&

Quality and Safety Certificate / Ceptudpunkar kauecrsa n 6e3onacHoOCTM

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

04.10.2022
DD.MM.YYYY/U4ucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITHIE NNEHOUHOM

060N04YKOM, MAaccon 729 Mr u Kancynel Maccoit 746 mMr

BATCH / CEPUA

2181C60101

BATCH SIZE /OBbEM NAPTUU
than 25C/

31.845 Packs / ynakoBok

Production date: / [lata w3arotosnexus:
Expiry date: / Cpok rogHoCTH:
Store in a dry place, not available for children, under the room temperature not more

05.2022 /mecsau, roa
05.2024 /mecsy, rog

XpaHuTb B CyXOM, HEAOCTYNHOM AnA AeTen MecTe Npu TeMmnepartype He sbiwe 25°C

ANALYTICAL DATA TABLETS/
AHAJINTUHECKUE OAHHBLIE TABJIETKA

REQUIREMENTS
TPEGOBAHUA

RESULTS
PE3Y/IbTATDH!

Description / OnucaHue

Appearance / BHewHW’ sua

White to off-white, oval, biconvex

film coated tablet /

OBarnbHble, ABOSKOBbLINYKAbIE
Tabnetkun, NOKpbITble NAEHOYHON
obonoukon, ot 6en0ro A0 NOYTH

6enoro userta

meets the requirements /
cooTBeTCTBYET TPpeboBaHUAM

Physical tests /
UcnbiTanue dnsnyeckux cBONCTB

Mean weight / CpeaHan macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

734.5mg / 734,5 mr

Individual weight /
NHanBuAYyanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Coctas

Konn4yecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTka, NOKpLITas NNEHOYHON 060N104KON, COAEPXUT Crieaylowmne BUTaMUHbl U 3M1IeMeHTbI B CNeAoBbIX

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

weighed in /

ButamuH C (AckopbuHoBas kucnoTa) 35 mg / 35 mr B npeaenax Maccobl
(8 dopMe kanbumsa ackopbaTa)
Nicotinamide / HukoTuHammna 15mg/ 15 mMr weighed in /

B npeaenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B dopmMe dl-aneda-Tokodepona
auerara)

4.8mg/ 4,8 mr

weighed in /
B npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

NaHToTeHOBas kucnota (B opme Kanbuus 6mg/6mMr

naHToTeHaTa) B npeaenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nupuaoxkcuH) (8 popme 1.9mg /1,9 mr B Npeaenax Maccol
NUPUAOKCHHA rmapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
ButamMnH B2(pnbodnasuH) 14mg/1,4wr B Npeaenax Macchbl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButamMnH B1 (TwamuH) (8 hopMme TMaMuHa 1.4mg/1,4mr weighed in /

B npeaenax Macchbl

Folate / ®onat
¢ folic acid / ¢ponmeBas kucnorta
o L-methylfolate / L-MeTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonat Kanbuus)

400 ug / MKkr

200 pg / Mkr

o 208 pg / MKr (equal to
200 ug folic acid) /
(cooTBercrByer 200 MKr
cdhonnesoit kKNCNOTLE)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / Ceprucgpukar kauecrsa n 6esonacHoCTH

04.10.2022

DD.MM.YYYY/Uucno,Mecsiu, roa

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

81757758

FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITbIE NJEHOUYHON

060N0UKOI, MacCon 729 MI U Kancynbl Maccoi 746 Mr

BATCH / CEPUSA Production date: / laTta u3rotosnenus: 05.2022 /mecsu, roa

2181C60101 Expiry date: / Cpok roaHoCT!: 05.2024 /mecsu, roa

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

31.845 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AETel MecTe npu TemnepaTtype He sbiwe 25C

ButammnH B12 (umaHokobanaMuH)

4.5 ug/ 4,5 Mkr

Iodine (as potassium iodide) / weighed in /

WNoa (B dopme kanusa noavaa) UL B npeaenax mMaccol
- weighed in /

Biotin / 6uoTuH 40 g / 40 Mkr B npeenax Macch)

Vitamin B12 (cyanocobalamin) / weighed in /

B Npegenax Macchbl

Toxic elements/

TOKCUYHbIE 3IEMEHTDI

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

mg / kg
Mr / kr

Lead / CBuHeu

not more than 5.0 / e 6onee yem 50 [0.1/0,1

Cadmium/ Kagmuii

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

Arsenic/ MbilbsAK

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

Mercury/ PtyTb

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

Pesticides/
Necruunant

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpOB reKcaxNopumKIoreKcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OnxnopandeHnNTpUXNoOpaTaH n ero
MeTabonnuTb!

