Highly Restricted

&

Quality and Safety Certificate / CepTudmukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

-08.10.2024
DD.MM.YYYY/Hucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ GEMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4262C60106

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.584 Packs/ ynaxkoBok

Production date: / laTa usrotoBnexns:
Expiry date: / Cpok rogHOCTU:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NNEHOYHOMN
060104KOMN, Maccoin 729 Mr n Kancynbl Maccomn 746 mr

09.2024 /mecsau, roa
09.2026 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe nNpu TeMnepaTtype He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANMUTUYECKUE AAHHbLIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VY/IbTATbI

Description / Onucauue

Appearance / BHewHu# Bng

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

OBasibHble, ABOAKOBLINYK/bIE
TabneTku, NOKpbITble NAEHOUYHOU
060n04KONi, OT 6enoro 4o No4TH
6enoro useta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue puanueckux cCBOHUCTB

Mean weight / CpeaHasa Macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

730.3 mg/ 730,3 mr

Individual weight /
NHamMBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTe. ¢ Esp. ®apmM.

meets the requirements /
COOTBETCTBYET TpebosaHUAM

Composition / Coctas

Konudecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnetka, NOKPLITaA MNEHOYHON 0GONOUKOW, COAEPXUT CReAYIoWMEe BUTAMUHDbI U 3NEeMeHTb! B CNeA0BbIX

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

weighed in /

Butamun C (AckopbuHosasn kucnora) 55 mg /S5 wmr B npeaenax Maccol
(B cbopMe kanbumsa ackopbaTa)
Nicotinamide / HukoTuHammna 15 mg / 15 mr weighed in /

B npegenax Maccol

Vitamin E (as dl-o-tocopherol acetate) /
Butamun E (8 chopme dl-anbda-Tokodepona
auerara)

48 mg/ 4,8 wmr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBas knucnoTa (8 hopMe Kanbums
naHToTeHaTa)

6mg/6mr

weighed in /
B Npeaenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcun) (B popme
MUPUAOKCUHA rnapoxnopuaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pvibodnasuH)

1.4mg/1,4mr

weighed in /
8 npegenax Macchb!

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TMamuH) (B popme TMaMuHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchl

Folate / ®onat
o folic acid / donueBas knucnota
¢ L-methylfolate / L-meTundonaTt
(as Calcium salt L-methylfolate ) /
(B dpopme L-meTundonat kanbums)

400 pg / MKr
o 200 pg / MKkr
o 208 pug / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 MKr
¢donueBoit KNCNOTbI)

weighed in / B npegenax
Macchl
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Telefon +43 (0)4762 51 51-0
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Highly Restricted

&

Quality and Safety Certificate / Ceprudmkar kauecrsa n 6esonacHocTn

—08.10.2024

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81781705

FEMIBION® 2/ PEMWBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON

o60ono4kor, Maccon 729 Mr n kancynbl Maccon 746 mr

DD.MM.YYYY/"ucno,mecsau, roa

BATCH / CEPUA Production date: / Aata n3rotosneHus: 09.2024 /mecsu, roa
4262C60106 Expiry date: / Cpok roaHoCTu: 09.2026 /mecsau, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.584 Packs/ ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe npu TeMnepaType He Boiwe 25C
Iodine (as potassium iodide) / weighed in /
WNoga (8 dpopme kanua noanna) 150 pg / 150 mir B npeaenax Maccbi
_— weighed in /
Biotin / 6M0oTHMH 40 g / 40 Mkr B Npeaenax Maccu!
Vitamin B12 (cyanocobalamin) / weighed in /

ButamMunH B12 (unaHoko6anamuH)

4.5 pg / 4,5 mkr

B8 Npeaenax mMaccobl

Toxic elements/

TOKCUYHbIE 3/IEMEHTLI

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

mg / kg
Mr / kr

Lead / CeuHey

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

Cadmium/ Kagmuin

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

Arsenic/ MbiWwbak

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

Mercury/ PryTb

not more than 1.0 / He 6onee yem 1,0 < 0.010/ < 0,010

Pesticides/
NecTuunan

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpOB rekcaxnopumknorekcasa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopandeHunTpuxnopataH u ero
MeTabonuThl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Mentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruyeckme nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnel KMweyHon nanoykn 8 0,1 r

not permitted /
HEe A0oNyCKaTCs

not detected /
He obHapyxeHbl

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaercs

not detected /
He O6HapyxeHa

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

not permitted /
He AonyckaloTcs

not detected /
He 06Hapy»eHbl

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
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Highly Restricted

&

Quality and Safety Certificate / CepTtudmkar kauecrea n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

08.10.2024
DD.MM.YYYY/4ucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOUHON

060n104KOIi, Maccon 729 Mr U Kancynbl Maccon 746 Mr

BATCH / CEPUA
4262C60106
BATCH SIZE /OBbEM NAPTUU

31.584 Packs/ ynakogok

Production date: / fata nsrotoBneHus:
Expiry date: / Cpok roaHocTu:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaType He Bblwe 25C

09.2024 /mecsu, ropg,
09.2026 /mecsau, roa

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

MNneceHu (BKﬂIOqaﬂ ADO)K)KVI), KOE/" He 6onee 100 KOE/r < 10 KOE/I’
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTUTUYECKUE OAHHLIE KANCY/b! TPEBOBAHMUA PE3Y/IbTATbI

