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Quality and Safety Certificate / CepTujgpukar kauecrsa n 6e3onacHoOCTH

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun

24.03.2022
DD.MM.YYYY/Uucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbLITbIE NIEHOYHOMN

o6onoykoi, Maccoit 729 Mr n Kancynol Maccon 746 mr

BATCH / CEPUSA

1304C60100

BATCH SIZE /OBBbEM NAPTUMN
than 25C/

31.728 Packs / ynakoBoK

Production date: / QlaTa w3rotoBneHus:
Expiry date: / Cpok rogHocTh:
Store in a dry place, not available for children, under the room temperature not more

10.2021 /Mecsu, roa
10.2023 /mecay, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei MecTe nNpu TemnepaType He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHAJTIUTUYHECKUE OAHHBIE TABNETKWU

REQUIREMENTS
TPEGOBAHUAR

RESULTS
PE3Y/IbTATDI

Description / Onucatue

Appearance / BHewHwii Bua

White to off-white, oval, biconvex

film coated tablet /

OBanbHble, ABOAKOBLINYK/ble
TabneTkun, NoKpbITbie NAEHOYHON
o6onoukoi, ot 6enoro Ao nNoUTn

6enoro usera

meets the requirements /
cooTBeTCTBYET TpebosaHusamM

Physical tests /
UcnbiTanue dbusnvecknx CBOMUCTB

Mean weight / CpeaHsis Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

733.7 mg/ 733,7 mr

Individual weight /
WHauBMAYyanbsHaA Macca

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

meets the requirements /
COOTBETCTBYET TpetoBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbITas NISHOYHOW 060NOUKON, COAEPKUT CneayioulMe BUTaMUHbI U 3NeMeHTbl B CNieA0BbIX

HUTpaTa)

KONUYeCTsax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / 55 ma/mr weighed in /
Butamun C (AckopbuHoBas KUCIoTa) 9 B npeaenax Macchbl
(8 dopme kanbums ackopbara)

Nicotinamide / HukoTuHamug 15 mg/mr :i'gg:gn':)(/ MacChi
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
Butamux E (8 popme dl-anba-Tokodepona 4.8 mg/4,8 mr B nge.qenax Maces
ayerara) P

Pantothenic acid (as calcium pantothenate) / weighed in /
NaHToTEeHoBas kucnota (B hopMe Kanbuua 6 mg/mr 8 ng P —
naHToTeHara) Pen

Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nupuaokcuH) (8 popme IE0Tm g/RLEolC B npegenax Maccol
NMPUAOKCUHA rMAPOXopuaa)

Vitamin B2 (riboflavin) / weighed in /
BuramuH B2(pubodnasuH) SRR L B nNpeaenax Macchbl
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamuH B1 (TnamuH) (8 popMe TuaMmHa 1.4 mg/ 1,4 mMr g

B npeaenax MaccCobl

Folate / ®onaTt
¢ folic acid / (ponuesas kucnota
¢ L-methyifolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-MeTundonat kanbumsa)

400 ug / MKkr
L J

200 ug / Mkr

e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercreyer 200 MKr
donnesoit KNCNOTbI)

weighed in / B npeaenax
MacChbl
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Quality and Safety Certificate / Ceptudpmkar kauecrsa n 6esonacHoCcTH

CAT. NO. / KAT. N2
81757758

24.03.2022

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

DD.MM.YYYY/HYucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITHIE NNEHOYHON

060104KON, MacCco 729 Mr 1 Kancynbl Maccoit 746 mr

BATCH / CEPUA
1304C60100
BATCH SIZE /OBBEM NAPTUN

Production date: / laTta u3rotosneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

10.2021 /mecsu, roa
10.2023 /mecsau, roa

than 25'C/
31.728 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTell MecTe npy TemnepaType He Bbiwe 25°C

Iodine (as potassium iodide) / weighed in /
Nop (8 popme kanua noauaa) 150 ug / mkr B npeaenax Maccbt

- weighed in /
Biotin / 6uoTuH 40 pg / MKr B Npefenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButaMuH B12 (unaHoko6anamut) 4.5 ug / 4,5 mr B npeaenax Maccbl

mg / kg, not more than

Yoxic elements/

Toxic elements Mr/ Kr, He Gonee Yem mg / kg
TokcHuHbIE 31eMEeHTb! Mr / kr
Lead / CeuHey not more than 5.0 / He 6onee uem 5,0 0.1/0,1
Cadmium/ Kaamuii not more than 1.0 / He 6onee YyeMm 1,0 0.1/0,1

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

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpPOB reKcaxiopUMKIOreKcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OvxnopandernnTpuxnopataH 1 ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapviH

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

< 0.001 /< 0,001

Heptachlor/ Mentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonorunvueckue Noxkasarenu

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 /
Bakrepun rpynnbl KMweuwron nano4vkun 8 0,1 r

not permitted /
He A0oNYyCKaKTCA

not detected /
He o6HapyxeHbl

E.coliin 1g/
E.colislr

not permitted /
He ponyckaeTtca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AonyckKaloTca

not detected /
He 06HapyXeHbl
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Quality and Safety Certificate / Ceprucdmnkar kauecrsa n 6esonacHocTu

24.03.2022
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NAEHOYHOW
060104YKON, Maccon 729 Mr n Kancynbl Maccoin 746 mr

Russia/ Poccus

BATCH / CEPUA
1304C60100
BATCH SIZE /OBbEM MAPTUU

Production date: / laTa n3rotosneHus: 10.2021 /mecau, roa

Expiry date: / Cpok rogHocTu: 10.2023 /mecsu, roa

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

31.728 Packs / ynakosok

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AETein MecTe npu Temnepartype He Bbiwe 25°C

