&

Quality and Safety Certificate / CepTtndukar kauecresa n 6esonacHoctTu

12.08.2024

DD.MM.YYYY/Uucno,mecsau, roa
CAT. NO. / KAT. N?
81781705

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkn, NOKPbLITLHIE NAEHOUYHOM
060/104KOI, MAccon 729 Mr 1 Kancynsl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4192C60103
BATCH SIZE /OBbEM NAPTUU

Production date: / flata u3rotoeneHus: 06.2024 /mecsau, roa
Expiry date: / Cpok rogHoCTK: 06.2026 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.224 Packs/ ynakoBoOk

XpaHuTb B CYXoM, HEAOCTYMHOM ANA AeTer MecTe npu Temnepartype He Bblwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUHECKUE NAHHDBIE TABNETKU

REQUIREMENTS
TPEEOBAHUA

RESULTS
PE3YNbTATb!

Description / Onucanue

Appearance / BHewHun sua

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

OBanbHble, ABOAKOBLINYKNbIE
TabneTkun, NOKPLITbIE NAEHOYHOMN
obonoukoi, ot 6enoro Ao NOYTH
6enoro useta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTtanne dmnsnvecknx cBOMCTB

Mean weight / CpeagHas Macca

729.0 mg + 4 %/ 729,0 Mr = 4 %

730.4 mg/ 730,4 mr

Individual weight /
NHavBuayanbHaga macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konuyecrsax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka, NOKPbLITas NAEHOYHON 060N0UKON, COAEPXUT Cneaylouwme BUTaMUHbl U INEMEHTLI B CNEAOBbLIX

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

weighed in /

Butamun C (AckopbuHoBas Kucnota) 55 mg / 55 mr B Npeaenax Maccol
(B dopmMe xanbums ackopbara)
Nicotinamide / HukoTuHamup 15mg/ 1S mr weighed in /

B npeaenax Macchbl

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

48mg/4,8mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBanA kucnoTa (B hopMe Kaneuns
NaHTOTEHATa)

6mg/ 6 wMr

weighed in /
B Npegenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupunaokcun) (B popme
NUPUAOKCUHA rmapoxnopuaa)

19mg/1,9wmr

weighed in /
B npeaenax Macchl

Vitamin B2 (riboflavin) /
ButamnH B2(pnbodnasun)

14mg/1,4wmr

weighed in /
B8 Npeagenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamuu B1 (TwamuH) (8 dopme TMaMmHa
HuTparta)

14mg/1,4mr

weighed in /
B Npeaenax mMaccbl

Folate / ®onat
¢ folic acid / dbonuesas kucnorta
o L-methylfolate / L-meTundonart
(as Calcium salt L-methylfolate ) /
(B dpopme L-metundonat xanbuumsa)

400 ug / Mkr
e 200 pg / Mkr
e 208 pg / MKr (equal to
200 pg folic acid) /
(cooTBercreyer 200 Mkr
donneso KMCNOTbI)

weighed in / B npeaenax
Maccol
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

