&

Quality and Safety Certificate / Ceptundmnkar kauecrsa n 6esonacHocTmn

CAT. NO. / KAT. N¢
81781705

_08.08.2024
DD.MM.YYYY/4ucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMWUBNOH® 2

Russia/ Poccus

BATCH / CEPUA

4200€60108

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.704 Packs/ ynakoBok

Production date: / flata n3arotoeneHus:
Expiry date: / Cpok roaHocTu:
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 NNEHOUYHON
060n0ouKON, Maccoi 729 Mr 1 kancynbl Maccow 746 mr

06.2024 /mecsu, rog
06.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANnst AeTel MecTe Npu TeMnepatype He sblwe 25°C

ANALYTICAL DATA TABLETS/
AHATIMTUYECKUE AAHHBIE TABNETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / OnucaHue

Appearance / BHewHui Bua

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

OBansHble, ABOAKOBLINYK/IbIE
Tabnetkun, NOKpPbLITHIE NNEHOYHON
060n04KOM, OT 6enore A0 NOUTH
6enoro userta

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue puanuecKkmux cBOUCTB

Mean weight / CpeaHas mMacca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

732.8 mg/ 732,8 mr

Individual weight /
NHavenayanbHan Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 cooTB. c EBp. ®apm.

meets the requirements /
COOTBETCTBYET TPE6OBaHUAM

Composition / CoctaB

KonunyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbITas NNEHOYHOW 060NI0UKON, COAEPXUT Cneaywme BUTaMuHbl U 3NEeMEeHTbl B CNeaoBbIX

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

weighed in /

ButamuH C (AckopbuHoBas KUCNOTA) 55mg /55 mr B8 Npegenax Macchbl
(8 hopme Kanbuus ackopbaTta)
Nicotinamide / HukoTnHamng 15 mg/ 15 mr weighed in /

B Npeagenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamux E (B dpopme dl-anbda-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B Npeaenax Maccbl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoOBasA kucnota (B hopme Kanbuua
naHToTeHaTa)

6mg/6mMr

weighed in /
8 Npegenax Macchl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamux B6 (nupuaokcuH) (8 dopmMe
NUPUAOKCUHA ruapoxnopvaa)

1.9mg/1,9mr

weighed in /
B nNpeaenax Maccob!

Vitamin B2 (riboflavin) /
Butamun B2(pubodnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macch

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TwamuH) (B bopme TMaMuHa
HUTpatTa)

1.4mg/ 1,4 mr

weighed in /
B npeenax Maccol

Folate / ®onat
o folic acid / ¢ponuesas kucnota
o L-methylfolate / L-MeTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-metundonat kanbums)

400 ug / Mkr
e 200 pug / mkr
o 208 ug / MKr (equal to
200 ug folic acid) /
(cooTBercrByer 200 MKr
donnueBoi KNCNOTbI)

weighed in / B npeaenax
Maccobl
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&

Quality and Safety Certificate / CepTundukar kauecrsa n 6esonacHocTn

08.08.2024
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHME
81781705
FEMIBION® 2/ DEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITLHIE MNEHOYHON
060N04KON, MACcCOM 729 MIr U Kancynbl Maccoi 746 mMr

BATCH / CEPUSA Production date: / Alata u3rorosneHua: 06.2024 /mecsau, ron
4200C60108 Expiry date: / Cpok rogHocTH: 06.2026 /mecau, roa
BATCH SIZE /OBBbEM NAPTUM Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.704 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM AN AeTen MecTe Npu TeMnepaType He Bblwe 25°C
Iodine (as potassium iodide) / weighed in /
Wona (B ¢popme kanua noanaa) OISV B Npeaenax Macchbl
I weighed in /
Biotin / 6MoTHH 40 pg / 40 Mkr B NPeenax Macchbt
Vitamin B12 (cyanocobalamin) / weighed in /
ButamunH B12 (unaHoko6anamuH) 4.5 119 / 4,5 mMKkr B Npeaenax Maccobl
. mg / kg, not more than
Yoxic elements/
Toxic elements Mr/ Kr, He Gonee vem mg / kg
TOKCHUHBIE 3NEMEHTbI Mr/ kr
Lead / CBuHeu not more than 5.0 / He 6onee uem 5,0 | 0.1/ 0,1
Cadmium/ Kaamuii not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbitibsik not more than 3.0 / He 6onee yem 3,0 0/0
Mercury/ PTyTb not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
MecTuuuab! Mr / kr, He 6onee yem Mr / Kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa M30MEepOB rekcaxnopuukaorekcaHa He 6onee 0,1
Dichlorodiphenyltrichioroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AnxnopandeHunTpuxnopaTtaH u ero He 6onee 0,2
Merabonutbl
i not permitted (<0,002) /
Aldrin/ AngpuH He ponyckaercs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ l'entaxnop He ponyckarotcs (< 0,002) <0.001/ < 0,001

Microbiological indices/
Mukpobuonorunueckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g /
KMA®AHM KOE/r He Gonee ueM 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTtepuu rpynnb! knweyHow nanoukm 8 0,1 r He AonycKalTcs He 06HapyXeHsbl
E.coliin 1g/ not permitted / not detected /
E.colislr He fonycKaeTtcsa He obHapyxeHa

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

NaToreHHblE MUKPOOPraHU3Mbl, B.T.4. He AoNyCKaoTCs He 06HapyXeHb
Salmonellas, 8 10 r
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&

Quality and Safety Certificate / Ceptudukar kavecrsa n 6e3onacHocTn

08.08.2024
DD.MM.YYYY/4ucno,mecau, ron
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHUE
81781705
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOUHON
060n0ouKoii, Maccon 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUSA Production date: / Aata n3rotoBneHus: 06.2024 /mecsu, roa