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ F'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonornueckue noxkasarenu

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 /
Bakrepuu rpynne! KuuieyHov nanoykn 8 0,1 r

not permitted /
He AONyCcKakTcs

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonelias inclusive in 10 g /
MaToreHHble MUKPOOPraHWU3Mbl, B.T.4.
Salmonellas, B 10 r

not permitted /
He AOMyCKaloTCA

not detected /
He obHapyXeHbl

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 / Ceptudpukar kauecrsa u 6es3onacHocTun

CAT. NO. / KAT. N2
81757758

04.10.2022

DD.MM.YYYY/ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITLIE NAEHOYHON

060n04KOI, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA

2181C60101

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.845 Packs / ynakoBok

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

05.2022 /mecsy, roa
05.2024 /mecsu, rog

XpaHWUTb B CYXOM, HEAOCTYINHOM ANR AeTeil MecTe npu TemnepaTtype He sbiwe 25C

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

Mnecenun (BkAouas Apoxokun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYMECKUE OAHHBIE KANCYNb! TPEBOBAHUA PE3Y/NIbTATDI

Description / Onucanue

Appearance /
BHewHwnit 8na

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHbIE Kancynbl
eCTecTBeHHOMo UBeTa,
cogepxalme CyCneH3uto KpacHoro
uBeTa

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanue dnanueckux cBoiicrs

Mean weight /
CpeaHas macca

capsule mass: 708 - 783 mg /
Macca kancynel: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHenus: 510 — 564 Mr

754 mg / 754 mr

530 mg / 530 wmr

Individual weight /
NHanBMAayanbHas Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cootB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Coctas
One capsule at least contains the following:

OAaHa Kancyna CoAepXuUT Kak MUHUMYM cneayowee:

Docosahexaenoic acid (DHA) /
Joko3sarekcaeHosan kucnota (4rK)

200-244 mg / mr

219 mg/ 219 mr

Lutein
NioTtenH

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 /

UYKCO OKUCNEHNS (COOTBETCTBYET KUCNIOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq O:/kg / 2 meq/kg /
NepekucHoe unucno He 6onee 10,0 02 M3kB/Kr 2 MIKB/Kr

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 / Ceprucdukar kauecrsa n 6esonacHoCTH

04.10.2022
DD.MM.YYYY/Yucno,mecsu, rog
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbLITLIE NAEHOYHON
060N04YKON, Maccor 729 Mrr U Kancynbl Maccon 746 Mr

BATCH / CEPUSA Production date: / [laTta usrotoBneHus: 05.2022 /mecsiy, roa,

2181C60101 Expiry date: / Cpok rogHocTu: 05.2024 /mecsu, roa

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

than 25°C/

31.845 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTe MecTe nNpu TeMnepaTtype He Bbiwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUUHbIE 3NEeMEeHTbI Mr / kr, He 6onee Mr / Kr
Lead / CaneL not more than 1.0 / He 6onee 1,0 0.0/0,0

. 0. '
(o VA T not more than 0.2 / He 6onee 0,2 0/0,0
. 0.0/0,0
Arsenic/ MilwbaK not more than 1.0 / He 6onee 1,0 /
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ mr / Kkr, He Gonee mg// kg
MNecTruumabl LU
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MEPOB reKkcaxsiopunKnoreKkcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnTpruxnopaTaH u ero He 6onee 0,1
meTabonutbl
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ AngpuH MeHbwe unu pasHo 0,002
| h | .
Heptachlor/ Fentaxnop S CIRC R R ey 0.001/ 0,001
MeHbwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AWOKCUHbI (B nepecyeTe Ha Xup) M)
Polychloric bephenyl / not more than 3.0 / 0.2/02
MonuxnopupoBaHHble 6uderHnnsl He 6onee 3,0 !
. . . Bq / kg, not more than
Radioactivity/ Bq / kg
BK / kr, He 6onee yeM
PaguoaKkTuBHOCTb / Bx / xr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuMin-90 not more than 100 /He 6onee 100 | 1
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 Sitz der Gesellschaft: 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 / CepTudpukar kauecrsa n 6e3onacHocTun

CAT. NO. / KAT. N2
81757758

04.10.2022
DD.MM.YYYY/Yucno,Mecsau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccua

BATCH / CEPUSA
2181C60101
BATCH SIZE /OBbEM NAPTUU

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

than 25'C/

31.845 Packs/ ynakoBok

729 mg film coated tablets and 746 mg capsules / TabneTku, NoKpbITLIE NIEHOYHOK
060/104KOi, Maccoit 729 Mr v Kancynel Maccon 746 mr

05.2022 /mecsu, roa
05.2024 /Mmecsu, roa

XpanuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe nNpu TemnepaTtype He Bbiwe 25°C

Microbiological indices/
Mukpobuonornyeckue nokasarenm

QMAFANM cfu/g /
KMAO®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /

BakTepuu rpynnbl KuweyHon nanodku B 0,1 r

not permitted /
He AONyCKalTCA

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraH13Mbl, B.T.\M.
Salmonellas, B 10 r

not permitted /

He AoNYyCKaloTCAa

not detected /

He obHapyXeHbl

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

not permitted /
He AonyckKaeTcs

not detected /
He obHapy»xeHa

Yeast, Moulds cfu/g /
MNnecenn, Apoxokn, KOE/T

not more than 100 cfu/g /
e §onee 100 KOE/r

<10 cfu/g/
<10 KOE/r

Date of release / [lata Bbinycka

0 4 Okt. 2022

DD.MM.YYYY / Yucno, mecau, rog

Mag. DI Thomas Unteregger
Release office / otaena paspeweHun

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

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

Brand Name:
FEMIBION I

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2181C60101

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

21 MAY 2022 MAY 2024

Lot Quantity: Unit of Measure:
31,845.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037391686

Batch No: 0010763462, Manufacturing Date:21.05.2022

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number; 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20-22, 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  30.09.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 30.09.2022

PeG

Package Size:
28

Package Type:

blisters
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