Highly Restricted

&

Quality and Safety Certificate / CepTudmnkar kauecrsa n 6e3o0nacHOCTH

CAT. NO. / KAT. N2
81781705

_17.09.2024
DD.MM.YYYY/Uucno,Mecau, roa

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4247C60100

BATCH SIZE /OBbEM NAPTUU
than 25C/

31.872 Packs/ ynakoBok

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

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAEHOYHON
060/104KON, MAccoin 729 Mr U Kancynel Maccon 746 mr

08.2024 /mecsau, rog
08.2026 /Mmecsu, roa

XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AeTell MecTe Npu TemnepaType He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKMUE BAHHDIE TABJIETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATDI

Description / OnucaHue

Appearance / BHewHuli sua

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

OBanbHble, ABOAKOBbLINYKNbIE
Tabnerku, NOKPLITHIE NAEHOUHON
060n0uKon, OT 6enoro A0 NOYTH
6enoro ysera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests
UcnbiTaHne husnvecKkux cBoHCTB

Mean weight / Cpearsasa macca

729.0 mg £ 4 %/ 729,0 Mr + 4 %

732.0mg / 732,0 mr

Individual weight /
NnanBmnayansHaa mMacca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTB. ¢ EBp. ®apmM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konuvecreax::

One film coated tablet at least contains the following vitamins and trace element:
OnHa Tabnetka, NOKPLITAA NNEHOYHON O6ONOUYKON, COAEPXKUT Creayou e BUTaMUHbI U SNEMEHTLI B CNEA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas kucnoTta) 35 mg /55 mr B nNpeaenax Maccbl
(B hopmMe Kanbuus ackopbara)

Nicotinamide / HukoTMHamua 15mg/ 15 mr weighed in /

B nNpeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dpopme dl-anvda-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B npeaenax mMaccobl

Pantothenic acid (as calcium pantothenate) /
NaHTOTEHOBAs KUcnoTta (B opMe Kanbuma
nakToTeHaTa)

6mg/6mMr

weighed in /
B npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (8 dopme
NMPUAOKCHHA rMapoxnopuaa)

1.9mg/1,9mr

weighed in /
B npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubocnasmH)

1.4mg/ 1,4 mr

weighed in /
B Nnpeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamnH Bl (Tmamun) (B dpopme TMaMuHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B npeaenax Macchbl

Folate / ®onat
¢ folic acid / ¢ponveBas kucnota
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B popmMe L-meTundgonat Kansuua)

400 pg / MKkr
e 200 ug/ mkr
o 208 ug / MKkr (equal to
200 ug folic acid) /
(coorBercrByer 200 MKr
cdhonneBoit KUCNOTbI)

weighed in / B npeaenax
Macchbl
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Highly Restricted

&

Quality and Safety Certificate / Ceptudmnkar xauecrsa n 6esonacHocTu

17.09.2024
DD.MM.YYYY/Uucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHWE
81781705
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOYHOU
060n04KON, MACCOU 729 MI v Kancynbl Maccon 746 mr
BATCH / CEPUSA Production date: / Nlata w3rotosnenus: 08.2024 /mecau, roa
4247C60100 Expiry date: / Cpok rogHOCTH: 08.2026 /mecsu, roa
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.872 Packs/ ynakoBOK XpaHuTbL B CyXOM, HEAOCTYNHOM ANA AeTel MecTe npu TemnepaTtype He sbiwe 25'C
Iodine (as potassium iodide) / weighed in /
WNoa (8 popMe kanua noanaa) eV L B nNpeaenax Maccol
_— weighed in /
Biotin / 6uoTnH 40 ug / 40 Mkr B NpEfEnax MAacchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButammH B12 (umnaHokobanaMuH) 4.5 19/ 4,5 Mkr B npeaenax Macchbl

Toxic elements/

TOKCUUYHLIE 3/IEMEHTbDI

mg / kg, not more than
Mr/ xr, He 6onee uem

mg / kg
Mr / kr

Lead / CeuHey

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

Cadmium/ Kagmui

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

Arsenic/ MblwbAK

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

Mercury/ PTyTe

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

Pesticides/
NecTuungbl

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

Sum of isomers of hexachlorocyclohexane /
CyMMa 130MepoB rekcaxnopumknorekcaHa

not more than 0.1 /

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandernnTpuxnopaTaH u ero
MeTabonuTbl

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwH

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

< 0.001/ < 0,001

Heptachlor/ FenTaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6Guonoruueckue noKasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnbl KAWe4HoA nanovkn 8 0,1 r

not permitted /
He A0MyCKalTCs

not detected /
He O6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He Oo6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AonycKalTcs

not detected /
He oBHapyXeHbl
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Highly Restricted

&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTm

CAT. NO. / KAT. N?
81781705

Russia/ Poccun

BATCH / CEPUA
4247C60100
BATCH SIZE /OBbEM NAPTUU

17.09.2024
DD.MM.YYYY/Uncno,mecsy, roa
DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITLIE NAECHOUYHO
o6onoukoi, Maccoi 729 Mr u Kancynbl Maccon 746 mr

Production date: / flaTta usrotosneHus: 08.2024 /mecsau, roa
Expiry date: / Cpok rogHocTu: 08.2026 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.872 Packs/ ynakoBok XpaHuTb B CyXOM, HeAOCTYMHOM ANA AeTei MecTe Npu TeMnepartype He Bobiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Nnecexn (Bmmqaﬂ ﬂpO)K)KW), KOE/r He 6onee 100 KOE/I’ < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTUTUYECKUE AJAHHDLIE KANCYNbI TPEBOBAHUA PE3Y/IbTATDI

Description / OnucaHue

Appearance /
BHewHwnn Bug,

Oval clear natural capsules
containing a red suspension /
OBasibHblEe NPO3payHbIe Kancynbl
ecTecTBeHHOro ueeTta,
coAaepxalme CyCcneH3unio KpacHoro
userta

meets the requirements /
cooTBeTCTBYET TPe60BaHUAM

Physical tests /
UcnbiTanue dn3nYecKnx CBOHCTB

Mean weight /
Cpepnsa Macca

capsule mass: 708 - 783 mg /
Macca kancynel: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHunsa: 510 - 564 mr

750 mg / 750 mr

534 mg /534 wmr

Individual weight /
NHauBnayanbHaa Macca

7.5%, acc. to Ph. Eur. /
7.

