&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81757758

_27.05.2024
DD.MM.YYYY/Hucno,mecsau, roa

DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

4129C60103

BATCH SIZE /OBBbEM NAPTUU
than 25C/

32.016 Packs/ ynakoBoOK

Production date: / Aata narotoBneHus:
Expiry date: / Cpok rogHocCTu:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NAEHOYHON
060Mn04KO’, Maccol 729 Mr U Kancysnbl Maccon 746 mr

04.2024 /mecsau, roa
04.2026 /mecsau, roa

XpaHuTb B CyXOM, HEAOCTYTHOM ANs AeTell MecTe Npu TeMnepaTtype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHAJIUTUYECKUE AAHHbLIE TABJIETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATH!

Description / Onucaxnue

Appearance / BHelwHui sua

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

OBanbHble, ABOAKOBbLINYKbIE
TabnNeTkun, NOKpPbITbie NNEHOYHOMN
ob6onouKoi, oT 6enoro Ao NoYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TpebOBaHMAM

Physical tests /
Ucnbitanne huanvecknx ceoncrs

Mean weight / CpeaHss mMacca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

736.5 mg/ 736,5 mr

Individual weight /
NHavsnayanbHan mMacca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 cooTs. ¢ EBp. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPLITAA NAEHOUHON 060M0UKON, COAEPXKUT CNeAyoWne BUTaMUHbI U 3NEMEHTbI B CNeA0BbLIX

Konuuecreax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas KucnoTa) 55 mg /55 mMr B nNpeaenax Macchbl
(B chopme Kanbumusa ackopbarta)

Nicotinamide / HukoTuHamua, 15mg/ 15 mr weighed in /

B Npegenax MaccChbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbda-Tokodepona
auertara)

48 mg/ 4,8 mr

weighed in /
B Npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HWTpaTa)

ManToTeHoBanA kucnoTta (B opme Kanbumus 6mg/6mMr

naHTOTEHaTa) B npeaenax Maccbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamud B6 (nupuaokcuH) (B dopme 1.9mg /1,9 mr B Npeaenax Macchl
NMAPUAOKCUHA MMAPOXNoprAa)

Vitamin B2 (riboflavin) / weighed in /
Butamun B2(pnbodnasuH) 1.4mg /1,4 mr B Npeaenax Maccel
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
Butamun Bl (Tvamun) (B popme TMaMUHa 1.4mg/1,4mr 9

B npeaenax MaccCbt

Folate / ®onat
o folic acid / ¢ponmesas kucnora
o L-methylfolate / L-MeTundonar
(as Calcium salt L-methylfolate ) /
(8 popme L-meTundonat Kanbuma)

400 ug / mxr
e 200 ug / Mkr
o 208 g / Mkr (equal to
200 ug folic acid) /
(coorveercrayer 200 Mkr
cdonmeBoit KUCNOTLI)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / CepTudumkar kauecrsa u 6esonacHocTn

CAT. NO. / KAT. N?
81757758

27.05.2024

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccua

BATCH / CEPUA

4129C60103

BATCH SIZE /OBbEM MNAPTUU
than 25'C/

32.016 Packs/ ynakosok

Production date: / faTta n3rotoeneHns:
Expiry date: / Cpok rogHoOCTH:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Yucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NAEHOUYHON
060104KON, MAccoin 729 Mr v Kancynbl Maccon 746 mr

04.2024 /mecsu, roa
04.2026 /Mecau, roa

XpaHWUTL B CYXOM, HEAOCTYMHOM ANS AeTeil MecTe Npu TeMnepatype He Bbiwe 25°C

ButamuH B12 (umaHokob6anamux)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

foa (B dopMe kanus noanaa) 150 pg / 150 mkr B8 Npeaenax Macchl
- weighed in /

Biotin / 6uoTHH 40 pg / 40 mkr 8 Npeaenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchbl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He 6onee uem mg / kg
ToKCUUHbIE 31EMEHTbI Mr / Kr
Lead / CeuHey, not more than 5.0 / He 6onee uem 5,0 0.t/ 0,1
Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ MbilbsaK not more than 3.0 / He 6onee 4em 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee vem 1,0

< 0.005/ < 0,005

Pesticides/
NecTnunast

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MepoB rekcaxnopumknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnNTpUXNop3TaH n ero
meTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

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

< 0.001 / < 0,001

Microbiological indices/

Mukpobuonoruueckue nokasarenu

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 KWWeYHoi nano4kn 8 0,1 r

not permitted /
He AonycKatTes

not detected /
He O6HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He aonycKaeTcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaroreHHble MUKPOOPraHWU3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He aonycKaloTea

not detected /
He obHapyXeHbl
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Quality and Safety Certificate / CepTndukar kauecrsa u 6esonacHocTu

~27.05.2024
DD.MM.YYYY/4ucno,mecsy, roa

CAT. NO. / KAT. N? DESIGNATION/ HAUMEHOBAHMUE

81757758

FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOMN
060104KOM, Maccoit 729 Mr 1 Kkancynsl Maccon 746 mr

BATCH / CEPUA Production date: / jaTta u3rotoBneHusn: 04.2024 /mecsau, roa

4129C60103 Expiry date: / Cpok rogHoCTW: 04.2026 /mecsau, roa

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

than 25'C/

32.016 Packs/ ynakoBoK XpaHWUTb B CYXOM, HEAOCTYNHOM ANs AeTei mecTe Npu TeMnepaTtype He Bolwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / <10 CFU/g/
MNneceHun (BKI“Oqaﬂ ApO)K)KVI), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANNTUYECKUE AAHHDLIE KANCY/ bl TPEBOBAHNA PE3Y/NIbTATDI