4200C60108 Expiry date: / Cpok rogHoOCTH: 06.2026 /mecsu, roa

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

than 25C/

31.704 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaTtype He Bbiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
Mnecenu (BKNovas apoxxn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANMUATUYECKUE NAHHBIE KANCYNbI TPEBOBAHUA PE3YNbTATbDI

Description / Onucauune

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHun Bua OBanbHble NPO3payvHbIe Kancynst meets the requirements /
eCTeCTBEHHOro UBeTa, COOTBETCTBYET TpeboBaHnAM
coaepxalme CycrneH3mio KpacHoro
uBera

Physical tests /
UcnbitaHmne drU3nHECKUX CBOKCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynsi: 708 ~ 783 Mr
CpeaHasa macca filling mass: 510 - 564 mg /
Macca HanonHenusa: 510 - 564 mr

771 mg / 771 mr

529 mg / 529 wmr

Individual weight /

o .
WHAMBMAYanbHas Macca 5%, acc. to Ph. Eur. / meets the requirements /

+7.
+ 7.5%, B coots. ¢ EBp.®apm. COOTBETCTBYET TpeboBaHMAM

Composition / Coctas

One capsule at least contains the following:
OpHa Kancyna CoAepXWUT Kak MUHUMYM Cregyioulee:

Docosahexaenoic acid (DHA) / ) 219 mg / 219 mr
Doko3arekcaeHosas kucnota (ArK) 200-244 mg / Mr
Lutein
NoTtend 9-10 mg/ mr 9:mg /9 mur
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
UMCNO OKMUCNEHNA (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mr KOH/r
uncny)
Peroxide number / not more than 10.0 meq O2/kg / 1 meq/kg /
MNepekuncHoe Yncno He 6onee 10,0 Oz MIK8B/Kr 1 M3KB/KF
P&G Health Austria GmbH & Co. OG
Hdosslgasse 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
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Quality and Safety Certificate / CepTtudnkar kauecrsa n 6esonacHocTn

&

08.08.2024

DD.MM.YYYY/4ucno,mecau, roa

CAT. NO. / KAT. N¢ DESIGNATION/ HAMMEHOBAHUE

81781705

FEMIBION® 2/ ®GEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITbIE NAEHOUHON
060N04KOM, MAaccoh 729 Mr 1 Kancynbl Maccoin 746 mr

BATCH / CEPUSA Production date: / flaTta usrotoBneHus: 06.2024 /mecsu, rog,

4200C60108 Expiry date: / Cpok roaHoCTh: 06.2026 /mecsun, roa

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

than 25C/

31.704 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaTtype He Bolwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHbIE 3NEeMEHTbI Mr / kr, He 6onee Mr / kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CsuHel,
2 " not more than 0.2 / He 6onee 0,2 0.0/0,0
Cadmium/ Kagmuia
: not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mblwbsik
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kkr, He 6onee mg// kg
NecTuuuabl Mr/ xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rexcaxnopumkiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHnnTpnuxnopatan n ero He 6onee 0,1
MeTabonuTh!
less than or equal to 0.002 / 0.001 / 0,001
Aldrin/ AnapuH MeHbwe wnu pasHo 0,002 ' !
| h .
Heptachlor/ Fentaxnop ess than or equal to 0.002 / 0.001 /0,001
MeHbuwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AVoKcuHbl (B NepecyeTe Ha Xup) )
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
NoauxnopuposaHHble 6udennnb He Gonee 3,0 : !
. o Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee uem Bq / kg
PaanoaKTUBHOCTDb Bk / xr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 <130
Strontium-90 / CTpoHuMii-90 not more than 100 /He 6onee 100 | < 100

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
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&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81781705

08.08.2024
DD.MM.YYYY/Yucno,mecsu, roa
DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITLIE NNEHOYHON

060NnoyKoNn, Maccoi 729 Mr u Kancynbl Maccom 746 mr

BATCH / CEPMA

4200€60108

BATCH SIZE /OBbEM NAPTUU
than 25C/

31.704 Packs/ ynakoBok

Production date: / [laTta usrotosnexns:
Expiry date: / Cpok rogHocTH:
Store in a dry place, not available for children, under the room temperature not more

06.2024 /mecsu, roa
06.2026 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM Ansa AeTel MecTe nNpu TeMnepartype He sbiwe 25C

Microbiological indices/
Mukpobuonornueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfu/g/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepumn rpynnbl KnweuyHow nanodku B 0,1 r

not permitted /
He AoNYCKaKTCA

not detected /
He 0bHapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He gonyckaertcs

not detected /
He o6HapyxXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHu3Mbl, B.T. Y.
Salmonellas, 8 10 r

not permitted /

HE AoNyCKalTCA

not detected /

He OBHapy»XeHbl

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

not permitted /
He AonyckaeTcs

not detected /
He obHapyxeHa

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

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

<100 cfu/g/
<100 KOE/r

Date of release / [laTa Bbinycka

3. Aug. 2024

DD.MM.YYYY / Yucno, mecsu, rog

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau » Austria

Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWW.pg.com

Sitz der Geselischaft: Spittal an der Drau
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

Statement of Conformity

Batch Number:
4200C60108

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:

11 JUN 2024 JUN 2026

Lot Quantity: Unit of Measure:
31,704.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038598752

Bulk batches consumed in the reported Batch Code:
Batch No: 0065550502, Manufacturing Date:11.06.2024

Manufacturing Site:

P&G Heailth Austria GmbH & Co. OG
HoéRlgasse 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
HoRlgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 07.08.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 07.08.2024

PeG

Package Size:
28

Package Type:

blisters
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