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Quality and Safety Certificate / CepTtudmkar kauecrsa n 6e3onacHocTun

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®YEMUBUOH® 2

Russia/ Poccun

01.12.2021
DD.MM.YYYY/Hucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE NNEHOUYHOMK

060n04Kol, Maccoi 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA

1303C60100

BATCH SIZE /OBbEM NMAPTUU
than 25°C/

Production date: / AaTa usrotoenexHus:
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 /mecau, roa

32.531 Packs / ynaxkoBOK XpaHuUTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANNTUTUYECKUE NAHHbLIE TABNETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNIbTATDI

Description / Onucanue

Appearance / BHewHuit Bua

White to off-white, oval, biconvex

film coated tablet /

OBa’ibHble, ABOAKOBLINYKSbIE
TabneTkn, NOKPLITbie NNEHOUHOK
o6onoukoii, oT 6enoro A0 NOYTH

6enoro useta

meets the requirements /
COOTBETCTBYET TPE6OBaHUAM

Physical tests /
UcnbiTaHue unsnueckux CBOMNCTB

Mean weight / CpeaHsas macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

734.7 mg / 734,7 mr

Individual weight /
WHavBuayansHas mMacca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. ¢ EBp. ®apm.

meets the requirements /
COOTBETCTBYET TPe6OBaHUAM

Composition / Cocrtas

Konuyecrteax::

One film coated tablet at least contains the following vitamins and trace element:
Opaxa TabneTka, NOKPbLITasi NSIEHOYHON OBONIOYKON, COAEPKUT Cneayloline BUTaMUHbI U SNEMEHTHI B CNEA0BbIX

Vitamin C (Ascorbic acid) (as calcium

naHToTeHarTa)

ascorbate) / 55 ma/mMr weighed in /
BuramuH C (AckopbuHoBas KUcnoTta) B nNpeaenax Maccol
(B dopme kanbuus ackopbarta)
Nicotinamide / HukoTuHamug 15 mg/mr weighed in /

B Npeaenax Macchl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
ButamMuH E (B dpopme dl-anbda-tokodepona 4.8 mg/4,8 mr g
auerara) B npeaenax Maccbi
Pantothenic acid (as calcium pantothenate) / ) .
NaHToTEeHOBas kucnora (B popMe Kanbuma 6 mg/mr weighed in /

B npeaenax MacCbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButammH B6 (nupuaokcuH) (B popme
NYPUAOKCUHA rnapoxnopuaa)

1.9mg/ 1,9 Mr

weighed in /
B Npeaenax Maccebl

Vitamin B2 (riboflavin) /

weighed in /

HUTpaTa)

ButamuH B2(pubodnasuH) 1.4 mg/ 1,4 mr B npeaenax Maccol
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
ButamuH Bl (Twamun) (B popMe TnaMuHa 1.4 mg/ 1,4 Mr g

B npeaenax MaccChbl

Folate / ®onar
o folic acid / ¢onvesas kucnora
¢ L-methylfolate / L-meTuncdonar
(as Calcium salt L-methylfolate ) /
(B dopme L-meTundonat Kanbums)

400 ug / mkr
L

200 pg / Mkr

¢ 208 ug / MKr (equal to
200 pg folic acid) /
(coorsercreyer 200 Mkr
donnesoit KNCNOTLI)

weighed in / 8 npeaenax
Macchb!
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&

Quality and Safety Certificate / CepTtudmnkar kayecrsa n 6esonacHocTn

01.12.2021
DD.MM.YYYY/UYucno,mecsu, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE NNEHOYHO
o60nouKoin, Maccoit 729 Mr n Kancynbl Maccon 746 mr

Russia/ Poccusna

BATCH / CEPUA
1303C60100
BATCH SIZE /OBbEM NAPTUN

Production date: / OaTa usrotosneHus: 10.2021 /mecsauy, roa

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

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

32.531 Packs/ ynakoBok XpaHwWTb B CyXOM, HEAOCTYMHOM ANs AeTei MecTe Npu TeMnepaType He ebiwe 25°C

Iodine (as potassium iodide) / weighed in /
Non (B dopme kanus noanaa) 150 pg / mMkr B qpenen_ax Macchbl
Biotin / 6uoTHH 40 ug / Mkr :ﬂggggn:x/ —
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (unaHokob6anamuH) 4.5 19/ 4,5 mkr B npeaenax Macchb!

