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Quality and Safety Certificate / CepTtudukart kauecrsa n 6eaonacHoCTn

—27.05.2024
DD.MM.YYYY/ucno,mecsu, roa
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ DEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITbIE NACHOUHON
060M04YKON, Maccon 729 Mr U Kancynbl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4128C60106
BATCH SIZE /OBBEM NAPTUNU

Production date: / [laTa u3rotoBnexus: 04.2024 /mecsau, roa
Expiry date: / Cpok rogHOCT!: 04.2026 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25°'C/
32.088 Packs/ ynakosok

XpaHuUTb B CyXOM, HEAOCTYMNMHOM ANA AETeil MecTe Npw TeMnepaTtype He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKMUE AAAHHbLIE TABJTIETKW

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3YJ/1IbTATbI

Description / Onucanune

Appearance / BHewHWi sua

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

OsanbHble, ABOSAKOBbLINYK/biE
Tabnetku, NOKpbITbiE NAEHOHHOMN
o6onoukoi, ot 6enoro A0 NOYTU
6enoro userta

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanne duUznyeckux cBONCTB

Mean weight / CpeagHas Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

733.6 mg/ 733,6 Mr

Individual weight /
WHaveuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPe60BaAHUAM

Composition / Coctas

Konuuecrsax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPLITaa NNEHOUHON 060/I04KON, COAEPXUT Cleayiowme BUTaMUHbI U 3NEMEHTL! B CNeAOBbIX

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

weighed in /

ButaMuH C (ACKOpbuHOBAsA KMUCNoTa) 55 mg / 55 mr B npeaenax Maccol
(B dopMe Kanbuuna ackopbara)
Nicotinamide / HukoTtuHamua 15mg/ 15mr weighed in /

B npeaenax Macchkl

Vitamin E (as dl-a-tocopherol acetate) /
Butamuu E (8 ¢opme dl-anbtha-Tokodepona
auerarTa)

48mg/ 4,8 mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
MaHToTeHOBas kMcnota (B hopme Kanbuusa
naHToTEeHaTa)

6mg/ 6 mr

weighed in /
B Nnpeaenax Maccbi

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButaMuH B6 (nupuaokcud) (8 dopme
NUPUAOKCUHA rMApoXNopuaa)

1.9mg/ 1,9mr

weighed in /
B npegenax Maccbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnaBuH)

1.4mg/1i,4mr

weighed in /
B npeaenax Maccbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (tTnamun) (8 dopme TnamuHa
HUTpaTa)

1.4mg/1,4wmr

weighed in /
B Npeaenax Maccsl

Folate / ®onat
o folic acid / dponuesas kucnota
o L-methylfolate / L-metuncdonar
(as Calcium salt L-methyifolate ) /
(8 dopme L-meTundonar xansbuus)

400 g / MKkr
e 200 pg / Mkr
. 208 g / MKr (equal to
200 ug folic acid) /
(cooTBercrayer 200 Mkr
$onneBoi KNCNOTLbI)

weighed in / B npepenax
Maccbl
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Quality and Safety Certificate / Ceprudukart kauecrsa n 6esonacHocTu

27.05.2024

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMWE

81757758

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccunsa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE MNAIEHOYHON

060/104KON, Maccoi 729 Mr n Kancynbl Maccon 746 mr

DD.MM.YYYY/Uucno,mecau, roa

BATCH / CEPUA Production date: / lata n3arotoBnexsnsa: 04.2024 /mecauy, roa
4128C60106 Expiry date: / Cpok roaHocTu: 04.2026 /mecsau, roa
BATCH SIZE /OBbEM MNAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25C/
32.088 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTei mMecTe npu TeMnepaType He Bbiwe 25C
Iodine (as potassium iodide) / weighed in /
Moa (8 dopMe kanus noauaa) 150 pg / 150 mkr B Npefenax Macchl
. weighed in /
Biotin / 6uoTuH 40 pg / 40 MKr B Npenenax Maccel
Vitamin B12 (cyanocobalamin) / weighed in /

Butamur B12 (unaHokobanamuH)

4.5 ug / 4,5 mkr

B Npegenax Macchb!

Toxic elements/

TOKCHUYHBbIE 3N1eMEHTbI

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

mg / kg
Mr / kr

Lead / CBuHey

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

Cadmium/ Kaamuit

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

Pesticides/
MecTuuuabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB reKCaxnopumnknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OuxnopandeHunTpuxnopataH u ero
mMeTabonurbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapun

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

< 0.001/ < 0,001

Heptachlor/ Frentaxnop

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

< 0.001/ < 0,001

Microbiological indices/

Mukpob6uonoruueckue NoxKasarenun

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 /
BaxkTepuu rpynnbl KuweyHown nanouyku B 0,1 r

not permitted /
He aonyckarTca

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He Aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
fNaToreHHbIe MUKPOOPraHu3Mel, B.T.u.
Salmonellas, 8 10 r

not permitted /
He A0NYCKAaKTCA

not detected /
He 06HapyXeHb!

