&

Quality and Safety Certificate / Ceprudukar kauecrsa u 6esonacHocTu

-09.01.2024
DD.MM.YYYY/4ucno,mecsay, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHWE
81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccusn 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpLITbie NNEHOYHON

060104KOI, Maccoi 729 Mr v Kancynbl Maccor 746 Mr

BATCH / CEPUR Production date: / flata u3rotosneHus: 11.2023 /mecsu, roa

3348C60106 Expiry date: / Cpok ropHocTu: 11.2025 /mecau, roa

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

than 25'C/

31.392 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETeW MecTe Npu TeMnepaTtype He Bblwe 25°C
ANALYTICAL DATA TABLETS/ REQUIREMENTS RESUL:TS
AHANMUTUYECKUE OAHHDLIE TABJMIETKA TPEBOBAHUSA PE3Y/IbTATbI
Description / OnucaHue

White to off-white, oval, biconvex
film coated tablet / ;
Appearance / BHewHwWv BuA OBanbHble, ABOSKOBbLINYKNbIE meets the requirements /
Tabnerku, NOKPbITbIE NNEHOUHON cooTBeTcTBYeT TpeboBaHnaM
060/104KOM, OT 6enoro Ao NMoYTn
6enoro useTa

Physical tests /

Uc anue 7] K Hcys )

Mean weight / CpeaHas macca 729.0mg £ 4 %/ 7290 Mr £ 4 % 731,5mg/ 731,5 Mr
Individual weight / + 5%, acc. to Ph. Eur. / meets the requirements /
WNHAMBUAYanbHaa Macca + 5%, B cooTB. C EBp. ®apm. cooTBeTcTBYeT TpeboBaHnaM

Composition / Cocvas

One film coated tablet at least contains the following vitamins and trace element:

OpHa TabneTtka, NOKPLITAs NAEeHOUYHON 060N04KON, COAEPXMUT Ceaytolmne BUTaMUHbI 1 3/1EMEHTLI B CNIEA0BLIX
KONWYecTBax::

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

ButamuH C (AckopbuHoBas kucnota) 55 mg / 55 wr B npeaenax Maccbl
(8 chopMe Kanbuus ackopbara)

weighed in /

Nicotinamide / HukoTuHamuna 15mg/ 15 mr B NpeAenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /

weighed in /
ButamuH E (8 copMe dl-anbca-tokodepona 4.8mg/ 4,8 mMr ol S
auerara)
Pantothenic acid (as calcium pantothenate) / weihed i
MNaHTOoTEHOBas kucnota (B opMe Kanbuus 6mg/6wMr g i
NaHToTEHATA) B Npeaenax mMaccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (B hopme 1.9mg/ 1,9 mr B NpeAenax Macchbl
NUPUAOKCHHA rMAapoxnopuaa) ;

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

weighed in’/

1.4mg/ 14 mr B npeaenax Maccbl

Vitamin B1 (thiamine) (as thiamine nitrate) /

weighed in /
:::g:::) B1 (TMamuH) (8 opme THaMuHa 14mg/1,4wmr B Npeaenax Maccs!
400 pg / MKr
Fo|atfe |( (Do;jda*; 3 o 200 ug / MKr
o folic aci onvesas Kucnora @ . .
o L-methylfolate / L-metundonat ggg :113 f/o:::: l;‘(:&q)u/a i Lv:é%t;?d /'8 Mpenenax
(as Calcium salt L-methylfolate ) / (cooTsercrayer 200 MKr
(8 dopme L-metundonat kanbuus) c¢onnesoi KUCNOTbI)
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Quality and Safety Certificate / CepTuduxar kauecrsa u 6e30nacHOCTH

DD.MM.YYYY/Yucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHWE
81757758
FEMIBION® 2/ ®DEMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / Tabnerku, NOKpPLITLIE NNEHOYHOW