12.08.2024
DD.MM.YYYY/4uncno,mecsu, roa
CAT. NO. / KAT. N° DESIGNATION/ HAMMEHOBAHMUE
81781705

FEMIBION® 2/ SEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOYHOM
060nouKON, Macco 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / lata u3rotoeneHus: 06.2024 /mecau, roa
4192C60103 Expiry date: / Cpok rogHocTh: 06.2026 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.224 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npyu TeMnepaType He Bbiwe 25°C
Iodine (as potassium iodide) / weighed in /
Woa (B dhopMe xanus noamaa) 150 ug / 150 mkr B nNpeaenax Maccbl
_— weighed in /
Biotin / 6MoTHH 40 pg / 40 MKkr B NpeAenax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamunH B12 (unaHoko6anaMuH) LIS B Npeaenax Macchl
. mg / kg, not more than
Toxic elements/
Toxic elements Mr/ K, He Gonee wem mg / kg
TOKCHUUHbIE 3NEMEHTb] Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee yem 50 | 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee 4em 1,0 0.1/ 01
Arsenic/ Mblwbak not more than 3.0 / He 6onee uem 3,0 0/0
Mercury/ PTyThb not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
MecTuumabl Mr / Kr, He 6onee yeM Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa M30MEpOB rekcaxopunKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005/ < 0,005
AnxnopandernnTpuxnopataH n ero He 6onee 0,2
meTabonuTel
. not permitted (<0,002) /
Aldrin/ AngpwH He gonyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ Mentaxnop He gonyckatoTcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g /
KMA®AHM KOE/r He 6onee uem 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
bakTepuu rpynnbl KnweyHon nanouku 8 0,1 r HEe A0NyCKawTCs He o6HapyxeHbi
E.coliin 1g / not permitted / not detected /
Ecolislr He gonyckKaeTca He obHapyxeHa

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

NaToreHHble MUKPOOPraHW3MbI, B.T.4. He AONYCKaloTes He o6HapyxXeHb
Saimonellas, B 10 r

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 / CepTudmnkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

12.08.2024
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAWUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPLITbIE MNEHOYHOMN

060N04KON, Maccoin 729 Mr u Kancynbl Maccoin 746 mr

BATCH / CEPUA

4192C60103

BATCH SIZE /OBbEM MAPTUU
than 25'C/

31.224 Packs/ ynakoBok

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

06.2024 /mecsau, roa
06.2026 /Mecsiu, roa

XpaHWUTb B CyXOM, HEAOCTYNHOM A8 AeTel MecTe npu TemnepaType He Bobiwe 25C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /

Mnecenu (Bknouasa apoxoxun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE OAHHBIE KANCYNbS TPEBOBAHNA PE3YNbTATDI

Description / OnucaHue

Appearance /
BHewHun sua

Oval clear natural capsules
containing a red suspension /
OsanbHble NPo3payHble Kancynbl
eCcTecT8eHHOro LBeTa,
cogepxauine CyCneH3nilo KpacHoro
userta

meets the requirements /
cooTtseTcTBYET TpeboBaHUAM

Physical tests /
UcnsitaHue pusnuecKkux CBONCTB

Mean weight /
CpeaHaa Macca

capsule mass: 708 - 783 mg /
macca kancynbi: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeuus: 510 - 564 mr

771 mg / 771 mr

529 mg/ 529 wmr

Individual weight /
WHanenayanbHan Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cooTB. C EBp.®apmM.

meets the requirements /
cooTBeTCTBYeT TpeboBaHuaM

Composition / Cocras

One capsule at least contains the following:

OaHa Kancyna CoAepXUT Kak MUHUMYM cneflyiowee:

Docosahexaenoic acid (DHA) /
Aoko3arexcaeHosas kucnota (ArK)

200-244 mg / mr

219 mg/ 219 mr

Lutein
NMotenH

9-10 mg/ mr

omg /9 wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okncneHns (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
queny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepexkucHoe unucno He 6onee 10,0 Oz M3KB/Kr 1 M3KB/Kr

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 / CepTugukar kauecrsa n 6esonacHocTu

&

_12.08.2024

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

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHVE

81781705
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE MNEHOUYHON
060n104Koin, Maccoin 729 Mr 1 Kancynsl Maccon 746 mr

BATCH / CEPUA Production date: / flata u3rotosnenus: 06.2024 /mecsu, roa,

4192C60103 Expiry date: / Cpok roaHocT!: 06.2026 /mecsu, roa

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

than 25C/

31.224 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTel MecTe Npu Temnepartype He sblwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3IEMEHTbI Mr / xr, He 6onee Mr / kr

