&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocT

CAT. NO. / KAT. N?
81781705

05.08.2024
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

4184C60102

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.464 Packs/ ynakosok

Production date: / laTa usrotoBnerus:
Expiry date: / Cpok rogHoCTuh:
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, NOKPLITbIE NAEHOUHON
0601104YKOI, Maccolk 729 Mr n Kancynbl Maccon 746 mr

06.2024 /mecsu, roa
06.2026 /mecsu, roa

XpaHWUTb B CYXOM, HEAOCTYRNHOM ANA AETER MecTe npyv TeMnepaType He Boiwe 25C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHBLIE TABNTETKN

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3V/IbTATHI

Description / Onucanue

Appearance / BHewHWA BuAa

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

OBanbHble, ABOAKOBbLINYK/blE
Tabnerku, NOKPLITbIE NNEHOYHOW
060nouKkon, oT 6enoro A0 NOYTH
6enoro ueeTa

meets the requirements /
cooTBeTCcTBYeT TpeboBaHMaM

Physical tests /
UcnbiTaune dnanyeckux cCBOUCTB

Mean weight / CpegHsas macca

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

739.6 mg / 739,6 mr

Individual weight /
UngmsmnayansHaa macca

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

meets the requirements /
COOTBETCTBYET TPe6oBaAHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbITan NNEHOYHOW 060NOUKOW, COAEPXUT Cneayiowmne BUTaMUHbI U 3NEMEHTLI B CNe0BbIX

KonuyecTeax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butammn C (AckopbuHoBas KMCNoTa) 55 mg / 55 ur B nNpeaenax Macchbl
(B dhopme kanbuus ackopbara)

Nicotinamide / HukoTnHamug 15 mg/ 15 mr weighed in /

B npeaenax Maccol

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B bopme dl-ansda-tokodepona
alerara)

4.8mg/ 4,8 wmr

weighed in /
B npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamnH B6 (nupuaokcun) (8 dopme
NMPUAOKCUHA FMAPOXN0PUAS)

NaHToTEeHOBas kucnota (B8 popme kanbuus 6mg/6Mr

naHToTeHaTa) B Npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / 1.9mg /1,9 mr weighed in /

B npeaenax Maccobl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/ 1,4 mr

weighed in /
B npeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (TMamuH) (B dopmMe TMaMUHa
HUTpaTa)

1.4mg/ 1,4 mr

weighed in /
B npeaenax Maccol

Folate / ®onat
o folic acid / ¢ponnesas kncnorta
¢ L-methylfolate / L-meTunconar
(as Calcium salt L-methyifolate ) /
(8 chopme L-MeTundonat kanbuus)

400 pg / Mkr
o 200 pg / Mkr
¢ 208 pg / MKkr (equal to
200 ug folic acid) /
(coorsercrayer 200 Mkr
cdonneBoi KNCNOTbI)

weighed in / 8 npegenax
Macchl
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Quality and Safety Certificate / CepTtudpukar kauecresa n 6e3onacHoCTn

_05.08.2024
DD.MM.YYYY/Yucno,mecsau, rog
CAT. NO. / KAT. N°
81781705

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NAEHOUHON
060N04KON, MAacCon 729 Mr 1 Karncynbl Maccow 746 mr

Russia/ Poccus

BATCH / CEPUA
4184C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / flaTa nsrotoBneHus: 06.2024 /mecsau, roa

Expiry date: / Cpok roaHocTu: 06.2026 /mecau, roa

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

31.464 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTelr MecTe Npu Temnepartype He Boiwe 25C

Iodine (as potassium iodide) / weighed in /

Noa (B dopme kanusa noavaa) ST LTS B npegenax Macchbl
- weighed in /

Biotin / 6noTtuH 40 pg / 40 Mkr B NDeENaX MACChL

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (UMaHOKO6anNaMuH) 4.5 pg / 4,5 mxr B Npefenax Macchl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee Yem mg / kg
ToKcuuHbie 3neMeHTbl MF / Kr
Lead / CeuHen not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamuit not more than 1.0 / He 6onee 4em 1,0 0.1/ 0,1

Arsenic/ Mulwbak 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
MecTnunab Mr / kr, He Gonee yem Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumknorekcaHa

not more than 0.1 /

< 0.005/ < 0,005
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
OuxnopandeHnnTpuxnopaTaH u ero
MeTabonurbl

not more than 0.2 /

< 0.005/ < 0,005
He 6onee 0,2

not permitted (<0,002) /

Aldrin/ Anaput He ponyckaetcs (< 0,002)

< 0.001/ < 0,001

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

Heptachlor/ l'entaxnop < 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruueckue noxkasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl KMWeYHoW nanoyku B 0,1 r

not permitted /
He AonyckawTcs

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MNaToreHHbIE MUKPOOPraHU3Mbl, B.T.Y.
Salmonellas, B 10 r

not permitted /
He AonyckatoTcs

not detected /
He obHapyxXeHbl
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&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTH

CAT. NO. / KAT. N2
81781705

_05.08.2024
DD.MM.YYYY/Uucno,Mmecau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NAEHOYHOW

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

BATCH / CEPUA

4184C60102

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.464 Packs/ ynakosok

Production date: / lata n3rotoBneHus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

06.2024 /Mecsu, roa
06.2026 /mecsau, roa

XpaHuTb B CyxOM, HEAOCTYNHOM ANA AeTel MecTe Npu Temnepartype He Bbilwe 25C

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

Nnecenw (Bknioyan apoxxn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE OAHHDLIE KANCYNbI TPEBOBAHMA PE3YNbTATHI

