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Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTu

13.07.2023

DD.MM.YYYY/4ucno,mecau, ron
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAUMEHOBAHUWE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NICHOUHON
060n04KON, Maccoit 729 Mr u Kancynol Maccoi 746 mr

Russia/ Poccuna

BATCH / CEPUSA
3170C60108
BATCH SIZE /OBbEM MAPTUU

Production date: / flata nsrotoBnenus: 02.2023 /mecsy, roa
Expiry date: / Cpok roaHoctu: 02.2025 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25°C/
31.590 Packs/ ynakoBox

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeli MecTe Npu Temnepartype He sbilwe 25'C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHBIE TABNETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / OnucaHue

Appearance / BHewHui Bug

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

OBanbHble, ABOAKOBbINYK/NblE
TabneTku, NOKpbITHIE NNEHOYHOMN
o6onoukon, ot 6enoro Ao NouTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPE6GOBAHUAM

Physical tests /
UcnbiTanmne dpusnueckux cBoUcTs

Mean weight / CpegHasn macca

729.0 mg £ 4 %/ 729,0 Mmr £ 4 %

732.9mg/ 732,9 mr

Individual weight /
WnaveuayansHana Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konnyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka, NOKpbITas NASHOUHOW 060NOUKON, COAEPXKUT CNEAYIOLLME BUTAMUHBI U SNEMEHTLI B CNEAOBLIX

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

weighed in /

ButamuH C (AckopburoBasa kucnora) 55 mg / 55 mr B npeaenax Macchbl
(B dopMe kanbuus ackopbata)
Nicotinamide / HukoTuHamug 15mg/ 15 mr weighed in /

B npeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dopme di-ansda-Tokodepona
auertarta)

48mg/ 4,8 mMr

weighed in /
B npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HuTpaTa)

NaHToTeHoBas kncnota (8 popme Kanbuma 6mg/ 6 mMr S e e e
naHToreHaTa) peA

Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupuaokcun) (8 dopme 1.9 mg /1,9 mr 8 Npeaenax mMacchbl
NUPULOKCUHAE FMAPOXIOPUAAS)

Vitamin B2 (riboflavin) / weighed in /
Butamud B2(pubodnasun) 1.4mg/ 1,4 mr B npeaenax Maccbl
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamMund B1 (Tnamun) (B hopme TmammnHa 14mg/1,4mr 9

B npeaenax Maccobl

Folate / ®onat
« folic acid / ¢ponueBas kucnora
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B8 dopme L-meTundonar kanbuus)

400 pg / mMkr
e 200 ug / MKr
e« 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByeTr 200 MKr
donneBon KUCNOThbI)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / CepTtncdpmkar kauecrsa n 6es3onacHocTu

13.07.2023
DD.MM.YYYY/ucno,mecsauy, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBVNOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOUHON
060M04YKON, MAccor 729 Mr u Kancysnbl Maccon 746 mr

BATCH / CEPUA Production date: / llata usrotoenenus: 02.2023 /mecsu, rop
3170€60108 Expiry date: / Cpok rogHocTH; 02.2025 /mecau, roa
BATCH SIZE /OBBEM NMAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.590 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM AfA AeTel MecTe Npu TemnepaTtype He Bbiwe 25°C
Iodine (as potassium iodide) / weighed in /
WNoa (B dopMe kanus noavaa) 150 pg / 150 mkr B Npeaenax Maccobl
. weighed in /
Biotin / 6uoTuH 40 pg / 40 mkr B Npenenax Maccel
Vitamin B12 (cyanocobalamin) / weighed in /
ButammH B12 (unaHokobanamMmy) 4.5 19/ 4,5 mkr B npeaenax Macchbl
. mg / kg, not more than
Toxic elements/
Toxic elements Mr/ Kr, He Gonee yem mg / kg
ToKcuuHbIE 2NEMEHTbI Mr/ kr
Lead / CeuHel not more than 5.0 / He 6onee yem 5,0 0.1/01
Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 01/0,1
Arsenic/ Mblwbsak not more than 3.0 / He 6onee yem 3,0 0
Mercury/ PTyTb not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
MecTuunasb: Mr / kr, He 6onee yem Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ < 0.005 / < 0,005
CyMMa U30MepoB rekcaxnopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
OAvxnopandeHnNTpUXNOP3TaH U ero He 6onee 0,2
MeTabonuThl
. not permitted (<0,002) /
Aldrin/ Anapvin He nonyckaetcs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ Fentaxnop He gonyckatoTes (< 0,002) < 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruueckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g/
KMA®AHM KOE/r He 6onee yem 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTepuun rpynns! KMwWeyHon nanoyky 8 0,1 r He AOoNyCKalTCs He 06HapyXeHb!
E.coliin 1g/ not permitted / not detected /
E.colislr He AONYCKaeTca He obHapyxeHa

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

NaToreHHble MUKPOOPraHU3Mbl, B.T.Y. HE A0NYCKaloTCs He 06HapyXeHbl
Salmonellas, 8 10 r

P&G Health Austria GmbH & Co. OG

Hdosslgasse 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 2 of 5 Landesgericht Klagenfurt FN 168759a
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Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

-13.07.2023
DD.MM.YYYY/ucno,Mmecsu, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NAEHOYHON

060N04KON, Maccoi 729 Mr u kancynbl Maccoi 746 Mr

BATCH / CEPUA
3170C60108
BATCH SIZE /OBBEM NAPTUU

Production date: / lata n3rotoBneHus:
Expiry date: / Cpok rogHocTK:
Store in a dry place, not available for children, under the room temperature not more