060/104KOM, Maccoi 729 M U Kancynbl Maccoit 746 mr

BATCH / CEPUR Production date: / flaTta #u3rotoBneHus: 11.2023 /mecsu, roa

3348C60106 Expiry date: / Cpok rogHoCTH: 11.2025 /mecsuy, roa

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

than 25'C/

31.392 Packs/ ynakoBok XpaHuTb B CYXOM, HEOCTYNHOM ANSA AeTeil MecTe npu TeMneparype He Boiwe 25'C
lodine (as potassium iodide) / weighed in / ;
Nopa (B dopme kanus noauaa) 150 g / 130 mkr B npeaenax Maccol

S weighed in /
Biotin / 61oTuH 40 pg / 40 Mkr B NPeAENaXx Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButaMui B12 (umaHokobanamuH) 4.5 ug / 4,5 mkr B Npeaenax Macchl
mg / kg, not more than
oxic e S mg / kg
e 6
aE] Mr/ xr, He 6onee yeM | mr/wr
Lead / CauHey not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamum not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbiwbsak 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
Mecruumnasbl Mr / kr, He Gonee YeM Mr/ xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / < 0.005 / < 0,005..
CyMMa U30MEpOoB rekcaxnopuunknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.2 / < 0.005 / < 0,005
AuxnopandeHunTpuxnopaTtaH n ero He 6onee 0,2
MeTabonunTbl
1 not permitted (<0,002) /
Aldrin/ AnapvH He gonyckaercs (< 0,002) < 0.001/ < 0,001
not permitted (<0,002) /
Heptachlor/ FenTaxnop He ponyckalotcs (< 0,002) < 0.001 / < 0,001
Microbiological indices/
Mukpo6Guonoruueckue nokasareny
QMAFANM cfu/g / not more than 5 x 10* cfu/g / < 10CFU/g/ -
KMAQ®AHM KOE/r He 6onee yeM 5 x 10° KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0,1g / not permitted / ' not detected /
BakTepuu rpynnbl KALWEYHoN nanoukn B 0,1 r He aonycKatoTcs He o6HapyXeHsbl
E.coliin 1g / not permitted / not detected /
E.colislr He AonyckKaeTca He o6HapyxeHa
Pathogenic microorganisms,
Salmonellas inclusive in 10 g / not permitted / not detected /
MNaTtoreHHble MUKPOOPraHusMbl, B.T.4. He aonyckalwTcs He 0GHapyXeHb
Salmonellas, B 10 r
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&

Quality and Safety Certificate / Ceprudukar kauecrsa n 6esonacHocTv

CAT. NO. / KAT, N2
81757758

09.01.2024
DD.MM.YYYY/YUucno,mMecsau, roa

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUEUOH® 2

Russia/ Poccusn

BATCH / CEPUA
3348C60106
BATCH SIZE /OBbEM NAPTUN

31.392 Packs / ynakoBok

Production date: / laTa usrotosneHua:
Expiry date: / Cpok rogHocTu:

Store in a dry place, not available for children, under the room temperature not more
than 25'C/ e
XpaHuTb B CyXOM, HEIOCTYNHOM ANs AeTeit MecTe Npu TemnepaType He Bblwe 25°C

729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPLITLIE NAEHOUYHOW
060104KOM, Maccon 729 Mr 1 Kancynb! Maccon 746 mr

11.2023 /mecsau, roa
11.2025 /mecsauy, roa

< 10 CFU/g/

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / :
Mnecexnn (BKJ‘llO"laﬂ ADO)K)KM), KOE/r He 6onee 100 KOE/r <10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE AAHHDBIE KAMNCY bl TPEBOBAHUA PE3Y/IbTATbI!

Description / Onucaxue

Appearance /
BHewHwnit BuA

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHblie Kancynbl
eCTecTBeHHOro L\BeTa,
coaepxalme CycrneHsuio KpacHoro
usera

meets the requirements /-
CcooTBETCTBYET TpeGoBaHNAM

Physical tests /
bitaHue duan oHC

Mean weight /
CpeaHssi Macca

capsule mass: 708 - 783 mg/
Macca kancynbl: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHenus: 510 — 564 mMr

767 mg / 767 mr

531 mg/ S31 mr

Individual weight /
MHaveuayanbHaa Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cootB. ¢ EBp.®apm.

meets the requirements /
cooTBeTCTBYET TpeGoBaHUAM

Compositi

One capsule at least contains the following:
OfHa Kancyna CoAepXuUT Kak MUHUMYM cneaylollee:

Docosahexaenoic acid (DHA) /
[loko3sarekcaeHosas kucnora (ArK)

200-244 mg / mr

320 mg / 220 T

Lutein
NoTenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

qyucny)

Yucno okncneHus (COOTBETCTBYET KUCNOTHOMY

not more than 4.0 mg KOH/g /

He 6onee yem 4,0 Mr KOH/r

0.0 mg KOH/g /

0,0 mr KOH/r

Peroxide number /
NepekncHoe 4yncno

not more than 10.0 meq Oz/kg /
He 6onee 10,0 02 MIKB/Kr

3 meq/kg /

3 M3KB/Kr

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 / CepTudukar kauecrsa u 6esonacHocTy

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

1.202
DD.MM.YYYY/Yucno,mecauy, roa
DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOYHOM
060104KOM, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUSA

3348C60106

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.392 Packs/ ynakosok

Production date: / laTa U3rotosneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

11.2023 /mecsuy, roa
11.2025 /mecay, roa

XpaHWTb B CyXOM, HEAOCTYMHOM ANs AETei MeCTe Npu TemnepaTtype He Bbilwe 25'C

mg / kg

OnxnopandheHNNTPUXIOP3ITaH U ero
MeTabonuThl

He 6onee 0,1

Toxic elem_ents[ mg / kg, not more than
TOKCUUHbIE 3/1IEMEHTbI Mr / kr, He Gonee Mr / kr
n than 1.0 / He 1 0.0/0,0
Lead £ CRHAEH ot more than / He 6onee 1,0 /0,
ore 0. 0.0/0,0
Cadinlomy Kanmai not more than 0.2 / He 6onee 0,2 /
. 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 :1'_9// l:g
NMecTuungbl H
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0 .0'
CyMMa M30MepoB reKCaxnopumKiIorekcaHa 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 /
MeHblue unu pasHo 0,002

0.001 / 0,001

Heptachlor/ 'entaxnop

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

0.001 /0,001

Diossina (calculation into fat) /

not more than 2/

[AvoKcuHbl (B NepecyeTe Ha Xup) v Gofee 2 0
Polychloric bephenyl / not more than 3.0 / 0.2/0 2
. ’
MonuxnopupoBaHHble GudeHunsl He 6onee 3,0
P - Bq / kg, not more than
Radioactivity/ Bq / kg
B K 6on

e o K / Kr, He ee yeMm BK / Kr
Cesium-137 / Ue3uin-137 not more than 130 / He 6onee 130 | 10
Strontium-90 / CtpoHuuMii-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
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Quality and Safety Certificate / CepTtuduxar kauecrsa n 6e3onacHocTH

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

&

09.01.2024
DD.MM.YYYY/Uucno,mecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPLITbIE NEHOYHOM

060/104KOM, Maccon 729 Mr ¥ Kancynbl Maccoit 746 mr

BATCH / CEPUA

3348C60106

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.392 Packs/ ynakoBoOK

Production date: / laTa u3rorosneHus:
Expiry date: / Cpok rogHoCTU:
Store in a dry place, not available for children, under the room temperature not more

11.2023 /mecsy, roa
11.2025 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANS AeTel MecTe Npu TeMnepartype He sbilwe 25°C

BakTepun rpynnbl KWweyHow nanovykn 8 0,1 r

He AONYCKAatoTCA

Microbiological

Mukpo6uonornyeckye nokazavenu

QMAFANM cfu/g / not more than 5 x 104 cfu/g / <10 cfu/g/
KMA®AHM KOE/r He 6onee 5 x 10* KOE/r < 10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /

He 06HapyXeHb!

E.coliin 1g /
E.coliBlr

not permitted /
He Aonyckaercs

not detected /
He obHapyxeHa

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

not permitted /

He AOonyCKakTCa

not detected /

He 06HapyXeHbl

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

not permitted /
He fonycKaeTcst

not detected /
He o6HapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / flata Bbinycka

09, Jan, 2024

%&'M Ve saoum

DD.MM.YYYY / Yucno, mecsu, 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
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