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

MneceHun (Bkniovas apoxokn), KOE/r He Gonee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUNE NAHHBIE KANCYNb! TPEBOBAHMUA PE3YNbTATbDI

Description / OnucaHue

Appearance /
BHewHWi BYAa

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynbl
€CTECTBEHHOrO LiBETa,
cofepxalume CyCneHsuto KpacHoro
uBera

meets the requirements /
cooTBeTcTBYeT TpeboBaHUAM

Physical tests /
MUcnbiTanue dusuueckux csoncrTs

Mean weight /
CpepHsas macca

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 - 783 Mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mMr

736 mg / 736 mMr

526 mg / 526 wmr

Individual weight /
WHanBMAYyansHas Macca

+ 7.5%, acc. to Ph. Eur. /
1+ 7.5%, B coors. ¢ Esp.®apm.

meets the requirements /
COOTBETCTBYET TpebosBaHUAM

Compositio Cocras
One capsule at least contains the following:

OaHa Kancyna CoAepXWT Kak MUHUMYM crieayloulee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHosas kucnorta (ArkK)

200-244 mg / Mr

217 mg/ 217 mr

Lutein
JhotenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YMCNo oKuUCneHusi (COOTBETCTBYET KUCTIOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mMr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meqg/kg /
NepekuncHoe unucno He 6onee 10,0 O2 MIkB/Kr 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 / CepTtudukar kauecrsa n 6esonacHocTu

24.03.2022
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Ta6neTku, NoOKpbITbIE NNEHOUHOW
060N04KON, Maccoin 729 Mr n Kancynbl Maccoi 746 mr

Russia/ Poccusn

BATCH / CEPUA
1304C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / flaTta u3rotosneHus: 10.2021 /mecsu, roa

Expiry date: / Cpok rogHOCTU: 10.2023 /mecsu, roa

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

31.728 Packs / ynakoBok XpaHuTb B CyxOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepatype He Bbiwe 25°C

AnxnopanpeHnnTpuxnopaTaH v ero
meTtabonutbl

He 6onee 0,1

Toxic elements/ mg / kg, not more than mg / kg
ToKcuuHbIE 3NIEMEHTbI Mr / kr, He 6onee Mr/ kr
. 0.0/0,
Lead / Caurew, not more than 1.0 / He 6onee 1,0 0/0,0
. 0.0/0,0
Cadmium/ Kaamwii not more than 0.2 / He 6onee 0,2 /
. 0.0/0,0
Arsenic/ MbiwbsK not more than 1.0 / He 6onee 1,0 /
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
e mg / kg , not more than
Pesticides/ Mr / kr, He 6onee :1'_9 / K':_g
Mecruynabt
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa N30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0

Aldrin/ AnapuH

less than or equal to 0.002 /
MeHble unun pasHo 0,002

0.001/0,001

Heptachlor/ Mentaxnop

less than or equal to 0.002 /
MeHble unu pasyo 0,002

0.001/0,001

Diossina (calculation into fat) /
[AunokcuHbl (B Nepecyerte Ha Xup)

not more than 0.000002 /
He 6onee 0,000002

0.000002/0,000002

Polychloric bepheny! /

not more than 3.0/

NonuxnopupoBaHHble 6udeHnnb: T e ) 0.1/0,1
. P Bq / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee uem
PaauoakTUBHOCTL / s B / kr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 | 10
Strontium-90 / CTporuuii-90 not more than 100 / He 6onee 100 | O

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

24.03.2022
DD.MM.YYYY/Hucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®YEMWBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpPbLITLIE NAEHOYHON
060104KON, Maccoit 729 Mr u Kancynbl Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUA
1304C60100
BATCH SIZE /OBbEM NAPTUN

Production date: / laTa usrotosneHus: 10.2021 /mecau, roa

Expiry date: / Cpok roaHocTu: 10.2023 /mecsau, roa

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

31.728 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepaTtype He Boiwe 25°C

Microbiological indices/
Mukpobuonoruueckme noxkasarenm

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

not detected /
He o6HapyXeHbl

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

BakTepuu rpynnbl KMWeYHoW nanoukn 8 0,1 r He AonycKaloTes

not detected /
He o6HapyxeHa

E.coliin 1g /
EcoliBlr

not permitted /
He Agonyckaerca

. . . not detected /
Pathogenic microorganisms, -

Salmonellas inclusive in 10 g / not permitted /
He 06HapYXeHbl

MaToreHHble MUKPOOPraHU3Msl, B.T.4. He 0Ny CKAIoTCS

Salmonellas, B 10 r

not detected /
He obHapyxeHa

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

S.aureuss 1,0r He aAonyckaercs

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

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

< 10 cfu/g/
< 10 KOE/r

Date of release / [lata Bbinycka Gﬂl!}’p atrin 7

2 4. Marz 2022 ‘ ]

DD.MM.YYYY / Uucno, mecsiy, roa Mag. Katn’ln Gruber
Release office / oTp¢na paspewenun

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
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 I

Product Description: Batch Number:
FEMIBION NATALCARE Il (28TBL+28CPS) -RU  1304C60100

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:

07 OCT 2021 OCT 2023

Lot Quantity: Unit of Measure:
31,728.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036981320

Bulk batches consumed in the reported Batch Code:

Batch No: 0008254119, Manufacturing Date:07.10.2021

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

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

Hosslgasse 20-22, 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 07.12.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 07.12.2021

PeG

Package Size:
28

Package Type:

blisters
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