02.2023 /mecsy, roa
02.2025 /mecsau, rop

than 25°C/
31.590 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TemnepaTtype He Bblwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
MneceHun (BKknoYas apoxkun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJIMTUYECKMUE AAHHDBIE KANCY/b! TPEBOBAHUSA PE3YJIbTATbI

Description / Onucanue

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynbl
eCTeCTBEHHOro uBeTa,
coAaepXxalmne CycneH3unto KpacHoro
userta

Appearance /

BHewHun sna meets the requirements /

cooTeeTCcTBYeT TpeboBaHUAM

Physical tests /
UcnbiTaHue dunsnveckux CBOUCTB

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

Mean weight / 746 mg / 746 Mr

CpeaHsia Macca 535 mg / 535 Mr

Individual weight /

0,
WHAMBUAYanbHAS Macca + 7.5%, acc. to Ph. Eur. /

+ 7.5%, B cooTs. C Esp.®apm.

meets the requirements /
cooTBeTcTByeT Tpe6oBaHuaM

Composition / Cocras
One capsule at least contains the foliowing:
OfHa Kancyna coaepXuT Kak MUHUMYM cneaytoulee:

Docosahexaenoic acid (DHA) /

221 mg/ 221 mr
[loko3arekcaeHoBan kncnorta (ArK)

200-244 mg / mr

Lutein

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

YnUCcno okUCNeHus (COOTBETCTBYET KUCNOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Oz/kg / 3 mea/kg /
MNepekucHoe unucno He 6onee 10,0 O2 M3kB/KI 3 M3KB/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 / CepTudpukar kauecrsa n 6esonacHocTu

13.07.2023

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

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITLIE NIEHOUYHON
obonouxoil, Maccolt 729 Mr U Kancynbl Maccoin 746 mr

Russia/ Poccun

BATCH / CEPUA
3170C60108
BATCH SIZE /OBbEM NAPTUW

Production date: / lata usrotoBnexuns: 02.2023 /mecsu, roa

Expiry date: / Cpok roaHocTu: 02.2025 /mecsu, roa

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

31.590 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANs AeTel MecTe npu TemnepaType He sbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHBIE 3/IEMEHTbI Mr / kr, He 6onee .| mr/xr
. .0/0,
Lead / Ceurel not more than 1.0 / He 6onee 1,0 0.0/0,0
Cadmium/ Kagmwii not more than 0.2 / He 6onee 0,2 0.0/0,0
Arsenic/ Mbilwbsk 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
. mg / kg , not more than
Pesticides/ Mr / K, He Gonee mg// kg
MecTuynabl Mr/ kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopandeHnNTPUXNOPITAH U ero He 6onee 0,1
MeTabonutbl
less than or equal to 0.002 /
; 0.001 / 0,001
Aldrin/ AnapwH MeHblue unu pasHo 0,002
| th | .002
Heptachlor/ Mentaxnop LU EI LR/ 0.001 /0,001
MeHblWe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHbl (B nepecuyete Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopupoBaHHbie GudeHunsl He 6onee 3,0 !
. .. Bq / kg, not more than
Radioactivity/
Radioactivi Bk / kr, He 6onee uem Bq / kg
PaanoaKTUBHOCTb Bk / kr
Cesium-137 / Ue3nii-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuunii-90 not more than 100 / He 6onee 100 1

P&G Health Austria GmbH & Co. OG
Ho6sslgasse 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
Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
3170C60108
BATCH SIZE /OBbEM NAPTUWU

31.590 Packs/ ynaxosok

—13.07.2023
DD.MM.YYYY/HYucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NAEHOYHOM
060104KOIN, Macco 729 Mr U Kancynbl Maccoin 746 mMr

Production date: / flaTa narotoBneHus: 02.2023 /mecsiu, roa

Expiry date: / Cpok rogHocTh: 02.2025 /mecsy, roa

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

XpaHuTb B CyXoMm, HEAOCTYMNHOM ANA AeTei MecTe Npu Temnepartype He Bbiwe 25'C

Microbiological indices/

Mukpo6uonorunyeckue nokasarenu

QMAFANM cfu/g /
"KMA®AHM KOE/r

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

<10 cfulg/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepwuun rpynnbl KMweyHon nanoukun B 0,1 r

not permitted /
He AoNYyCKaKTCa

not detected /
He OBHapyXeHbl

E.coliin 1g/
Ecolilr

not permitted /
He ponyckaeTcs

not detected /
He O6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIe MUKPOOPraHuamsl, B.T.Y.
Salmonellas, 8 10 r

not permitted /

HE AONYCKaloTCA

not detected /

He obHapyXeHbl

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

not permitted /
He gonyckaercs

not detected /
He oBHapyxeHa

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

not more than 100 cfu/g /

<10 cfu/g/
<10 KOE/r

He 6onee 100 KOE/r
’f

Wassermann Philine

Date of release / [lata Bbinycka

13 Juii 79m

d‘-)_

DD.MM.YYYY / Mucno, mecauy, roa

Release gffic

efla paspeweHnn

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 (OG)
Sitz der Gesellschaft: Spittal an der Drau
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
3170C60108

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 2023 FEB 2025

Lot Quantity: Unit of Measure:
31,590.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037993231

Bulk batches consumed in the reported Batch Code:
Batch No: 0013319953, Manufacturing Date:16.02.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hdésslgasse 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

Hésslgasse 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:
Philine Wassermann (DN4536) / Trained QA 30.06.2023
personnel

This document was signed electronically and is valid without signature.

Printed by: DN4536 Print Date: 30.06.2023

PeG

Package Size:
28

Package Type:

blisters
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