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ kr, He 6onee ueMm

TOKCUYHbIE 3IEMEHTb] / wry Mr / xr

Lead / CsuHey, not more than 5.0 / He 6onee yvem 5,0 | 0.1/0,1

Cadmium/ Kaamuia not more than 1.0 / He 6onee yem 1,0 0.1/0,1

Arsenic/ Mblwbsk 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
NecTuunabl Mmr / kr, He 6onee yem Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxiopumknorekcaHa

not more than 0.1 /

< 0.005 /< 0,005
He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopAandeHMNTPUXNOP3TaH v ero
MeTabonuTbl

not more than 0.2 /

< 0.005 /< 0,005
He 6onee 0,2

not permitted (<0,002) /

Aldrin/ AnapuH He gonyckaetca (< 0,002)

< 0.001 /< 0,001

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

Heptachlor/ l'entaxnop < 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruueckne 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 /
BakTepum rpynnbl KMWeYHon nanodkn 8 0,1 r

not permitted /
He gonyckawTcs

not detected /
He 06HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonyckaeTtca

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbe MUKPOOPraHU3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /
He AonycKaloTcs

not detected /
He o6HapyXeHb!

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTudpunkar kauecrsa n 6esonacHocTun

01.12.2021
DD.MM.YYYY/Hucno,mecsu, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®YEMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKpLITbIE NNEHOYHOMN
060n0UKON, Maccoin 729 Mr U Kancynbl MAccoit 746 Mr

BATCH / CEPUA Production date: / [lata usrotoBneHus: 10.2021 /mecsau, roa
1303C60100 Expiry date: / Cpok rogHoCTU: 10.2023 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
32.531 Packs / ynakoBoK XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTeil MecTe nNpu TeMnepartype He sbite 25'C
Moulids (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Mnecenu (BKNOYas Apoxkun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTUTUMECKWNE NAHHBIE KANCYNbI TPEBOBAHUA PE3Y/IbTATbI

Description / Onucanue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHw sng OsBanbHble NPo3payHble Kancynbl meets the requirements /
eCTeCTBEHHOro ugera, COOTBETCTBYET Tpe60BaHUAM
coaepkawme CyCneHsunto KpacHoro
useta

Physical tests /
UcnbiTaHue drusnveckux cCBOUCTB

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

736 mg / 736 mr

526 mg / 526 wr

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

+ 7.5%, B cOOTB. C Esp.®apm. cooTBeTcTBYeT TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna coaepXuT Kak MUHUMYM cneaylolee:

Docosahexaenoic acid (DHA) / B 217 mg / 217 mr
[oko3zarekcaeHoBas kucnota (ArK) 200-244 mg / ur
Lutein
NiotenH 9-10 mg/ Mr 9mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
Yncno okncsieHus (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
yucny)
Peroxide number / not more than 10.0 meq Oz/kg / 2 meqg/kg /
NepekucHoe uncno He 6onee 10,0 Oz MOKB/Kr 2 MIKB/Kr
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 3 of 5 Landesgericht Klagenfurt FN 168759a
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Quality and Safety Certificate / Ceprudmkar kauecrsa n 6esonacHocTu

&

01.12.2021
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N° DESIGNATION/ HAMMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUNOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE NNEHOYHON
o6onoukon, Maccon 729 Mr n Kancynbl Maccon 746 mr
BATCH / CEPUA Production date: / Qlata u3rotosneHus: 10.2021 /mecau, roa
1303C60100 Expiry date: / Cpok rogHocTw: 10.2023 /mecau, roa