Description / Onucanue

Appearance /
BHewHuh Bua

Oval clear natural capsules
containing a red suspension /
OBansHble Npo3payHble Kancynbl
eCcTecTBeHHOro uBeeTa,
coaepxaume CycneH3nio KpacHoro
usera

meets the requirements /
cooTeeTcTByeT TpebosaHuam

Physical tests /
UcnbiTaHue pusnuecknx cBoHcTs

Mean weight /
CpeaHas Macca

capsule mass: 708 - 783 mg /
macca kancynol: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHenus: 510 - 564 mr

770 mg / 770 mr

534 mg /534 mr

Individual weight /
WUHaueuayanbHaa macca

+ 7.5%, acc. to Ph. Eur. /
+7.5%, B COOTB. C Ep.®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Coctas
One capsule at least contains the following:

OaHa Kancyna CoAepXuT Kak MUHUMYM Cheayiolee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

221 mg/ 221 mr

Lutein
NiotenH

9-10 mg/ mMr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YMCNo oKMCNeHUs (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
uucny)

Peroxide number / not more than 10.0 meg Oz/kg / 2 meaq/kg /
NepekucHoe yncno He 6onee 10,0 Oz MIkB/Kr 2 M3Ke/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

Www.pg.com
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Highly Restricted

&

Quality and Safety Certificate / CepTudpukar kauecrsa v 6esonacHocTn

CAT. NO. / KAT. N2
81781705

Russia/ Poccusa

BATCH / CEPUA
4262C€60106
BATCH SIZE /OBBEM NAPTUU

31.584 Packs/ ynakoBok

_08.10.2029
DD.MM.YYYY/Yucno,mecaw, roa
DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMWUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKpbITbLIE NAEHOYHON
obonoukoi, Maccon 729 Mr U Kancysnbl Maccoin 746 mr

Production date: / lata narotoBneHus: 09.2024 /mecau, roa,

Expiry date: / Cpok rogHocTu: 09.2026 /mecau, roa

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

XpaHuTb B CyXOM, HEAOCTYMNHOM ANs AeTel MecTe Npu TeMmnepaType He Bbiwe 25'C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE NEMEHTbI Mr / kr, He 6onee Mr / kr
not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CeuHen
h . 2 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee O, /
. 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
. mg / kg , not more than
Pesticides/ Mr / Kr, He Gonee mg// kg
MecTuuabl My / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEpPOB reKCcaxnopuuKaorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopavdeHnNTpuxIopaTaH u ero He 6onee 0,1
MeTabonuTol
less than or equal to 0.002 /
; 0.001 / 0,001
Aldrin/ AnppuH MeHbwe nnun pasHo 0,002
| h | to 0.002
Heptachlor/ Fentaxnop IR e (RSO 0.001 /0,001
MeHble nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcKHbl (B NepecyeTe Ha Xup) TG
Polychloric bephenyl / not more than 3.0 /
0.1/0,1
NonuxnopuposBaHHble 6udeHnnbl S e )
- P Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / Kr, He 6onee yeM
PaanoaKTMBHOCTb /e Bk / kr
Cesium-137 / Lle3uwn-137 not more than 130 / He 6onee 130 20
Strontium-90 / CtpoHunin-90 not more than 100 /He 6onee 100 | O

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
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&

Highly Restricted

Quality and Safety Certificate / Ceptndmnkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

—08.10.2024

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA
4262C60106
BATCH SIZE /OBbEM NAPTUW

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

than 25C/

31.584 Packs/ ynakosok

09.2024 /mecsuy, roa
09.2026 /mecsau, roa

DD.MM.YYYY/Hucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITLIE MAEHOMHO
060104KOM, Maccoin 729 Mr 1 Kancynbl Maccow 746 mMr

XpaHuTb B CyXOM, HEAOCTYNHOM ANS AETei MecTe npu TeMnepartype He Bbiwe 25'C

Microbiological indices/

Mukpobuonoruueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfu/g/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuv rpynnbl KnweyHon nanoykn 8 0,1 r

not permitted /
He ponyckatoTca

not detected /
He 06Hapy eHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

MaroreHHble MUKPOOPraHusMbt, B.T.4.

not permitted /

HE AONYCKaKTCA

not detected /

He 06HapyXeHbl

S.aureus, in1,0g/
S.aureusB1,0r

not permitted /
He gonyckaercs

not detected /
He obHapyXeHa

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

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

<100 cfu/g/
<100 KOE/r

Date of release / flaTa Bbinycka

09 OCT 2024

DD.MM.YYYY / Yucno, mecsay, roa

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

WWWw.pg.com

Release office / otaena paspewieHun
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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:
4262C60106

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor item No:
81781705 81781705

Date of Manufacturing: Expiration Date:

11 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
31,584.00 T

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 40038713705

Batch No: 0065614723, Manufacturing Date:11.09.2024

P&G Health Austria GmbH & Co. OG
HéRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRigasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlIgasse 20, 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 04.10.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 04.10.2024

PeG

Package Size:
28

Package Type:

blisters
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