Description / Onucauue

Appearance /
BHewHu# Bua,

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynbl
eCcTecTBEeHHOro LBeTa,
coaepxallime CycneH3no KpacHoro
ueera

meets the requirements /
CoOTBETCTBYET TpebGoBaHUAM

Physical tests /
UcnbiTanue pusnvuecknx cBoUcTs

Mean weight /
CpeaHaa macca

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

775 mg [/ 775 mr

533 mg/ 533 mr

Individual weight /
NHanBuayanbHaa Macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, B coots. c Eesp.Dapm.

meets the requirements /
COOTBETCTBYET TpeboBaHNAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna COAEPXUT Kak MUHUMYM crieayiolee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHosan kucnota (ArK)

200-244 mg / Mr

220 mg / 220 mr

Lutein
JlloTenH

9-10 mg/ mMr

9mg /9 mMr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneuns (COOTBETCTBYET KUCNOTHOMY He 6onee 4eM 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 mea/kg /
NepekucHoe yucno He 6onee 10,0 O2 MIks/Kr 1 M3KB/KT
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&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTn

~05.08.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2
81781705

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NNEHOUHOW
060n04KON, Maccoin 729 Mr n Kancynol Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4184€60102
BATCH SIZE /OBbEM NAPTUU

Production date: / laTta u3rotoBneHus: 06.2024 /mecsu, 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 25°C/

31.464 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe npu Temnepatype He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE INEMEHTbI Mr / kr, He 6onee Mr / kr
not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CeuHeuy
. . not more than 0.2 / He 6onee 0,2 0.0/0,0
Cadmium/ Kaamnii
) not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MbiwbsaK
Mercury/ PTYyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / K, He Gonee :IrQ//K':g
Mecruunabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepoB reKcaxnopumnKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopaTan n ero He 6onee 0,1
meTabonuTbl
less than or equal to 0.002 /
: 0.001 / 0,001
Aldrin/ Anaput MeHbwe unu pasHo 0,002
| th | to 0.002
Heptachlor/ FenTaxnop ess than or equal to / 0.001 / 0,001
MeHbwe unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnoKkcuHbl (B Nepecyere Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHbie 6udeHunb) He 6onee 3,0
. . e Bq / kg, not more than
Radioactivity/
Radioactivit Bx / kr, He 6onee yeMm Bq / kg
PaanoakTuBHOCTL Bk / xr
Cesium-137 / Ue3nn-137 not more than 130 / He 6onee 130 < 130
Strontium-90 / CTpoHunit-90 not more than 100 /He 6onee 100 | 0O
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&

Quality and Safety Certificate / Ceprugpukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81781705

Russia/ Poccus

BATCH / CEPUA
4184C60102
BATCH SIZE /OBbEM NAPTUN

31.464 Packs/ ynakoBok

05.08.2024
DD.MM.YYYY/Yucno,Mecau, roa
DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITble NNEHOYHON
060104KON, MACCO 729 Mr U Kancynbl Maccon 746 mMr

Production date: / Aata u3rotosnexus: 06.2024 /mecsau, roa

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

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

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTeil MecTe Npu TeMnepartype He sbiwe 25C

Microbiological indices/

Mukpo6buonoruuyeckue nokasarenun

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 /
Baktepun rpynnbl KUWEYHON nanoukv B 0,1 r

not permitted /
He AONYCKaTCA

not detected /
He 06HapyXeHbl

E.coliin 1g /
Ecolislr

not permitted /
He fonyckaeTtca

not detected /
He o6HapyxeHa

Pathogenic microorganisms,

Salmonellas, B 10 r

Salmonellas inclusive in 10 g /
NaToreHHbe MUKPOOPraHU3Mbl, B.T.u.

not detected /
not permitted /

He 06HapyXeHbl
He aonyckatTca

S.aureus, in1,0ag/
S.aureus s 1,0r

not permitted / not detected /

He Aaonyckaercs He obHapyxeHa

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

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

<100 cfu/g/
<100 KOE/r

Date of ﬁ?af / DaTta Bbinycka

ug. 2024

DD.MM.YYYY / Yucno, mecsy, roa

\H-

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:
FEMIBION I

Product Description:
FEMIBION il 28CT RU
Importing Country:
RU
Strength/Potency:
NOT APPLICABLE

Brand Code:
81781705

Date of Manufacturing:
05 JUN 2024

Lot Quantity:

31,464.00

Marketing Authorization No:
NOT APPLICABLE

Manufacturing Site:

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

Packaging Site:

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

Certification Statement:

Batch Number:
4184C60102

Dosage Form:
combi pack capsule, soft / tablet

Contractor Item No:
81781705

Expiration Date:
JUN 2026

Unit of Measure:

IT

Inspection Lot No:
50003790407

| 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:
0065550487

Usage Decision Code:

ACC - Accept

Approved By:

Dr. Barbara Unterlerchner (DN4521) / Qualified
Person

Date Approved:
30.07.2024

This document was signed electronically and is valid without signature.

Printed by: DN4521

Print Date: 30.07.2024

PeG

Package Size:
28

Package Type:

blisters

Page: 1 of 2



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 Q: LIMS Operation
0010 |L_FINAL C: LIMS Final Disposition 0
Appendix (Characteristic long texts of Inspection Lot: 50003790407
Printed by: DN4521 Print Date: 30.07.2024 Page: 2 of 2



