&

Quality and Safety Certificate / Ceptndpukar kauecrsa n 6esonacHocTun

10.08.2023

DD.MM.YYYY/Uucno,mecsau, rog
CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITbIE NAEHOYHON
o6onoukon, maccoin 729 Mr v Kancysbl Maccown 746 mr

Russia/ Poccun

BATCH / CEPUA
3212C€60100
BATCH SIZE /OBBEM NAPTUN

Production date: / Qlata nsroroBneHus: 06.2023 /Mecsu, roa
Expiry date: / Cpok rogHocTu: 06.2025 /mecsau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25°C/
31.098 Packs/ ynakoBok

XpaHUTb B CYXOM, HEAOCTYMNHOM ANs AeTei MecTe Npu TeMnepaTtype He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHBIE TABNETKW

REQUIREMENTS
TPEBOBAHWA

RESULTS
PE3YNbTATHI

Description / Onucanune

Appearance / BHewHuit Bua

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

OBanbHble, ABOSKOBbLINYKblE
TabneTku, NOKPbLITbIE NNEHOYHON
ob6onoukoi, oT 6enoro Ao NOYTH
6enoro uBerta

meets the requirements /
COOTBETCTBYET TPpeboBaHUAM

Physical tests /
UcnbiTaHue dusnueckux cBoUcTs

Mean weight / CpeaHasa macca

729.0 mg £ 4 %/ 729,0 Mmr £ 4 %

737.7 mg / 737,7 mr

Individual weight /
UHaMBYAYaNnbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B8 c00TB. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

Konu4yecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTtka, NOKPbITas NJEHOYHOI 060N0UKON, COAEPKUT CNeayiouime BUTaMUHbl U SNEMEHTbI B CNefO0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas kucnota) 35 mg /55 mMr B Npeaenax mMacchbl
(8 dopme Kanbuma ackopbara)

Nicotinamide / Hukotunamua 15mg/ 15 mr weighed in /

B Npeaenax Maccb!

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B popme dl-anbda-Tokodepona
auerara)

4.8mg/ 4,8 wmr

weighed in /
B Npeaenax mMaccol

Pantothenic acid (as calcium pantothenate) /

Butamun B6 (nupmaokcuin) (B dopme
NUPUAOKCUHA rMapoxnopuaa)

weighed in /
:::TTgTTee:g::)ﬂ kucnota (B ¢opMe kanbuus 6mg/6mr B NPEAENaXx Macchl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / 1.9mg /1,9 Mr weighed in /

B npegenax maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pnbocdnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Tuamud) (B popMe TMaMMHA
HuTpata)

1.4mg/1,4mr

weighed in /
B Apeaenax Maccobl

Folate / ®onat
« folic acid / dponueBan kucnoTta
¢ L-methylfolate / L-meTundonart
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonaT Kanbuma)

400 pg / MKkr
e 200 pug / Mkr
e 208 pg / Mxr (equal to
200 pg folic acid) /
(cooTeBercrayer 200 Mkr
donueBoi KUCNOTLI)

weighed in / 8 npeaenax
Macchbl

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

Page 1 of 5

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



&

Quality and Safety Certificate / CepTtudpukar kauecrsa un 6esonacHocTu

_10.08.2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHME
81757758
FEMIBION® 2/ ®EMUBEUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NACHOYHON
060104KOl, Maccoi 729 Mr 1 Kancynbl Maccon 746 Mr

