Quality and Safety Certificate /

CeptudukaT kauecTsa u 6e3onacHocTn

20.01.2025
DD.MM.YYYY/Hucno,mecsu, roa

CAT. NO. / KAT. N2
81781705

Business Use

PeG

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusn

729 mg film coated tablets and 746 mg capsules / TabneTtku, nokp

060104KO, MACCO 729 Mr v Kancynbl Maccon 746 mr

BATCH / CEPUA
4338C60100

BATCH SIZE /OBbEM NAPTUWN

Production date: / laTta nsrorosnexHus:
Expiry date: / Cpok roaHoCTH:

11.2024 /mecsu, roa
11.2026 /mecsu, rog

Store in a dry place, not available for children, under the room

temperature not more than 25°C/

31.536 Packs/ ynakosok

XpaHuTb B CYyXOM, HE4OCTYNHOM ANS AETel MecTe npu

TemnepaTtype He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHbLIE TABNETKW

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3YNIbTATDI

Description / Onucanue

Appearance / BHewHu# Bua

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

OBanbHble, ABOSKOBbLINYKNbIE
TabneTkn, NOKPLITHIE NMAEHOYHOW
o6onouxko, oT 6enoro Ao NoYTH
6enoro userta

meets the requirements /
cooTBeTCTBYET TpeGOBaHMﬂM

Physical tests /
UcnbiTaHue dhnanyeckux cBoUcTs

Mean weight / CpeaHaa macca

729.0mg £ 4 %/ 729,0 Mmr £ 4 % 727.4 mg [ 727,4 mr

Individual weight /
WHanBuayanbHaa Macca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHusaM

Composition / Cocras

Konuyecteax::

One film coated tablet at least contains the following vitamins and trace element:
OgaHa TabneTka, NOKPbLITas NIEHOYHOW 060104KON, COAEPXUT CNeayIoWwme BUTAMUHbI U INEMEHTbI B CNEAOBbLIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Buramun C (Ackop6mHoBas KMcnoTa) 55 mg /55 wr B Npeaenax Maccol
(B hopme kanbuma ackopbara)

Nicotinamide / HukornHamung 15mg/ 15 mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dhopme dl-anbda-Tokodepona
auerara)

weighed in /

4.8mg/4,8mr B Npeaenax Macchbi

Pantothenic acid (as calcium pantothenate) /

weighed in /

hydrochloride) /

NaHTOTEHOBaA kucnota (B opMe Kanbuus 6mg/6mr
naHToTeHara) B MpeAenax Maccob!
Vitamin B6 (pyridoxine) (as pyridoxine 1.9mg/ 1,9 Mr weighed in /

B npeaenax Macchbl
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Quality and Safety Certificate /

Business Use P G
Ceprudumkar kauecrsa n 6esonacHocTun &

20.01.2025

DD.MM.YYYY/Uucno,mecsuy, roa ||

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE

81781705

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTtku, nokp
060N04KOI, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUSA Production date: / llata unsrotoBneHus: 11.2024 /mecsu, roa
4338C60100 Expiry date: / Cpok roaHOCTU: 11.2026 /Mecsu, roa

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

31.536 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM AN AeTel MecTe npu
TemMnepartype He Bbiwe 25C

ButamuH B6 (nupuaokcun) (B dopme
NUPUAOKCUHA rMApOXnoprAaa)

Vitamin B2 (riboflavin) /

weighed in /

HuTparta)

ButamuH B2(pubodnasux) 1.4mg /1,4 Mr B nNpeaenax Macchl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButaMuH Bl (Tvamun) (B hopme TMaMuHa 1.4mg/1,4wmr weighed in /

B npeaenax Maccobl

Folate / ®onaTt

400 ug / Mkr
e 200 pg / Mkr

ButamuH B12 (umaHokob6anamun)

o folic acid / ¢honuesas kucnora o 208 ug / MKr (equal to . .
» L-methylfolate / L-meTundonar 200 pg folic acid) / n’:é?:::ad in / & npeAenax
(as Calcium salt L-methylfolate ) / (cooTtsercrByer 200 MKr
(B popme L-mMeTundonat kanbums) cdonuesoit KUCNOTbI)
Iodine (as potassium iodide) / weighed in /
Woa (B ¢hopMe Kanus noanaa) 150 ug / 150 mMkr B npeaenax Macchl
. weighed in /
Biotin / 6uoTnH 40 ug / 40 mkr B Npenenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /

4.5 ug / 4,5 Mkr B npeaenax Macchl

TYoxic elements/
Tokcuusbie 3n1eMeHTbl

mg / kg, not more than

m k
Mr/ kr, He 6onee yem 9/ kg

Mr / Kr

Lead / CBuHey

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

Cadmium/ Kagmni

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

Arsenic/ Mbilwbak

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

Mercury/ PTyTb

not more than 1.0 / He 6onee uem 1,0 < 0.005/ < 0,005

Pesticides/
MecTuuuasbl

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

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepOoB rekcaxnopuMKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

