&

Quality and Safety Certificate / Ceprudgpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

_14.12.2022 =
DD.MM.YYYY/Uucno,Mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa

BATCH / CEPUSA

2323C60101

BATCH SIZE /OBbEM MAPTUN
than 25C/

31.884 Packs/ ynakoBok

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

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITbIE NNEHOYHON
060N0YKOM, Maccoi 729 Mr 1 Kancynbl Maccon 746 mr

08.2022 /mecsu, roa,
08.2024 /Mecsau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe Npu TeMnepatype He Bobiwe 25'C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUWE AAHHbBIE TABNETKW

REQUIREMENTS
TPEBOBAHMA

RESULTS
PE3Y/IbTATbI

Description / Onucanue

Appearance / BHewHui Bua,

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

OBanbHble, ABOAKOBbLINYK/blE
TabneTku, NOKpbITbie NNEHOYHOMR
060104KOM, OT 6enoro Ao NoYTH
6enoro usera

meets the requirements /
cooTBeTCTBYET Tpe6oBaHMAM

Physical tests /
Ucnbitanue bnsnyeckux cCBONRCTB

Mean weight / CpeagHas macca

729.0mg £ 4 %/ 729,0 Mr £ 4 %

733.1mg/ 733,1 mr

Individual weight /
NHauBMAYyanbHas Macca

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

meets the requirements /
COOTBETCTBYET Tpeb0BaHUAM

Composition / Cocras

Konu4yecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPLITan NNEHOYHOM 060NOUKON, COAEPXKUT Cneayiowme BUTaMUHbI U SNEMEHTbI B CNeA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
BuramuH C (AckopbuHoBas kucnota) 55mg / 55 mr B Npeaenax Maccobl
(8 dopMe Kanbuusa ackopbata)

Nicotinamide / HukoTuHamua 15mg/ 15 mr weighed in /

B Npeaenax Macchbl

Vitamin E (as di-a-tocopherol acetate) /
ButamuH E (B popme di-ansha-tToxodepona
auertaTa)

48 mg/ 4,8mr

weighed in /
B npeaenax mMaccol

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBas k1ucnoTa (8 opMe Kanbuma
naHToTeHara)

6mg/ 6 mMr

weighed in /
B Npeaenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (B dopme
NUPUAOKCUHA rmapoxnopuaa)

1.9mg/1,9wmr

weighed in /
B npeaenax mMaccol

Vitamin B2 (riboflavin) /
ButamuH B2 (pnbodnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (TvamuH) (B popme TMaMUHA
HuTparta)

1.4mg/ 1,4 mr

weighed in /
B npeaenax Maccol

Folate / ®onart
o folic acid / donunesas kucnota
o L-methylfolate / L-meTundonart
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonaTt Kanbuus)

400 pg / mMxr
e 200 ug / mkr
« 208 ug / Mkr (equal to
200 ug folic acid) /
(coorBercreyer 200 MKr
$onnMeBoi KMCNOTDLI)

weighed in / B npeaenax
Macceb!
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITLIE NEHOYHON

14.12.2022
DD.MM.YYYY/Yucno,mecsu, roa

060104KON, MACCOMN 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPMUA Production date: / QlaTa nsrotosneHus: 08.2022 /mecsau, roa
2323C60101 Expiry date: / Cpok roaHocTH: 08.2024 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
31.884 Packs/ ynakoBok XpaHuUTb B CYXOM, HEAOCTYNHOM ANIR AeTell MecTe Npu TemnepaTtype He Boiwe 25°C
Iodine (as potassium iodide) / weighed in /
WNoa (8 ¢opme kanusa noanaa) UL B Npeaenax Maccbl
. weighed in /
Biotin / 6uoTHH 40 ug / 40 mkr B Npenenax Macc!
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (umaHoko6anamuH) 4.5 g / 4,5 MKr B Npeaenax Macchl

Toxic elements/

ToKCUUYHbIE 3NEeMEHTb]

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

mg / kg
Mr / Kr

Lead / CeuHey

not more than 5.0 / He 6onee yem 50 | 0.2/0,2

Cadmium/ Kagmuii

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

Arsenic/ Mblwbak

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

Mercury/ PtyTb

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

Pesticides/
Necruunasbl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyciohexane /
CyMMa M30MeEpOB rekcaxaopunknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OvxnopandpeHnnNTpuxnopaTaH n ero
MeTabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ F'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruyeckue noxasarenun

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 /
BakTepuu rpynnbl KMWeYHoW nanoykn 8 0,1 r

not permitted /
He AOoMyCKaTCs

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He gonyckaeTcs

not detected /
He obHapyxeHa

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

not permitted /
He AonyckawTcs

not detected /
He O6HapyXeHbl

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N?
81757758

14.12.2022

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

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITHIE NAEHOYHOI

060N0YKOM, MACCor 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA

2323C60101

BATCH SIZE /OBBEM NAPTUN
than 25'C/

31.884 Packs/ ynakoBok

Production date: / flata n3arotosneHus:
Expiry date: / Cpok rogHoCTu:
Store in a dry place, not available for children, under the room temperature not more