BATCH / CEPUSA Production date: / flata u3rotoenexHms: 06.2023 /mecau, roa
3212C60100 Expiry date: / Cpok roaHocTu: 06.2025 /mecsau, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
31.098 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeih MecTe Npu TeMnepaType He Bbiwe 25'C
Iodine (as potassium iodide) / weighed in /
Nog (B dpopmMe kanus noanaa) 150 ug / 150 mkr B nNpeaenax Macchbl
I weighed in /
Biotin / 6MOTUH 40 pg / 40 mkr DT e Y
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (unaHokobanaMuH) 4.5 g/ 4,5 mkr B npeaenax Maccobl
. mg / kg, not more than
Toxic elements/
Toxic elements mMr/ K, He Gonee yem mg / kg
TokcuuHbIe 3/1EMEHTbI Mr / Kkr
Lead / Ceuey not more than 5.0 / He 6onee wem 50 | 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mblwbak not more than 3.0 / He 6onee vyem 3,0 0
Mercury/ PTyTb not more than 1.0 / ne 6onee uem 1,0 < 0.005 / < 0,005
Pesticides/ mg / kg, not more than mg / kg
Necruumab: Mr / kr, He 6onee yuem Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005
CyMMa n3oMepos rekcaxnopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AvxnopandeHnnTpuxnopaTaH 1 ero He 6onee 0,2
MeTabonuTbl
. not permitted (<0,002) /
Aldrin/ Anapun He ponyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ Mentaxnop He AonyckaioTcs (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10 cfu/g / < 10 CFU/q /
KMA®AHM KOE/r He 6onee uem 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
bakTepuun rpynnb! KUweyHon nanodkn 8 0,1 r He AONYCKaKTCA He 06HapyxeHs!
E.coliin 1g / not permitted / not detected /
E.coliBlr He aonyckaercs He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g / not permitted / not detected /

NaToreHHbIE MUKPOOPraHU3Mbl, B.T.Y. He gonyckatorca He o6HapyXeHb!
Salmonellas, B 10 r

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 561-0 Sitz der Geselischaft; Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 2 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N¢
81757758

~10.08.2023
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTtkn, NOKPbLITLIE NNEHOUYHOMN

060Nn0uKoin, Maccoi 729 Mr 1 Kancynbl Maccoit 746 Mr

BATCH / CEPUA
3212C€60100
BATCH SIZE /OBbEM NAPTUU

31.098 Packs/ ynakoBok

Production date: / lata narotosneHus:
Expiry date: / Cpok roaHocTu:

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANs AeTei MecTe Npy TeMnepaType He Bblwe 25°C

06.2023 /mecau, roa
06.2025 /mecsau, roa

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Mnecenn (BK“’Oqaﬂ ADO)K)KM), KOE/r He 6onee 100 KOE/I’ <10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJNTUTUMECKUE NAHHDIE KAMNCY/bI TPEBOBAHUA PE3Y/IbTATHI

Description / OnucaHune

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHbie Kancysnbl
€eCTeCTBEHHOFO LiBETa,
coaepxaumne CycneH3unio KpacHoro
usera

Appearance /
BHewHwWn sua meets the requirements /

COOTBETCTBYET Tpe6oBaHNAM

Physical tests /
UcnbiTaHue husnyecKnx CBONCTB

capsule mass: 708 - 783 mg /
Macca kancynsl: 708 — 783 Mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

Mean weight / 752 mg / 752 mr

CpeaHsis Macca 539 mg / 539 Mr

Individual weight /

[»)
WHavBuAyansHas Macca + 7.5%, acc. to Ph. Eur. /

+ 7.5%, B coOTB. ¢ EBp.®apm.

meets the requirements /
cooTBETCTBYET Tpe6oBaHUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna CoAepXUT Kak MUHUMYM cneayoLyee:

Docosahexaenoic acid (DHA) /
Noko3arekcaeHoBas kucnota (ArK)
Lutein

JiotenH

200-244 mg / Mr 223 mg / 223 mr

9-10 mg/ mr 10 mg / 10 mr

Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /

number) /

Yucno okucneHus (COoTBETCTBYET KUCNOTHOMY | He 6onee yem 4,0 Mr KOH/r 0,0 mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / S meq/kg /
MepexucHoe uucno He 6onee 10,0 02 MIKB/KI 5 MIKB/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 / Ceptudpukar kauecrsa n 6e3onacHocTu