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

32.531 Packs / ynakoBOoK XpaHuUTb B CYXOM, HEAOCTYNMHOM AnsA AeTei MecTe nNpu TemMnepaType He soie 25°C

Toxic elements/

ToKcuuHble 31eMEeHTb!

mg / kg, not more than mg / kg
Mr / kr, He 60nee Mr / «r

Lead / CsuHey

not more than 1.0 / He 6onee 1,0 0.0/0,0

Cadmium/ Kaamuir

not more than 0.2 / He 6onee 0,2 0.0/0,0

Arsenic/ MbiWwbak

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

Aldrin/ AnapvH

Pesticides/ Mr / K, He Gonee mg / kg
Necruyuany Lt
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa 130MepoB reKcax/I0pUuKNorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopaneHnnTpuxnopaTaH n ero He 6onee 0,1
MeTaboNuTbl

less than or equal to 0.002 /

0.001/0,001

MeHbwe unu pasHo 0,002

Heptachlor/ l'entaxnop

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

0.001/0,001

Diossina (calculation into fat) /
AnOoKCKHHbLI (B NepecyeTe Ha Xup)

not more than 0.000002 /
He 6onee 0,000002

0.000002/0,000002

Polychloric bephenyl /

not more than 3.0/

NonuxnopuposaHHbie 6udeHunst e 6onee 3.0 R Ot
R . . Bq / kg, not more than

Radioactivity/

Radioactivi Bk / kr, He 6onee ueMm Bq / kg

PagMoaxTMBHOCTL Bk / wr

Cesium-137 / Lle3uin-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuMin-90

not more than 100 /He 6onee 100 0

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

Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHoctTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
1303C60100
BATCH SIZE /OBbEM MAPTUN

01.12.2021

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsul
060104KOI, MAccoit 729 Mr 1 Kancynbl Maccom

Production date: / lata nsrotosnexus:
Expiry date: / Cpok rogHOCTH:

Store in a dry place, not available for children,

than 25'C/

DD.MM.YYYY/Hucno,Mmecau, roa

es / TabneTku, NOKPLITLIE NNEHOYHON

746 mr

10.2021 /mecsu, roa
10.2023 /mecsu, roa
under the room temperature not more

32.531 Packs / ynakoBoK XpaHuTb B CYXOM, HEAOCTYMNHOM Ans AeTel MecTe Npu TemnepaType He Bblwe 25°C

Microbiological indices/

Mukpobuonornueckue 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 /
BakTepum rpynnbl KULWIEYHOW nanoykn 8 0,1 r

not permitted /
He AonycKawTCs

not detected /
He O6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,

Salmonellas, B 10 r

Salmonelias inclusive in 10 g /
NaToreHHbIe MUKPOOpraHn3Mebl, B.T.U.

not permitted /

He A0NYyCKatoTCsA

not detected /

He oBbHapyXeHbl

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

not permitted /
He aonyckaercsa

not detected /
He obHapyxeHa

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

not more than 100 cfu/g /
HeA60nee 100 KOE/r

< 10 cfu/g/
< 10 KOE/r

Date of release / [laTta Bbinycka .

0 2 Dez, 2021

DD.MM.YYYY / Yucno, mecau, rog

Mag. DI Thomas Unteregger

Release office / otaena paspeweHus

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 II

Product Description: Batch Number:
FEMIBION NATALCARE Il (28TBL+28CPS) - RU  1303C60100

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:

06 OCT 2021 OCT 2023

Lot Quantity: Unit of Measure:
32,531.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036977719

Bulk batches consumed in the reported Batch Code:

Batch No: 0008254117, Manufacturing Date:06.10.2021

Batch No: 0008254123, Manufacturing Date:07.10.2021
Manufacturing 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

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. 0G

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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  30.11.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 30.11.2021

PeG

Package Size:
28

Package Type:

blisters
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