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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocT

21.12.2021
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHWE

81757758

FEMIBION® 2/ SEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITLIE MNEHOUYHON
o60onouKon, Maccoi 729 Mr u Kancynbl Maccoi 746 Mr

BATCH / CEPUA Production date: / JaTa usrotosnenus: 07.2021 /mecsau, roa

1285C60111 Expiry date: / Cpok roaHocTu: 07.2023 /mecsiu, rog,

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

31.464 Packs / ynakoBok XpaHuTb B CyxOM, HEAJOCTYMHOM AN AeTel MecTe Npu TeMneparype He Boiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHBIE TABNETKU

REQUIREMENTS RESULTS
TPEBOBAHUA PE3VYJ/IbTATDI

Description / Onucaxnue

Appearance / BHewHWiA BuA

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

OBanbHble, ABOSIKOBBINYK/blE meets the requirements /
Tabnetku, NOKpbITbie NNEHOUHON cooTBeTCcTBYET TpeboBaHuaM
o6onoukon, ot 6enoro A0 NOYTH
6enoro ugeta

Physical tests /
UcnbiTanue busnuecknx cBoNcTs

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 % 743.1 mg / 743,1 mr

Individual weight /
NHavBuayanbHas Macca

+ 5%, acc. to Ph. Eur. / meets the requirements /
+ 5%, B cooTe. ¢ EBp. ®apm. COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konuuecreax::

One film coated tablet at least contains the following vitamins and trace element:
OnHa TabneTka, NOKpbITasn NAIEHOUHON 060N10UKOI, COAEPKUT CEAYIOLME BUTAMUHBLI U 3M1EMEHTbI B CEAOBbIX

Vitamin C (Ascorbic acid) (as calcium

ButamuH B2(pubodnasuH)

ascorbate) / 55 ma/mr weighed in /
Butamun C (AckopbuHOBas KMCNOTa) B npegenax mMaccbl
(8 dopme kanbums ackopbara)

- . weighed in /
Nicotinamide / HukotuHamug 15 mg/mr B Npenenax Maccol
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
ButamuH E (B hopme dl-anbia-Tokodepona 4.8 mg/4,8 mr B ng Snasi s
auerara) PeA
Pantothenic acid (as calcium pantothenate) / weighed in /
NadToTeHoBas kucnota (B hopme Kanbuma 6 mg/mr 9
naHToTEHaTa) 8 npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /
ButamuH B6 (nupmnaokcuH) (8 popme 1.9 mg/ 1,9 mr B Npeaenax Macchbl
NUPUAOKCUHA rmapoxnopuaa)

Vitamin B2 (riboflavin) / 1.4 mg/ 1,4 Mr weighed in /

B npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (twamuH) (B bopme TuaMuHa
HUTpaTa)

weighed in /

UL el B nNpeaenax Macchl

Folate / ®onar
o folic acid / dponuesas kucnora
¢ L-methyifolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonat Kanbuun)

400 g / Mkr
e 200 g / mkr
e 208 ug / MKr (equal to i i
200 pg folic acid) / Lv:é%:e L
(coorBevcrByer 200 MKIr
donuneBoit KNCNOTHI)

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

21.12.2021

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKpbITbIE MAEHOYHOM

DD.MM.YYYY/Uucno,mecsau, roa

060n104KOK, Maccoin 729 Mr u Kancynb Maccoi 746 Mr

BATCH / CEPUA Production date: / flaTa usrotosneHus: 07.2021 /mecsu, roa
1285C60111 Expiry date: / Cpok rogHocTu: 07.2023 /mecau, roa
BATCH SIZE /OBBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
31.464 Packs / ynakoBok XpaHuUTb B CyXOM, HEROCTYMHOM ANS AeTeil MecTe Npyu TemnepaType He Bblwe 25'C
Iodine (as potassium iodide) / weighed in /
Woa (B dopme kanus noamaa) 150 g / mkr B Npeaenax Maccol
o weighed in /
Biotin / 6uoTuH 40 ug / Mkr B Npeaenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamnn B12 (unaHoko6anaMuH) 4.5 ug / 4,5 mkr B Apeaenax Maccol