~10.08.2023
DD.MM.YYYY/HYucno,mecau, roa
CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®EMUWBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITbIE NNEHOYHOM
060n0uKON, Maccoit 729 Mr n Kancynsl Maccon 746 mr

Production date: / lata nsrotoenenus: 06.2023 /mecsu, roa,

Expiry date: / Cpok rogHoCT!: 06.2025 /Mecau, roa

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

XpaHWUTb B CYXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TeMnepaTtype He Boilwe 25°C

Russia/ Poccus

BATCH / CEPWUA
3212C60100
BATCH SIZE /OBbEM NAPTUU

31.098 Packs/ ynakoBok

Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHbBIE 3NEeMEeHTbI Mr / kr, He Gonee Mr / kr
t han 1. 0.0/0,0
Lead / Cautews not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamui not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MbiwbAk
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// K':_Q
MecTnumnabl Ll
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa 13oMepoB rekcaxnopuuknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopaTaH u ero He 6onee 0,1
MerabonuTbt
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapvH MeHble unn pasHo 0,002
| h | .
Heptachlor/ Mentaxnop SR IEID R/ 0.001 /0,001
MeHble uamn pasHo 0,002
Diossina (calculation into fat) / not more than 2/ 0
AvokcuHbl (B nepecyeTe Ha xup) MG
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopupoBaHHbie 6uernnbl He 6onee 3,0
. . Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / xr, He 6onee ueM
PagnoakTMBHOCTb / wr, Bk / xr
Cesium-137 / Llesu-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHumMin-90 not more than 100 /He 6onee 100 | O

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

Rechtsform: Offene Gesellschaft (0G)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTtudgmukar kauecrsa n 6esonacHocTu

10.08.2023
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOHHOM
06onoukoin, Maccoin 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / QaTta nsrotoenenms: 06.2023 /mecau, roa

3212C60100 Expiry date: / Cpok roaHocTh: 06.2025 /mecau, roa

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

31.098 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANSl AETel MecTe Npu TemnepaTtype He Bblwe 25C

Microbiological indices/
Mukpo6uonormyeckve nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfu/g/
KMA®AHM KOE/r He 6onee 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTepun rpynnbl KUWEYHOM Nanouku 8 0,1 r HE A0NYCKalTCa He 06HapyxeHsi
E.coliin 1g/ not permitted / not detected /
E.coliBlr He AonyckaeTcs He o6HapyxeHa

I . not detected /
Pathogenic microorganisms, N tted

n

Salmonellas inclusive in 10 g / ot permitted /
He o6HapyXeHbl

MaToreHHble MUKPOOPraHM3Mbl, B.T.Y. He AoNYCKaIoTEs

Salmonellas, 8 10 r

S.aureus, in1,0g/ not permitted / not detected /
S.aureusB1,0r He gonyckaercs He obHapyxeHa
Yeast, Moulds cfu/g / not more than 100 cfu/g / <10 cfu/g/
Nnecenn, Apoxokn, KOE/r He Gofjee 100 KOE/r <10 KOE/r

Date of release / flata Bbinycka

10 AUG 2023

DD.MM.YYYY / Yucno, mecay, roa Release office / o*rﬁenacpaapemeuuu

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 5 of 5 Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:

3212C60100
Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

22 JUN 2023 JUN 2025

Lot Quantity: Unit of Measure:
31,098.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038049199

Bulk batches consumed in the reported Batch Code:
Batch No: 0013585255, Manufacturing Date:22.06.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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

Hdsslgasse 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

Hdsslgasse 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:

QSF-052094 QlI, no impact to quality
Usage Decision Code:
ACC - Accept

Approved By: : Date Approved:
Philine Wassermann (DN4536) / Trained QA 09.08.2023
personnel

This document was signed electronically and is valid without signature.

Printed by: DN4536 Print Date: 09.08.2023

PeG

Package Size:
28

Package Type:

blisters
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