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Quality and Safety Certificate / Ceptudgunkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81757758

20.05.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ YEMUBUOH® 2

Russia/ Poccusn

BATCH / CEPUA

2089C60108

BATCH SIZE /OBbEM NAPTUU
than 25°C/

32.500 Packs / ynakoBoOk

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

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITbIE NAEHOYHOR
060n04KOIi, MAccoin 729 Mr 1 Kancynel Maccoi 746 mMr

01.2022 /mecau, roa
01.2024 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTelh MECTe Npu TemnepaType He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHAJIMTUYECKUE AAHHbLIE TABJIETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YJIbTATDHI

Description / Onucanue

Appearance / BHewHuli sua

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

OBanbHble, ABOAKOBLINYKAbIE
TabneTkun, NOKPbLITLIE NAEHOUYHOM
060n104KOi, OT 6enoro 4o NoYTH
6enoro usera

meets the requirements /
cooTBeTcTBYeT TpeboBaHMAaM

Physical tests /
UcnsbitaHue dusnHecKnx CBONCTB

Mean weight / CpeaHsa macca

729.0 mg + 4 %/ 729,0 Mr = 4 %

732.6 mg/ 732,6 mMr

Individual weight /
NHanBuayanbHan macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTtB. ¢ EBp. DapmM.

meets the requirements /
COOTBETCTBYET TPeboBaHMAM

Compoaosition / CoctaB

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKpbLITas NIEHOYHOW 060N0YKON, COAEPXKUT CNEAYIOLMUE BUTAMUHBLI U SNEMEHTLI B C/IEA0BbIX

KONuyecrsax: :

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
BuramuH C (AckopbuHoBas KuUcnoTa) 35mg /55 mr B Npeaenax Macchbl
(B dopme Kanbumusa ackopbaTa)

Nicotinamide / HukotuHamua 15mg/ 15 mr weighed in /

B Npeagenax Macchbl

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

4.8 mg /4,8 mMr

weighed in /
B npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamuH B6 (nupuaokcnn) (B popme
MTMPUAOKCUHA rMapoxnopuaa)

NaHTOoTEHOBas kMcnoTa (B hopMe Kanbuus 6mg/6mMr

naHToTEHaTa) B nNpeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / 1.9mg /1,9 Mr weighed in /

B Apeaenax MaccCbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/1,4mr

weighed in /
8 Npeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TnamuH) (B dopme TMaMuHa
HuTpaTa)

1.4mg/1,4wmr

weighed in /
B npeaenax Macch!

Folate / ®onaTt
o folic acid / ¢ponuesas kucnota
o L-methylfolate / L-metundonar
(as Calcium salt L-methyifolate ) /
(8 popme L-metundonat kanbuma)

400 pg / Mkr
e 200 ug / mMkr
o 208 ug / MKr (equal to
200 pg folic acid) /
(coorsercrayer 200 Mkr
$onneBoi KNCNOTbE)

weighed in / B npeaenax
MaccChbl
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Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTu

20.05.2022

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITLIE NMSIEHOUHON

DD.MM.YYYY/ucno,mecsu, roa

obonoukoi, Maccoi 729 Mr n kancynbl Maccon 746 mMr

BATCH / CEPMA Production date: / lata usrotosneHus: 01.2022 /mecsu, roa
2089C60108 Expiry date: / Cpok rogHocTu: 01.2024 /mecsu, roa
BATCH SIZE /OBbEM NAPTUMN Store in a dry place, not available for children, under the room temperature not more
than 25C/
32.500 Packs / ynakoBok XpaHuTb B CyXOoM, HEAOCTYNHOM ANK AeTel MecTe npu Temnepartype He Bolwe 25'C
Iodine (as potassium iodide) / weighed in /
WNoa (8 dopme kanva noauaa) 150 ug / 150 pmxr B npeaenax Maccbl
_— weighed in /
Biotin / 6uoTuH 40 pg / 40 mkr B NPeenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (umaHoko6anaMmH) 4.5 19/ 4,5 mr B Npeaenax Maccbl

Toxic elements/

TOoKENUYHbIE 3NIEMEHTbI

mg / kg, not more than
Mr/ kr, He 6onee 4YeM

mg / kg
Mr / kr

Lead / CeBuHey

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

Cadmium/ Kaagmuii

not more than 1.0 / He Gonee uem 1,0 0.2/0,2

Arsenic/ Mblwbak

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/
MecTnumanbl

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

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTan u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapuH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruueckme nokasarenu

QMAFARM cfu/g / not more than 5 x 10* cfu/g / < 10 CFU/g /
KMA®AHM KOE/r He Gonee yeM 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTepuun rpynnsl knweyHor nanoukn s 0,1 r He ponyckalwTtcs He o6HapyXeHbi
E.coliin 1g / not permitted / not detected /
E.colis1lr He ponyckaeTcs He obHapyxeHa

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

not permitted /
He AonycKawTcs

not detected /
He obHapyxeHbol
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&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6ezonacHocTu

CAT. NO. / KAT. N2
81757758

20.05.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOYHOMN

060104KON, Maccon 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA
2089C60108
BATCH SIZE /OBbEM MAPTUU

32.500 Packs / ynakosBok

Production date: / flaTa U3rotoBneHus:
Expiry date: / Cpok rogHOCTU:

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

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TeMnepaType He Boiwe 25C

01.2022 /mecsu, roa
01.2024 /mecsu, roa

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

Mnecenn (Bxntouas apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANIUTUYECKUE OAHHbBIE KANCY/bl TPEBOBAHMUA PE3Y/NbTATDI

Description / OnucaHue

Appearance /
BHewHun BuA,

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3padHbIE KanCy bl
€CTeCTBEHHOro UBeTa,
coaepxaliue CYCneHsuo KpacHoro
uBerta

meets the requirements /
cooTBeTcTBYeT TpeboBaHUAM

Physical tests /
Ucnbitatue duanuecknx cBOUCTs

Mean weight /
CpeaHas mMacca

capsule mass: 708 - 783 mg /
Macca xancynet: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HarnonHenua: 510 - 564 mr

747 mg [/ 747 mr

533 mg /533 mr

Individual weight /
WHauenayanbHan Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, 8 cooTB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Composition / Coctas

One capsule at least contains the following:

OaHa Kancyna CoAepXuUT Kak MUHUMYM cneayioulee:

Docosahexaenoic acid (DHA) /
[oko3sarekcaeHosas kucnota (ANK)

200-244 mg / mr

220 mg / 220 mr

Lutein
NotenH

9-10 mg/ Mr

I9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YnCno oKUCNeHWn (COOTBETCTBYET KUCNOTHOMY | He Bonee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq O2/kg / 2 meqg/kg /
NepekuncHoe Yncno He 6onee 10,0 O; MIKB/KI 2 MIKB/KI

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 / Ceprudukar kauecrsa n 6esonacHocTu

DD.MM.YYYY/HYucno,mecsu, roa

CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMWBUOH® 2

Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NNEHOYHOM

&

20.05.2022

060N04YKOW, MACCOW 729 Mr KU Kancynbl Maccon 746 mr

BATCH / CEPMA Production date: / flaTta UsroroeneHus: 01.2022 /mecau, roa

2089C60108 Expiry date: / Cpok roaHocTu: 01.2024 /mecau, roa

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

than 25'C/

32.500 Packs / ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTeN MecTe npu TeMnepartype He Boille 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHbIE 2MIEMEHTh) Mr / kr, ve 6onee Mr / kr

. 0.0/0,0
Lead / Camrew not more than 1.0 / He 6onee 1,0 /
. 0. ,
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 0/0,0
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mblwbsk
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
s mg / kg , not more than
Pesticides/ Mr / kr, He Gonee mg / K':_g
MecTruuuabl Mr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0

AvxnopandeHUNTPUXIOP3aTaH U ero
merabonutbl

He 6onee 0,1

Aldrin/ AnapuH

less than or equal to 0.002 /
MeHbwe unu paeHo 0,002

0.001/ 0,001

Heptachlor/ Fentaxnop

less than or equal to 0.002 /
MeHble nnu paesHo 0,002

0.001/ 0,001

Diossina (calculation into fat) /

not more than 2 /

AnokcuHbl (B NepecyeTe Ha Xup) ) 0
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopuposaHHbie budeHunbl He Gonee 3,0

- =, Bq / kg, not more than
Radioactivity/ ’ Bq / kg

Bk / xr, He 6onee uem

PagMoaKkTUBHOCTL / ke bk / xr
Cesium-137 / Ue3wnii-137 not more than 130 / He 6onee 130 | 10
Strontium-90 / CTpoHLMii-90 not more than 100 /He 6onee 100 | 1

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
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceprudmkar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2089C60108
BATCH SIZE /OBbEM NAPTUU

32.500 Packs/ ynakoBok

20.05.2022
DD.MM.YYYY/Uucno,mecau, rog

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NAEHOUYHON
obonoukor, Mmaccon 729 Mr n Kancynol Maccoid 746 mMr

Production date: / [lata usrorosneHus: 01.2022 /mecsau, ron

Expiry date: / Cpok rogHoCTu: 01.2024 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMmnepaTtype He Bobiwe 25°C

Microbiological indices/

Mukpo6uonorunueckue 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 KMWwe4yHoW nanovykn 8 0,1 r

not detected /
He OBHapYXeHb!

not permitted /
He AonyckaloTcs

E.coliin 1g /
EcoliBir

not permitted /
He gonyckaercs

not detected /
He ob6HapyxeHa

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g /
MaToreHHbIe MUKPOOPraHU3Msbl, B.T.4.

not detected /
not permitted /

He 06HapyXeHb!
He AONYCKaTCa

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

not permitted / not detected /

HEe gonyckKaeTtca He obHapyxena

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

not more than 100 cfu/g /

< 10 cfu/g/
v€ baneq 104 KOE/r

< 10 KOE/r

Datelofjrepdae 7{ifqra seinycka

DD.MM.YYYY / Yucno, mecsau, roa

Mag. DI Thomas Untefegger
Release office / otaena pa3peweHnsn

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
Landesgericht Klagenfurt FN 168759a
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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:
2089C60108

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

04 JAN 2022 JAN 2024

Lot Quantity: Unit of Measure:
32,500.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037265271

Batch No: 0009795458, Manufacturing Date:16.02.2022
Batch No: 0009290355, Manufacturing Date:04.01.2022

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

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:

n/a
Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Mag. DI Thomas Unteregger (DN4518) / Qualified  18.05.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 18.05.2022

PeG

Package Size:
28

Package Type:

blisters
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