+
+ 7.5%, B co0TB. C EBp.®apm.

meets the requirements /
cooTeeTCcTBYEeT TpebosBaHuamM

Composition / Cocras

One capsule at least contains the following:

OAaHa Kancyna CoOAEpXUT Kak MUHUMYM cnegylowee:

Docosahexaenoic acid (DHA) /
[oxko3arekcaeHosas kucnota (ArK)

200-244 mg / mMr

221 mg/ 221 mr

Lutein
NotenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno oKncnenus (CooTBeTCTBYET KUCNOTHOMY | He Bonee ueM 4,0 mr KOH/r 0,0 Mr KOH/r
wucny)

Peroxide number / not more than 10.0 meq O2/kg / 1 meq/kg /
fNepekucHoe Yucno He 6onee 10,0 O2 MIKB/KI 1 MIKB/Kr
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Highly Restricted

&

Quality and Safety Certificate / CepTtuduxar kauecrsa n 6esonacHocCTH

CAT. NO. / KAT. N?
81781705

Russia/ Poccuna

BATCH / CEPUA
4247C60100
BATCH SIZE /JOBBEM NAPTUN

17.09.2024
DD.MM.YYYY/UYucno,Mecsu, roa
DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITLIE NNEHOYHOMN
060104KON, Maccon 729 Mr u Kancynbt Maccon 746 mr

Production date: / flaTa nsrotoBneHus: 08.2024 /mecsu, roa
Expiry date: / Cpok rogHOCTW: 08.2026 /Mecsiu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.872 Packs/ ynakosok

XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AETEN MecTe Npu TeMnepatype He Boblwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
ToKCUUHBIE 3NIEMEHTbI Mr / kr, He 6onee Mr / kr
t than 1.0 6 1,0 0.0/0,0
Lead / Caume not more than / He 6onee /
h 2 2 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0, /
) not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mblwbsak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr 7 Kr, He Gonee :'_9//'(':9
NecTuungsl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEPOB rekcaxnopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AvxnopandeHnnTpuxnopaTaH 1 ero He Gonee 0,1
metabonurol
less than or equal to 0.002 /
; 0.001 /0,001
Aldrin/ AnapuH MeHblue unn pasHo 0,002
e O inenaesmen less than or equal to 0.002 / 0.001 / 0,001
MeHblwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCHHBI (B nepecyeTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
NonuxnopupoBaHHbie 6udeHnnbl He Gonee 3,0
. P Bq / kg, not more than
Radioactivity/
Radioactivit Bk / kr, He 6onee yem Bq / kg
PaanoaKTUBHOCTb Bx / xr
Cesium-137 / Lle3nn-137 not more than 130 / He 6onee 130 < 10
Strontium-90 / CtpoHunMin-90 not more than 100 / He 6onee 100 < 0.9

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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Highly Restricted

&

Quality and Safety Certificate / CepTtugpunkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

Russia/ Poccus

BATCH / CEPUA
4247C60100
BATCH SIZE /OBbEM NAPTUA

31.872 Packs/ ynakoBokK

17.09.2024
DD.MM.YYYY/Hucno,mecsu, roa
DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtkn, NOKPbITbIE NAECHOYHON
o6onoukoi, Mmaccon 729 Mr v Kancynbl Maccon 746 mr

Production date: / flaTta usrotosneHus: 08.2024 /Mecsu, roa

Expiry date: / Cpok rogHocTu: 08.2026 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe Npu TeMmnepaType He Bble 25'C

Microbiological indices/

Mukpobuonoruueckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfulg/
< 100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
baxkTepuu rpynnbl KuweyHown nanoukn B 0,1 r

not permitted /
He A0NYCKaoTCA

not detected /
He O6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He Aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

NaToreHHbIe MUKPOOPraHU3Mbl, B.T.4.

not permitted /

He AonycKaloTcA

not detected /

He 06HapyXeHbl

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

not permitted /
He AonycKaetcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecenu, Apoxku, KOE/r

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

<100 cfu/g/
<100 KOE/r

Date of release / [lata Bbinycka

19, Sep. 2024

Al loruu

DD.MM.YYYY / Yucno, mecsay, rog

RelTay dffice / otnena /béapemeunn

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

Rechtsform: Offene Gesellschaft (OG)
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION Il

Product Description: Batch Number:
FEMIBION |i 28CT RU 4247C60100

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81781705 81781705

Date of Manufacturing: Expiration Date:

07 AUG 2024 AUG 2026

Lot Quantity: Unit of Measure:
31,872.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038667872

Batch No: 0065614729, Manufacturing Date:07.08.2024

P&G Health Austria GmbH & Co. OG
HéRIgasse 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
HéRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HéRigasse 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 16.09.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 16.09.2024

PeG

Package Size:
28

Package Type:

blisters
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