08.2022 /mecsy, roa
08.2024 /mecsu, roa

XpaHUTbL B CYXOM, HEAOCTYNHOM ANA AeTei MecTe npu TeMnepartype He Bbiwe 25C

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

Nnecenu (BrNouas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKMUE OAHHbBIE KANCYNbI TPEBOBAHNA PE3YNbTATDI

Description / OnucaHue

Appearance /
BHewHwuit BUA

Oval clear natural capsules
containing a red suspension /
OBasnbHbIE NPO3PaYHbIE KaNCynbl
€CTeCTBEHHOro uBeTa,
coaepxatme CyCneH3uni KpacHoro
usera

meets the requirements /
COOTBETCTBYET TpeboBaHUSaM

Physical tests /
UcnsbitaHue huanyeckux cBONCTB

Mean weight /
CpeaHan mMacca

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

741 mg / 741 mr

525 mg/ 525 mr

Individual weight /
WHanBuayanbHas macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B coote. c EBp.®apm.

meets the requirements /
COOTBETCTBYET TpebosaHUSAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoaepXuT Kak MUHUMYM cneayiouiee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHoBan kucnota (ArK)

200-244 mg / mr

217 mg/ 217 mr

Lutein
NoTenH

9-10 mg/ mr

9mg /9 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.2 mg KOH/g /

YUCNo OKUCAEHNSA (COOTBETCTBYET KNCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,2 mMr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meg/kg /
NepekncHoe uncno He 6onee 10,0 O2 MIkB/Kr 1 mMOks/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 / CepTtudukar kauecrsa n 6esonacHocru

CAT. NO. / KAT. N?
81757758

Russia/ Poccuna

BATCH / CEPUA
2323C60101
BATCH SIZE /OBbEM NMAPTUU

31.884 Packs/ ynakosok

14.12.2022
DD.MM.YYYY/"ucno,Mecau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHON
060n104KOI1, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

Production date: / flaTta u3rotosneHus: 08.2022 /mecsu, roa

Expiry date: / Cpok rogHocTu: 08.2024 /Mecsu, roa

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

XpaHuTb B CYXOM, HE4OCTYNHOM ANs AeTeil MecTe Npu TeMmnepaTtype He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3NEMEHTbI Mr / Kkr, He 6onee Mr / kr
. 0.0/0,0
Lead / Camrew not more than 1.0 / He 6onee 1,0 /
T not more than 0.2 / He 6onee 0,2 0.0/0,0
) not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MbiwbakK
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
Mecruyungbl Mr/ Kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepoB rekcaxJopumknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopataH U ero He 6onee 0,1
meTabonutel
less than or equal to 0.002 /
: 0.001 / 0,001
Aldrin/ AngpvH MeHble unu pasHo 0,002
| th | .002
Heptachlor/ Fentaxnop ess than or equal to 0.002 / 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnoxkcuHel (B nepecyete Ha Xup) ooy
Polychloric bephenyl / not more than 3.0 / 0.0/0,0
MNonuxnopuposaHHbie GuceHUNb He Gonee 3.0 ’ !
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / xr, He 6onee uem Bq / kg
PafnoaKTMBHOCTb Bk / kr
Cesium-137 / Ue3nint-137 not more than 130 / He 6onee 130 10
Strontium-90 / CrpoHumin-90 not more than 100 /He 6onee 100 | 0

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
2323C60101
BATCH SIZE /OBbEM MAPTUU

31.884 Packs/ ynakoBok

14.12.2022

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsul
060n04KON, MACCOn 729 Mr 1 Kancynbl Maccomn

Production date: / Alata w3rorosneHus:
Expiry date: / Cpok roaHocTu:

Store in a dry place, not available for children,

than 25C/

XpaHuTb B CyXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TeMnepaTtype He Boiwe 25°C

DD.MM.YYYY/Yucno,mecau, roa

es / Tabnetky, NOKPLITbIE NAEHOYHOMN

746 Mr

08.2022 /mecsu, roa
08.2024 /mecsu, rop,
under the room temperature not more

Microbiological indices/

Mukpobuonoruueckue noxasarenn

QMAFARM cfu/g /
KMA®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 KNWeYHow nanoykn 8 0,1 r

not permitted /
He AoNycKalTCst

not detected /
He 0B6HapyXeHb!

E.coliin 1g/
E.coliBlr

not permitted /
He aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/

Salmonellas, 8 10 r

MaroreHHble MUKPOOPraHW3Mel, B.T.u.

not permitted /

HE AONYCKAKTCA

not detected /

He 0BHapyXeHbl

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

not permitted /
He AonycKaeTcs

not detected /
He oBbHapyxeHa

Yeast, Moulds cfu/g /
Anecenn, Apoxoku, KOE/T

n more than 100 cfu/g /
6 ghed 10p KOE/r

<10 cfu/g/
<10 KOE/r

Date of release / lata Bbinycka

LU

DD.MM.YYYY / Yucno, mecau, roa

Mag. DI Thomas Unteregger

Release office / oraena paspeweHun

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
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2323C60101

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

18 AUG 2022 AUG 2024

Lot Quantity: Unit of Measure:
31,884.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037639722

Bulk batches consumed in the reported Batch Code:
Batch No: 0011524545, Manufacturing Date:18.08.2022

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

Hésslgasse 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

Hosslgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 13.12.2022

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 13.12.2022

PeG

Package Size:
28

Package Type:

blisters
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