenic/ Mbilbsi not more than 1.0 / He 6onee 1,0 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 Gonee mg / kg
MecTuunanbt Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa n3oMepoB rekcaxaiopumknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpUXnNopaTaH u ero He 6onee 0,1
meTabonuTbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ Angapunx MeHbLle nnu passo 0,002
I h .
Heptachior/ Fentaxnop SOULIOCACERE RGN 227 0.001/ 0,001
MeHble unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCUHBI (B NepecyeTe Ha Xup) T
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopurpoBaHHbie SudeHnnsl He Gonee 3,0 !
- s e Bqg / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee yem Bq / kg
PaanoaxTMBHOCTb Bk / Kkr
Cesium-137 / Ue3nn-137 not more than 130 / He 6onee 130 10
Strontium-90 / CrpoHunin-90 not more than 100 /He 6onee 100 | O

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 » 9800 Spittal an der Drau * Austria
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Quality and Safety Certificate / Ceptudrukar kauecrsa n 6esonacHocTH

CAT. NO. / KAT. N¢
81757758

&

10.08.2023

DD.MM.YYYY/4ucno,mMecau, roa
DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

BATCH / CEPUA
3207C60101
BATCH SIZE /OBbEM NAPTUW

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

than 25C/

31.200 Packs/ ynakosok

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOUHON
060104KON, MACCO 729 MIr U Kancysbl Maccol 746 mr

06.2023 /mecsu, roa
06.2025 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTei MecTe Npu TeMnepatype He sbiwe 25C

Microbiological indices/

Mukpob6uonoruueckue noxasarenu

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 KUWeYHon nanovykn 8 0,1 r

not permitted /
He AonycKawTca

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He ponyckaercsa

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/

Salmonellas, B 10 r

NaToreHHbie MUKPOOPraHU3Mbl, B.T.Y.

not permitted /

HE AONYCKaKTCA

not detected /

He obHapyXeHbl

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

not permitted /
He AonycKaeTcs

not detected /
He ObHapyXeHa

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

not mqre than 100 cfu/g /
He 6ofide f0Q KOF/r

<10 cfu/g/
<10 KOE/r

Date of release / flaTa Bbinycka

10 AUG 2023

DD.MM.YYYY / Yucno, mecsau, roa

Release office / otaena pa3peweHun

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 I

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
3207C60101

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

22 JUN 2023 JUN 2025

Lot Quantity: Unit of Measure:
31,200.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038043122

Bulk batches consumed in the reported Batch Code:
Batch No: 0013585214, Manufacturing Date:22.06.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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

Hésslgasse 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

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

GDRP 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:
Philine Wassermann (DN4536) / Trained QA 09.08.2023
personnel

This document was signed electronically and is valid without signature.

Printed by: DN4536 Print Date: 09.08.2023

PeG

Package Size:
28

Package Type:

blisters
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