Toxic elements/

ToKCUUHbIE 3/1IEMEHTb)

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

mg / kg
Mr / kr

Lead / CBuHey

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

Cadmium/ Kagmui

not more than 1.0 / He 6onee yem 1,0 0.2/0,2

Arsenic/ MbilwbAK

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

Mercury/ PTyTb not more than 1.0 / He 6onee uem 1,0 | < 0.005/< 0,005
Pesticides/ mg / kg, not more than mg / kg
NecTuunasbl Mr / xr, He Gonee yemM Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 130MepoB rekcaxnopuukaorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTtaH u ero
MetrabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapuvH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenm

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 /
bakrepwu rpynfisl KuweuHou nanoukn 8 0,1 r

not permitted /
He 10nycKalTcs

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonyckaetcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIe MUKPOOPraHn3Mel, B.T.Y.
Salmonelias, 8 10 r

not permitted /
He AonycKaloTcs

not detected /
He 06HapyXeHbl

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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&

Quality and Safety Certificate / Ceprudukar kauecrsa n 6esonacHocTun

21.12.2021
DD.MM.YYYY/Uucno,mecsu, roa

CAT. NO. / KAT. N° DESIGNATION/ HAMMEHOBAHME

81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAECHOYHO
obonoukou, Maccom 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / llata uw3rotoBnexus: 07.2021 /mecsau, roa

1285C60111 Expiry date: / Cpok rogHocTu: 07.2023 /mecsy, roa

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

than 25'C/

31.464 Packs / ynakoBok XpaHuUTb B CYXOM, HEAOCTYINHOM ANst AeTeil MecTe Npu TeMnepaTtype He Boilwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Nnecenn (BrNlouas aApoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHANTUTUMECKUE NAHHBIE KANCYNbl TPEBOBAHMA PE3VYNIbTATbI

Description / Onucanue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHwit Bua OBanbHble NPO3paYHble Kancy bl meets the requirements /
€eCTeCTBEHHOrO LBeTa, COOTBETCTBYET TpeboBaHNAM
coaepxalme CyCneH3unl KpacHoro
uBeTa

Physical tests /

UcnbiTanune dusnueckux cBOUCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynbi: 708 - 783 mr
CpeaHas macca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

741 mg / 741 mr

522 mg / 522 wmr

Individual weight / .
WHaMBnayanoHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, B cooTB. ¢ EBp.®apm. COOTBETCTBYET TpeboBaHuaM

Composition / Cocras
One capsule at least contains the following:
OaHa kancyna coaepXuT Kak MUHUMYM cneayioulee:

Docosahexaenoic acid (DHA) / ~ 216 mg / 216 mMr
Joko3arekcaeHosas kucnora (ArK) 200-244 mg / ur
Lutein
MoteuH 9-10 mg/ Mr I mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
Yucno okMcneHun (COOTBETCTBYeT KUCNOTHOMY | He 6onee ueM 4,0 Mr KOH/r 0,0 mr KOH/r
uncny)
Peroxide number / not more than 10.0 meq Oz/kg / 2 meq/kg /
MepekucHoe yncno He 6onee 10,0 Oz MIKB/Kr 2 MIKB/Kr
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 3 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTndukar kauecrsa u 6esonacHocTn

21.12.2021
DD.MM.YYYY/Mucno,mecsau, roa

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITHIE NAEHOYHOM
060n04Koi, Maccoit 729 Mr u Kancynbl Maccoh 746 mr