P&G Health Austria GmbH & Co. OG
Hésslgasse 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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Quality and Safety Certificate / CepTtudukar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

_27.05.2024
DD.MM.YYYY/Uucno,Mecau, rog

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOUYHON

060n04KOM, MAccoh 729 Mr U Kancynol Maccon 746 mr

BATCH / CEPUA

4128C60106

BATCH SIZE /OBBbEM NAPTUU
than 25'C/

32.088 Packs/ ynakoBok

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

04.2024 /mecsu, rop,
04.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM 4NS AETel MecTe Npu Temnepatype He Bbiwe 25'C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
MneceHwn (BKﬂquaﬂ ApO)K)KM), KOE/r He 6onee 100 KOE/r < 10 KOE/I’
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTMTUMECKUE OAHHDBIE KAMCY/b) TPEBOBAHUA PE3YNbTATD!

Description / OnucaHue

Appearance /
BHewHwW# Bun

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHble Kancynol
eCcTecTBEHHOro UBeTa,
coaepxaume CyCcneH3uio KpacHoro
usera

meets the requirements /
cooTtBeTcTBYET TpeGoBaHUaM

Physical tests /
Ucnbitaune duanyecknx CBOUCTB

Mean weight /
CpeaHaa macca

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 — 564 mr

749 mg / 749 mr

530 mg / 530 mr

Individual weight /
MHanengyanbHaa Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cooTB. ¢ Esp.®apm.

meets the requirements /
cooTeeTCcTBYeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OpHa Kancyna CoaAepXuT Kak MUHUMYM cnegyiouee:

Docosahexaenoic acid (DHA) /
[loko3arekcaeHoas kucnora (AFK)

200-244 mg / mr

220 mg / 220 mr

Lutein
JlioTenH

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 okucneHms (COOTBETCTBYET KUCNOTHOMY | He 6onee vem 4,0 Mr KOH/r 0,0 Mr KOH/r
yuecny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 mea/kg /
AepekucHoe Yyucno He 6onee 10,0 Oz MIkB/Kr 1 M3KB/KF

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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Quality and Safety Certificate / CepTudmkar kauecrea n 6esonacHocTu

&

—27.05.2024
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITHIE NNEHOUYHOM
060N04KOI, Maccoin 729 Mr 1 Kancynbl Maccoin 746 mr
BATCH / CEPUA Production date: / flata usrotosneHus: 04.2024 /mecsiuy, roa

4128C60106 Expiry date: / Cpok rogHoCTU: 04.2026 /mecau, roa

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

than 25°C/

32.088 Packs/ ynakoBoK XpaHuTb B CyxXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TeMnepaTtype He Bbiwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHBIE 3N1EMEHTbI Mr / kr, He 6onee Mr / kr

. 0.0/0,0
Lead / Cammen not more than 1.0 / He 6onee 1,0 /
. 0. '
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 0/0,0
Arsenic/ MbiwbsK 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 / kr, He Gonee mg / kg
NMecruunabi mr / r
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MEpOoB rekcaxnopumnknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpUxnop3TaH v ero He 6onee 0,1
meTabonuThbl
less than or equal to 0.002 /
; 0.001 / 0,001
Aldrin/ AnapvH MeHbwe nnun pasHo 0,002
| h I .
Heptachlor/ FenTtaxnop ess than or equal to 0.002 / 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCUHBI (B nepecyeTe Ha Xup) o)
Polychioric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble 6udeHnnsl He Gonee 3,0 !
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / xr, He 6onee yem Bq / kg
PagnoakTuBHOCTb Bk / kr
Cesium-137 / Lleanin-137 not more than 130 / He 6onee 130 | 10
Strontium-90 / CTpoHUMH-90 not more than 100 /He 6onee 100 | O

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau  Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Geselischaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706
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Quality and Safety Certificate / Ceprudpukar kauecrsa n 6e3onacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
4128C60106
BATCH SIZE /OBbEM NAPTUN

32.088 Packs/ ynakoBok

27.05.2024
DD.MM.YYYY/4ucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAEHOUYHOH
o60onouKkoi, Maccoin 729 Mr u Kancynbl Maccon 746 mr

Production date: / QaTa narotoBneHus: 04.2024 /mecsuy, roa

Expiry date: / Cpok rogHocTu: 04.2026 /mecay, roa

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

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

Microbiological indices/

Muxpobuonoruueckue nokasavenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<40 cfu/g/
<40 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnbl KMweyHow nanodkn s 0,1 r

not permitted /
He AoNYCKAIoTCH

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonyckaerca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
flaToreHHble MUKPOOPraH1aMsbl, B.T.4.
Salmonellas, B 10 r

not permitted /

HE AoNnycKaTca

not detected /

He o6HapyXeHbl

S.aureus, in1,0g/
S.aureusB1,0r

not permitted /
He Agonyckaerca

not detected /
He o6HapyxeHa

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 / flaTta Bbinycka

28 Mai 2024

ﬁ/ﬁ///}w #M&mm

DD.MM.YYYY / Yucno, mecau, roa

ase office / otaena paspeweHun

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

www.pg.com
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION I

Product Description: Batch Number:
FEMIBION Il 28CT RU 4128C60106

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

26 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
32,088.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038486387

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458658, Manufacturing Date:26.04.2024

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
HoRBIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 27.05.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 27.05.2024

PeG

Package Size:
28

Package Type:

blisters
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