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Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N°
81757758

02.04.2024
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®PEMUBEUOH® 2

Russia/ Poccus

BATCH / CEPUA

4070C60101

BATCH SIZE /OBbEM NMAPTUK
than 25C/

31.992 Packs/ ynakoBok

Production date: / laTta usrotosnenus:
Expiry date: / Cpok rogHocTh:
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 NNEHOYHOM
060104KON, MAcCor 729 Mr u Kancynbl Maccon 746 mr

02.2024 /mecsau, roa
02.2026 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANns AeTer MecTe npu TemnepaTtype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANUTUMECKWME AAHHBIE TABNTETKN

REQUIREMENTS
TPEBOBAHMA

RESULTS
PE3VYJIbTATbI

Description / Onucanue

Appearance / BHewHult Bua

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

OsanbHble, ABOAKOBLINYKNbIE
TabneTku, NOKPbLITbIE NNEHOYHON
060n04Koi1, 0T 6enoro Ao NoUTH
6enoro useva

meets the requirements /
cooTBETCTBYET Tpe6oBaHNAM

Physical tests /
UcnbiTaHue pusnveckux cBONCTB

Mean weight / CpeaHsas macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

732.8 g/ 732,8 Mr

Individual weight /
NuavemayanbHas Macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

Konwudecresax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa Tabnetka, NOKPbLITas NNEHOUHON 060NOUYKON, COAEPXUT CneaylouMe BUTaMUHbl U NTEMEHTbI B CeA0BbIX

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

weighed in /

Butamun C (AckopbuHoBas KMcnoTa) 55 mg /55 Mr 8 Npeaenax Maccobl
(B chopMme kanbuma ackopbara)
Nicotinamide / HukotuHamua 1Smg/ 15wmr weighed in /

B Npeaenax Maccobl

Vitamin E (as dl-o-tocopherol acetate) /
Butramun E (8 dopme dl-anbha-Toxodepona
auerara)

4.8 mg/ 4,8 mMr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

NaHTOTEeHOBan kncnota (B popme Kanbums 6mg/6mMr

NaHToTeHaTa) B Npepenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nupuaokcuH) (B dopme 1.9mg /1,9 mr B Npeaenax Maccol
NYPUAOKCHUHA ruapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
Butamnu B2(pnbodnasuH) 1.4mg/1,4wr B Npeaenax mMaccol
Vitamin B1 (thiamine) (as thiamine nitrate) / welghed in /
ButamuH Bl (TnamuH) (B dopme ThamuHa 1.4mg/ 1,4 mr 9

B npeaenax MaccCbl

Folate / ®onat
¢ folic acid / donuneBan kucnorta
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-meTundonat Kanbuus)

400 g / Mkr
o 200 pg / mkr
¢ 208 pg / MKr (equal to
200 pg folic acid) /
(coorsercrayer 200 Mkr
honneBon KUCNOTBI)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / CepTtudmkar kauecresa n 6esonacHocTi

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NIEHOYHON
060N04KON, MACCon 729 MF 1 Kancynbl Maccon 746 mr

02.04.2024
DD.MM.YYYY/4ucno,mecau, roa

BATCH / CEPUA Production date: / flata nsrotoeneHus: 02.2024 /mecau, roa
4070C60101 Expiry date: / Cpok roaHOCTH: 02.2026 /mecsu, roa
BATCH SIZE /OBBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.992 Packs/ ynakoBok XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMNepaTtype He Bbiwe 25C
Iodine (as potassium iodide) / weighed in /
Noa (B dopmMe kanus noavaa) Ol L B Npeaenax Macchl
- weighed in /
Biotin / 6uoTuH 40 pg / 40 mkr B NbeAenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamnH B12 (umaHokob6anammnH) 4.5 19/ 4,5 mkr B8 nNpeaenax Maccol

Toxic elements/

ToxcuuHble 3NEeMEHTbI

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

mg / kg
Mr / kr

Lead / CBuHey

not more than 5.0 / He 6onee uem 5,0 0.1/ 0,1

Cadmium/ Kagmuit

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

Arsenic/ Mblwbsak

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

Mercury/ PTyTb

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

Pesticides/
NecTnumnasb!

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

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumnknorekcaHa

not more than 0.1 /

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AuxnopavdeHunTpuxnopaTtaH n ero
MeTabonuTbl

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001 / < 0,001

Heptachlor/ lentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonornueckue nokasarenm

QMAFARM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10* cfu/g / < 10 CFU/g /
He 6onee 4em 5 x 10* KOE/r < 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepun rpynnbl KMWeYHOW nanoyku 8 0,1 r

not permitted /
He A0NyCKaKTCA

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He gonyckaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIe MUKPOOPraHU3Mmbl, B.T.Y.
Salmonellas, B 10 r

not permitted /
He AonyCcKalTca

not detected /
He 06HapyXeHbI
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Quality and Safety Certificate / Ceprudmkar kauecresa n 6esonacHocTun

CAT. NO. / KAT. N?
81757758

02.04.2024
DD.MM.YYYY/4ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / Tabnerku, NOKpbITbIE NNEHOYHON

060N0YKON, MACCoW 729 Mr n Kancynot Maccon 746 mr

BATCH / CEPUA

4070C60101

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.992 Packs/ ynakoBok

Production date: / [lata u3arotoBneHus:
Expiry date: / Cpok rogHoOCTH:
Store in a dry place, not available for children, under the room temperature not more

02.2024 /mecsu, roa,
02.2026 /Mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Boiwe 25°C

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

Nnecenwu (BKJ'IIO‘-Iaﬂ ApO)K)KVI), KOE/r He 6onee 100 KOE/I’ < 10 KOE/F
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTMTUYECKUE AAHHDLIE KANICYNbl TPEBOBAHUA PE3Y/J/1bTATH!