Russia/ Poccusn

BATCH / CEPUA
1285C60111
BATCH SIZE /OBbEM NAPTUU

Production date: / Qata usrorosnexvs: 07.2021 /mecsauy, roa

Expiry date: / Cpok rogHOCTH: 07.2023 /mecsu, roa

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

31.464 Packs / ynakoBok XpaHuTbL B CyxoM, HEAOCTYMNHOM ANS AeTeil MecTe Npu TeMnepaType He Bbiwe 25°C

AuxnopandernnTpuxnopataH u ero
MeTabonuTbl

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3NIEMEHTDI Mr / Kkr, He 6onee Mr / xr
. 0.0/0,0
Lead / Cauren not more than 1.0 / He 6onee 1,0 /
. .0/0,0
Cadmium/ Kagmuit not more than 0.2 / He 6onee 0,2 0.0/
) not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsak
Mercury/ PTyTb not more than 0.3/ He Gonee 0,3 0.0/0,0
v mg / kg , not more than
Pesticides/ Mr / kr, He 60nee :1'_9 / kg
MecTuumabi L
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa u3oMepoB rekcaxnopumknorekcaHa He 6onee 0,1 :
Dichlorodiphenyitrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0

He 6onee 0,1

Aldrin/ AngpuH

less than or equal to 0.002 /

0.001/0,001
MeHbwe unu pasHo 0,002

Heptachlor/ Fentaxnop

less than or equal to 0.002 / 0.001/0,001

MeHbwe nnm pasHo 0,002

Diossina (calculation into fat) /
AvokcuHel (B nepecuyeTe Ha Xup)

not more than 0.000002 /
He 6onee 0,000002

0.000002/0,000002

Polychloric bephenyl! /

not more than 3.0/

NonuxnopupoBaHHble 6uceHnNb! He Gonee 3.0 0.1/0,1
i o Bq / kg, not more than

Radioactivity/

Radioactivi Bk / kr, He Gonee uem Bq / kg

PaguoakrneHocTb Bic / xr

Cesium-137 / Ue3uin-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
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

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

Quality and Safety Certificate / CepTndukar kauecrsa n 6e3onacHocTH

CAT. NO. / KAT. N?
81757758

Russia/ Poccun

BATCH / CEPUA
1285C60111
BATCH SIZE /OBbEM NMAPTUW

31.464 Packs/ ynakoBok

21.12.2021
DD.MM.YYYY/4Yucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NAEHOYHON
060n04YKOW, Maccoit 729 Mr u kancynsl MAccoi 746 mr

Production date: / QaTta usrotoBnexHus: 07.2021 /mecsu, roa

Expiry date: / Cpok rogHocTu: 07.2023 /mecsiu, roa

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

XpaHuTb B CyXOM, HEAOCTYNHOM Ans AeTel MecTe Npu TeMnepaType He eblwe 25°C

Microbiological indices/

Mukpo6uonoruyeckue 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 /
BakTepun rpynnbl KMWeYHoU nanodku 8 0,1 r

not detected /
He o6HapyXeHbI

not permitted /
HEe A0NyCKaloTcs

E.coliin 1g/
E.colisir

not detected /
He 06HapyxeHa

not permitted /
He aonyckaertcs

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g /
MaToreHHble MUKPOOPraHU3Msl, B.T.4.

not detected /
not permitted /

He o6HapyXeHbl
He ponyckalTca

S.aureus, in1,09/
S.aureusB 1,0 r

not detected /
He o6HapyxeHa

not permitted /
He aonycKaeTcs

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

not ore than 100 cfu/g / < 10 cfu/g/

ep 100 KOE/r

< 10 KOE/r

Date of release / [lara Bbinycka

2 1 Dez, 202

DD.MM.YYYY / Yucno, mecsau, roa

Mag. DI Thomas Unteregger

Release office / otnena pa3peweHun

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 ]
Statement of Conformity

Brand Name:

FEMIBION Il

Product Description: Batch Number:
FEMIBION NATALCARE Il (28TBL+28CPS)-RU  1285C60111

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:

26 JUL 2021 JUL 2023

Lot Quantity: Unit of Measure:
31,464.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036959155

Bulk batches consumed in the reported Batch Code:

Batch No: 0008427604, Manufacturing Date:26.07.2021

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

Hésslgasse 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

Hosslgasse 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. I 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. Katrin Gruber (DN4228) / Qualified Person 09.12.2021

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 09.12.2021

PeG

Package Size:
28

Package Type:

blisters
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