P&G Health Austria GmbH & Co. OG
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Quality and Safety Certificate /

CepTudpmkar kauecrsa u 6esonacHocrun

20.01.2025
DD.MM.YYYY/4ucno,mecsu, roa |

CAT. NO. / KAT. N2
81781705

Business Use

PeG

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / Tabnetku, nokp

060104KOI, Maccon 729 Mr n Kancynsl Maccon 746 mr

BATCH / CEPUA
4338C60100

BATCH SIZE /OBBLEM NAPTUU

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

11.2024 /mecsu, roa
11.2026 /mecsu, roa

Store in a dry place, not available for children, under the room

temperature not more than 25'C/

31.536 Packs/ ynakoBok

XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe npu

TeMnepartype He Bbiwe 25C

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandeHnnTpuxnopaTaH n ero
MeTabonuTbl

not more than 0.2 /

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

Aldrin/ AnapwvH

not permitted (<0,002) /

< 0.001/ < 0,001
He aonyckaevcs (< 0,002) /<0,

Heptachlor/ Fentaxnop

not permitted (<0,002) /

< 0.001/ < 0,001
He gonyckatoTcs (< 0,002)

Microbiological indices/
Mukpobuonoruuyeckme noKasarenu

QMAFARM 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 /
BakTepuu rpynnbi KuweyHon nanoykv 8 0,1 r

not permitted /
He [onyCKalTCcs

not detected /
He 06HapyXeHbt

E.coliin 1g/
E.colislr

not detected /
He o6HapyxXeHa

not permitted /
He AoNnyCKaercs

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOpraHu3Msl, B.T.u.
Salmonellas, 8 10 r

not detected /
He o6Hapy»XeHbl

not permitted /
He AOMYCKAaloTCR

Moulds (incl.Yeasts) cfu/g /

MneceHn (Bkntovan apoxxun), KOE/r

< 10 CFU/g /
< 10 KOE/r

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

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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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Quality and Safety Certificate /

CepTtudmkar kauecrsa n 6esonacHocTu

—20.01.2025
DD.MM.YYYY/'-IMcno,Mchau, roa

CAT. NO. / KAT. N2
81781705

Russia/ Poccus

BATCH / CEPUA
4338C60100

BATCH SIZE /OBbEM NAPTUU

31.536 Packs/ ynakoBok

Business Use

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, nokp
060N04KOIK, Maccoin 729 Mr u Kancynbl Maccon 746 mr

Production date: / flata nsrotosneHun:
Expiry date: / Cpok rogHoCTu:

11.2024 /mecsy, roa
11.2026 /mecsauy, roa

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

XpaHuUTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe npu
Temnepartype He Bbiwe 25C

PeG

ANALYTICAL DATA CAPSULES/

REQUIREMENTS RESULTS
AHAJIMTUYECKUE AAHHbLIE

TPEBOBAHUSA PE3YNbTATbI
KANCYbl
Description / Onucanue

Appearance /
BHewHwi Bua

Oval clear natural capsules
containing a red suspension /
OBanbHbie Npo3payHbIe Kancynbl
€CTeCTBEHHOro LBeTa,
coaepxalyme CYCneH3uio KpacHoro
uBera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanue duanyeckux CBOUCTB

Mean weight /
CpeaHsa macca

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

741 mg / 741 mr

519 mg / 519 mr

Individual weight /
WHaneuayanbHan mMacca

5%, acc. to Ph. Eur. /

7. meets the requirements /
+ 7.5%, B cooTB. C EBp.®apm.

cooTseTcTByeT TpeboBaHUAM

Composition / Cocras

One capsule at least contains the following:
OfiHa Kancyna CoOAEpPXMT Kak MUHUMYM cneaytolee:

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

200-244 mg / mr 215 mg/ 215 mr

Lutein
JllotenH

9-10 mg/ mr 9mg /9 mr

Oxidation number (corresponds to acid
number) /

Yucno okucneHus (CooTBeTCTBYET
KUCNOTHOMY uncny)

not more than 4.0 mg KOH/g / 0.0 mg KOH/g /

He 6onee uem 4,0 mr KOH/r

0,0 mr KOH/r

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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Quality and Safety Certificate /

Ceptndpukar kauecrsa n 6esonacHocTn

20.01.2025

DD.MM.YI(YY/‘-IMCJ‘IO,MeCﬂLl, roa

CAT. NO. / KAT. N2
81781705

Russia/ Poccuna

BATCH / CEPUA
4338C60100

BATCH SIZE /OBBEM NAPTUU

31.536 Packs / ynakosok

Business Use

PeG

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ DEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, nokp
060n04KON, Maccon 729 Mr u Kancynbl Maccoin 746 mr