Description / Onucauue

Appearance /

Oval clear natural capsules
containing a red suspension /

BHewHWA Bua OBanbHbie Npo3payvHble Kancynb meets the requirements /
€CTEeCTBEHHOIO UBETa, cooTBEeTCTBYET TpeboBaHNAM
coaepxalume CyCrneH3nulo KpacHoro
uBeta

Physical tests /
UcnbiTanue duanuecknx cBocrs

Mean weight /
CpeaHasa macca

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 - 783 Mr
filing mass: 510 - 564 mg /
Macca HanonHenus: 510 - 564 mMr

749 mg / 749 mr

530 mg / 530 wmr

Individual weight /
WnamBuayanbHas macca

+ 7.5%, acc. to Ph. Eur. / meets the requirements /
+ 7.5%, 8 cooTs. c EBp.®apm. cooTeeTcTayeT TpeboBaHNAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM cnejytouiee:

Docosahexaenoic acid (DHA) / ) 220 mg / 220 mr
Jloko3arekcaeHoBasi kucnota (ArK) 200-244 mg / ur

Lutein

NMotenn 9-10 mg/ mr Sl ALe
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

UNCNo OKUCHeHUs (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq O2/kg / 1 mea/kg /
NepekncHoe uncno He 6onee 10,0 Oz MIkB/KI 1 M3Ks/KF

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / Ceptudpunkar kauecrsa n 6esonacHocTu

&

27.05.2024

DD.MM.YYYY/UYucno,mecay, roa

CAT. NO. / KAT. N2 DESIGNATION/ HANUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITHIE NNEHOUHON
060M104KOI, MAccoi 729 Mr 1 Kancynbl Maccou 746 mr

BATCH / CEPUA Production date: / flata u3rotoBneHus: 04.2024 /mecsu, roa

4129C60103 Expiry date: / Cpox roaHOCTW: 04.2026 /mecsu, roa

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

than 25'C/

32.016 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei mMecTe nNpu TeMnepaType He Bbliwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3/1IEMEHTbI Mr / kr, He 6onee Mr/ kr

1.0 0.0/0,0
Lead / Caurel not more than / He 6onee 1,0 /
2 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
. 0.0/0,
Arsenic/ MblLbsik not more than 1.0 / He 6onee 1,0 /0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mg// kg
MecTuumasb! LA
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB reKkCaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AvxnopandeHnnTpuxnop3ataH 1 ero He 6onee 0,1
MeTabonuThbl
less than or equal to 0.002 /
i 0.001 /0,001
Aldrin/ AngpvH MeHblue nnu pasko 0,002
1 .
Heptachlor/ Fentaxnop ess than or equal to 0.002 / 0.001 /0,001
MeHblwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
[AvokcuHbl (B nepecyerte Ha Xup) )
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
MonuxnopuposaHHsie GudeHnnsb He 6onee 3,0 !
: r Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / kr, He 6onee yem Bq / kg
PaavoaKTUBHOCTL Bk / xr
Cesium-137 / Ue3unir-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHyunii-90 not more than 100 /He 6onee 100 | O

P&G Health Austria GmbH & Co. OG

Héssigasse 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 / CepTudmkart kauecrsa n 6esonacHocTu

27.05.2024

DD.MM.YYYY/4ucno,Mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAEHOYHOW
060/104KOM, Macco 729 Mr 1 Kancynbl Maccown 746 mr

Russia/ Poccun

BATCH / CEPUA
4129C60103
BATCH SIZE /OBbEM NAPTUN

Production date: / QaTta naroToBneHus: 04.2024 /mecsau, rog

Expiry date: / Cpok roaHoCTI: 04.2026 /Mecau, roa

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

32.016 Packs/ ynakosox XpaHuTb 8 CYXOM, HEeAOCTYMHOM Ans AeTeld MecTe Npy TemnepaType He Bbitle 25C

Microbiological indices/
Mukpo6uonornyeckue noxasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<40 cfu/g/
<40 KOE/r

Bacteria of colon bacillus groups in 0.1g / not permitted /

He AONYCKAKTCA

not detected /

BakTepuv rpynno! Kuwe4yron nanoukn s 0,1 r He 06HapyXeHb!

E.coliin 1g /
Ecolislr

not detected /
He obHapyxeHa

not permitted /
He AonycKaeTcs

. . . not detected /
Pathogenic microorganisms, g

not permitte
Salmonellas inclusive in 10 g/ P /
He 06HapyXeHbl

MaToreHHbIe MUKPOOPTraHU3MBI, B.T.Y. HE oNyCKAKTCS

Salmonellas, 8 10 r

S.aureus, in1,0g/ not permitted / not detected /

He obHapyXeHa

S.aureus 8 1,0r He AONyCKaeTcs

Yeast, Moulds cfu/g /
Mnecenn, Apoxoxkn, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / laTa Bbinycka

28, Mai 2024

DD.MM.YYYY / Yucno, mecay, roa

// Q 1N UP\\MQV\V»

Wlease office / oruenf‘baspemeunn

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
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION |

Product Description:
FEMIBION 11 28CT RU

Statement of Conformity

Batch Number:
4129C60103

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:

29 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
32,016.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038486388

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458652, Manufacturing Date:29.04.2024

Manufacturing Site:

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

Packaging Site:

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

Certification Statement.:

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:

n/a
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Dr. Barbara Unterlerchner (DN4521) / Qualified 27.05.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 27.05.2024

PeG

Package Size:
28

Package Type:

blisters
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