t h .0 0.0/0,0
Lead / Camrew, not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbak
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
MecTuumnabl M/ kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/ 0,0
CyMMa U30MepoB rekcaxnopunknorekcaHa He 6onee 0,1 '
Dichlorodiphenyitrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopanheHnNTPUXNoPITaH U ero He 6onee 0,1
MeTabonutol
less than or equal to 0.002 /
; 0.001 /0,001
Aldrin/ AnapuH MeHbwe unu pasHo 0,002
| | .
Heptachlor/ FenTaxnop ESUIEICIAC LU 0.001 / 0,001
MeHbwe unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecuyete Ha Xup) e )
Polychioric bephenyl / not more than 3.0/ 0.0/0,0
NonuxnopnposaHHbie GupeHnnbl He 6onee 3,0
. - Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee yem
PaanoaKTMBHOCTb / wr Bk / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 <130
Strontium-90 / CTpoHumi-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 Geselischaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceptudmnkar xauecrsa u 6e3onacHocTu

CAT. NO. / KAT. N2
81781705

Russia/ Poccun

BATCH / CEPUSA
4192C60103
BATCH SIZE /OBbEM NAPTUU

31.224 Packs / ynakoBok

12.08.2024
DD.MM.YYYY/Uucno,mecau, roa
DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnerku, NOKPbITbE NAEHOYHOM!
060N04KOW, Maccon 729 Mr u Kancynbl Maccon 746 mr

Production date: / AaTa u3srotosnenus: 06.2024 /mecsu, roa

Expiry date: / Cpok rogHocTu: 06.2026 /mecsu, roa

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

XpaH1Tb B CYXOM, HEAOCTYNHOM ANA AETER MecTe Npu TeMnepatype He sbiwe 25°C

Microbiological indices/

Muxkpo6uonoruueckue nokasarenmn

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 /
Bakrepuu rpynnel KuweyHoi nanoyku 8 0,1 r

not permitted /
He AonycKalTca

not detected /
He o6HapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaeTtcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHsle MUKPOOPraHU3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /

HE AONYCKalTCa

not detected /

He o6HapyXeHbl

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

not permitted /
He gonyckaertcs

not detected /
He o6HapyxeHa

Yeast, Moulds cfu/g /
Nnecenu, Apoxxn, KOE/r

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

<100 cfu/g/
<100 KOE/r

Date of release / laTta Bbinycka

1 3. Aug. 2024

e |

AW

DD.MM.YYYY / Yucno, mecsu, roa

Hase office / omTFf paspeweHus

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
www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:
FEMIBION II
Product Description:

FEMIBION 11 28CT RU

Importing Country:
RU

Strength/Potency:
NOT APPLICABLE

Brand Code:
81781705

Date of Manufacturing:
06 JUN 2024

Lot Quantity:
31,224.00

Marketing Authorization No:
NOT APPLICABLE

Manufacturing Site:

P&G Heailth Austria GmbH & Co. OG
HéRlIgasse 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
HoBlgasse 20, 9800 Spittal an der Drau, Austria

Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

Certification Statement:

Batch Number:
4192C60103

Dosage Form:
combi pack capsule, soft / tablet

Contractor Item No:
81781705

Expiration Date:
JUN 2026

Unit of Measure:

IT

Inspection Lot No:
50003790847

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:

bulk batch consumed in finished product batch:
0065550498

Usage Decision Code:

ACC - Accept

Approved By:

Dr. Barbara Unterlerchner (DN4521) / Qualified
Person

Date Approved:
12.08.2024

This document was signed electronically and is valid without signature.

Printed by: DN4521

Print Date: 12.08.2024

PeG

Package Size:
28

Package Type:

blisters
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SPITTALPLANT-P&GHEALTH
AUSTRIA
HOESSLGASSE 20 &

SPITTAL A.D. DRAU AUSTRIA .
Statement of Conformity

Product Inspection Data:
Pos./ | Insp. | Description O: Operation/ Msmt| No. [Specific| Result [Valuatio] Tester Tester
Op Char | C: Char/M: Method / F: Formula | Unit |Sample| ations n Name (T-Number
s
0020 O: LIMS Operation
0010 |L_FINAY C: LIMS Final Disposition 0

Appendix (Characteristic long texts of Inspection Lot: 50003790847)
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