Description / OnucaHue

Appearance /
BrewHwWh Bua

Oval clear natural capsules
containing a red suspension /
OBarnbHble Npo3pavHble Kancynbt
eCTeCTBEHHOro UBEeTa,
coaepalime CyCneHsnio KpacHoro
userta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitatue hnanvuecknx CBONCTB

Mean weight /
CpeaHsas Macca

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

762 mg / 762 mr

529 mg/ 529 wmr

Individual weight /
NuaneunayanbHas Macca

7.5%, acc. to Ph. Eur. /
7.

+
+ 7.5%, B cooTs. Cc EBp.®apmM.

meets the requirements /
cooTBeTCTBYeT TpeboBaHuAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM crieaylollee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

219mg/ 219 mr

Lutein
JliotenH

9-10 mg/ mr

10 mg / 10 mr

Oxidation number (corresponds to acid
number) /

Yucno okucnenus (CoOoTBETCTBYET KUCNOTHOMY
yucny)

not more than 4.0 mg KOH/g /

He 6onee uem 4,0 mr KOH/r

0.0 mg KOH/g /

0,0 Mr KOH/r

Peroxide number /
NepekyvcHoe Ynucno

not more than 10.0 meq Oz/kg /
He 6onee 10,0 Oz MIKB/Kr

1 mea/kg /

1 M3kB/Kr
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Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTun

02.04.2024
DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT, N2 DESIGNATION/ HAMUMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITbIE NAEHOYHON
060n04KOI, MAccoi 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / [lata usrotosneHnus: 02.2024 /mecsu, roa

4070C60101 Expiry date: / Cpok rogHoOCTU: 02.2026 /mecsau, roa

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

than 25C/

31.992 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTEN MecTe Npu TeMnepaTtype He Boite 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUUHbBIE 3NEeMEHTbI Mr / kr, He 6onee Mr / kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CsuHey,
h . 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
Arsenic/ Muiwbsik not more than 1.0 / He 6onee 1,0 0.0/0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
s mg / kg , not more than
Pesticides/ Mr / KT, He Gonee :lrg//Kkg
NecTuuuasb! J
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa u3oMepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernnTpuxnopsTan u ero He 6onee 0,1
MeTabonuTol
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ Anapun MeHbwe nnm pasHo 0,002
| h .002
Heptachlor/ Fentaxnop SR GG I / 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecyete Ha Xup) D
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonnxnopuposaHHble 6udeHunb) He 6onee 3,0
- . Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee yueM
PaanoaxTuBHOCTb / Bk / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuMin-90 not more than 100 /He 6onee 100 | O
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
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&

Quality and Safety Certificate / CepTucdukar kauecrsa n 6e3onacHocCcTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
4070C60101
BATCH SIZE /OBbEM NAPTUU

31.992 Packs/ ynakoBok

02.04.2024
DD.MM.YYYY/4ucno,mecsau, roa
DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITHIE NNEHOUHOMN
060104KON, Maccon 729 Mr U Kancynbl Maccoin 746 Mr

Production date: / AaTta usrotosneHns: 02.2024 /mecsu, roa

Expiry date: / Cpok rogHoCT!: 02.2026 /mecsu, rog

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETeN MecTe Npu TemnepaType He sbiwe 25C

Microbiological indices/
Mukpo6uonornyeckue nokasarenu

QMAFANM 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 KuwevHon nanoukn B 0,1 r

not permitted /
He ponycKalTca

not detected /
He obHapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AorycKaeTcs

not detected /
He ob6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaTtoreHHble MUKPOOPraHU3Mbl, B.T.\.
Salmonellas, 8 10 1

not permitted /

HE AoNyCKalTCcAa

not detected /

He o6HapyXeHb!

S.aureus,in1,0g/
S.aureus B8 1,0 r

not permitted /
He AonycKaeTtcs

not detected /
He oBHapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / laTa Bbinycka

02 APR 2024

WA

DD.MM.YYYY / YUncno, mecau, roa

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

Release office / oTaena ?ﬁeuun

G-
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SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA .
Statement of Conformity

Brand Name:

FEMIBION Ii

Product Description: Batch Number:
FEMIBION Il 28CT RU 4070C60101

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

16 FEB 2024 FEB 2026

Lot Quantity: Unit of Measure:
31,992.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038403675

Bulk batches consumed in the reported Batch Code:

Batch No: 0052636356, Manufacturing Date:16.02.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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
HoRBlgasse 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 20.03.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 20.03.2024

PG

Package Size:
28

Package Type:

blisters
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