Production date: / flata n3rotosneHus:
Expiry date: / Cpok rogHocTu:

11.2024 /mecsu, roa
11.2026 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AETEel Mecte npu
Temnepartype He Bbiwe 25C

3 mea/kg /
Peroxide number / not more than 10.0 meq O2/kg /
MNepekuncHoe wncno He 6onee 10,0 Oz MIkB/Kr
3 MIkB/Kr
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUYHbDbIE 31IeMEHTb! Mr / kr, He 6onee Mr / kr
Lead / Caurew not more than 1.0 / He 6onee 1,0 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 0.0/0,0
Arsenic/ Mbilbsk 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
m kg , not more than
Pesticides/ 9/kg, mg / kg
Mr / xr, He 6onee

Mecruunaot Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepOoB rekcaxnopumkKnorekcaHa He 6onee 0,1 ) '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/

0.0/0,0
AunxnopandeHnnTpuxnopaTax 1 ero He 6onee 0,1
meTabonuTol
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Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschrankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




Quality and Safety Certificate /

Business Use

Ceptudukar kayecrsa u 6esonacHocTu

20.01.2025
DD.MM.YYYY/Yucno,mecsy, roa

CAT. NO. / KAT. N2
81781705

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA
4338C60100

BATCH SIZE /OBbEM NAPTUK

Production date: / [lata usrotosneHus:
Expiry date: / Cpok roaHoCTH:

temperature not more than 25°C/

31.536 Packs/ ynaxkosok

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe npu

Temnepatype He Bbiwe 25C

PeG

729 mg film coated tablets and 746 mg capsules / Tabnetku, nokp
060104KOI, Maccoin 729 Mr U Kancysbl Maccon 746 mr

11.2024 /mecauy, roa
11.2026 /mecsau, roa

Store in a dry place, not available for children, under the room

Aldrin/ AnapvH

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

0.001 / 0,001

Heptachlor/ lentaxnop

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

0.001 / 0,001

Diossina (calculation into fat) /

not more than 2 /

0
JAVOKCUHDLI (B NnepecyeTe Ha Xup) He 6onee 2
Polychloric bephenyl / not more than 3.0 / 0.1/01
NonuxnopupoBaHHble 6GudeHunbl He 6onee 3,0 ' !
. .. Bq / kg, not more than
Radioactivity/ Bq el 6 Bq / kg
PaguoakTuBHO K / kr, He 6onee uem Bk / Kr
Cesium-137 / Lie3nin-137 not more than 130 / He 6onee 130 <10
Strontium-90 / CTpoHUuii-90 not more than 100 /He 6onee 100 | O
Microbiological indices/
Mukpo6uonorunueckme nokasarenu
QMAFANM cfu/g / not more than 5 x 10* 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 /
BakTtepun rpynnel KMwewHon nanouku 8 0,1 r HE AoNyCKatTCs He obHapyXeHbl
. not permitted / not detected /
E.coliin 1g/
He AonyckaeTcs He obHapyxeHa

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

Unbeschrankt haftende Gesellschafterin:
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Quality and Safety Certificate /

Ceprtndumnkart kauecrsa u 6esonacHocTH

0.01.2025

DD.MM.YYYY/4ucno,mecsu, roa

CAT. NO. / KAT. N2
81781705

Russia/ Poccusn

BATCH / CEPUA
4338C60100

BATCH SIZE /OBBEM NAPTUU

31.536 Packs/ ynakoBok

Business Use

PeG

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, nokp
060n04KO0I, Maccoin 729 Mr u Kancynbl Maccon 746 mr

11.2024 /mecsy, roa
11.2026 /mecsiuy, roa

Production date: / flata nsrotosnexHus:
Expiry date: / Cpok roaHocTH:

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe nNpu
Temneparype He Bbiwe 25'C

E.colislr

Pathogenic microorganisms,

Salmonellas, 8 10 r

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

not detected /

not permitted /

He 06HapyXeHbl
He ponyckatloTcs 4

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

not detected /
He obHapyxeHa

not permitted /
He gonyckaeTtcs

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

<10 cfu/g/
<10 KOE/r

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

Unterlerchner Barbara

Date of release / [laTa Bbinycka

20. Jan. 2025

DD.MM.YYYY / Yucno, mecsiy, ron

Release office / otaena paspeweHun
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P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a

UID-Nr. ATU43740706

Unbeschréankt haftende Gesellschafterin:

P&G Health Germany GmbH

Sitz: Schwalbach am Taunus

(Amtsgericht Kénigstein im Taunus HRB 10156)




